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highlights

FEDERAL GRANT PROGRAMS
Announcing a New Weekly Feature

To  assist readers wishing to keep abreast of federally funded 
grant programs, the FEDERAL REGISTER is adding a new 
listing to the weekly Reminders section published every 
Wednesday. Beginning with the issue of August 2, 1978, the 
Wednesday Reminders section will include a listing of grants 
related documents published in the FEDERAL REGISTER 
during the previous week.

SUNSHINE ACT MEETINGS______ ............  32923

SUMMER FOOD SERVICE PROGRAM FOR 
CHILDREN
USDA/FNS implements a special account system for payr 
ments to food service management companies; effective 
7 -2 8 -7 8 .....................     32738

INCOME TAX
Treasury/IRS announces percentage to be used by foreign life 
insurance companies in computing tax for 1977 and estimated
tax for 1978; effective 3 -1 5 -7 8 .............    3 2 754
Treasury/IRS amends rules for certain foreign controlled or
based corporations...................     3 2 753
Treasury/IRS proposes regulations concerning interest related 
to exempt-interest dividends; comments and hearing requests 
by 9 -26-78  ............................    3 2 823

UNEMPLOYMENT COMPENSATION 
Labor/ETA requires state promptness for first payments; ef­
fective 8 -28-78  (Part VII of this issue).......................................... 3 3 224

CLEAN WATER ACT
EPA publishes a list of four conventional pollutants..................  3 2 857

RECOMBINANT DNA RESEARCH
HEW /NIH proposes revisions to guidelines (Part IV of this
issue).............................................................................................. ........3 3 0 42

MULTIESTABLISHMENT COMPANIES 
Commerce/Census proposes surveys to update Standard Sta­
tistical Establishment List; comments by 8 -2 8 -7 8 .....................  3 2 845

INTERIM STUDENT CREDIT TRANSACTIONS 
FRS publishes interpretation of Regulation Z regarding Truth in 
Lending disclosures; effective 8 -28-78  ......................................... 3 2 7 42

CONTINUED INSIDE
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INFORMATION AND ASSISTANCE
Queétions 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:
Subscription orders (GPO)............. 202-783-3238
Subscription problems (GPO)......... 202-275-3050
“ Dial - a - Reg”  (recorded sum­

mary of highlighted documents 
appearing in next day’s issue).

Washington, D.C.......... .............  202-523-5022
Chicago, III....... ........................ 312-663-0884
Los Angeles, C a lif................... 213-688-6694

Scheduling of documents for 202-523-3187
publication.

Photo copies of documents appear- 523-5240
ing in the Federal Register.

Corrections......................................  523-5237
Public Inspection Desk.................... 523-5215
Finding Aids:....................    523-5227

Public Briefings: “How To Use the 523-3517
Federal Register.”

Code of Federal Regulations (CFR).. 523-3419
523-3517

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......  523-5266

523-5282
Slip Laws.........................................  523-5266

523-5282
U.S. Statutes at Large..................... 523-5266

523-5282
Index.........................     523-5266

523-5282

U.S. Government Manual.................  523-5230

Automation........................................  523-3408

Special Projects...............................  523-4534

HIGHLIGHTS—Continued

CABLE ROYALTIES
Copyright Royalty Tribunal proposes to establish policy and 
procedures on resolution of fee controversies; comments by
8 -2 1 -7 8 ................................................................................................ 3 2 825

PHONORECORD PLAYER (JUKEBOX)
ROYALTIES
Copyright Royalty Tribunal proposes procedures for persons 
claiming to be entitled to compulsory license fees; comments 
by 8-21-78  ......... .............................................. .................................  3 2 8 2 6

LEGAL ASSISTANCE
LSC revises regulations on criminal proceedings involving
juvenile cases; effective 8 -2 8 -7 8 ...............................    3 2 7 75
LSC establishes a procedure to insure a fair hearing before 
funding applications are terminated or denied; effective
8 -2 8 -7 8 ...............................................................................................  32769 .
LSC amends rules on prohibited political activities; effective
8 -2 8 -7 8 ..........................................................................................    3 2 7 73
LSC establishes eligibility requirements for governing bodies of
recipient boards; effective 8 -2 8 -7 8 ...............................................   3 2 7 72
LSC clarifies and revises restrictions on use of Corporation
funds; effective 8 -2 8 -7 8 ............................, ....................... .............  3 2 774
LSC proposes revisions to priority-setting procedures for recip­
ients; comments by 9 -1 1 -7 8 ........................................................... 32831

FREEDOM OF INFORMATION ACT
LSC proposes to amend regulations; comments by 9 -1 1 -7 8 .. 32827

COST ACCOUNTING STANDARDS
CASB proposes criteria on accounting for independent re­
search and development and bid and proposal costs; com­
ments by 1 0 -2 -7 8 ......................................... .................................... 3 2 812

COASTAL ENERGY IMPACT PROGRAM 
Commerce/NOAA amends rules on lateral seaward bound­
aries; effective 7-28-78  ....................................................................  32743
IMPORTED FOOTWEAR
Treasury/Customs proposes to consolidate and update infor­
mation required on invoices; comments by 9 -2 6 -7 8 .................  32819

BICYCLE TIRES AND TUBES FROM THE 
REPUBLICS OF KOREA AND CHINA 
Treasury/Customs announces preliminary countervailing duty 
determinations; effective 7-28-78  (2 documents)....... 32910 , 3 2 912

CUSTOMS RELATIONS WITH CANADA AND 
MEXICO
Treasury/Customs proposes to establish procedures for han­
dling discrepancies in the manifests of vehicles and certain
vessels; comments by 8 -28-78  ......................................................  3 2 817

INCOME TAX TREATY
Treasury/Secy solicits views regarding issues between United 
States and Bangladesh; comments by 8 -15 -78  ......................... 32914

STAINLESS STEEL ROUND WIRE FROM 
JAPAN
Treasury/Secy initiates antidumping investigation; effective 
7 -2 8 -7 8 ...............................................................................................  3 2 914

VISCOSE RAYON STAPLE FIBER FROM 
BELGIUM
Treasury/Secy modifies the determination of sales at less than 
fair value; effective 7 -2 8 -7 8 ........................................ .................... 32915
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HIGHLIGHTS—Continued

MARITIME RADIO SERVICE
FCC proposes use of single sideband emission A3J
(supressed carrier) uncertain frequency; comments by
8-28-78; reply comments by 9 -8 -7 8 ............................... ............  32835
STATIONS ON SHIPBOARD
FCC amends rule to permit aircraft stations to use certain VHF
maritime mobile frequencies; effective 8-28-78  ......................... 32797
TELEVISION AND RADIO BROADCASTING
FCC amends certain provisions of its rules; effective 8 -1 -78 .. 32778
POLITICAL BROADCASTING AND 
CABLECASTING
FCC amends rules to clarify and resolve uncertainties; effec-
tive 8-28-78  ................................................... .................................... 32790
ANIMAL DRUGS
HEW/FDA provides for safe use of monensin in feed of
pasture cattle; effective 7 -28 -7 8 ................................................ . 32749
HEW/FDA approves use of certain broiler feed premixes 
containing monenisn, bacitracin, bacitrain methylene disalicy­
late, and roxarsone; effective 7 -28-78.........................................  32749
HEW/FDA approves use of higher concentration decoquinate
cattle feed supplements; effective 7 -2 8 -7 8 .................................  32750
HEW/FDA approves revised labeling, and establishes a resi­
due tolerance for certain penicillin products for cattle, sheep,
swine and horses; effective 7 -2 8 -7 8 .....................   32748
HEW/FDA approves use of certain tylosin premixes in swine
feeds; effective 7 -2 8 -7 8 ............... .............................. ..................... 32746
HEW/FDA approves use of piperazine phosphate-thenium 
closylate tablets in treating weaned pups and dogs; effective 
7 -2 8 -7 8 ................................................................................................ 32747
PRIVACY ACT
DOE amends a system of records; comments by 8 -2 8 -7 8 ...... 32855
USDA/Secy amends a system of records; effective 7-28-78 . 32843 
HEARING AIDS
HEW/FDA proposes to exempt certain State and local device 
requirements from Federal preemption; comments by 9-26-78
(Part V of this issue)..........................................................................  33180
HEW/FDA announces opportunity for hearing on State appli­
cations for. exemption from preemption of State and local 
requirements governing labeling and sale conditions; hearing 
requests by 8-28-78  ............................................... .........................  32868
DRUGS FOR HUMAN USE
HEW/FDA proposes to withdraw approval of parenteral pro­
tein hydrolysate solutions; hearing requests by 8 -28-78  .......... 32869
INSULIN PRODUCTS
HEW/FDA withdraws its original proposal and reproposes to 
discontinue certification of all 80-unit products; comments by 
11-27 -78 .............................................................................................. 32821
MEDICAL DEVICES
HEW/FDA sets forth criteria and procedures for classifying 
devices intended for human use; effective 8 -28 -7$  (Part II of 
this issue)...........................................................................    32988
GUM GUAIAC
HEW/FDA proposes removal from the list of direct human 
food ingredients recognized as safe and from the direct food 
additives list; comments by 9 -2 6 -7 8 ......................    32819

BILATERAL TEXTILE NEGOTIATIONS WITH 
INDIA
CITA solicits comments on trading agreement........................   32850
FEDERAL HAZARDOUS SUBSTANCES 
LABELING REQUIREMENTS 
CPSC exempts certain packages of cyanoacrylate-based glue; 
effective 7 -2 8 -7 8 .........    32744

LICENSED INDEPENDENT OCEAN FREIGHT 
FORWARDERS
FMC increases the amount of the surety bond; effective
9 -1 -7 8 ..................................................... ,.......... ................................  32776

MOTOR VEHICLE PROCUREMENT PROGRAM 
GSA changes identification of various categories of available 
vehicles; effective 7-28-78  .............................................................. 32766

FEDERAL EMPLOYEES’ GROUP LIFE 
INSURANCE
CSC reduces rates............................................................................. 32735

SUGAR
USDA/Secy establishes procedures and conditions for issu­
ance of licenses permitting fee-exempt importation; effective 
8 -1 -7 8 ..............     32736

SEA TURTLES
Commerce/NOAA and Interior/FWS determines a threatened 
and endangered status for certain species................. ................. 32800

MEETINGS—
DOD/Navy: Visitors Board to the U.S. Naval Academy,

9 -2 7 -7 8 ...............................        32851
HEW/OE: Career Education National Advisory Council,

8 -2 8 -7 8 ..................................................      32864
FDA: Public Advisory Committee, Circulatory System De­

vices Panel, 8-11-78  ............................................................. 32865
Labor/OSHA: Construction Safety and Health Advisory

Committee, 8 -16  and 8 -1 7 -7 8 .............................................   32884
NASA: Advisory Council, 8 -17 through 8 -1 9 -7 8 ....................  32902

Advisory Council, Handling of Alternative Aircraft Fuels Ad
Hoc Informal Subcommittee, 8 -14-78  ..............................  32901

Applications Steering Committee, Supporting Research 
and Technology Ad Hoc Advisory Subcommittee, 8 -7
through 8 -1 1 -7 8 ..........................     32901

NFAH/NEA: Arts National Council, 8-11 and 8-12-78......... 32902
Media Arts Advisory Panel, 8-21 and 8-22-78  ..................  32902

NRC: Reactor Safeguard Advisory Committee, Subcommit­
tee on Emergency Core Cooling Systems (ECCS),
8 -1 4 -7 8 ..................................................................... ............... . 32906

NSF: Cepex Site Review Ad Hoc Subcommittee, 8-13
through 8 -1 5 -7 8 .................................................................... „.. 32903

State: International Radio Consultative Committee (CCIR),
U.S. Organization Study Groups, 8 -2 2 -7 8 ................. . 32909

Ship Coordinating Committee, Safety of Life at Sea Sub­
committee, 8 -17-78  ..............................................................  32908

Shipping Coordinating Committee, Safety of Life at Sea 
Subcommittee, Fire Protection Working Group, 9-13-78.. 32909  

Transnational Enterprises Advisory Committee, Trans-
border Data Flowers Working Group, 8 -1 7 -7 8 ...............  32909

Treasury/Secy: USA-Jamaica Tax Treaty issues, 8 -2 1 -7 8 .. 32913

CANCELLED MEETINGS—
HEW/ADAMHA: Minority Advisory Committee, 8 -2  through 

8 -4 -7 8 .................................................. :......................................  32874

HEARINGS—
Commerce/NOAA; Atlantic Billfishes and Sharks, August 

1978............................................................................................... 32840

SEPARATE PARTS OF THIS ISSUE
Part II, HEW /FDA...............................................................................  32988
Part III, Labor/ESA............................................................................. 33002
Part IV, H E W /N IH ....................................................     33042
Part V, H E W /FD A .................................. ,..........................................  33180
Part VI, USDA/AMS..........................................................................  33191
Part VII, Labor/ETA............................................................................ 33224
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contents
AGRICULTURAL MARKETING SERVICE
Rules
Lemons grown in Calif, and

A riz............... ............................  32740
Onions grown in Idaho and

Oreg............................................ 32739
Proposed Rules 
Milk marketing orders:

Texas et a l.......... ............... ....... 33192
AGRICULTURE DEPARTMENT

See Agricultural Marketing 
Service; Federal Grain Inspec­
tion Service; Food and Nutri­
tion Service; Food Safety and 
Quality Service; Foreign Agri­
cultural Service; Forest 
Service.

ALCOHOL, DRUG ABUSE, AND MENTAL 
HEALTH ADMINISTRATION

Notices
Meetings:

Minority Advisory Commit­
tee, canceled..........................  32874

ARTS AND HUMANITIES, NATIONAL
FOUNDATION

Notices
Meetings:

Arts National Council.............. 32902
Media Arts Advisory Panel....  32902

BLIND AND OTHER SEVERLY 
HANDICAPPED, COMMITTEE FOR 
PURCHASE FROM

Notices
Procurement list, 1978; addi­

tions and deletions...................  32850
CENSUS BUREAU 
Notices
Surveys, determinations, etc.:

Company organization sur­
vey ..................... ....................  32845

CIVIL AERONAUTICS BOARD 
Notices
Hearings etc.:

Dallas/Fort Worth-Tucson in-
vestigation.............................  32844

Pan American World Airways,
Inc...........................................  32844

CIVIL SERVICE COMMISSION 
Rules
Excepted service:

Executive Office of Presi-
dent  ..... ....... ........ ................  32735

Interior Department , and
Energy Department.............  32735

Life insurance, regular and
optional; reduction in rates.».. 32735 

Notices
Noncareer executive assign­

ments:
Health, Education, and Wei-

fare Department et a l ........ . 32845
Treasury Department ..........  32845

COMMERCE DEPARTMENT

See Census Bureau; Industry 
and Trade Administration; 
National Oceanic and Atmos­
pheric Administration.

CONSUMER PRODUCT SAFETY 
COMMISSION

Rules
Hazardous substances and arti­

cles; administration and en­
forcement:

Cyanoacrylate-based glue; 
labeling requirements ex­
emption............ .....................  32744

COPYRIGHT ROYALTY TRIBUNAL 
Proposed Rules
Cable royalty fees; filing of 

claims; proof of fixation of 
works; policies and procedures 32825 

Phonorecord players (jukebox); 
royalty fee claims filing; inqui­
ry.......................................... . 32826

COST ACCOUNTING STANDARDS BOARD 
Proposed Rules 
Cost accounting standards: 

Independent research and de­
velopment and bid and pro­
posal costs .............................  32812

CUSTOMS SERVICE 
Proposed Rules
Canada and Mexico customs re­

lations:
Vehicle and vessel manifest 

discrepancies; handling pro-
* cedures...........................   32817

Entry of merchandise:
Footwear; invoice require­

ments......................................  32819
Notices
Countervailing duty petitions 

and preliminary determina­
tions:

Bicycle tires and tubes from
K orea.....................................  32910

Bicycle tires and tubes from 
Republic of China................  32912

DEFENSE DEPARTMENT
See also Navy Department.
Rules
Charters:

Defense Advanced Research 
Projects Agency; purpose,
mission, e tc ............................  32757

Defense Contract Audit Agen­
cy; purpose, mission, e t c .....  32755

Defense Logistics Agency; pur­
pose, mission, e tc ...............   32759

EDUCATION OFFICE 
Notices
Information collection and data 

acquisition activity, descrip­
tion and inquiry.......................  32861

Meetings:
Career Education National 

Advisory Council..................  32864
EMPLOYMENT AND TRAINING  

ADMINISTRATION
Rules
Unemployment compensation; 

benefit payment promptness 
standard.....................................  33224

Notices
Employment transfer and busi­

ness competition determina­
tions; financial assistance ap­
plications (2 documents).........  32883,

32884
EMPLOYMENT STANDARDS 

ADMINISTRATION
Notices
Minimum wages for Federal and 

federally assisted construc­
tion; general wage determina­
tion decisions, modifications, 
and supersedeas decisions 
(Ariz., Ark., Calif., Conn., Fla.,
Iowa, Ind., La., Miss., N.C.,
Okla., Pa., Tenn., V t.)...... ......  33002

ENERGY DEPARTMENT

See also Federal Energy Regula­
tory Commission; Hearings 
and Appeals Office, Energy 
Department.

Notices
Privacy Act; systems of rec­

ords...............................     32855
ENVIRONMENTAL PROTECTION AGENCY
Rules
Water pollution control:

Hazardous substances; deter­
mination of harmful quanti­
ties; effective date................  32764

Proposed Rules
Air quality implementation 

plans; enforcement by State 
and Federal governments 
after statutory deadlines:

Idaho.........................................  32826
Notices
Water pollution control:

Conventional pollutants; lis t .. 32857
FEDERAL COMMUNICATIONS 

COMMISSION
Rules
Applications filed by corpora­

tions, permitting corporate of­
ficers or authorized employees 
to sign; change of effective 
date.......................................... . 32778

Cable television and radio 
broadcast services:

Candidates for public office; 
equal opportunity and ac­
cess; definition of legally 
qualified.................................  32790
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CONTENTS

Maritime services, land and 
shipboard stations:

Aircraft use of maritime mo-
bile VHF frequencies...........  32797

Radio broadcast services:
Reregulation of television and 

radio broadcasting...............  32778
Proposed Rules
FM broadcast stations; table of 

assignments:
Arkansas........................ ..........  32832
Michigan....................................  32834

Maritime services, land and 
shipboard stations:

Radiotelephone frequencies, 
single sidebands emission 
A3J on 2182 kHz...................  32835

Practice and procedure:
Ex parte communications in 

informal rulemaking pro-
ceedings; changes and exten­
sion of tim e ...........................  32832

Notices
Mexican standard broadcast sta­

tions; notification l i s t .............  32872
Television broadcast applica­

tions ready and available for
processing..................................  32860

Hearings, etc.:
Kaltrim Broadcasting Co. 

et a l .........................................  32859
FEDERAL ENERGY REGULATORY 

COMMISSION
Proposed Rules 
Practice and procedure:

Settlement agreements; Com­
mission review.......................  32814

FEDERAL GRAIN INSPECTION SERVICE 

Notices
Grain standards; inspection 

points:
Iowa...........................................  32842

FEDERAL INSURANCE ADMINISTRATION 

Rules
Flood insurance, communities 

eligible for sale:
Colorado et a l...........................  32751

FEDERAL MARITIME COMMISSION 

Rules
Licensing of independent ocean 

freight forwarders; surety
bond increase...........................  32776

FEDERAL RESERVE SYSTEM 

Rules
Equal credit opportunity:

Official staff interpretations;
correction......... ....................  32742

Truth-in-lending:
Official staff interpretation.... 32742 
Official staff interpretations; 

correction..............................  32742
Notices
Applications, etc.:

Guaranty Corp.... ...................  32860

FISH AND WILDLIFE SERVICE
Rules
Endangered and threatened spe­

cies; fish, wildlife, and 
plants:

Turtles, loggerhead sea and 
green and olive ridley sea; 
cross reference......................  32800

Notices
Endangered and threatened spe­

cies permits; applications (7 
documents)....................  32881, 32883

FOOD AND DRUG ADMINISTRATION
Rules
Animal drugs, feeds, and related 

products:
Decoquinate .............................  32750
Monensin........ »...... ................  32749
Monensin, bacitracin methyl­

ene disalicylate and roxar-
sone....................................   32749

Piperazine phosphate-then-
ium closylate tablets............  32747

Procaine pencillin G aqueous
suspension (injectable).......  32748

Tylosin......... ............   32746
Uredofos tablets; sponsor

change....................................  32747
Medical devices; public informa­

tion and hearings before 
FDA:

Classification procedures.......  32988
Organization and authority del­

egations:
Bureau Directors et al.; grant 

applications...........................  32746
Proposed Rules
Food additives and GRAS or 

prior-sanctioned ingredi­
ents:

Gum guaiac..............................  32819
Human drugs:

Insulin products, 80-unit; cer­
tification discontinued.........  32821

Medical devices:
' Hearing aids; exemptions 

from Federal preemption;
State and local require­
ments ......................... *...........  33180

Notices
Animal drugs, feeds, and related 

products:
Animal waste, recycled, use as 

animal feed; extension of
tim e.......... ..............................  32867

Feeds containing new drugs;
applications, hearing...........  32866

Utoiiex ethinyl-estradiol and 
nitrofurathiazide suspen­
sion and suppositories; ap­
proval withdrawn.... ............  32868

GRAS status, petitions:
Ground whole aspen and

ground aspen parts........ ......  32864
Hearing aids; applications for 

exemption from State and lo­
cal requirements; hearing......  32868

Human drugs:
Parenteral protein hydroly­

sate solutions; withdrawal, 
hearing...................................  32869

Meetings:
Advisory committees, panels, 

e t c .....................    32865
FOOD AND NUTRITION SERVICE
Rules
Summer food service program 

for children:
Account system for food serv­

ice payment checks............... 32738
FOOD SAFETY AND QUALITY SERVICE
Rules
Nitrates, nitrites, and ascor­

bates (or isoascorbates) in 
bacon, correction.... ..T.......  32741

FOREIGN AGRICULTURAL SERVICE
Rules
Import quotas and fees:

Sugar exemption; licensing 
entry............ ..................... «... 32736

FOREST SERVICE
Notices
Environm ental statem ents; 

availability, etc.:
Beaverhead and Gallatin Na­

tional Forests, land ex-
change proposal, Mont........  32842

Privacy Act; systems of rec­
ords.... .............       32843

GENERAL SERVICES ADMINISTRATION 

Rules
Property management, Federal:

Automobiles, procurement.....  32766
Credit for returned item s......  32768
Requisitions submitted for 

equipment to GSA regional 
o ffice ........... ..........................  32765

HEALTH, EDUCATION, AND WELFARE 
DEPARTMENT

See also Alcohol, Drug Abuse, 
and Mental Health Adminis­
tration; Education Office;
Food and Drug Administra­
tion; National Institutes of 
Health.

Notices
Organization, functions, and au­

thority delegations:
Social Security Administra­

tion ......................................... 32873
HEARINGS AND APPEALS OFFICE, 

ENERGY DEPARTMENT
Notices
Applications for exception, etc.;

cases filed (2 documents)........  32851,
32853

HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT

See Federal Insurance Adminis­
tration.
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CONTENTS

IMMIGRATION AND NATURALIZATION 
SERVICE

Rules
Immigration regulations: 

Arrival-departure manifests 
and lists; forms 1-92 submit­
ted, U.S.-Canada direct 
flights; stay of regulations 
and inquiry..... ......................  32741

INDUSTRY AND TRADE ADMINISTRATION
Notices
Scientific articles; duty free en­

try:
Dartmouth College et al.........  32846
Johns Hopkins University.....  32847
North Carolina State Univer­

sity et al..................................  32849
INTERIOR DEPARTMENT
See Fish and Wildlife Service;

Land Management Bureau.
INTERNAL REVENUE SERVICE 
Rules
Income taxes:

Foreign corporation distribu­
tions and foreign base com­
pany sales income.... ............  32753

Foreign life insurance com­
panies; percentage revision . 32754 

Proposed Rules 
Income taxes:

Foreign corporations; trans-
fers, exchanges, etc.; exten­
sion of tim e ...........................  32824

Interest related to exempt-in­
terest dividends......... ............ 32823

Notices
Employee benefit plans:

Prohibitions on transactions; 
exemption proceedings, ap­
plications, hearings, etc.......  32909

INTERSTATE COMMERCE COMMISSION 
Notices
Hearing assignments.......... ........ 32916
Motor carriers:

Transfer proceedings (2 docu­
ments)........ .................  32919, 32922

Railroad car service orders:
Burlington Northern Inc........  32918

Railroad car service rules, man­
datory; exemptions (2 docu­
ments) ........................................  32917

Rerouting of traffic:
CP Rail (3 documents)... 32918, 32919 
Chesapeake & Ohio Railway 

Co.........................    32918
JUSTICE DEPARTMENT

See Immigration and Natural­
ization Service.

LABOR DEPARTMENT

See also Employment and Train­
ing Administration; Employ­
ment Standards Adminis­
tration; Occupational Safety 
and Health Administration; 
Pension and Welfare Benefit 
Programs Office.

Notices
Adjustment assistance:

A & F Leathers, Inc.................  32886
Allegro Fashions et a l........... . 32886
Anaconda Co................     32887
Arrow Clothes, Inc., et a l .......  32887
Baran-Abraham Hat Co., Inc.,

et a l   ........................<z   32885
Bell & Howell Communica­

tions C o.......................    32888
Bethlehem Steel Corp. (2 doc­

uments)......................     32889
Bucyrus-Erie Co .....    32888
Burnham-Edina Manufactur­

ing Co...................................... 32890
Burnham, Frederick H., Co....  32890
Clark, J. R., Co.........................  32900
Crestlane Clothes, In c............  32890
Ethel Manufacturing..............  32890
General Electric C o ................  32891
Girltown Corp ..........................  32891
Goldberg & Susseles, In c.......  32892
Impala Textile, In c ................   32892
Jeans & Gauvin Pattern Co.,

Inc........................................   32892
Jones & Laughlin Steel Corp.

(3 documents).........  32893, 32894
Land Manufacturing Co.........  32895
McClure Steel Manufactur­

ing ..........................    32895
Mickey Blumfield, Inc ............. 32896
New B. Garment C o...............   32896
Pennsylvania Engineering

Corp........................................  32896
Prints-N-Things, Jnc................  32897
Rani-Merona Corp..................  32897
Rani-Merona of New Hamp­

shire, Inc.......................... ...r.. 32898
Ronsor Corp., of Delaware-....  32898
Shawmut Tanning Co ............  32899
Union Carbide Corp. (2 docu­

ments).....................................  32899
Universal Sportswear..............  32900
U.S. Steel Corp........... ............. 32893
Wesley Textile Co....................  32901

LAND MANAGEMENT BUREAU 
Notices
Applications, etc.:

Wyoming..............      32881
Outer Continental Shelf:

Oil and gas lease sale; eastern
Gulf of Mexico .....................  32874

Withdrawal and reservation of 
lands:

California............................   32881
LEGAL SERVICES CORPORATION 
Rules
Criminal proceedings; legal as­

sistance restrictions.............   32775
Financial assistance, procedures 

governing termination and de­
nial of refunding.....................  32769

Governing bodies......................   32772
Political activities, prohibited.... 32773 
Restricted activities; lobbying,

e tc ...............................................  32774
Proposed Rules
Freedom of information............  32827
Resources allocation priorities .. 32831

MANAGEMENT AND BUDGET OFFICE 

Notices
Clearance of reports; list of re­

quests (2 documents)....  32906, 32907
NATIONAL AERONAUTICS AND SPACE 

ADMINISTRATION
Notices
Meetings:

Applications Steering Com­
mittee................................... ... 32901

NASA Advisory Council (2 
documents).................  32901, 32902

NATIONAL INSTITUTES OF HEALTH 

Notices
Recombinant DNA research; re­

vised guidelines........................  33042
NATIONAL OCEANIC AND ATMOSPHERIC 

ADMINISTRATION
Rules
Coastal energy impact program: 

Lateral seaward boundaries ... 32743 
Marine mammals:

Turtles, loggerhead sea and 
green and olive ridley sea; 
endangered and/or threat­
ened species...........................  32800

Proposed Rules
Fishery conservation and man­

agement:
Atlantic billfishes and sharks; 

hearings..................................  32840
NATIONAL SCIENCE FOUNDATION 

Notices
Advisory committee reports;

availability..... ..........................  32903
Meetings:

Ocean Sciences Advisory Com­
mittee........ .............................  32903

NAVY DEAPRTMENT
Notices
Meetings:

Naval Academy, Board of Visi­
tors ........    32851

NUCLEAR REGULATORY COMMISSION 

Rules
Radiation protection standards, 

plants and materials, protec-
tion, etc.:

Region II Office; address 
change....................................  32741

Notices
Meetings:

Reactors Safeguards Advisory
Committee................    32906

Rulemaking petitions:
Nachreiner, R. F ......................  32906

Applications, etc.:
Duke Power Co.........................  32905
Mississippi Power & Light Co.

et a l .............................   32903
New York State Electric &

Gas Corp. et a l .....................   32904
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CONTENTS

OCCUPATIONAL SAFETY AND HEALTH 
ADMINISTRATION

Proposed Rules
State standards applicable to 

State and local employees in 
States without approved pri-
vate employee plans:

Connecticut............................... 32824
Notices
Meetings:

Construction Safety and 
Health Advisory Com­
mittee...................................... 32884

PENSION AND WELFARE BENEFIT 
PROGRAMS OFFICE

Notices
Employee benefit plans:

Prohibitions on transactions; 
exemption proceedings, ap­
plications, hearings, etc.......  32909

SMALL BUSINESS ADMINISTRATION
Notices
Applications, etc.:

Federated Capital Corp........... 32908
Disaster areas:

Illinois................   32908
Missouri ................................   32908

STATE DEPARTMENT
Notices
Meetings:

International Radio Consulta-
tive Committee......................  32909

Shipping Coordinating Com­
mittee (2 documents)...... . 32908

32909
Transnational Enterprises Ad­

visory Committee.................  32909
TEXTILE AGREEMENTS IMPLEMENTATION 

COMMITTEE
Notices
Cotton, wool, and man-made 

textiles, India.... ;......................  32850

TREASURY DEPARTMENT

See also Customs Service; Inter­
nal Revenue Service.

Notices

Antidumping:
Round wire, stainless steel,

from Japan............................N 32914
Staple fiber, viscose rayon,

from Belgium..............    32915
Organization and functions: <■ 

s  Inspector General; establish­
ment of position........ ...........  32916

Inspector General; foreign in­
telligence activities over­
sight ..........................    32915

Tax treaties, income; various 
countries:

Bangladesh; inquiry................  32914
Jamaica; meeting.....................  32913
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list o f cfr ports a ffec ted  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.

4 CFR 18 CFR 40 CFR
Proposed R ules:

403.... ........ .
410..................
422........ .

5 CFR
213 (2 documents)
870 .............
871 ............................................................

7 CFR
6 .............................................
225.............. ...........
910.........................
958.........................
Proposed R ules:

1071.................
1073 .................
1097............ .
1102.................
1104.................
1106......... .......
1108.................
1120....... .........
1126.................
1132...... ..........
1138.................

8 CFR
231....... ........
9 CFR
318.......;.................

32812
32812
32812

32735
32735
32735

32736
32738 
32740
32739

33192
33192
33192
33192
33192
33192
33192,
33192
33192
33192
33192

32741

32741

P roposed R ules:
1 ............................................... 32814
2  ............... .      32814

19 CFR
P roposed R ules:

123 ........................................... 32817
141 ........................................... 32819

118.............................................   32764
P roposed R ules:

65.....................................    32826
41 CFR
Ch. 101 ..........................    32768
101-26 (2 documents)......  32765, 32766

20 CFR 45 CFR
640............... ......... .
21 CFR
5 .........................
16.......................
20............... .
510.................. .......
520 (2 documents)
540........ .................
556...... ...................
558 (4 documents)

860.........................

33224

.........  32746

.........  32993

.........  32993

...........32746

.........  32747

.........  32748

.........  32748

.........  32746,
32749, 32750 
.........  32993

1606.................. .
1607 ......... .
1608 ..............
1612.......... ..........
1613.....................
P roposed R ules:

1602..............
1620..............

46 CFR
510.......................

P roposed R ules: 47 CFR

32769
32772
32773
32774
32775

32827
32831

32776

172 ......... ......
182................
369................
429..... ..........
808................

24 CFR
1914.....................
26 CFR
1 (2 documents). 
P roposed R ules:

32819
32819
32821
32821
33180

32751

32753, 32754

1 ........................ ..... ................. .
73 (2 documents)..............  32778,
76..... ............................. »...............
81........................ ............ ..............
83 (2 documents)..............  32778,
87
89
91
93
94
95

32778
32790
32790
32778
32797
32778
32778
32778
32778
32778
32778

10 CFR 1(2 documents) •••.«••••• 32823, 32824 P roposed R ules:
1...................................   32741
20......................      32741
73.......        32741
12 CFR
202.................................................. 32742
226 (2 documents)....................  32742
15 CFR
931.................................................. 32743
16 CFR
1500................................................ 32744

29 CFR
P roposed R ules:

1956......    32824
32 CFR
357 ..............................   32755
358 ..............................................  32757
359 .............. ,................... ..........  32759
37 CFR
P roposed R ules:

302........... ........... :..................  32825
305.................    32826

1     32832
73 (2 documents).......  32832, 32834
81 .............................................  32835
83.............   32835

50 CFR
17 (2 documents)...........  32800, 32807
220.................................................. 32809
222............    32809
227..............................................   32809
P roposed R ules:

656 ..................................   32840
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reminders
(The items in this list were editorially compiled as an aid to F ederal R egister users. Inclusion or exclusion from this list has no legal 

significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

FCC—Changes made in table of assignments:
Belpre, Ohio.........................................27536; 6-26-78

Changes made in table of assignments:
Cresson, P a .........................................27537; 6-26-78

Changes made in table of assignments: 
FM broadcast station in Haines, 
Alaska................................................... 27535;

6-26-78
Changes^ made in table of assignments: Lex­

ington, V a .............— .......... 27538; 6-26-78
Changes made in table of assignments: West

Salem, W is ...........................................27540; 6-26-78
USDA/AMS— Increase in payment rate for 

handler services on reserve tonnage rai­
sins ...........................................27983; 6 -28-78

/ List of Public Laws

N ote: N o public bills which have become 
law were received by the Office of the Feder­
al Register for inclusion in today’s List  of 
P ublic Law s.

[Last listing: July 26,1978]
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CUMULATIVE LIST OF CFR PARTS AFFECTED DURING JULY

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 
July.

1 CFR 7 CFR—Continued 8 CFR—Continued

302 .....      28805
303 ..............................................  28806
465...............      30035
Proposed R ules:

462......................    32428
3 CFR
Executive Orders:
July 2,1910 (Revoked in part by

PLO 5643)........... .............. .......  29294
April 21, 1914 (Revoked in

part by PLO 5643).....    29294
11652 (Revoked by EO 12065).... 28949 
11714 (See EO 12065).................  28949
11861 (Amended by EO 12069).. 28973
11862 (See EO 12065).................  28949
12065 ..........................................  28949
12066 ...................   28965
12067 .......     28967
12068 ........      28971
12069 .......... ....;.............. ......... .'. 28973
12070 ..........................................  28977
12071 ......   32059
Memorandums:
June 30, 1978 ...............................  29259
Orders:
June 28, 1978 ...............................  28963
Proclamations:
May 3, 1912 (Amended in part 

by PLO 5645)...........................  31006
4576 ................    28975
4577 ........    29261
4578 ........................ ............... . 30033
4579................................................ 31117
4 CFR

2 1 ..............................................................  32395
Proposed R ules:

4 0 3 ..,......................................    32812
4 1 0 ........................................    32812
4 2 2 ....................................................  32812

5 CFR
213..........................................................  29763,

30263, 30787, 313,07-31309, 32115, 
32116, 32735

870  .............................................     32735
871  ........... .;.......... .................. ...........  32735
Proposed R ules:

8 3 1 ....................................................  30806
8 9 0 .................................    30806

7 CFR
2.................................................. 28979, 31309
6  .......................................      32736
2 7 ..............................................................  29263
4 7 ...........................................     30787
6 8 .....................................................    31881
225............................................................  32738
230.................................................    29263
246............................................................  29263
271............................................................  29264

301 ................................................  28979, 31311
7 2 9 .............................................................. 28986
7 6 0 .............................................................. 30264
905 .. ........................................  29525, 32397
908................... 29101, 30036, 31119, 32398
910 ... 29264, 29931, 30267, 31313, 32740  
9 15 .......................................... . 30036, 32116
916 .. - . ..................................... 29265, 30267
917 .. ....... ............................... . 29526, 30267
9 18  ............................................ 28808, 29931
9 1 9  .........................................................  32398
9 21  .................... ............... ,...... 28996, 30790
9 2 2  .........................................................  28996
923 .. ........... ............................. 28996, 28997
924 ........................... ;................... 28996, 31001
9 2 7 ..................... !.......................................  31119
9 29 ..................................... ..........  29763, 29764
9 4 4  ............................................ 29932, 32118
9 45  ............................................ 28808, 31120
946 .. ............................ ............ 31122, 31882
947  ........................................ 31313, 32118
9 4 8  ...........................................  29266, 32120
9 5 8 ................................................  3 1124 ,32739
9 9 3 ..................   32399
1270....................     32121, 32124, 32127
1421 ...........................................................  29267
1427 ..........................................................   30037
1446 ...........................................................  31314
1464 .........    29766
1480 ......................................   29926
1488 ...........................................................  29932
1804 .........................    31314
1822 ......... ...............................  31002, 32399
1823  ............................    31125
1980 ...........................................................  29933

P roposed R ules:
2 9 ........... „ ......................................... 29129
282 ......................................  29950, 30290
9 1 7 .............................................    32430
9 4 8 .. ..............................................  32139
9 5 8 .....................................................  28816
9 6 7 .. .............................................  30066
9 8 9 .....................................................  30567
1 0 0 1 ................................................... 31146
1 0 7 1 ..............................................   33192
1 0 7 3 ................................................... 33192
1 0 9 7 .......................   33192
1 1 0 2 .......... ,...................................... 33192
1 1 0 4 ......................   33192
1 1 0 6 ................................................... 33192
1 1 0 8 .. ...........................................  33192
1 1 2 0 .. ...........................................  33192
1 1 2 6 ................................................... 33192
1 1 3 2  ...............................................  33192
1 1 3 3  .V........... .......................    30066
1 1 3 8 .......    33192
1 4 2 4 .................... - ............................ 29130
1 4 6 4 .............................     28817
1701 ......................  29009, 30806, 32140
1933 ......................  29565, 31022, 32306
2 8 5 2 .......... - .....................................  31343

8 CFR

2 31 ................................................  30268, 32741
2 4 2 .............................................................. 29526

P roposed R ules: 
2 1 4 ....................

9 CFR

9 4 ........... ...................
2 0 2 ............................
3 1 2 ............................
3 1 6 ............................
3 1 8 .............................
3 2 0 ...... .....................
3 3 1 ............................

10 CFR

l.r ................................
2.............. ...............
2 0 ................................
7 3 ...............................
2 0 5 ............................
2 1 0 ............... .............
2 1 1 .............................
2 1 2 .............................

P roposed R ules:
1 1 ......................
3 0 ........- ............
3 5 ......................
4 0 ......................
5 0 ......................
70 ..................... .
1 1 0 ....................
210  .......
211  
2 1 2 ....................
4 7 3 ...............r ..
5 0 0 ....................
1 0 2 2 .................

12 CFR

2 0 1 ............................
2 02 ............................
2 0 7 ...........................
215 .. ....................
2 2 0 ............................
2 2 1 ........................... .
2 26 ............................
7 0 1 .............................
721 .. ........... ..

P roposed R ules:
2 5 ......................
2 1 7 ....................
225 ...................
2 2 8 ....................
3 4 5 ................ ...
5 4 1  ................
5 4 2  ................
5 4 3  ................
5 4 4  ................
5 4 5  ...... .........
5 4 6 ...................
5 4 7  ................
5 4 8  ................
5 4 9  ................
5 5 1  ................
5 5 2  ................
5 5 5 ....................

32306

......:......    30269

.....................  30510

....................   29268

.....................  29268
30791, 32136,32741
.....................  30791
........ ............  29269

28809, 30270,^32741
............ ......... 30793
..........  29270, 32741
.....................  32741
............    29528
.....................  29131
.....................  29131
............    29131

.................   29009

.....................  32431

.....................  29297

..... ...............  32431

.....................  29009

..........  29009, 32431

.....................  30294

..........  29298, 29565
29298, 29565, 31157 
29298, 29565, 31344
.................   31929
.....................  31345
.....................  31108

.........  31882
30531, 32742
........ . 30038
30039, 31883
.........  31002
.........  30038
30531, 32742 
29270, 31126 
29270, 31126

.........  29918

..... . 32140
29796, 31936
.........  29918
.........  29918
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
.........  30730
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12 CFR—Continued 
P roposed R ules—Continued

16 CFR—Continued 
Proposed R ules—Continued

21 CFR—Continued 
P roposed Rules—Continued

556.............r............................  30730
563e......................................... 29918
615..........    29010

13 CFR
116............................    32128
120 .......... í.................. . 29101, 29271
121 ...................... ............  30533, 31883
123.............    32402
P roposed R ules:

107......................   30067
121......    31022

14 CFR

39..............................    29102,
29103, 29553, 30039, 30040, 
30533-30535, 31126, 32404, 32406

71............................i......................  28810,
28811, 29104, 29554, 29555, 30041, 
30042, 30535, 31127, 31884, 32407

73 .... 28811, 28813, 30043, 30536, 31128
75....  30043, 30044, 30537, 31127, 32408
9 7 ..... ..:..................................... . 30044, 32408
2 4 5 .......   31316
3 0 0 .............................................................  29933
3 8 5 .............................................................  31885
3 9 9 ........       31885
1 201 ................................    29556
1 2 0 9 ...........................................................  29105

P roposed R ules:
C h. I I ...................................  29011, 32308
1 1 ...........      31936
3 9 .........................................................29583-

29585, 31939-31941, 32432
7 1 ........... .<......... ...............................  28817,

29131, 30068, 30571-30573, 
31160, 31161, 31942, 31943, 
32433-32438

75 .......... ...............  31162, 31163, 32438
1 2 1 .........      30068
371 ............................... 30295, 31945
372a ........... ........................ 30295, 31945
373 ......................................  30295, 31945
3 7 8 '........................................ 30295, 31945
378a ...................................  30295, 31945

15 CFR
3 6 8  .........    29272
3 6 9  ......        29078
3 7 0  ..................................    29272
3 7 1  .........................................................  28998
3 7 3 .............................................................  29273
3 7 8  ................................    29273
3 7 9  .........................................................  29273
3 9 9 .............................................................  29273
9 2 3 .............................................................  29106
9 3 1 ....................      32743

16 CFR
5 .........      31129
13..... .............................. 29557, 30794, 32128
23...:..........................................................  30538
4 1 9 .............................................................  28998
1031 ......     30795
1500 ...........................................................  32744

P roposed R ules:
13 .......................................................  29797,

30297, 31022, 31345, 32142
3 0 5 ...............................................   31806
4 6 0 .....................................................  32142

1306...............    29011
1615......................................... 31348

17 CFR
1.......................................>... 31886, 32291
166...........      31886
201........................      28999
211................. ...... ..............  29109, 29936
240........................... 29110, 29767, 30270
Proposed R ules:

C h . I ....................     32092
2 1 0 ..............     £9954
240 ..................................... . 30806, 31945
249 ......... ............................. 31945, 32309

18 CFR
P roposed R ules:

1 ......   32814
2 . ......................................   32814

19 CFR
101.. ........................................  30288, 31129
1 1 2 .............................................................. 31316
1 3 2 .............    29112
153................................................  31002, 32293
2 1 0 ...................................................7.........  29275

Proposed R ules:
123 ..............................................   32817
141 .............    32819

20 CFR
404................... 29275, 29937, 30046, 31317
416 ..................  29277, 29281, 29937, 30271
6 4 0 ....................    33224

P roposed R ules:
4 0 4 .....................................................  29955
416 ........................ 29311, 29955, 30574

21 CFR
5 ........................ 29285, 29286, 30796, 32746
1 4 .................................... 30271, 31318-31320
1 6 .....................................    32993
2 0 ...................................    32993
1 3 1 .............................................   29769
1 5 5 .............................................................. 30272
1 7 7 ....................................   29287
1 8 2 .............................................................. 29287
1 8 6 ...... ............................ 7.................... 29287
193 ................................. ..............  29557, 32129
5 1 0 ................................................  29290, 32746
5 2 0 ................................................  30274, 32747
5 2 2 ................................................  29288, 29769
5 2 4 ................................................  29289, 29770
5 2 9 ..................... .................... « .......... . 29290
5 4 0 .........................................     32748
5 5 6 ......   32748
558 ... 29290, 30275, 32746, 32749, 32750  
5 6 1 ................................................  29557, 32129
6 6 0 .. ........................................../ . ........  29291
8 0 9 .......................................................   31508
8 6 0 .............................................................. 32993

P roposed R ules:

182 ........ 30300, 30808, 31349, 32819
184.........................................  ̂ 31349
186 ............................... 30300, 30808
211...................................   30808
369 ............................... 29316, 32821
429......................      32821
436........................................... 30302
469........................................... 30302
505........................................... 29316
536..............................    29316

- 539........................................... 29316
546....     30808
548.........................     29316
680........................................... 30302
808 .................    33180
809 ........................................ 32264
812........................................... 29804
821...............................    30808
861 .............................    32264
1020.....................................   30303

24 CFR
200.................................................. 31003
203................................    29113
205...........       29113
207.................................................. 29113
213.................................................. 29114
220 ...............      29114
221 ..............................................  29114
232.. .................................    29114
234 ..............................................  29114
235 ...............................   29114
236 ........      29114
241 ..............................................  29115
242 .......................... 4..................  29115
244............    29115
250......................     29115
300......    30276
1720.. .......................................... 29494
1914...........................    32751
1917......................    31891-31911
P roposed Rules:

Ch, X III..........................   30030
221........................................... 30498
390...............................    30574
403.................................   32104
811........................................   30498
880 .....................................   30498
881 ......................    30498
1710..........................................  29804
1715......................................... 29804
1917..........................................30809-

30827, 31024-31037, 31164, 
31352-31370, 31954

25 CFR
43h....    29115
221........................   29771, 29939
233................    32410
258.................................................. 30047
P roposed R ules:

120a.............    32311
161...............     29317

16 ................................. 29804, 32264
20 ................. ......... .....  29804, 32264
102...........    30472
145................................     32143
155 ........................................  30299
156 ........................................  30299
172..............................    32819

26 CFR
1.......      29291,

29939, 31320, 31911, 32753, 32754
301.......    29291
404..................................................  29115
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26 CFR—Continued
P roposed R ules:

1 ...... .............................  29132
29317, 30306-30308, 31037-
31039 ,32150 ,32823 ,32824

20 ... ....... ......... 30070, 31039
55 ... ................  29317, 32150
301 .. .............................  30308

27 CFR
201 ......... .............................  28999
252 ......... .............................  28999
28 CFR
Proposed R ules:

524 .. .............................  30574
540 .. .............................  30574
541 .. .............................  30574
544 .. .............................  30574
547 .. .............................  30574
550 .. .............................  30574
551.. .............................  30574
552 .. .............................  30574
571 .. .............................  30574

29 CFR
1 ...... ....... .............................  32130
5 .............. .............................  32130
51 9 ......... .............................  29000
87 0 ......... .............................. 30276
1203....... .............................  30053
1601....... ................. ............  30798
1904....... .............................. 31324
1910....... ................  31019, 31329
P roposed R ules:

9 7 .....................
1602 ................
1 9 1 0 ................
1 9 5 6 .................
2 6 1 0 .................

30 CFR
40 ..............................    29508
41 ......     29510
43 ..................       29513
44 ........     29516
81.. .........................:......... ....... .....  29508
82.. ..       29510
P roposed R ules:

Ch. VII.................................... 31954
11     29339
48............................    30990
70 ...... i.................................   29339
71 ..................     29339
75......................      29339
90.............................................  29339
730...............    29012
735...........................    ?9012
781.......„.................................  29012
820.................. .*.......................  29012
822..........    29012

31 CFR
51.............   31927
Proposed R ules:

10............................................. 29969
32 CFR
292a................................................ 31129
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rules onci 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-ttsted in the first FEDERAL REGISTER issue of each 

month.

[6325-01]
Title 5— Administrative Personnel

CHAPTER I— CIVIL SERVICE 
COMMISSION

PART 213— EXCEPTED SERVICE

Department of Interior, Department 
of Energy

AGENCY: Civil Service Commisson. 
ACTION: Final rule.
SUMMARY: This amendment (1) ex­
cepts under schedule C one position in 
the Department of the Interior be­
cause it is confidential in nature and
(2) changes the title of a position in 
the Department of Energy to more ap­
propriately reflect the duties of the 
position.
EFFECTIVE DATES: Department of 
the Interior—July 18, 1978; Depart­
ment of Energy—July 17, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Michael Sherwin, 202-632-4533.
Accordingly, 5 CFR 213.3312(a)(47) 

and 213.3331(h)(1) are amended as set 
out below:
§ 213.3312 Department of the Interior.

(a) Office of the Secretary. * * *
(47) Four Special Assistants to the 

Assistant Secretary, Land and Water 
Resources. '
§ 213.3331 Department o f Energy.

* * * * *
(h) Office of the Assistant Secretary 

for Conservation and Solar Applica­
tion.

(1) One Confidential Assistant (Sec­
retary) to the Assistant Secretary.
(5 U.S.C. 3301, 3302, E.O. 10577, 3 CFR 
1954-1958 comp., p. 218)

United States Civil Serv­
ice Commission,

J ames C. Spry,
Executive Assistant 
to the Commissioners. 

[FR Doc. 78-20922 Filed 7-27-78; 8:45 am]

[6325-01]
PART 213— EXCEPTED SERVICE

Executive Office of the President 
AGENCY: Civil Service Commission. 
ACTION: Final rule.
SUMMARY: The Schedule A authori­
ty under 5 CFR 213.3121 for the Na­
tional Security Council is transferred 
to 5 CFR 213.3103 to show that the 
National Security Council is part of 
the Executive Office of the President.
EFFECTIVE DATE: July 19, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Michael D. Sherwin, 202-632-4533.
Accordingly, 5 CFR 213.3103 is 

amended by adding paragraph (g) and 
5 CFR 213.3121 is revoked, as follows:
§ 213.3103 Executive Office of the Presi­

dent.

*  *  *  *  *

(g) National Security Council.
(I) All positions on the staff of the 

Council.
* * * * * * 

§213.3121 [Revoked]
5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954- 
1958 Comp., p. 218.)

United States Civil Serv­
ice Commission,

J ames C. Spry,
Executive Assistant 
to the Commissioners. 

[FR Doc. 78-20957 Filed 7-27-78; 8:45 am]

[6325-01]
PART 870— REGULAR LIFE 

INSURANCE

PART 871-OPTIONAL LIFE 
INSURANCE

Reduction in Rates for Regular and 
Optional Federal Employees’ Group 
Life Insurance

AGENCY: Civil Service Commission. 
ACTION: Final rule.

SUMMARY: The Civil Service Com­
mission is amending its Federal Em­
ployees’ Group Life Insurance 
(FEGLI) regulations to effect a reduc­
tion in both regular and optional in­
surance rates. This action is indicated 
by the latest actuarial valuation of 
program operations as of September 
30, 1977. In view of the facts that the 
Commission is authorized by law to de­
termine FEGLI rates and that the 
amendments will effect a liberalization 
in benefits, the Commission finds that 
it is unnecessary to delay the effective 
date to allow for notice of proposed ru­
lemaking and public procedure there­
on.
EFFECTIVE DATE: These amend­
ments will be effective with the first 
pay period which begins on or after 
September 1, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Edwin C. Hustead, Chief, Office of 
the Actuary, Bureau of Retirement, 
Insurance, and Occupational Health,
U.S. Civil Service Commission, 1900 
E Street NW., Room 4303, Washing­
ton, D C. 20415, area code 202-632- 
4656.

SUPPLEMENTARY INFORMATION: 
FEGLI R ates

By law, the Civil Service Commission 
is directed to determine Government 
and employee ^contributions for regu­
lar FEGLI on the basis of the level 
cost of each $1,000 of insurance and to 
determine the cost of optional FEGLI 
to employees, and annuitants under 
age 65, on the basis of such age groups 
as it considers appropriate (5 U.S.C. 
8707, 8708, 8714a(e)). Present contribu­
tions for regular FEGLI have been in 
effect since March 1975, and total 
53.25 cents biweekly per $1,000 of in­
surance,- i.e., 35.5 cents from insured 
employees and 17.75 cents from em­
ploying Government agencies. Em­
ployees, and annuitants under age 65, 
must pay the full cost when optional 
FEGLI is elected. The current biweek­
ly rates for optional insurance have 
been in effect since July 1973, and are 
as follows:

Biweekly 
rate for

Age group: $10,000
Under 35............................ .................... $0.80
35 to 39........................... ....................... 1.20
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Biweekly 
rate for

Age group: $10,000
40 to 44.......      1.90
45 to 49..................................................  2.90
50 to 54________________________   4.50
55 to 59____________    10.50
60 and over...-.........-..........«..........;...... 14.00

FEGLI Valuation

The latest actuarial valuation of the 
FEGLI program as of September 30, 
1977, indicates that both the regular 
and optional FEGLI rates can be sub­
stantially reduced. This is possible for 
a number of reasons, among them, 
sharply reduced mortality rates, 
higher investment yields and with re­
spect to optional FEGLI, a marked in­
crease in employee participation since 
the last valuation based on program 
experience through June 30, 1973. 
Also, the current valuation includes an 
inflation factor in the actuarial as­
sumptions since the high rate of infla­
tion in recent years has established it 
as an important component of salary 
increases and interest rates, both of 
which have a direct impact on pro­
gram costs.

Accordingly, 5 C.F.R. 870.401 (a) and
(b) and 871.401(c) are amended as set 
out below:
§ 870.401 Withholdings and contributions.

(a) During any period in any part of 
which an insured employee is in a pay 
status there shall be withheld from 
the biweekly pay of such employee the 
sum of 25.5 cents for each $1,000 of 
regular insurance. The amount with­
held from the pay of an employee who 
is paid on other than a biweekly basis 
is determined at a proportinate rate, 
adjusted to the nearest cent.

(b) The amount withheld from the 
pay of an insured employee whose 
annual pay is paid during a period 
shorter than 52 workweeks is the sum 
obtained by converting the biweekly 
rate of 25.5 cents for each $1,000 of 
regular insurance to an annual rate 
and prorating the annual rate over the 
number of installments of pay regular­
ly paid during the year.

* * * * *
(5 U.S.C. §§ 8707, 8716(a).)

§ 871.401 Withholdings.
* * * * *

(c) The biweekly full cost of the 
$10,000 of optional insurance (and, for 
a person in receipt of annuity or com­
pensation for work injury, of optional 
life insurance), until determined by 
the Commission on the basis of experi­
ence to be otherwise, is:
For persons under age 35................................... $0.60
For persons ages 35 through 39...................... 1.00
For persons ages 40 through 44...............  1.70
For persons ages 45 through 49  ..... .—..... 2.40
For persons ages 50 through 54...................  3.50
For persons ages 55 through 59...................... 7.50

RULES AND REGULATIONS

For persons 60 or over......................... ....:......... 9.00

The amount withheld from the pay 
of a person paid on other than a bi­
weekly period or insured for more 
than $10,000 shall be determined at a 
proportionate rate, adjusted to the 
nearest cent.

This paragraph is effective with the 
first pay period which begins on or 
after September 1,1978.

A

(5 U.S.C. §§ 8714a(e), 8716(a).)
United States Civil Serv­

ice Commission,
J ames C. Spry,

Executive Assistant 
to the Commissioners.

[FR Doc. 78-20956 Filed 7-27-78; 8:45 am]

[3410-10]
Title 7— Agriculture

SUBTITLE A— OFFICE OF SECRETARY

PART 6— IMPORT QUOTAS AND FEES

Section 22— Import Fees; Licensing 
Entry of Sugar Exempt From Fees

AGENCY: Foreign Agricultural Serv­
ice; USDA.
ACTION: Final rule.
SUMMARY: The rule establishes pro­
cedures and conditions for the issu­
ance of licenses which will permit the 
importation of sugar exempt from the 
fees imposed by Presidential Procla­
mation 4547 of January 20, 1978, on 
sugar, sirups, and molasses. Sugar im­
ported under Such a license must be 
used solely for the production (other 
than by distillation) of polyhydric al­
cohol, except polyhydric alcohol for 
use as a substitute for sugar in human 
food consumption.
EFFECTIVE DATE: August 1, 1978. 
See supplementary information.
ADDRESSES: Mail comments or in­
quiries to the Horticultural and Tropi­
cal Products Division, Foreign Agricul­
tural Service, USDA, Washington,
D.C.20250.
FOR FURTHER INFORMATION 
CONTACT:

Robert M. McConnell, 202-447-3423.
SUPPLEMENTARY INFORMATION: 
Presidential Proclamation 4547 of Jan­
uary 20, 1978, imposed fees on sugar, 
sirups, and molasses as provided for in 
items 956.05, 956.15, 957.15 of the 
Tariff Schedules of the United States 
(TSUS). Proclamation 4547 amended 
headnote 4 of part 3 of the appendix 
to the TSUS to read as follows:

Licenses may be issued by the Secretary 
of Agriculture or his designee authorizing 
the entry of articles exempt from the fees

provided for in items 956.05, 956.15, and 
957.15 of this part on the condition that 
such articles will be. used only for the pro­
duction (other than by distillation) of poly­
hydric alcohols, except polyhydric alcohols 
for use as a substitute for sugar in human 
food consumption. Such licenses shall be 
issued under regulations of the Secretary of 
Agriculture which he determines are neces­
sary to insure the use of such articles only 
for such purposes.
Polyhydric alcohols are organic sol­
vents containing two or more hydroxyl 
groups. Such alcohols are used in the 
production of other chemicals.

On May 15, 1978, proposed regula­
tions for the implementation of Proc­
lamation 4547 were published in the 
F ederal R egister (43 FR 20813). In­
terested persons were given until June 
14, 1978, to submit comments. One 
comment was received.

The comment received was from the 
U.S. Customs Service. The Customs 
Service pointed out that the proposed 
regulations might create a duplication 
of functions with respect to the bond­
ing requirements and use verification. 
The Customs Service also suggested 
several other technical changes in 
order to insure that the regulations 
are compatible with existing Customs 
practices and rules.

After consultation with the Customs 
Service, it was determined that the 
proposed regulations should be modi­
fied as follows:

1. Section 6.56 has been modified to 
provide that bonding shall be in con­
formity with all Customs bond re­
quirements. The Customs Service shall 
administer the bond, including the as­
sessment of penalties for failure to 
comply with the conditions of the 
import license and the regulations in 
this subpart.

2. The term “agent” (sec. 6.50(g)) 
has been redefined' to mean a licensed 
customhouse broker. This change was 
made in order to conform with Cus­
toms regulations.

3. Section 6.58 has been modified to 
provide that: (1) Certificates of use are 
to be filed both with the Horticultural 
and Tropical Products Division and 
the appropriate Customs official; and
(2) certificates of use may be filed no 
later than 180 days after the expira­
tion of the import license under which 
the sugar in question was imported.

4. Technical and clarifying changes 
have been made in the regulations 
where necessary.

Effective Date

Licenses are presently needed by 
manufacturers in order to import 
sugar for the production of polyhydric 
alcohol exempt from the fees estab­
lished by Proclamation 4547. It has 
therefore been determined that it is 
impractical and contrary to the public 
interest to comply with the effective 
date provisions of 5 U.S.C. 553.
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In accordance with the above, 7 CFR 
Paj"t 6 is amended by inserting the fol­
lowing subpart after Subpart—Section 
22 Import Quotas:

Subpart— Section 22 Im port Fees

E xem ption  F rom F ees—S ugar

Sec.
6.50 Definitions.
6.51 Issuance of an import license. .
6.52 Transferability of an import license.
6.53 Entry of sugar.
6.54 Entry of sugar by an agent.
6.55 Appplication for an import license.
6.56 Bond requirements.
6.57 Default..
6.58 Certificate of use.
6.59 Revocation.

Authority: Sec. 22, 49 Stat. 773, as 
amended (7 U.S.C. 624); Presidential Procla­
mation 4547, January 20, 1978 (43 FR 3251).

§ 6.50 Definitions.
As used in this subpart: (a) The term 

“person” means an individual, partner­
ship, corporation, association, estate, 
trust, or other business enterprise or 
legal entity, and, wherever applicable, 
any unit, instrumentality, or agency of 
a government, domestic or foreign.

(b) The term “Department” means 
the U.S. Department of Agriculture.

(c) The term “Secretary” means the 
Secretary of Agriculture or any officer 
or employee of the Department to 
whom the Secretary has delegated the 
authority or to whom authority may 
hereafter be delegated to act in his 
place.

(d) The term “appropriate customs 
official” means the district or area Di­
rector of Customs, his designee, or any 
other customs officer of similar au­
thority and responsibility, for the cus­
toms district in which the port of 
entry is located.

(e) The term “import license” means 
a license issued by the Secretary per­
mitting the entry of sugar exempt 
from the fees provided for in items 
956.05,' 956.15, and 957.15 of the tariff 
schedules of the United States, on con­
dition that such sugar will be used 
solely for the production (other than 
by distillation) of polyhydric alcohols, 
except polyhydric alcohols for use as a 
substitute for sugar in human food 
consumption.

(f) The term “manufacturer” means 
a person that is engaged in the pro­
duction (other than by distillation) of 
polyhydric alcohols from sugar.

(g) The term “agent” means a li­
censed customhouse broker.

(h) The term “sugar” means sugars, 
sirups, and molasses as defined in 
items 956.05, 956.15, 957.15 of the 
tariff schedules of the United States.
§ 6.51. Issuance of an import license.

(a) An import license may be issued 
to a manufacturer which complies 
with the provisions of this subpart.

The license shall state the time period 
during which the license shall be ef­
fective and the maximum amount of 
sugar which may be imported under 
the license. In no case shall the effec­
tive period of a license exceed 1 year, 
nor shall the maximum amount of 
sugar which may be imported under 
the license exceed the anticipated re­
quirements of the manufacturer for 
the 12-month period following the ef­
fective date of the license. The license 
may contain such other conditions as 
the Secretary, in his discretion, deems 
necessary.

(b) No more than one effective li­
cense may be issued and outstanding 
at any one time to any one manufac­
turer. In order to insure a dependable 
and orderly supply of sugar, a manu­
facturer may apply for a license prior 
to the expiraton of a previously issued 
license. The previously issued license 
shall be deemed to have expired on its 
stated expiration date, or on the effec­
tive date of the succeeding license, 
whichever is earlier. A succeeding li­
cense may not be issued until the pre­
viously issued license has been re­
turned to the Horticultural and Tropi­
cal Products Division, Foreign Agricul­
tural Service, U.S. Department of Ag­
riculture, Washington, D.C. 20250.
§ 6.52 Transferability of an import license.

An import license may not be trans- 
fered or assigned by the manufacturer 
to any other person. Any attempt to 
transfer or assign an import license 
shall be null and void and shall consti­
tute grounds for the revocation of the 
license by the Secretary.
§ 6.53 Entry of sugar.

(a) A manufacturer or its agept may 
enter sugar into the United States 
exempt from the fees contained in 
items 956.05, 956.15, 957.15 of the 
tariff schedules of the United States 
undër an import license issued pursu­
ant to this subpart. The import license 
must be presented to the appropriate 
customs official at the time of entry. 
Entry of the sugar exempt from fees 
shall be allowed only in conformity 
with the conditions of the import li­
cense, if any.

(b) The appropriate Customs official 
shall enter on the license: (1) The 
amount of sugar entered; (2) the date 
of entry; and (3) the customs entry 
number.

(c) A copy of the license, as marked 
by the appropriate customs official, 
shall be transmitted to the Horticul­
tural and Tropical Products Division, 
Foreign Agricultural Service, U.S. De­
partment of Agriculture, Washington,
D.C. 20250, by the person entering the 
sugar, within 10 business days after 
each entry of sugar.

§ 6.54 Entry of sugar by an agent.
(a) In those cases where sugar is to 

be entered by an agent of the manu­
facturer, the agent shall produce for 
inspection by the appropriate customs 
official a written authorization by the 
manufacturer designating such person 
to act as the agent of the manufactur­
er for the purpose of entering sugar.

(b) A copy of such authorization 
shall be attached to the relevant copy 
of the import license that is transmit­
ted to the Horiticultural and Tropical 
Products Division pursuant to 
§ 6:53(0.
§ 6.55 Application for an import license.

(a) Only manufacturers are eligible 
to receive an import license.

(b) Each application for an import li­
cense shall contain the following in­
formation:

(i) Name and address of the manu­
facturer.

(ii) A statement of the anticipated 
requirements of the manufacturer for 
sugar to be used in the production 
(other than by distillation) of polyhy­
dric alcohols, except polyhydric alco­
hols for use as a substitute for sugar in 
human food consumption, during the 
effective period of the license.

(iii) The anticipated amount of 
sugar to be imported during the speci­
fied effective period.

(iv) The effective period of the 
import license (but not to exceed 1 
year).

(c) Each application for an import li­
cense shall contain a certification that 
the manufacturer shall use the quanti­
ty of sugar entered under an import li­
cense solely for the production (other 
than by distillation) of polyhydric al­
cohols, except polyhydric alcohols for 
use as a substitute for sugar in human 
food consumption.
§ 6.56 Bond requirements.

(a) Sugar entered under an import li­
cense shall be subject to all customs 
bond requirements (see 19 CFR Parts 
113, 141, 143, and 144). The appropri­
ate customs offical may assess liqui­
dated damages under the customs 
entry bond for violation of any provi­
sion of the import license or this sub­
part.

(b) The appropriate customs official 
may release all or part of the obliga­
tion under a bond if the Secretary de­
termines that the destruction or other 
disposition of a quantity of sugar en­
tered under an import license renders 
performance under the bond impossi­
ble or inequitable. In such case the 
Secretary shall notify the appropriate 
customs official of his determination. 
The determination shall be treated as 
a certificate of use which has been 
properly and timely filed.
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§6.57 Default.

Upon a failure to comply with the 
provisions of this subpart or the 
import license, payment of the obliga­
tion under the bond shall be made to 
the appropriate customs official in ac­
cordance with the conditions of the 
bond.

§ 6.58 Certifícate of use.

(a) The certificate of use shall be a 
certification by the manufacturer that 
a quantity of sugar entered under an 
import license has been used for the 
purpose stated in § 6.50(e). Certificates 
of use shall be transmitted to the ap­
propriate customs official and the 
Horticultural and Tropical Products 
Division by the manufacturer on a 
monthly basis. In no case shall a cer­
tificate of use be accepted more than 
180 days after the expiration of the 
import license under which the sugar 
was imported, unless the Secretary, in 
his discretion, extends the time period 
in which a certificate may be filed.

(b) The certificate of use shall be 
signed by the manufacturer and shall 
contain the following certification:

The undersigned hereby certifies that be­
tween --------------- , 19-----, a n d --------------- ,
19-----, the undersigned has used ----------
pounds of sugar for the sole purpose of pro­
ducing (other than by distillation) polyhy- 
dric alcohols, except polyhydric alcohols for 
use as a substitute for sugar in human food 
consumption. The undersigned further cer­
tifies that the quantity of sugar shown on 
this certificate of use does not include any 
sugar previously covered by another certifi­
cate of use.

§ 6.59 Revocation.

(a) If, at any time, the Secretary de­
termines that the manufacturer has 
failed to comply with the require­
ments of this subpart or the import li­
cense, the Secretary may, in his discre­
tion, revoke the import license.

(b) Notice of the revocation shall be
given to the manufacturer and the 
Customs Service. *

Dated: July 20,1978.

Thomas R. Hughes, 
Administrator.

[FR Doc. 78-20927 Filed 7-27-78; 8:45 am]

[3410-30]

CHAPTER II— FOOD AND NUTRITION 
SERVICE, DEPARTMENT OF AGRI­
CULTURE

SUBCHAPTER A — CHILD NUTRITION  
PROGRAMS

[Arndt. II
PART 225— SUMMER FOOD SERVICE 

PROGRAM FOR CHILDREN

Implementation of Special Account 
System for Issuing Checks for Food 
Service Payments to Special Ac­
counts on Temporary Basis

AGENCY: Food and Nutrition Service, 
USDA.
ACTION: Final rule.
SUMMARY: The Department is issu­
ing an amendment to final regulations 
for the Summer Foodservice Program 
for Children. This amendment pro­
vides for the implementation of a spe­
cial account system for issuing checks 
for food service payments to special 
accounts on a temporary basis. This 
method will be required for nongo­
vernmental sponsors in the State of 
New York and will be optional in all 
other States. It is intended that the 
special account system be implement­
ed and evaluated to determine wheth­
er it continues to be necessary to 
ensure that food service management 
companies receive payments on a 
timely basis.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry S. Rodriguez, Acting Director, 
Child Care and Summer Programs 
Division, 201 14th Street SW., Wash­
ington, D.C. 20250, 202-447-8211.

SUPPLEMENTAL INFORMATION: 
The Department believes that it is in 
the interest of the program to exam­
ine methods which would assist food 
service management companies in re­
ceiving proper payments from spon­
sors. The Department is, therefore, 
implementing a special account system 
on a temporary basis for nongovern­
mental sponsors in New York State for 
the 1978 summer program. In other 
States, the State agency may elect to 
implement a special account system 
for nongovernmental sponsors for 
whom program payment has been, or 
is expected to be, a particular problem. 
For other FNSRO-administered pro­
grams the special account may be es­
tablished only at the request of the 
sponsor. Under this system, nongo­
vernmental sponsors contracting with

food service management companies 
must agree to establish special ac­
counts with financial institutions for 
amounts intended for payments to 
food service management companies. 
The special account agreement must 
specify that any disbursement of 
monies from the account must be au­
thorized by both the sponsor and the 
food service management company.

The Department is implementing 
the special account system on a tem­
porary basis to assure that food serv­
ice management companies will re­
ceive payment by alerting them to the 
time and amount of payments to the 
sponsors and granting them an oppor­
tunity to participate in the disburse­
ment of monies.

Publication of proposed rules is im­
practicable and contrary to the public 
interest since the special account 
system is to be implemented this 
summer (1978).

Accordingly, 7 CFR part 225 is 
amended as set forth below:

(1) Subpart D of the table of con­
tents is amended to read as follows:
Sec. 225.18a Special account payment pro­

vision.

* * * * *
(2) In § 225.2 a new paragraph (gg) is 

added to read as follows:
§ 225.2 Definitions.

• * * * *
(gg) “Special account” means an ac­

count with a sound and reputable rec­
ognized financial institution in which 
net program payments are deposited 
by FNS and released only in accord­
ance with the terms of the special ac­
count agreement.

(3) A new § 225.18a is added and 
reads as follows:
§ 225.18a Special account' payment provi­

sion.
(a) The Department shall, on a tem­

porary basis in the State of New York 
for program operations undertaken in 
fiscal year 1978, require as a condition 
for participation that nongovernmen­
tal sponsors under contract with food 
service management companies estab­
lish special accounts for the deposit of 
checks for net program payments. A 
separate account shall be established 
for each food service management 
company under contract with the 
sponsor.

(b) Each sponsor shall, under its 
written agreement with thè Depart­
ment, agree to the issuance of checks 
payable to sponsor for net Program 
payments .to a special account. The ac­
count agreement must specify that 
checks payable to the sponsor will be 
deposited in the special account by the 
financial institution and disburse-

FEDERAL REGISTER, VO L. 4 3 , N O . 146— FRIDAY, JULY 28 , 1978



ments from the account shall be made 
only with the written concurrence of 
both the sponsor and the food service 
management company. The special ac­
count agreement may contain such 
other terms as are agreed to by both 
sponsor and food service management 
company, Provided, however, That 
such terms are not inconsistent with 
the terms of the contract between the 
sponsor and the food service manage­
ment company. A copy of the special 
account agreement shall be submitted 
to the Department and another copy 
maintained on file by the sponsor. Any 
charges by the financial institution for 
the accounts which are borne by the 
sponsor shall be considered an admin­
istrative cost.

(c) While these procedures are being 
used, any State agency may require 
the special account payment system 
for nongovernmental sponsors for 
whom proper payment has been, or is 
expected to be, a particular problem. 
Such State agency must include an ap­
propriate provision in its written 
agreement with sponsors, and appro­
priately amend its program manage­
ment and administration plan in ac­
cordance with §225.6(0. In States 
where FNSRO administers the pro­
gram, special accounts may be estab­
lished only at the request of the spon­
sor.

(d) In order to assess the effective­
ness of the special account payment 
system, the Department shall, subse­
quent to completion of Program oper­
ations for this fiscal year, evaluate the 
results of these procedures as imple­
mented in the State of New York and 
in other States which so utilize the 
system.
(Catalog of Federal Domestic Assistance 
Programs No. 10.559.)

Note.—The Food and Nutrition Service 
has determined that this document does not 
contain significant proposals requiring prep­
aration of an economic impact statement 
under Executive Order 11821 and Office of 
Management and Budget Circular A-107.

Note.—The reporting and/or recordkeep­
ing requirements contained herein have 
been approved by the Office of Manage­
ment and Budget in accordance with the 
Federal Reports Act of 1942.

Dated: July 21, 1978.

Carol Tucker F oreman, 
Assistant Secretary.

[FR Doc. 78-20710 Filed 7-27-78; 8:45 am]
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[3410-02]
CHAPTER IX— AGRICULTURAL MAR­

KETING SERVICE (MARKETING 
AGREEMENTS AND ORDERS; 
FRUITS, VEGETABLES, NUTS), DE­
PARTMENT OF AGRICULTURE

PART 958— ONIONS GROWN IN CER­
TAIN DESIGNATED COUNTIES IN 
IDAHO AND MALHEUR COUNTY, 
OREG.

Handling Regulation 
AGENCY: Agricultural Marketing 
Service, USDA.
ACTION: Final rule.
SUMMARY: This regulation requires 
fresh market shipments of onions 
grown in certain designated counties 
in Idaho and Malheur County, Oreg., 
to be inspected and meet minimum 
quality and size requirements. The 
regulation should promote orderly 
marketing of such onions and keep 
less desirable qualities and sizes from 
being shipped to consumers. 
EFFECTIVE DATE: August 1,1978. 
FOR FURTHER INFORMATION 
CONTACT:

Charles R. Brader, Deputy Director, 
Fruit and Vegetable Division, AMS, 
U.S. Department of Agriculture, 
Washington, D.C. 20250, telephone 
202-447-6393.

SUPPLEMENTARY INFORMATION: 
Marketing agreement No. 130. and 
order No. 958, both as amended (7 
CFR Part 958), regulate the handling 
of onions grown in certain designated 
counties in Idaho and Malheur 
County, Oreg. It is effective under the 
Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601- 
674). The Idaho-Eastern Oregon 
Onion Committee, established under 
the order, is responsible for its |ocal 
administration.

Notice of rulemaking was published 
in the July 3, 1978, F ederal R egister 
(43 FR 28816). The notice afforded in­
terested persons . through July 18, 
1978, to file written data, views, or ar­
guments pertaining to that proposal. 
None was filed.

This regulation is based upon recom­
mendations made by the committee at 
its public meeting in Ontario, Oreg., 
on June 20, 1978. The recommenda­
tions of the committee reflect its ap­
praisal of the composition of the 1978 
crop of Idaho-Eastern Oregon onions 
and the marketing prospects for this 
season and are consistent with the 
marketing policy it adopted. Harvest­
ing of onions is expected to begin 
about August 1.

The grade, size, pack, maturity, and 
inspection requirements specified 
herein are necessary to prevent onions 
of low quality or less desirable sizes 
from being distributed in fresh market

32739

channels. They will also provide con­
sumers with good quality onions con­
sistent with the overall quality of the 
crop, and maximize returns to produc­
ers for the preferred quality and sizes.

Exception are provided to certain of 
these requirements to recognize spe­
cial situations in which such require­
ments would be inappropriate or un­
reasonable. Shipments are allowed to 
certain special purpose outlets without 
regard to the grade, size, pack, maturi­
ty, and inspection requirements, Pro­
vided, That safeguards are met to pre­
vent such onions from reaching unau­
thorized outlets.

Special purpose shipments are al­
lowed for planting, livestock feed, 
charity, dehydration, extraction, and 
pickling since such shipments do not 
normally enter the commercial fresh 
market channels and no useful pur­
pose would be Served by regulating 
such shipments. Onions for canning 
and freezing are exempt under the leg­
islative authority for this part.

Findings. After consideration of all 
relevant matters, including the pro­
posal set forth in the aforesaid notice 
which was recommended by the 
Idaho-Eastern Oregon Onion Commit­
tee, it is hereby found that the han­
dling regulation, as hereinafter set 
forth, will tend to effectuate the de­
clared policy of the act.

It is hereby further found that good 
cause exists for not postponing the ef­
fective date of this regulation until 30 
days after its publication in the F eder­
al R egister (5 U.S.C. 553) in that: (1) 
Shipments of onions grown in the pro­
duction area will begin on or about the 
effective date specified herein, (2) to 
maximize benefits to producers, this 
regulation should apply to as many 
shipments as possible during the mar­
keting season, (3) information regard­
ing the provisions of this regulation, 
which are similar to those in effect 
during the previous season, has been 
made available to producers and han­
dlers in the production area, (4) com­
pliance with this regulation will not 
require any special preparation by 
handlers which cannot be completed 
by the effective date, and (5) notice of 
the proposed regulation was published 
in the F ederal R egister of July 3,
1978.

The regulation is as follows:
§ 958.323 Handling regulation.

During the period August 1, 1978, 
through April 30, 1979, no person may 
handle anylot of onions, except braid­
ed red onuftis, unless such onions are 
at least “moderately cured,” as defined 
in paragraph (f) of this section, and 
meet the requirements of paragraphs 
(aX and (b) of this section, or unless 
such onions are handled in accordance 
with paragraphs (c) and (d) or (e) of 
this section.
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(a) Grade and size requirements.—

(1) White varieties. Shall be either: (i) 
U.S. No. 2, 1 inch minimum to 2 inches 
maximum diameter; or

(ii) U.S. No. 2, if not more than 30 
percent of the lot is comprised of 
onions of U.S. No. 1 quality, and at 
least IV2 inches minimum diameter; or

(iii) U.S. No. 1, at least lVz inches 
m inim um  diameter. However, none of 
these three categories of onions may 
be commingled in the same bag or 
other container.

(2) Red varieties. U.S. No. 2 or better 
grade, at least IV2 inches minimum di­
ameter.

(3) All other varieties. Shall be 
either: (i) U.S. No. 2 grade, at least 3 
inches minimum diameter, if not more 
than 30 percent of the lot is comprised 
of onions of U.S. No. 1 quality; or

(ii) U.S. No. 1, IV2 inches minimum 
to 2 Vi inches maximum diameter; or

(iii) U.S. No. 1, at least 2Vi inches 
minimum diameter.
However, none of these three catego­
ries of onions may be commingled in 
the same bag or other container.

(b) Inspection. No handler may 
handle any onions regulated hereun­
der unless such onions are inspected 
by the Federal-State inspection service 
and are covered by a valid applicable 
inspection certificate, except when re­
lieved of such requirement pursuant 
to paragraphs (c) or (e) of this section.

(c) Special purpose shipments. The 
m inim um  grade, size, maturity, and in­
spection requirements of this section 
shall not be applicable to shipments of 
onions for any of the following pur­
poses: (1) Planting, (2) livestock feed,
(3) charity, (4) dehydration, (5) can­
ning, (6) freezing, (7) extraction, and 
(8) pickling.

(d) Safeguards. Each handler 
making shipments of onions for dehy­
dration, canning, freezing, extraction, 
or pickling pursuant to paragraph (c) 
of this section shall:

(1) First apply to the committee for 
and obtain a certificate of privilege to 
make such shipments;

(2) Prepare, on forms furnished by 
the committee, a report in quadrupli­
cate on each individual shipment to 
such outlets authorized in paragraph
(c) of this section;

(3) Bill or consign each shipment di­
rectly to the applicable processor; and

(4) Forward one copy of such report 
to the committee office and two copies 
to the processor for signing and re­
turning one copy to the committee 
office. Failure of the handler or pro­
cessor to report such shipments by 
promptly signing and returning the 
applicable report to the committee 
office may be cause for cancellation of 
such handler’s certificate of privilege 
and/or the processor’s eligibility to re­
ceive further shipments pursuant to 
such certificate of privilege. Upon can-
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cellation of any such certificate of 
privilege the handler may appeal to 
the committee for reconsideration.

(e) Minimum quantity exemption. 
Each handler may ship up to, but not 
to exceed, 1 ton of onions each day 
without regard to the inspection and 
assessment requirements of this part, 
if such onions meet minimum grade, 
size, and maturity requirements of this 
section. This exemption shall not 
apply to any portion of a shipment 
that exceeds 1 ton of onions.

(f) Definitions. The terms “U.S. No. 
1” and “U.S. No. 2” have the same 
meaning as defined in the U.S. Stand­
ards for Grades of Onions (Other 
Than Bermuda-Granex-Grano and 
Creole Types), as amended (7 CFR 
2851.2830-2851.2854), or the U.S. 
Standards for Grades of Bermuda- 
Granex-Grano Type Onions (7 CFR 
2851.3195-2851.3209), whichever is ap­
plicable to the particular variety, or 
variations thereof specified in this sec­
tion. The term “braided red onions” 
means onions of red varieties with 
tops braided (interlaced). The term 
“moderately cured” means the onions 
are mature and are more nearly well 
cured than fairly well cured. Other 
terms used in this section have the 
same meaning as when used in mar­
keting agreement No. 130 and this 
part.

(g) Applicability to imports. Pursu­
ant to § 8e of the act and § 980.117 
Import regulations; onions (43 FR 
5499); onions imported during the ef­
fective period of this section shall 
meet the grade, size, quality, and ma­
turity requirements specified in the in­
troductory paragraph and paragraph
(a) of this section. ?
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.)

Dated: July 25, 1978, to become ef­
fective August 1,1978.

F loyd F. Hedlund, 
Director, Fruit and Vegetable Di­

vision, Agricultural Marketing 
Service.

[FR Doc. 78-20962 Filed 7-27-78; 8:45 am]

[3410-02]

[Lemon Reg. 156, Lemon Reg. 155, Amdt. 1] 
PART 910— LEMONS GROWN IN 

CALIFORNIA AND ARIZONA

Limitation of Handling
AGENCY: Agricultural Marketing 
Service, USDA.
ACTION: Final rule.
SUMMARY: This action establishes 
the quantity of California-Arizona 
lemons that may be shipped to the' 
fresh market during the period July 
30-August 5, 1978, and increases the

quantity of such lemons that may be 
so shipped during the period July 23- 
29, 1978. Such action is needed to pro­
vide for orderly marketing of fresh 
lemons for the periods specified due to 
the marketing situation confronting 
the lemon industry.
DATES: The regulation becomes ef­
fective July 30, 1978, and the amend­
ment is effective for the period July 
23-29, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Charles R. Brader, 202-447-6393.
SUPPLEMENTARY INFORMATION: 
Findings. Pursuant to the marketing 
agreement, as amended, and order No. 
910, as amended (7 CFR Part 910), reg­
ulating the handling of leipons grown 
in California and Arizona, effective 
under the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601-674), and upon the basis of 
the recommendations and information 
submitted by the Lemon Administra­
tive Committee, established under this 
marketing order, and upon other in­
formation, it is found that the limita­
tion of handling of lemons, as hereaf­
ter provided, will tend to effectuate 
the declared policy of the act.

The committee met on July 25, 1978, 
to consider supply and market condi­
tions and other factors affecting the 
need for regulation, and recommended 
quantities of lemons deemed advisable 
to be handled during the specified 
weeks. The committee reports the 
demand for lemons continues good.

It is further found that it is imprac­
ticable and contrary to the public in­
terest to give preliminary notice, 
engage in public rulemaking, and post­
pone the effective date until 30 days 
after publication in the F ederal R eg­
ister (5 U.S.C. 553), because of insuffi­
cient time between the date when in­
formation became available upon 
which this regulation and amendment 
are based and the effective date neces­
sary to effectuate the declared policy 
of the act. Interested persons were 
given an opportunity to submit infor­
mation and views on the regulation at 
an open meeting, and the amendment 
relieves restrictions on the handling of 
lemons. It is necessary to effectuate 
the declared purposes of the act to 
make these regulatory provisions ef­
fective as specified, and handlers have 
been apprised of such provisions and 
the effective time.
§ 910.456 Lemon regulation 156.

Order, (a) The guantity of lemons 
grown in California and Arizona which 
may be handled during the period 
July 30, 1978, through August 5, 1978, 
is established at 300,000 cartons.
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(b) As used in this section, “han­
dled” and “carton(s)” mean the same 
as defined in the marketing order.
§ 910.455 [Amended]

2. Paragraph (a) of § 910.455 Lemon 
regulation 155 (43 FR 31313) is amend­
ed to read as follows: “The quantity of 
lemons grown in California and Arizo­
na which may be handled during the 
period July 23, 1978, through July 29, 
1978, is established at 325,000 car­
tons.”
(Secs. 1-19, 48 Stat. 31, as amended (7 U.S.C. 
601-674).)

Dated: July 26,1978.
Charles R. Brader, 

Deputy Director, Fruit and Vege­
table Division, Agricultural 
Marketing Service.

[PR Doc. 78-21104 Piled 7-27-78:8:45 ami

[4410-10]
Title 8— Aliens and Nationality

CHAPTER I— IMMIGRATION AND
NATURALIZATION SERVICE, DE­
PARTMENT OF JUSTICE

PART 231 -ARRIVAL-DEPARTURE
MANIFESTS AND LISTS; SUPPORT­
ING DOCUMENTS

Submission of Aircraft/Vessel Reports 
(Forms 1-92) for Direct Flights Be­
tween the United States and 
Canada; Stay of Final Rules and 
Request for Comments

AGENCY: Immigration and Natural­
ization Service, Justice.
ACTION: Stay of final rule and re­
quest for comments.
SUMMARY: The purpose of this 
order is to stay indefinitely the filial 
rules published at 43 FR 30268-69 on 
July 14, 1978, to allow for public par­
ticipation in this rule making proceed­
ing pursuant to a request of the Air 
Transport Association. The Service re­
quests comments based on the text of 
the rules published at 43 FR 30268-69. 
Full consideration will be given to all 
relevant representations received and 
the Service will reconsider the rules 
following an analysis of those repre­
sentations.
DATES: Final rules stayed indefinite­
ly. Interested persons are requested to 
submit relevant data, views and argu­
ments concerning these stayed rules to 
the Commissioner of Immigration and 
Naturalization on or before September
26,1978.
ADDRESSES: Please submit written 
representations, in duplicate, to the
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Commissioner of Immigration and 
Naturalization, Room 7100, 425 Eye 
Street NW., Washington, D.C. 20536.
FOR FURTHER INFORMATION 
CONTACT:

James G. Hoofnagle, Jr., telephone: 
202-376-8373.
Dated: July 25,1978.

Leonel J . Castillo, 
Commissioner of 

Immigration and Naturalization.
tFR Doc. 78-21067 Piled 7-27-78; 8:45 am]

[1505-01]
Title 9—Animals and Animal Products

CHAPTER III— FOOD SAFETY AND 
QUALITY SERVICE, MEAT AND 
POULTRY PRODUCTS INSPECTION, 
DEPARTMENT OF AGRICULTURE

PART 318— ENTRY INTO OFFICIAL ES­
TABLISHMENTS, REINSPECTION 
AND PREPARATION OF PRODUCTS

Nitrates, Nitrites, and Ascorbates (or 
Isoacorbates) in Bacon

Correction
In FR Doc. 78-20721 appearing at 

page 32136 in the issue for Tuesday, 
July 25, 1978, on page 32137, first 
column, ninth line from the top, the 
word “nitrate” should read “nitrite”.

[7590-01]
Title 10— Energy

CHAPTER I— NUCLEAR REGULATORY 
COMMISSION

CHANGE OF ADDRESS OF REGION II 
OFFICE

AGENCY: U.S. Nuclear Regulatory 
Commission.
ACTION: Final rule.
SUMMARY: The Nuclear Regulatory 
Commission is moving its inspection 
and Enforcement Regional Office II to 
a new address in Atlanta, Ga. Parts 1, 
20, and 73 of the Commission’s regula­
tions are being amended to show the 
new address for Region II.
EFFECTIVE DATE: July 28,1978.
FOR FURTHER INFORMATION 
CONTACT:

Gerald L. Hutton, Rules and Proce­
dures Branch, Division of Rules and 
Records, Office of Administration, 
U.S. Nuclear Regulatory Commis­
sion,- Washington, D.C. 20555, tele­
phone 301-492-7211.
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SUPPLEMENTARY INFORMATION: 
The Nuclear Regulatory Commission 
is moving its Inspection and Enforce­
ment Regional Office II to a new ad­
dress in Atlanta, Ga. The new address 
is as follows: U.S. Nuclear Regulatory 
Commission, Region II, 101 Marietta 
Street, Suite 3100, Atlanta, Ga. 30303.

Because these amendments relate 
solely to corrections and minor mat­
ters, the Commission has found that 
good cause exists for omitting notice 
of proposed rulemaking, and public 
procedure thereon, as unnecessary, 
and for making the amendments effec­
tive on

Pursuant to the Atomic Energy Act 
of 1954, as amended, the Energy Reor­
ganization Act of 1974, as amended, 
and sections 552 and 553 of Title 5 of 
the United States Code, the following 
amendments to Title 10, Chapter I, 
Code of Federal Regulations, Parts 1, 
20, and 73 are published as a docu­
ment subject to codification.

PART 1— STATEMENT OF 
ORGANIZATION AND GENERAL 

INFORMATION
1. Paragraph 1.3(b) of 10 CFR Part 1 

is amended by revising the address of 
NRC Regional Qffice II to read as fol­
lows:
§ 1.3 Location o f principal offices and re­

gional offices.

*  *  *  *  *  -

(b) ♦ * * Region II, USNRC, 101 
Marietta Street, Suite 3100, Atlanta, 
Ga. 30303.

* * * * *
PART 20— STANDARDS FOR

PROTECTION AGAINST RADIATION
2. Appendix D of 10 CFR Part 20 is 

amended by revising the address of 
NRC Regional Office II to read as fol­
lows:
Append ix  D—U.S. N uclear R egulatory

Com m ission  Inspection and Enforcement
R egional O ffices

* * * * *
Region II, USNRC, Office of Inspection 

and Enforcement, 101 Marietta Street, Suite 
3100, Atlanta, Ga. 30303.

* * * * *
PART 73— PHYSICAL PROTECTION OF 

PLANTS AND MATERIALS
3. Appendix A of 10 CFR Part 73 is 

amended by revising the address of 
NRC Regional Office II to read as fol­
lows:

FEDERAL REGISTER, VO L. 43 , N O . 146— FRIDAY, JULY 28 , 1978



32742 RULES AND REGULATIONS

Appendix  A—U.S. N uclear R egulatory 
Com m ission  Inspection and E nforcement 
R egional O ffices

* * * * *
Region II, USNRC, Office of Inspection 

and Enforcement, 101 Marietta Street, Suite 
3100, Atlanta, Ga. 30303.

* * * * *
(Sec. 161, Pub. L. 83-703, 68 Stat. 948 (42 
U.S.C. 2201); sec. 201 Pub. L. 93-438, 88 Stat. 
1242 (42 U.S.C. 5841).)

Dated at Bethesda, Md., this 20th 
day of July 1978.

For the Nuclear Regulatory Com­
mission.

Lee V. G ossick, 
Executive Director 

for Operations. 
[PR Doc. 78-20799 Filed 7-27-78; 8:45 ami

[6210-01]
Title 12— Banks and Backing

CHAPTER II— FEDERAL RESERVE 
SYSTEM

SUBCHAPTER A — BOARD OF GOVERNORS OF 
THE FEDERAL RESERVE SYSTEM

[Reg Z; PC-01501
PART 226— TRUTH IN LENDING

Official Staff Interpretations; 
Correction

AGENCY: Board of Governors of the 
Federal Reserve System.
ACTION: Official staff interpreta- 
tion(s); correction.
SUMMARY: This notice corrects a 
previous F ederal R egister document 
published on July 17, 1978 (43 FR 
30531).
FOR FURTHER INFORMATION 
CONTACT:

Anne Geary, Chief Staff Attorney, 
Division of Consumer Affairs, Board 
of Governors of the Federal Reserve 
System, Washington, D.C. 20551, 
202-452-2761.

SUPPLEMENTARY INFORMATION: 
The official staff interpretation(s) 
published in FR Doc. 78-19506 appear­
ing at page 30531 of the issue for 
Monday, July 17, 1978, paragraphs (2) 
and (3) of supplementary information 
should read as follows, with correc­
tions in the Code of Federal Regula­
tions part number and the United 
States Code number:

“(2) An opportunity for public comment 
on an official staff interpretation may be 
provided upon request of interested parties 
and in accordance with 12 CPR Part 
226.1(d)(2)(ii). As provided by 12 CPR Part 
226.1(d)(*3) every request for public com­

ment must be in writing, should clearly 
identify the number of the official staff in­
terpretation in question, should be ad­
dressed to the Secretary, Board of Gover­
nors of the Federal Reserve System, Wash­
ington, D.C. 20551, and must be postmarked 
or received by the Secretary’s office before 
the effective date of the interpretation. The 
request must also state the reasons why an 
opportunity for public comment would be 
appropriate.

“(3) 15 U.S.C. 1640(f).’'
Board of Governors of the Federal 

Reserve System, July 20,1978.
Cathy E. M inehan, 

Assistant Secretary 
of the Board.

[FR Doc. 78-20885 Piled 7-27-78; 8:45 am]

[6210-01]

[Reg B; EC-00111
PART 202— EQUAL CREDIT 

OPPORTUNITY

Official Staff Interpre- tations;
Correction

AGENCY: Board of Governors of the 
Federal Reserve System.
ACTION: Official staff
interpretation(s); correction.
SUMMARY: This notice corrects a 
previous F ederal Register document 
published on July 17, 1978 (43 FR 
30531).
FOR FURTHER INFORMATION 
CONTACT:

Anne Geary, Chief Staff Attorney, 
Division of Consumer Affairs, Board 
of Governors of the Federal Reserve 
System, Washington, D.C. 20551, 
202-452-2761.

SUPPLEMENTARY INFORMATION: 
The official staff interpretation(s) 
published in FR Doc. 78-19505 appear­
ing at page 30531 of the issue for 
Monday, July 17, 1978, paragraphs (2) 
and (3) of “Supplementary Informa­
tion” should read as follows, with cor­
rections in the code of Federal Regula­
tions part number and the United 
States Code number:

“(2) An opportunity for public comment 
on an official staff interpretation may be 
provided upon request of interested parties 
and in accordance with 12 CFR Part 
202.1(d)(2)(ii). As provided by 12 CPR Part 
202.1(d)(3) every request for public com­
ment must be in writing, should clearly 
identify the number of the official staff in­
terpretation in question, should be ad­
dressed to the Secretary, Board of Gover­
nors of the Federal Reserve System, Wash­
ington, D.C. 20551, and must be postmarked 
or received by the Secretary’s office before 
the effective date of the interpretation. The 
request must also state the reasons why an 
opportunity for public comment would be 
appropriate.

“(3) 15 U.S.C. 1691(b).”

Board of Governors of the Federal 
Reserve System, July 20,1978.

Cathy E. M inehan, 
Assistant Secretary 

of the Board. 
[FR Doc. 78-20886 Piled 7-27-78; 8:45 am]

[6210-01]

[Reg Z; FC-0151]
PART 226— TRUTH IN LENDING

Official Staff Interpretations
AGENCY: Board of Governors of the 
Federal Reserve System.
ACTION: Official staff interpretation.
SUMMARY: The Board is publishing 
the following official staff interpreta­
tion of regulation Z regarding the 
truth in lending disclosures which 
must be made in connection with cer­
tain interim student credit transac­
tions made under a federally insured 
program. The agency is taking this 
action in response to a request it has 
received for interpretation of this reg­
ulation.
EFFECTIVE DATE: On or after 
August 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Anne Geary, Chief Staff Attorney, 
Division of Consumer Affairs, Board 
of Governors of the Federal Reserve 
System, Washington, D.C. 20551, 
202-452-2761.

SUPPLEMENTARY INFORMATION:
(1) Identifying details have been de­
leted to the extent required to prevent 
a clearly unwarranted invasion of per­
sonal privacy. The Board maintains 
and makes available for public inspec­
tion and copying a current index pro­
viding identifying information for the 
public subject to certain limitations 
stated in 12 CFR Part 261,6.

(2) An opportunity for public com­
ment on an official staff interpreta­
tion may be provided upon request of 
interested parties and in accordance 
With 12 CFR Part 226.1(d)(2)(ii). As 
provided by 12 CFR Part 226.1(d)(3) 
every request for public comment 
must be in writing, should clearly 
identify the number of the official 
staff interpretation in question, 
should be addressed to the Secretary, 
Board of Governors of the Federal Re­
serve System, Washington, D.C. 20551 
and must be postmarked or received 
by the Secretary’s office before the ef­
fective date of the interpretation. The 
request must also state the reasons 
why an opportunity for public com­
ment would be appropriate.

(3) 15 U.S.C. 1640(f).
§ 226.8(b) Under federally insured program 

providing credit to students for educa-
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tional purposes, if student has option of 
receiving funds directly which may be 
used as the student sees fit, loan disclo­
sures are appropriate.

§ 226.8(d) Under federally insured program 
providing credit to students for educa­
tional purposes, if student has option of 
receiving funds directly which .may be 
used as the student sees fit, loan disclo­
sures are appropriate.

July 3,1978.
This is in response to your letter o f ------- ,

in which you request an official staff inter­
pretation of regulation Z regarding the 
truth in lending disclosures which must be 
made in connection with certain interim stu­
dent credit transactions made pursuant to a 
federally insured program. The staff be­
lieves that the primary issue which you 
raise is appropriate for an official response. 
Other questions asked in your letter will be 
addressed in a Separate, unofficial staff in­
terpretation of the regulation.

The program with which you are con­
cerned consists of a fund from which exten­
sions of credit are made by participating col­
leges and universities to students who meet 
the financial need criteria established by 
the Higher Education Act of 1965. Use of 
funds received under the program is re­
stricted to expenses related to attendance at 
the institution which advances the funds, 
and the student must sign an affidavit af­
firming that the funds will be used only for 
such expenses.

Under the program, funds may be dis­
bursed directly to the student or a credit 
may be made to the student’s account at the 
educational institution. You are concerned 
that if a credit is made to a student’s ac­
count with the institution and the student 
simply receives goods and services (e.g., tu­
ition, room, board, books) from the institu­
tion, the transaction could be viewed as a 
credit sale rather than a loan, and credit 
sale disclosures rather than loan disclosures 
would be required under Regulation Z.

In the staff’s opinion the answer to 
whether loan or credit sale disclosures are 
required in connection with the program 
you describe is dependent upon the ability 
of students participating in the program to 
obtain funds (e.g., cash or a check) from the 
institution if they so desire. As long as a stu­
dent has the option of receiving funds di­
rectly which may be used as the student 
sees fit, the staff believes that the applica­
ble loan disclosures'under §§ 226.8(b) and (d) 
of Regulation Z would be appropriate. Fur­
thermore, even though use of the loan pro­
ceeds is restricted to expenses related to at­
tendance or continued attendance at the in­
stitution which makes the loan, as long as 
use of the funds is not restricted to the pur­
chase of particular goods or services from  
the institution  the staff feels that loan dis­
closures would be proper.

This is an official staff interpretation of 
Regulation Z, issued pursuant to 
§ 226.1(d)(2) of the regulation. It will 
become effective 30 days after publication 
in the F ederal R egister unless a request for 
public comment, made in accordance with 
the Board’s procedures, is received and 
granted. We will notify you if the effective 
date of the interpretation is suspended be­
cause such a request is received.

We also note that your client may be sub­
ject to the laws and regulations of the State 
of Maine which has been granted an exemp­
tion from the applicable provisions of regu­
lation Z. Therefore, you may wish to con­

tact Mr. Harry Giddinge, Acting Superin­
tendent, Bureau of Consumer Protection, 
Department of Business Regulation, State 
House, Augusta, Maine, 04330, for his views 
on the issue addressed in this letter.

Sincerely,
N athaniel E. B utler, 

Associate Director.
Board of Governors of the Federal 

Reserve System, July 20,1978.
Cathy E. M inehan, 

Assistant Secretary 
of the Board.

[FR Doc. 78-21032 Filed 7-27-78; 8:45 am]

[3510-08]
Title 15— Commerce and Foreign 

Trade

CHAPTER IX— NATIONAL OCEANIC 
AND ATMOSPHERIC ADMINISTRA­
TION, DEPARTMENT OF COM­
MERCE

PART 931— COASTAL ENERGY 
IMPACT PROGRAM

Lateral Seaward Boundaries
AGENCY: National Oceanic and At­
mospheric Administration (NOAA), 
Department of Commerce.
ACTION: Amendment to rule.
SUMMARY: This amendment to ex­
isting regulations is to clarify NOAA’s 
intent as to what may constitute “the 
applicable principles of law” for pur­
poses of establishing Coastal Energy 
Impact Program (CEIP) delimitation 
lines, when no lateral seaward bound­
aries between States exist, for pur­
posed of alloting certain CEIP formula 
grants among States.
EFFECTIVE DATES: July 28,1978.
FOR FURTHER T INFORMATION 
CONTACT:

James P. Lawless, Assistant General 
Counsel, NOAA, Page Building 1, 
3300 Whitehaven Street NW., Wash­
ington, D.C. 20235, 202-634-4245.

SUPPLEMENTARY INFORMATION: 
In the F ederal R egister of Thursday, 
February 23, 1978, at page 7546, the 
National Oceanic and Atmospheric 
Administration (NOAA) published reg­
ulations for the Office of Coastal Zone 
Management to implement the Coast­
al Energy Impact Program (CEIP). 
Subpart H of those regulations, at 
page 7563, discusses procedures for es­
tablishing delimitation lines for calcu­
lating coastal States’ shares of CEIP 
formula grants based on certain outer 
Continental Shelf activities occurring 
adjacent to each State.

For purposes of determining such 
adjacency, section •308(b)(3)(B)(ii) of

the Coastal Zone Management Act of 
1972, as amended (CZMA), provides: 
“If no lateral seaward boundaries, or 
any portion thereof, have been clearly 
defined or fixed by an interstate com­
pact, agreement, or judicial decision, 
lateral seaward boundaries shall be de­
termined according to the applicable 
principles of law, including the princi­
ples of the Convention on the Territo­
rial Sea and the Contiguous Zone, and 
extended on the basis of such princi­
ples.” In section 931.82 of the above 
regulations, procedures are set forth 
for establishment of a delimitation 
line when a lateral seaward boundary 
has not been clearly defined or fixed.

, The firsts sentence of subsection 
931.82(b) reiterates the statutory pro­
vision that applicable principles of law 
are to be used, and was intended to 
provide examples of such principles. 
Subsequent analysis of this language 
has raised some question as to wheth­
er NOAA has created a presumption in 
favor of the principles mentioned 
which go beyond the statutory lan­
guage. NOAA definitely did not intend 
to establish a presumption in favor of 
any principle of law over another in 
this regard or to change the effect of 
the statute. In order to clarify this 
intent and to avoid the possibility that 
someone could interpret the regula­
tions otherwise, NOAA is hereby cor­
recting its regulations to reiterate the 
language of the statute. Any other ref­
erence in Subpart H of the regulations 
to “applicable principles of law” also 
means the same principles as in sec­
tion 308(b)(3)(B)(ii) of the CZMA.

Because this constitutes only a clari­
fication of what NOAA always intend­
ed in its regulations, which was to reit­
erate the terms of the statute, NOAA 
hereby finds for good cause, in accord­
ance with 5 U.S.C. 553 (b) and (d), that 
notice and public procedure on such 
clarification is unnecessary, and that a 
30-day delay prior to the effective date 
of the clarification is unnecessary.

In consideration of the foregoing, 
part 931 should be changed as follows:
§ 931.82 [Amended]

Delete that part of the first sentence 
of § 931.82(b) after the words “Asso­
ciate Administrator” (beginning with 
the sixth line), and replace it with the 
following:

* * * according to the applicable princi­
ples of law, including the principles of the 
Convention on the Territorial Sea and The 
Contiguous Zone.

Dated: July 18,1978.
T. P. G leiter, 

Assistant Administrator 
for Administration.

[FR Doc. 78-20925 Filed 7-27-78; 8:45 am]
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[6355-01]
Title 16— Commercial Practices

CHAPTER II— CONSUMER PRODUCT 
SAFETY COMMISSION

PART 1500— HAZARDOUS SUB­
STANCES AND ARTICLES; ADMIN­
ISTRATION AND ENFORCEMENT 
REGULATIONS

Exemption From Full Compliance With 
Labeling Requirements of Federal 
Hazardous Substances Act for 
Cyanoacrylate-Based Glue in Con­
tainers of 3 Grams or Less

AGENCY: Consumer Product Safety 
Commission.

ACTION: Final rule.

SUMMARY: This document partially 
exempts cyanoacrylate-based glue in 
packages of 3 grams or less from the 
size of labeling requirements of the 
Federal Hazardous Substances Act 
(FHSA). This exemption is being 
issued because the Commission has 
found that, because of the size of the 
package involved, full compliance with 
the labeling requirements applicable 
under the FHSA is impracticable and 
is not necessary for the adequate pro­
tection of the public health and 
safety.

DATES: This exemption is effective 
on July 28, 1978.

FOR FURTHER INFORMATION 
CONTACT:

Charles M. Jacobson, Directorate for 
Compliance and Enforcement, Con­
sumer Product Safety Commission, 
Washington, D.C. 20207, telephone 
301-492-6400.

SUPPLEMENTARY INFORMATION: 
Background

Section 2(f)(1)(A) of the Federal 
Hazardous Substances Act (“the Act” 
or “FHSA”), 15 U.S.C. 1261(f)(1)(A), 
provides that the term “hazardous 
substance” includes any substance or 
mixture of substances which is an irri­
tant, if such substance or mixture of 
substances may cause substantial per­
sonal injury or substantial illness 
during, or as a proximate result of, 
any customary or reasonably foresee­
able handling or use, including reason­
ably foreseeable ingestion by children.

Section 2(p) of the FHSA (15 U.S.C. 
1261(0)) provides that a hazardous 
substance which is intended, or pack­
aged in a form suitable, for use in the 
household or by children is misbrand-
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ed if it does not bear a label stating 
certain specified information.

A Commission regulation, 16 CFR
1500.121, describes in detail the place­
ment, conspicuousness, and contrast 
requirements for labeling under the 
FHSA. Section 1500.121(d) provides 
that except for labeling required to be 
on the main panel of the label (i.e., (1) 
the signal word (“WARNING”, “CAU­
TION”, or “DANGER”, as appropri­
ate), (2) a statement of the principal 
hazard associated with the substance, 
and (3) instructions to read carefully 
any cautionary information that may 
be placed elsewhere on the label), the 
remainder of the information required 
under the FHSA may be placed on the 
label elsewhere than on the main 
panel. Section 1500.121(d) also pro­
vides that the type size used for the 
remainder of the required information 
must bear a reasonable relationship to 
the printing on the package panel in­
volved and may be no smaller than 10 
point type unless the available label 
space requires reductions, in which 
event this type size may be reduced to 
no smaller than 6 point type. However, 
because of small label space, exemp­
tions to the 6 point type requirement 
may be granted under section 3(c) of 
the Act and 16 CFR 1500.82, 1500.83. 
The Consumer Product Safety Com­
mission may exempt the substance 
from the full labeling requirements, to 
the extent consistent with the ade­
quate protection of public health and 
safety, if it finds that, because of the 
size of a package for a hazardous sub­
stance or because of the minor hazard 
presented to the public by the sub­
stance, or for other good and suffi­
cient reason, full compliance with the 
labeling requirements is either imprac­
ticable or unnecessary for the ade­
quate protection of the public health 
and safety. Under 16 CFR 1500.83(a), 
any person who believes that a partic­
ular hazardous substance intended or 
packaged in a form suitable for use in 
the household or by children should 
be exempted from a labeling require­
ment otherwise applicable under the 
Act may submit to the Commission a 
request for an exemption pursuant to 
section 3(c) of the Act. The request 
must present facts in support of the 
view that full compliance is impracti­
cable or is not necessary for the pro­
tection of the public health.

On May 9, 1974, the Commission 
issued a notice announcing informa­
tion that had been obtained by testing 
cyanoacrylate glues (39 FR 16511). 
This information indicated that cyan­
oacrylate-based glue is a “hazardous 
substance” within the meaning of that 
term under the Act because it is an 
“eye irritant.” Therefore, any such 
glue is deemed “misbranded” under 
section 2(p) of the Act unless it is la­

beled in accordance with 16 CFR
1500.121.

The information available to the 
Commission shows that these glues 
can contact the eyes in situations such 
as when some glue squirts out when 
the container is shaken to get glue to 
flow, when the tube ruptures when it 
is squeezed, when glues squirts out 
when the surfaces to be glued are 
pressed together, and when the tubes 
are intentionally or accidentally mis­
used by children. In each of these 
types of situations, it would appear' 
that only a small amount of glue 
would be likely to contact the eye.

Petition

On November 11, 1975, the Consum­
er Product Safety Commission re­
ceived a petition from Wilhold Glues, 
Inc., of Santa Fe Springs, Calif., re­
questing an exemption from full com­
pliance with the labeling requirements 
under the Federal Hazardous Sub­
stances Act for cyanoacrylate-based 
glue in 2-gram size tubes. The petition 
stated that the size of the package 
made it impracticable to show all of 
the labeling that was required by 16 
CFR 1500.121 to be in at least 6 point 
type.

After considering this petition and . 
the information obtained by the Com­
mission’s staff, the Commission con­
cluded that an exemption for glues 
with a cyanoacrylate base sold in sizes 
of 2 grams or less should be proposed 
(42 FR 54308; October 5,1977).

The Commission’s decision to pro­
pose this exemption was based princi­
pally on the preliminary findings that 
full label compliance is both impracti­
cable, due to the size of the package, 
and unnecessary for the adequate pro­
tection of the public health.

The Commission believes that any 
risk to the public of injury caused by 
eye irritation associated with cyanoa­
crylate glues can be reduced sufficient­
ly by placing the signal word, state­
ment of hazard, and instructions to 
read additional warnings on the main 
label panel and by placing the addi­
tional warnings elsewhere on the im­
mediate container, and on any outer 
package, accompanying leaflet, and 
display card in accordance with the 
placement, conspicuousness, and con­
trast requirements of 16 CFR
1500.121. Accordingly, the Commission 
proposed that this exemption be 
granted under the following condi­
tions:

(1) The signal word (in this instance, 
either “WARNING” or “CAUTION”) 
must appear on the main label panel 
of the product and must comply with 
the placement, conspicuousness, and 
contrast requirements of 16 CFR
1500.121.

(2) The statement of the principal 
hazard or hazards associated with the
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product, in this case “Eye Irritant” or 
similar wording descriptive of the 
hazard, must also appear on the main 
label panel of the product in accord­
ance with the placement, conspicuous­
ness, and contrast requirements of 16 
CFR 1500.121. (These first two condi­
tions merely restate requirements of 
§ 1500.121(a), which is not affected by 
the exemption.)

(3) The main label panel must also 
bear instructions to read additional 
warnings elsewhere on the label and 
on any outer package, accompanying 
leaflet, and display card. Thus, any 
statement of precautionary measures 
describing the action to be followed or 
avoided, instructions for first-aid 
treatment, and the statement “keep 
out of the reach of children” or its 
practical equivalent, all required by 
section 2(p)(l) of the Act, need not 
appear on the main label panel, but 
instructions to read these additional 
warnings must be placed on the main 
label panel along with the required 
signal word and statement of hazards 
or hazards, in accordance with 16 CFR
1500.121. (Except for the reference to 
the outer package, accompanying leaf­
let, and display card, this condition 
also restates a requirement of 
§ 1500.121(a).)

<4) The remainder of the cautionary 
labeling required by the Act must 
appear elsewhere on the immediate 
container and on any outer package, 
accompanying leaflet, and display 
card. These additional warnings must 
comply with the size, placement, con­
trast, and conspicuousness require­
ments of 16 CFR 1500.121, except 
that, because of small label space, the 
type size required for this labeling on 
the immediate container label may be 
less than six point type, provided it is 
legible. If there is no outer package, 
accompanying leaflet, or display card, 
then the remainder of the required 
cautionary labeling must be displayed 
by means of a tag or other suitable 
material that is securely affixed to the 
article so that the labeling will remain 
attached throughout the conditions of 
merchandising and distribution to the 
ultimate consumer.

Comment on P roposal

The Commission received one com­
ment on the proposed exemption. This 
comment was from the original peti­
tioner, Wilhold Glues, Inc. (Wilhold). 
Wilhold asked that the exemption 
apply to glues with a cyanoacrylate 
base packaged in containers of 3 grams 
or less, rather than the containers of 2 
grams or less that were originally re­
quested. Wilhold stated that this was 
necessary because since the original
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petition was submitted, the same size 
tube that had been used for 2 grams of 
glue was being extensively marketed 
with 3 grams of glue.

The Commission has evaluated this 
comment and has concluded that the 
petitioner’s need for the exemption is 
the same for the tube containing 3 
grams as for the tube containing 2 
grams, since the same size tube is used 
to contain both amounts of glue. In 
addition, the additional gram of glue 
will not significantly increase the haz­
ards associated with the use of cyanoa­
crylate-based glues. Accordingly, the 
Commission agrees with the comment.

Conclusion

After considering the petition, the 
comment received on the proposal, 
and information obtained by the Com­
mission’s staff, the Commission finds 
that, because of the size of the pack­
age involved and for the other good 
and sufficient reasons discussed above, 
full compliance with the labeling re­
quirements otherwise applicable under 
the Federal Hazardous Substances Act 
for cyanoacrylate-based glues in pack­
ages containing 3 grams or less is im­
practicable and not necessary for the 
adequate protection of the public 
health and welfare and that the ex­
emption set forth below is consistent 
with the adequate protection of the 
public health and safety.

Since this rule grants an exemption, 
the requirement of the Administrative 
Procedure Act that publication be 
made not less than 30 days before the 
effective date of the rule does not 
apply (5 U.S.C. 553(d)(1)), and this 
rule is therefore effective immediate­
ly.

Accordingly, pursuant to provisions 
of the Federal Hazardous Substances 
Act (Secs. 2(f), 2(p), 3(c), 10(a); 74 
Stat. 372, 374, 375, 378, as amended 80 
Stat. 1304, 1305, 83 Stat. 187-189; 15 
U.S.C. 1261(f), 1261(p), 1262(c),
1269(a)), and under authority vested 
in the Commission by the Cojisumer 
Product Safety Act (sec. 30(a), Pub. L. 
92-573, 86 Stat. 1231; 15 U.S.C.
2079(a)), the Commission amends sub­
chapter C, chapter II, of title 16 of the 
Code of Federal Regulations by adding 
to § 1500.83 a new paragraph (a)(37), 
reading as follows: (The text of the in­
troductory portion of § 1500.83(a), al­
though unchanged, is included for 
context.)

§ 1500.83 Exceptions for small packages, 
minor hazards, and special circum­
stances.

(a) The following exemptions are 
granted for the labeling of hazardous
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substances under the provisions of 
§ 1500.82:

* * * * *
(37) Glues with a cyanoacrylate base 

in packages containing 3 grams or less 
are exempt from the requirement of 
§ 1500.121(d) that labeling which is 
permitted to appear elsewhere than on 
the main label panel must be in type 
size no smaller than 6 point type, pro­
vided that:

(i) The main panel of the immediate 
container bears both the proper signal 
word and a statement of the principal 
hazard or hazards associated with this 
product, as provided by § 1500.121 (a) 
and (c);

(ii) The main panel of the immediate 
container also bears an instruction to 
read carefully additional warnings 
elsewhere on the label and on any 
outer package, accompanying leaflet, 
and display card. The instruction to 
read additional warnings must comply 
with the size, placement, conspicuous­
ness, and contrast requirements of 
§ 1500.121; and

(iii) The remainder of the caution­
ary labeling required by the act that is 
not on the main label panel must 
appear elsewhere on the label in leg­
ible type and must appear on any 
outer package, accompanying leaflet, 
and display card. If there is no outer 
package, accompanying leaflet, or dis­
play card, then the remainder of the 
required cautionary labeling must be 
displayed on a tag or other suitable 
material that is securely affixed to the 
article so that the labeling will remain 
attached throughout the conditions of 
merchandising and distribution to the 
ultimate consumer. That • labeling 
which must appear on any outer pack­
age, accompanying leaflet, tag, or 
other suitable material must comply 
with the size, placement, contrast, and 
conspicuousness requirements of 
§ 1500.121(d).
(Secs. 2(f), 2<p), 3(c), 10(a); 74 Stat. 372, 374, 
375, 378, as amended, 80 Stat. 1304, 1305, 83 
Stat. 187-189 (15 U.S.C. 1261(f), 1261(p), 
1262(c), 1269(a)).)

Effective date. This amendment 
shall be effective July 28,1978.

Dated: July 25, 1878.
Sadye E. Dunn, 

Acting Secretary, Consumer 
Product Safety Commission.

[FR Doc. 78-20926 Filed 7-27-78; 8:45 am]
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[4110-03]
Title 21— Food and Drugs

CHAPTER I— FOOD AND DRUG AD­
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL­
FARE

SUBCHAPTER A — GENERAL

PART 5— DELEGATIONS OF 
AUTHORITY AND ORGANIZATION
Redelegation of Grants Authority 

AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The Commissioner of 
Food and Drugs is amending the regu­
lations for delegations of authority by 
decentralizing the authority to ap­
prove or disapprove applications for 
grants and redelegating the authority 
to bureau level officials. The action, 
part of a decentralization effort to 
move operational functions out of the 
Office of the Commissioner, is being 
taken to increase the effectiveness of 
operations.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Robert L. Miller, Office of Manage­
ment and Operations (HFA-340), 
Food and Drug Administration, De­
partment of Health, Education, and 
Welfare, 5600 Fishers Lane, Rock­
ville, Md. 20857, 301-443-4976. 

SUPPLEMENTARY INFORMATION: 
Section 5.25 (21 CFR 5.25) is being re­
vised by deleting the delegation of au­
thority and reference to the Associate 
and Deputy Associate Commissioner 
for Science. Approval authority for 
grant applications is being delegated 
to bureau directors, the Executive Di­
rector of Regional Operations, and the 
Director, National Center for Toxico­
logical Research, and the authority to 
execute and issue notices of grant 
awards is extended to include the 
Chief of the Grants Management 
Branch of the new Office of Manage­
ment and Operations.

Further redelegation of the authori­
ty delegated is not authorized. Author­
ity delegated to a position by title may 
be exercised by a person officially des­
ignated to serve in such position in an 
acting capacity or on a temporary 
basis, unless prohibited by a restric­
tion written into the document desig­
nating him as “acting,” or unless not 
legally permissible.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 701(a), 52 
Stat. 1055 (21 UJS.C. 371(a))) and secs. 
301, 307, 311, and 356 of the Public 
Health Service Act (42 U.S.C. 241, 
2421, 243, and 263d) and under authori­

ty delegated to the Commissioner (21 
CFR 5.1), part 5 is amended by revis­
ing § 5.25 to read as follows:
§ 5.25 Grants.

(a) The directors of bureaus, the Ex­
ecutive Director of Regional Oper­
ations, and the Director of the Nation­
al Center for Toxicological Research 
are authorized to approve or disap­
prove applications for grants under 
sections 301, 307, and 311 of the Public 
Health Service Act.

(b) The Director of the Bureau of 
Radiological Health is authorized to 
approve or disapprove applications for 
grants under section 356 of the Public 
Health Service Act.

(c) The Associate and Deputy Asso­
ciate Commissioner for Management 
and Operations, the Director and 
Deputy Director of thev Division of 
Contracts and Grants Management of 
the Office of Management and Oper­
ations, and the Chief of the Grants 
Management Branch of that Division 
and Office are authorized to sign and 
issue all notices of grant awards and 
amendments thereto and sign and 
issue notices of suspension and termi­
nation thereof.

Effective date. This regulation shall 
be effective July 28,1978.
(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a)) 
and secs. 301, 307, 311, 356 (42 U.S.C. 241, 
2421, 243, 263d).)

Dated: July 24,1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-20864 Filed 7-27-78; 8:45 am]

[4110-03]
SUBCHAPTER E— A N IM A L  DRUGS, FEEDS, A N D  

RELATED PRODUCTS

PART 510— NEW ANIMAL DRUGS

PART 558— NEW ANIMAL DRUGS 
FOR USE IN ANIMAL FEEDS

Tylosin
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval 
of two new animal drug applications 
(NADA’s) providing for use of 10- 
gram-per-pound tylosin premixes for 
making complete swine feeds. The ap­
plications were filed by Feed Service 
Co. and Illini Feeds. The list of spon­
sors is also amended to establish en­
tries for these firms.
EFFECTIVE DATE: July 28, 1278.
FOR FURTHER INFORMATION 
CONTACT:

Jack C. Taylor, Bureau of Veteri­

nary Medicine (HFV-136), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-5247.

SUPPLEMENTARY INFORMATION: 
Feed service Co., Inc., Box 876, Manka­
to, Minn. 56001, and Illini Feed, Box 
T, Oneida, 111, 61467, filed NADA’s
111-637V and 110-202V to provide for
10-gram-per-pound tylosin (as tylosin 
phosphate) premixes to be used for 
subsequent manufacture of complete 
swine feeds. The complete feeds would 
increase rate of weight gain and im­
prove feed efficiency. Approval of 
these applications relies upon safety 
and effectiveness data contained in 
Elanco Products Co.’s approved NADA 
12-49IV (see §558.625(f)(l)(vi)(a) (21 
CFR 558.625(f)(l)(vi)(a))). The appro­
vals do not constitute reaffirmation of 
Elanco Products Co.’s NADA nor do 
they constitute reaffirmation of the 
drug’s safety and effectiveness.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) of the animal drug 
regulations (21 CFR 514.11(e)(2)(ii)), a 
sum m ary of safety and effectiveness 
data and information submitted to 
support approval of this application is 
released publicly. The summary is 
available for public examination at the 
office of the Hearing Clerk (HFA-305), 
Room 4-65, 5600 Fishers Lane, Rock­
ville, Md. 20857, from 9 a.m. to 4 p.m., 
Monday through Friday.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Foods and Drugs (21 CFR
5.1), parts 510 and 558 are amended as 
follows:

1. In part 510, §510.600 is amended 
by adding two new sponsors alphabeti­
cally to paragraph (c)(1) and numeri­
cally to paragraph (c)(2), to read as 
follows:
§510.600 Names, addresses, and code 

numbers of sponsors of approved appli­
cations.

*  *  *  *  *

(c) * * *
( 1 ) * * * ___________________________ _

Firm name and address Drug listing
No.

* * * * *
Feed Service Co., Inc., Box 876, Manka­

to, Minn. 56001.........................................  030841

* * * * *
IUini Feeds, Box T, Oneida, 111. 61467...... 037310

* * * * *

(2) * * *
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Drug Firm name and address
listing 

No.

*  * *  *  *

030841.. .. Feed Service Co., Inc., Box 876, Mankato,
Minn. 56001.

*  *  *  *  *

037310.. .. Illini Feeds, Box T, Oneida, 111. 61467.

*  *  *  *  *

2. In part 558, §558.625 is amended 
by adding new paragraph (b) (54) and 
(55) to read as follows:
§ 558.625 Tylosin.

* * * * *
(b) * * *
(54) To 030841: 10 grams per pound: 

paragraph (fXlXviXa) of this section.
(55) To 037310: 10 grams per pound; 

paragraph (fXlXviXa) of this section.

* * * * *

Effective date: This regulation is ef­
fective July 28, 1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b<i)).) 

Dated: July 21, 1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-20720 Filed 7-27-78; 8:45 am]

[4110-03]

PART 520— ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUB- 
JECT TO CERTIFICATION

Piperazine Phosphate-Thenium 
Closylate Tablets

AGENCY. Food and Drug Adminstra- 
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval 
of a new animal drug application 
(NADA) filed by Jensen-Salsbery Lab­
oratories, providing for use of a combi­
nation anthelmintic (drug used to de­
stroy or expel intestinal worms) in 
treating weaned pups and dogs.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri­
nary Medicine (HFV-112), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
Jensen-Salsbery Laboratories, Division 
of Richardson-Merrell, Inc., 520 West 
21st Street, Kansas City, Mo. 64141, 
filed an NADA (101-161V) providing 
for use of piperazine phosphate with 
thenium closylate tablets in weaned 
pups and adult dogs for removal of 
certain hookworms and ascarids.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) (21 CFR
514.11(e)(2)(ii)) of the animal drug 
regulations, a summary of safety and 
effectiveness data and information 
submitted to support approval of this 
application is released publicly. The 
summary is available for public exami­
nation at the Office of the Hearing 
Clerk (HFC-20), Food and Drug Ad­
ministration, Room 4-65, 5600 Fishers 
Lane, ^Rockville, Md. 20857, from 9
a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), part 520 is amended by adding 
new §520.1805, to read as follows:
§520.1805 Piperazine phosphate with 

thenium closylate tablets.
(a) Specifications. Each scored, 

tablet contains the equivalent of 250 
milligams piperazine hexahydrate (as 
piperazine phosphate) and 125 milli­
grams thenium (as thenium closylate).

(b) Sponsor. See No. 017220 in 
§ 510.600(c) of this chapter.

(c) Conditions of use.—(1) Amount. 
Administer orally to dogs as follows:

N umber of T ablets at Each of the Two 
D oses

Animal weight (lb):
2 but less than 5 ................................... . y2
5 but less than 10......... ........................... . l
10 or heavier...... ........................................ 2

(2) Indications for use. For removal 
of immature (fourth stage larvae) and 
adult hookworms (.Ancylostoma can- 
inum, A. braziliense, and Uncinaria 
stenocephala) and ascarids (Toxocara 
canis) from weaned pups and adult 
dogs.

(3) Limitations. Do not use this 
product to treat dogs weighing less 
than 2 pounds, unweaned pups, or 
pups under 5 weeks of age. Maximum 
efficacy against hookworms necessi­
tates two doses in 1 day of treatment. 
The interval between the doses should 
be not less than 4 hours or more than 
24 hours. Administer the first dose in 
the morning before feeding. Do not 
permit dog to chew tablet. Feed the 
dog between doses. Do not feed milk 
or other fatty foods during treatment. 
Retreatment may be needed in 7 to 28 
days as determined by laboratory fecal 
examinations or in animals kept in 
known contaminated quarters. Federal

law restricts this drug to use by or on 
the order of a licensed veterinarian.

Effective date: July 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).) 

Dated: July 21,1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-20723 Filed 7-27-78; 8:45 am]

[4110-03]

PART 520—ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUB­
JECT TO CERTIFICATION

Uredofos Tablets; Change of Sponsor
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The regulations are 
amended to reflect the change of 
sponsor for uredofos tablets from Af­
filiated Laboratories Division, Whit- 
moyer Laboratories, Inc., to Beecham 
Laboratories, Division of Beecham, 
Inc. A supplemental new animal drug 
application (NADA) filed by Beecham 
Laboratories provides for this change.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri­
nary Medicine (HFV-112), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
Beecham Laboratories, Division of 
Beecham, Inc., Bristol, Tenn. 37620, 
filed a supplemental new animal drug 
application (NADA 100-745V) provid­
ing for the change of sponsor for ure­
dofos tablets.

This intercorporate transfer of an 
NADA does not involve changes in 
manufacturing, pàckaging, or quality 
control. The approval does not require 
a réévaluation of the parent NADA 
nor does it constitute a reaffirmation 
of the drug’s safety or effectiveness.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), §520.2645 Uredofos* tablets is 
amended in paragraph (c) by deleting 
the number “011794” and inserting in 
its place the number “000029.”

Effective date: This regulation is ef­
fective July 28, 1978.
(Sec. 512Ü), 82 Stat. 347 (21 U.S.C. 360b(i)>)
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Dated: July 21,1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine. 

[FR Doc. 78-20725 Filed 7-27-78; 8:45 am]

[4110-03]
PART 540— PENICILLIN ANTIBIOTIC 

DRUGS FOR ANIMAL USE

PART 556—TOLERANCES FOR RESI­
DUES OF NEW ANIMAL DRUGS IN 
FOOD

Procaine Penicillin G Aqueous 
Suspension (Injectable)

AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The agency is amending 
the animal drug regulations to reflect 
approval of a supplemental new 
animal drug application (NADA) pro­
viding revised labeling of injectable 
procaine penicillin G aqueous suspen­
sion used in treating certain infections 
of cattle, sheep, swine, and horses. 
The application was filed by Pfizer, 
Inc., in compliance with the National 
Academy of Sciences—National Re­
search Council Drug Efficacy Study 
Group (NAS/NRC) evaluation of the 
product. This document also amends 
the regulations by establishing a zero 
residue tolerance for penicillin and its 
salts in sheep.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Myron C. Rosenberg, Bureau of Vet­
erinary Medicine (HFV-125), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 5600 Fishers Lane, Rockville, 
Md. 20857, 301-443-1788.

SUPPLEMENTARY INFORMATION: 
Pfizer’s product was one of several 
mentioned in the NAS/NRC evalua­
tion published in the F ederal R egis­
ter of August 25, 1970 (35 FR 13544). 
In that document, the NAS/NRC con­
cluded, and the Food and Drug Ad­
ministration (FDA) concurred, that 
these products were probably effective 
for intramuscular use in treating in­
fections in animals caused by patho­
gens sensitive to procaine penicillin. 
The NAS/NRC stated:

1. The dosage directions are inadequate. 
The dosage should be so expressed as to 
provide a specific quantity of the drug per 
unit of body weight per unit of time for 
each animal species.

2. The minimum allowable dosage should 
range from 3,000 to 10,000 units per pound 
body weight per day depending on the 
animal species. In some diseases, because of
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decreasing bacterial sensitivity, higher doses 
may be necessary.

3. Properly qualify disease entities as to 
those caused by pathogens sensitive to peni­
cillin. If the disease claim cannot be so 
qualified the claim must be dropped.

4. The labeling should not recommend in­
jection into open wounds, abscesses, and ac­
tinomycotic lesions, nor should the labeling 
recommend increasing the dose if there is 
no response to previous injections.

5. The labeling should state the recom­
mended procedure for treating hyper- sensi­
tivity reactions to penicillin and also the oc­
casional hypersensitivity to procaine.

6. The labeling should provide a precau­
tion statement indicating the need for sensi­
tivity testing preceding the use of penicillin 
in treating staphylococcal pathogens.

7. The residue warnings should be updat­
ed.

The NAS/NRC evaluation was con­
cerned only with the drug’s effective­
ness and safety to .the animal being 
treated and did not take into account 
the safety of food derived from treat­
ed animals.

The evaluation was published to 
inform NADA holders of the findings 
of the NAS/NRC and FDA and to 
inform all interested persons that 
such articles may be marketed, pro­
vided they are the subject of approved 
NADA’s and otherwise comply with 
the requirements of the Federal Food, 
Drug, and Cosmetic Act. NADA’s that 
pertain to identical products and re­
flect those conditions of use as set 
forth in this regulation do not require 
efficacy data as specified by 
§ 514.1(b)(8)(ii) or § 514.111(a)(5)(vi) of 
the animal drug regulations. In lieu of 
such data, approval may require bioe­
quivalency or similar data as suggested 
in the guideline for submitting 
NADA’s for NAS/NRC-reviewed ge­
neric drugs. The guideline is available 
from the Hearing Clerk (HFA-305), 
Food and Drug Administration, Room 
4-65, 5600 Fishers Lane, Rockville, Md. 
20857. Those conditions of use are 
identified in this regulation by a foot­
note.

Pfizer, Inc., 235 East 42d Street, New 
York, N.Y. 10017, submitted a supple­
mental NADA (65-110V) which re­
sponded to the above-enumerated 
NASA/NRC recommendations as fol­
lows:

1. and 2. The recommended daily dosage 
in large animal species is now given in the 
product labeling as 3,000 units per pound of 
body weight. The indications for use of this 
product in all small animals have been re­
moved from the labeling.

3. Disease entities have been qualified as 
to causative pathogen and these are sensi­
tive to penicillin. Many disease claims and 
several animal species have been deleted 
from the indications of use. Indications for 
the use of this drug in the treatment of an­
thrax have been deleted from product la­
beling.

4. The labeling does not recommend injec­
tion into open wounds, abscesses, actinomy­
cotic lesions nor does it suggest increasing

the dose if there is no response to the previ­
ous dose. On the contrary the labeling 
warns against doses above those specifically 
recommended.

5. The revised labeling (package insert) 
provides a cautionary statement regarding 
untoward reactions that may occur in ani­
mals administered this drug and describes 
how they should be treated.

6. Indications for use of this product 
against diseases caused by Staphylococcus 
spp. have been deleted. Overgrowth of 
resist- ant organisms including fungi result­
ing from use of this product is described on 
the package insert.

7. Residue warnings have been updated in 
accordance with directions received from 
FDA in a letter dated April 28, 1976.

A dosage of 3,000 units per pound of 
body weight meets NAS/NRC efficacy 
requirements for treatment of the 
cattle, sheep, swine, and horse diseases 
set forth in the indications for use in 
this regulation.

These claim deletions and modifica­
tions in indications for use have sub­
stantiated upgrading the NAS/NRC 
rating from probably effective to ef­
fective.

Although this drug has been indicat­
ed for use in sheep for many years, a 
residue tolerance for this species has 
never been listed in §556.510 (21 CFR 
556.510). The FDA is currently reeva­
luating the tolerances for penicillins in 
all species. Pending: completion of this 
evaluation, §556.510 is being amended 
to include sheep among those species 
for which a zero tolerance is now in 
effect. This action does not constitute 
a réévaluation or reaffirmation of the 
underlying human safety data.

In accordance with the freedom of 
information regulations and 
§ 514.11(e)(2)(ii) of the animal drug 
regulations (21 CFR 514.11(e)(2)(ii)), a 
sum m ary  of safety and effectiveness 
data and information submitted to 
support approval of this application is 
released publicly. The summary is 
available for public examination at the 
Office of the Hearing Clerk HFA-305), 
at the above-named address from 9
a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), Parts 540 and 556 are amended as 
follows:

' 1. In part 540, § 540.274b is amended
by adding new paragraph (c)(3) to 
read as follows:
§ 540.274b Procaine penicillin G aqueous 

suspension.

* * * * *
(c) * * *

* (3)(i) Specifications. The drug con­
forms to the requirements prescribed

FEDERAL REGISTER, VO L. 43, N O . 146^-FR IDA Y, JULY 28, 1978



RULES AND REGULATIONS

by § 540.274a. Each milliliter contains
300,000 units of penicillin activity.

(ii) Sponsor. See No. 000069 in 
§ 510.600(c) of this chapter.

(iii) Related tolerances. See § 556.510 
of this chapter.

(iv) Conditions of me. As an intra­
muscular injection for cattle, sheep, 
swine, and horses, used as follows:

(a) Amount. 3,000 units per pound of 
body weight (1 milliliter per 100 
pounds body weight) daily.

(6) Indications for use. For the 
treatment of cattle and sheep for bac­
terial pneumonia (shipping fever) 
caused by Pasteurella multocida; 
swine for erysipelas caused by Erysipe- 
lothrix insidiosa; and horses for stran­
gles caused by Streptococcus equi.1

(c) Limitations. Continue treatment 
at least 1 day after symptoms disap­
pear (usually 2 or 3 days). Treatment 
should not exceed 4 consecutive days. 
Do not exceed 10 milliliters per injec­
tion site. Milk that has been taken 
during treatment and for 72 hours (six 
milkings) after the latest treatment 
must not be used for food. Discontinue 
treatment for the following number of 
days before slaughter: Cattle—10, 
sheep—9, and swine—7. Not for use in 
horses intended for food.

2. In part 556, §556.510 is amended 
by revising paragraph (b) to read as 
follows:
§ 556.510 Penicillin.

* * * * *
(b) Zero in the uncooked edible tis­

sues of chickens, pheasants, quail, 
swine, and sheep; in eggs; and in milk 
or in any processed food in which such 
milk has been used.

* * * * *
Effective date: This regulation is ef­

fective
(Sec. 512«), 82 Stat. 347 (21 U.S.C. 360b(i)).)

Dated: July 21,1978.
F red J . K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[PR Doc. 78-20719 Piled 7-27-78; 8:45 am]

of a supplemental new animal drug ap­
plication (NADA) filed by Elanco 
Products Co., providing for use of 
monensin in feed of pasture cattle.
EFFECTIVE DATE: July 28,1978.
FOR FURTHER INFORMATION 
CONTACT:

William D. Price, Bureau of Veteri­
nary Medicine (HFV-123), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3442

SUPPLEMENTARY INFORMATION: 
Elanco Products Co., A Division of Eli 
Lilly & Co., 740 South Alabama 
Street, Indianapolis, Ind. 46206, filed a 
supplemental NADA (95-735V) propos­
ing label revision of its 20-, 30-, 45-, 
and 60-grams per pound monensin pre­
mixes. The revision permits use of fin­
ished feeds subsequently manufac­
tured from these premixes for in­
creased rate of weight gain in pasture 
cattle. Approval of this application 
does not constitute reaffirmation of 
the safety of residues resulting from 
use of this drug.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) of the animal drug 
regulations (21 CFR 514.11(e)(2)(ii)), a 
summary of safety and effectiveness 
data and information submitted to 
support approval of this application is 
released publicly. The summary is 
available for public examination at the 
office of the Hearing Clerk (HFA-305), 
Room 4-65, 5600 Fishers Lane, Rock­
ville, Md. 20857, from 9 a.m. to 4 p.m., 
Monday through Friday, except on 
Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 5l2(i), 82 
Stat. 347 (21 U.S.C. 360(b)(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), §558.355 is amended by adding 
new paragraph (f)(3)(iii) to read as 
follows:

§558.355 Monensin.

[4110-03]
PART 558— NEW ANIMAL DRUGS 

FOR USE IN ANIMAL FEEDS

Monensin
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval

'These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by §514.111 of this chapter, but 
may require bioequivalency and safety in­
formation.

*  *  *  *  *

(f) * * *
(3)* * *
(iii) Amount per ton. Monensin, 25 to 

400 grams.
(а) Indications for use. Increased 

rate of weight gain.
(б) Limitations. Feed to pasture 

cattle (slaughter, stocker, and feeder) 
weighing more than 400 pounds. Feed 
at the rate of not less than 50 nor 
more than 200 milligrams per head per 
day in a minimum of 1 pound of feed, 
as monensin sodium. During the first 5 
days of feeding, cattle should receive 
no more than 100 milligrams per day. 
Do not exceed the levels of monensin 
recommended in the feeding direc-

32749

tions, as reduced average daily gains 
may result. Do not allow horses or 
other equines access to formulations 
containing monensin (ingestion of 
monensin by equines has been fatal).

*  *  *  *  *

Effective date. This amendment is 
effective July 28,1978.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b(i)).) 

Dated: July 21,1978.
F red. J  K ingma, 

Acting Director, Bureau of 
Veterinary Medicine. 

[FR Doc. 78-20718 Filed 7-27-78; 8:45 am]

[4110-03]

PART 558— NEW ANIMAL DRUGS FOR 
USE IN ANIMAL FEEDS

MONENSIN, BACITRACIN, BACITRA­
CIN METHYLENE DISALICYLATE, 
ROXARSONE

Ag e n c y : Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: This document amends 
the animal drug regulations to reflect 
approval of a new animal drug applica­
tion (NADA) filed by Elanco Products 
Co., providing for the use of currently 
approved premixes in the preparation 
of a complete broiler feed containing a 
combination of monensin with bacitra­
cin methylene disalicylate and roxar- 
sone.
EFFECTIVE DATE: July 28,1978.
FOR FURTHER INFORMATION 
CONTACT:

Lonnie W. Luther, Bureau of Veteri­
nary Medicine (HVV-147), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-4317.

SUPPLEMENTARY INFORMATION: 
Elanco Products Co., a Division of Eli 
Lilly and Co., 740 South Alabama 
Street, Indianapolis, Ind. 46206, filed 
an NADA (49-464V) providing for the 
use of approved animal drug premixes 
for the preparation of a complete 
broiler feed containing 90 to 110 grams 
per ton monensin sodium, 25 grams 
per ton bacitracin methylene disalicy­
late, and 11.3 to 22.7 grams per ton 
roxarsone for use as an aid in the pre­
vention of certain forms of coccidiosis, 
for increased rate of weight gain, and 
for improved feed efficiency. This ap­
plication is approved without reaffir­
mation of the underlying human 
safety data for use of the individual 
drug components: monensin sodium, 
bacitracin methylene disalicylate, and 
roxarsone in broiler feeds.
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In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) (21 CFR
514.11(e)(2)(ii)) of the animal drug 
reglations, a summary of safety and 
effectiveness data and information 
submitted to support approval of this 
application is released publicly. The 
sum m ary  is available for public exami­
nation at the office of the Hearing 
Clerk (HFA-305), Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
from 9 a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), part 558 is amended as follows:

1. In §558.76, by adding new para­
graph (e)(3)(ix) to read as follows:
§558.76 Bacitracin methylene disalicylate.

* * * * *
(e) * * *
(3) * * *
(ix) Monensin and roxarsone in ac­

cordance with § 558.355.
2. In §558.355, by adding new para­

graph (fXlXxii) to read as follows:
§ 558.355 Monensin.

* * * * *
(f) * * *(1) * * *

(xii) Amount per ton. Monensin, 90 
to 110 grams, plus bacitracin methy­
lene disalicylate, 25 grams, and roxar­
sone, 11.3 to 22.7 grams.

(a) Indications for use. As an aid in

the prevention of coccidiosis caused by
E. necatrix, E. tenella, E. acervutina,
E. brunetti, E. maxima, and E. mivati; 
for increased rate of weight gain and 
for improved feed efficiency.

(6) Limitations. Do not feed to 
laying chickens; feed continuously as 
sole ration; withdraw 5 days before 
slaughter; as sole source of organic ar­
senic; as monensin sodium provided by 
No. 000986 in §510.600 of this chapter; 
as bacitracin methylene disalicylate 
provided by No. 046573 in § 510.600 of 
this chapter; as roxarsone provided by 
No. 011801 in §510.600 of this chapter.

* * * * *
Effective date. This regulation is 

effective July 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).)

Dated: July 21,1978.
F r e d  J. K in g m a , 

Acting Director, Bureau of 
Veterinary Medicine.

[FR Doc. 78-20722 Filed 7-27-78; 8:45 a.m.l

[4110-03]
PART 558— NEW ANIMAL DRUGS 

FOR USE IN ANIMAL FEEDS

Decoquinate
AGENCY: Food and drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval 
of a supplemental new animal drug ap­
plication (NADA) filed by Hess & 
Clark, Division of Rhodia, Inc., provid­
ing for the use of higher concentration

decoquinate-containing feed supple­
ments for the preparation of approved 
decoquinate-containing cattle feeds.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Adriano R. Gabuten, Bureau of Vet­
erinary Medicine (HFV-149), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 5600 Fishers Lane, Rockville, 
MD 20857, 301-443-4913.

SUPPLEMENTARY INFORMATION: 
Hess & Clark, Division of Rhodia, Inc., 
Ashland, OH 44805, filed a supplemen­
tal NADA (39-417V) providing for the 
use of decoquinate-containing feed 
supplements containing 0.05 to 0.5 per­
cent decoquinate for the preparation 
of cattle feed to be fed àt the rate of
22.7 milligrams per 100 pounds of body 
weight per day. In addition, §558.195 
(21 CFR 558.195) is amended to in­
clude approved concentrations for 
complete feeds.

Approval of this supplement does 
not involve réévaluation of the origi­
nal application or reaffirmation of the 
drug's safety and effectiveness.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C, 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), §558.195 is amended in the table 
in paragraph (g)(2) by revising the 
“Limitations” , column to read as fol­
lows:

§ 558.195 Decoquinate.

* * * * *

(g) * * *
(2) * * *

Decoquinate Combination1 Indications for use Limitations Sponsor

................... ..................................... ................................  Administer as a complete feed containing 0.0015 pet to
0.003 pet decoquinate, or as a supplement containing 
0.05 pet to 0.5 pet decoquinate. Feed for at least 28 days 
during periods of coccidiosis or when it is likely to be a 
hazard. Do not feed to breeding animals or cows produc­
ing milk for food. Complete feed should be consumed 
within 7 days of manufacture, supplements within 2 
months.

‘In grams per ton.
Effective date: This regulation is effective July 28, 1978.

(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).) 
Dated: July 21, 1978.

F r e d  J. K in g m a ,
Acting Director, Bureau of Veterinary Medicine. 

[FR Doc. 78-20724 Filed 7-27-78; 8:45 a.m.]
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[4210-01]

Title 24— Housing and Urban 
Development

CHAPTER X— FEDERAL INSURANCE 
ADMINISTRATION, DEPARTMENT 
OF HOUSING AND URBAN DEVEL­
OPMENT

SUBCHAPTER B— N A TIO N A L FLOOD  
INSURANCE PROGRAM

[Docket No. FI 4265]
PART 1914—AREAS ELIGIBLE FOR 

THE SALE OF INSURANCE
Suspension of Community Eligibility

AGENCY: Federal Insurance Adminis­
tration, HUD.
ACTION: Final rule.
SUMMARY: This rule lists communi­
ties where the sale of flood insurance, 
as authorized under the National 
Flood Insurance Program (NFIP), will 
be suspended because of noncompli­
ance with the flood plain management 
requirements of the program.
EFFECTIVE DATES: The third date 
(“Susp.”) listed in the fourth column.
FOR FURTHER INFORMATION 
CONTACT:

Mr. Richard Krimm, Assistant Ad­
ministrator, Office of Flood Insur-

ance, Room 5270, 451 Seventh
Street, SW., Washington, D.C. 20410, 
202-755-5581 or toll-free line 800- 
424-8872.

SUPPLEMENTARY INFORMATION: 
The National Flood Insurance Pro­
gram (NFIP), administered by the 
Federal Insurance Administration, en­
ables property owners to purchase 
flood insurance at rates made reason­
able through a Federal subsidy. In 
return, communities agree to adopt 
and administer local flood plain man­
agement measures aimed at protecting 
lives and new construction from future 
flooding. Section 1315 of the National 
Flood Insurance Act of 1968, as 
amended (42 U.S.C. 4022) prohibits 
flood insurance coverage as authorized 
under the National Flood Insurance 
Program (42 U.S.C. 4001-4128) unless 
an appropriate public body shall have 
adopted adequate flood plain manage­
ment measures with effective enforce­
ment measures. The communities 
listed in this notice no longer meet 
that statutory requirement for compli­
ance with program regulations (24 
CFR pt. 1909 et seq.). Accordingly, the 
communities are suspended on the ef­
fective date in the fifth column, so 
that as of that date subsidized flood 
insurance is no longer available in the 
community.

In addition, the Federal Insurance 
Administration has identified the spe­
cial flood hazard areas in these com­
munities by publishing a flood hazard 
boundary map. The date of the flood 
map, if one has been published, is indi­
cated in the sixth column of the table. 
Section 202(a) of the Flood Disaster 
Protection Act of 1973 (Pub. L. 93- 
234), as amended, provides that no 
direct Federal financial assistance 
(except assistance pursuant to the Dis­
aster Relief Act of 1974 not in connec­
tion with a flood) may legally be pro­
vided for construction or acquisition of 
buildings in the identified special 
flood hazard area of communities not 
participating in the NFIP, with re­
spect to which a year has elasped since 
publication of a flood insurance map. 
This prohibition against certain types 
of Federal assistance becomes effec­
tive for the communities listed on the 
date shown in the last column.

The Federal Insurance Administra­
tor finds that delayed effective datés 
would be contrary to the public inter­
est. The Administrator also finds that 
notice and public procedure under 5 
U.S.C. 553(b) are impracticable and 
unnecessary.

In each entry, a complete chronolo­
gy of effective dates appears for each 
listed community.

Section 1914.6 is amended by adding 
in alphabetical sequence new entries 
to the table.

§ 1914.6 List o f suspended communities.

State County Location Community
No.

Colorado.............. Arapahoe.... . Cherry Hills Village, 
city of.

080013-B ......
Delaware.............. Sussex.......... .. Milton, town o f ............. .. 100045-A......
Florida.................. Indian River.. Unincorporated areas..... 120119 A ......
Iowa.-................... Hamilton...... . Webster, city o f ............ .. 190137-B......
Kansas.... ........... .. Rice............... Sterling, city o f............. .. 200297 B ......
Kentucky............. Jessamine..... Unincorporated areas... .. 210125 A ......
Louisiana............. Concordia..... Clayton, village o f ........ .,. 220054 B ......
Maryland............. Carroll.......... Unincorporated areas....,. 240015-A ......
Massachusetts..... Essex............. Andover, town o f ........... ,. 250076-A......
Michigàn.............. St. Clair........ St. Clair, township of..... . 260205-B......
Missouri............... Texas............ Cabool, city o f................ . 290439 B ......

Do................... St. Louis....... Creve Coeur, city o f ...... . 290344-B......
Do..... .,............ Marion.......... Hannibal, city of............ . 290233-B......
Do................. .. St. Louis....... Olivette, city o f.............. . 290374 B ......

New Jersey.......... Camden........ Collingswood, borough 
of.

340131-B ......
Do................... Union............ Cranford, township of... . 345291-A......
Do................... Morris........... 345392-A

Do................... Union............

Do................... Hunterdon.... Stockton, borough of...... 345322 C.......
Do................... Union............ Union, township of......... . 340477-A......

Effective dates of authorization/cancellation 
of sale of flood insurance in community

Jan. 23,1974, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Sept. 17,1974, emergency; Sept. 17,1974, regular;
Aug. 1,1978, suspended.

July 14,1972, emergency; July 3,1978, regular; Aug. 1, 
1978, suspended.

Aug. 23,1974, emergency; Aug. 1,1978, regular; Aug.
1.1978, suspended.

May 23,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Apr. 16,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Apr. 30,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Dec. 22,1972, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Peb. 18,1972, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Mar. 9,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Sept. 8,1972, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Mar. 27,1974, emergency; Aug. 1,1978, regular; Aug.
1.1978, suspended.

Aug. 13,1978, emergency; Aug. 1,1978, regular; Aug.
1.1978, suspended.

Peb. 19,1974, emergency; July 3,1978, regular; Aug. 1, 
1978, suspended.

Apr. 9,1973, emergency; July 17,1978, regular; Aug. 1, 
1978, suspended.

June 12,1975, emergency; June 25,1971, regular; Aug.
1.1978, suspended.

July 10,1970, emergency; June 25,1971, regular; Aug.
1.1978, suspended.

June 30,1970, emergency; June 16,1972, regular; Aug.
1.1978, suspended.

Apr. 23,1971, emergency; June 16,1972, regular; Aug.
1.1978, suspended.

June 2,1972, emergency; Aug. 1, 1978, regular; Aug. 1, 
1978, suspended.

Hazard area Date 1 
identified

May 10,1974 
Jan. 31,1975

Aug. 1,

Sept. 13, 1974 
Dec. 12,1975

Do.

Dec. 20,1974 Do.

Aug. 23.1974 
Oct. 3,1975

Do.

Mar. 8,1974 Do.

Dec. 6,1974 Do.

Peb. 1,1974 
Dec. 19, 1975

Do.

Apr. 4,1975 Do.

July 26,1974 Do.

Sept. 20, 1974 
Sept. 24, 1976

Do.

May 3,1974 
Dec. 26,1975

Do.

Peb. 1,1974 
Oct. 15,1976

Do.

June 21, 1974 Do.

Peb. 22,1974 
Oct. 22,1976

Do.

Nov. 23,1973 
Jan. 7,1977

Do.

Sept. 2,1970 
Jan. 30,1976

Do.

June 26,1971 
Dec. 5,1975

Do.

June 16,1972 
Sept. 5,1975

Do.

June 16,1972 Do.

May 11,1973 Do.
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State County Location Community
No.

Effective dates of authorization/cancellation 
of sale of flood insurance in community

Hazard area 
identified

Date *

Do................... Middlesex...... Woodbridge, township 
of.

345331-B ...... Sept. 25,1970, emergency; June 3,1972, regular; Aug. 
1,1978, suspended.

June 3,1972 Do.

New York......... . Livingston.... Avon, village of..«........... 360379-C....... Dec. 10,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

May 10,1974 
May 28,1976

Do.

v Do................ . Cattaraugus.. Franklinville, town o f.... 360072-A ...... Nov. 28,1975, emergency; July 17,1978, regular; Aug. 
1,1978, suspended.

May 31,1974 Do.

D o................... Livingston.... Geneseo, town o f ............ 360384-A...... Apr. 25,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Dec. 28,1973 Do.

Do................... Cattaraugus.. Great Valley, town o f .... 360076........... Aug. 13,1975, emergency; July 17,1978, regular; Aug. 
1,1978, suspended.

June 28, 1974 
June 25,1976

Do.

Do................... Cayuga......... Mentz, town of................ 360115-B ...... Apr. 18,1973, emergency; July 17,1978, regular; Aug. 
1,1978, suspended.

May 3,1974 
Oct. 17,1975

Do.

Do................... Livingston.... Mount Morris, town of... 360387-B ...... Apr. 17,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

May 17,1974 
Apr. 16, 1976

Do.

Do................... .....do............. Mount Morris, village of 360969-C....... Apr. 17, 1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Aug. 1, 1978 Do.

Do................... Nassau.......... Oyster Bay, town of....... 360483-B ...... Sept. 5,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Nov. 29, 1974 
Sept. 12,1976

Do.

Do................... Cattaraugus.. Randolph, village of....... 360096-B...... Sept. 26,1975, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

Nov. 22, 1974 
Feb. 27,1976

Do.

D o............. ..... Onondaga..... Van Buren, town of........ 360596-B ...... Mar. 16,1973, emergency; July 17,1978, regular; Aug. 
1,1978, suspended.

May 3,1974 
June 11,1976

Do.

D o................... Schuyler....... Watkins Glen, village^of. 3 6 0 5 9 6 -B  ........ Dec. 17,1973, emergency; July 17,1978, regular; Aug. 
1,1978, suspended.

Aug. 2,1974 
July 9,1976

Do.

North Carolina.... Wake............. Knightdale, town of....... 370241-B ...... July 24,1975,.emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Apr. 12, 1974 Do.

Oregon................. Tillamook..... Bay City, city of....... ....... 410197-B ...... June 11,1974, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

June 14,1974 Do.

Pennsylvania....... Columbia...... Benton, township o f ...... 421037-B ...... Sept. 10,1973, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

June 28,1974 
June 4, 1976

Do.

Do................... Montour....... Derry, township o f......... 4 2 1 1 3 5 -A  ...... Mar. 12,1974, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

Jan. 24, 1975 Do.

Do........... ........ Centre........... Haines, township o f ....... 420261-B ...... Mar. 30,1973, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

Aug. 9,1974 
Sept. 24, 1976

Do.

Do................... Juniata......... Walker, township of....... 4 2 0 5 2 3 -A  ...... Aug. 30,1973, emergency; Aug. 1, 1978, regular; Aug. 
1,1978, suspended.

May 10,1974 Do.

Rhode Island....... Providence.... North Smithfield, town 
of.

4 4 0 0 2 1 -B  ...... May 6,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

June 14,1974 
Aug. 27,1976

Do.

Tennessee............ Anderson...... Oak Ridge, city o f .......... 475441-B ...... Dec. 17,1971, emergency; Oct. 27,1972, regular; Aug. 
1,1978, suspended.

Oct. 27, 1972 Do.

Vermont............... Chittendon... Winooski, city of............. 500044-B ...... Mar. 27,1974, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

Feb. 1,1974 Do.

Virginia................ Campbell«.... Altavista, town o f ........... 5 1 0 0 2 9 -B  ........ Feb. 19,1974, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

June 7,1974 
Apr. 23, 1976

Do.

Do................... Buena Vista, city o f ....... 510027-A ...... . July 23,1973, emergency; Aug. 1, 1978, regular; Aug. 1, 
1978, suspended.

Nov. 12,1976 Do.

D o................... Halifax......... Unincorporated areas.... 510188-A...... Apr. 4,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Dec. 6,1974 Do.

Do................... Rockbridge... Lexington, city o f ........... 5 1 0 0 8 9 -B  ...... May 14,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Feb. 15,1974 
Aug. 6, 1976

Do.

D o................... Nelson........... Unincorporated areas.... 510102........... Oct. 4,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Nov. 22, 1974 Do.

Do................... Pulaski.......... Pulaski, town o f.............. 5 1 0 1 2 6 -A  ...... , Nov. 8,1973, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Aug. 2, 1974 
Apr. 9, 1976

Do.

Do................... Radford, city o f .............. 510127-A...... Dec. 5,1974, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

July 16,1976 Do.

Do................... Shenandoah. Unincorporated areas.... 510147-B ...... Mar. 30,1973, emergency; Aug. 1,1978, regular; Aug. 
1,1978, suspended.

Dec. 20,1974 
Aug. 6,1976

Do.

Washington......... Whitman...... Albion, town o f ............... 5 3 0 2 0 6 -B  ......, Apr. 9,1974, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

May 24,1971 
Mar. 19, 1976

, Do.

D o................... ..... do.............. Garfield, town o f............ 5 3 0 2 0 9 -B  ....... , May 7,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

June 14,1974 
Jan. 2,1976

Do.

West Virginia...... Monongalia... Star City, town of........... 540273-A..... Apr. 18,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

Nov. 22,1974 Do.

Do...... ............. ..... do.............. Westover, city of............. 540274-A..... , Jan. 27,1975, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

.....do Do.

D o................... Greenbrier.... White Sulphur Springs, 
village of.

540045-B ...... Nov. 20,1974, emergency; Aug. 1,1978, regular; Aug. 1, 
1978, suspended.

May 31,1974 
Sept. 12,1975

Do.

1 Certain Federal assistance no longer available in special flood hazard areas.
(National Flood Insurance Act of 1968 (title XIII of the Housing and Urban Development Act of 1968); effective Jan. 28,1969 (33 FR 17804, 
Nov. 28, 1968), as amended, 42 U.S.C. 4001-4128; and Secretary’s delegation of authority to Federal Insurance Administrator, 43 FR 7719.)

Issued: July 10,1978.
G loria M. J imenez, 

Federal Insurance Administrator.
[FR Doc. 78-19411 Filed 7-27-78; 8:45 ami
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[4830-01]
Title 26— Internal Revenue

CHAPTER I— INTERNAL REVENUE 
SERVICE, DEPARTMENT OF THE 
TREASURY

SUBCHAPTER A — INCOM E TAX  

[T.D. 7555]

PART 1— INCOME TAX; TAXABLE 
YEARS BEGINNING AFTER DECEM­
BER 31f 1953

Dividend Treatment for Certain Distri­
butions by Controlled Foreign Cor­
porations and Limitation of the 
Definition of Foreign Base Compa­
ny Sales Income With Respect to 
Certain Agricultural Commodities

AGENCY: Internal Revenue Service, 
Treasury.
ACTION: Final regulations.
SUMMARY: This document provides 
final regulations relating to dividend 
treatment for certain distributions by 
controlled foreign corporations and 
limitation of the definition of foreign 
base company sales income with re­
spect to certain agricultural commod­
ities. Changes to the applicable tax 
law were made by the Tax Reduction 
Act of 1975. These regulations provide 
necessary guidance to the public for 
compliance with the law.
EFFECTIVE DATES: The regulations 
are effective for taxable years of con­
trolled foreign corporations beginning 
after December 31, 1975, and for tax­
able years of United States sharehold­
ers within which or with which such 
taxable years of controlled foreign cor­
porations end.
FOR FURTHER INFORMATION 
CONTACT:

William E. Mantle, Legislation and 
Regulations Division, Office of the 
Chief Counsel, Internal Revenue 
Service, 1111 Constitution Avenue 
NW., Washington, D.C. 20224. Atten­
tion: CC:LR:T, 202-566-3734.

SUPPLEMENTARY INFORMATION:
Background

On May 14, 1976, the F ederal R egis­
ter published proposed amendments 
to the Income Tax Regulations (26 
CFR Part 1) under sections 851 and 
954 of the Internal Revenue Code of 
1954 (41 FR 19970). The amendments 
were proposed to conform the regula­
tions to section 602 (a)(2) and (b) of 
the Tax Reduction Act of 1975 (89 
Stat. 58). A public hearing was held on 
August 12, 1976. After consideration of 
all comments regarding the proposed
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amendments, those amendments are 
adopted as revised by this Treasury 
decision. In addition, this Treasury de­
cision deletes the statutory material 
under sections 851 and 954.

Coffee and Bananas

The proposed rules under § 1.954-3 
list coffee and bananas as agricultural 
commodities grown in the United 
States in commercially marketable 
quantities. Information was submitted 
by interested persons indicating that 
the amount of coffee and bananas pro­
duced in the United States is insignifi­
cant by comparison to the total world 
production of the two commodities. 
After consideration of this informa­
tion, it was decided to provide in these 
final regulations that coffee and ba­
nanas are agricultural commodities 
not considered grown in the United 
States in commercially marketable 
quantities.

Crude R ubber

As proposed, the rules under § 1.954- 
- 3 do not classify crude rubber either as 

a commodity grown or not grown in 
the United States in commercially 
marketable quantities. It was submit­
ted the crude rubber should be listed 
as an agricultural commodity not 
grown in the United States in commer­
cially marketable quantities. It was 
concluded that crude rubber should be 
so listed.

Drafting Information

The principal author of this regula­
tion was William E. Mantle of the Leg­
islation and Regulations Division of 
the Office of Chief Counsel, Internal 
Revenue Service. However, personnel 
from other offices of the Internal Rev­
enue Service and Treasury Depart­
ment participated in developing the 
regulation, both on matters of sub­
stance and style.

Adoption of Amendments to the 
R egulations

Accordingly, the amendments to 26 
CFR Part 1 published as a notice of 
proposed rulemaking in the F ederal 
R egister on May 14, 1976 (41 FR 
19970), are hereby adopted as pro­
posed subject to the following 
changes:

P aragraph 1. Paragraph 1 of the ap­
pendix to the notice of proposed rule- 
making is revised to read as follows: 
“Section 1.851 is deleted.”

P ar. 2. Section 1.954 is deleted.
P ar. 3. Section 1.954-3(a)(l)(ii), as 

set forth in paragraph 3 of the appen­
dix to the notice of proposed rule- 
making, is revised as follows:

1. Inferior subdivision (a) is revised 
by deleting the third, sentence and 
substituting in lieu thereof the follow­
ing sentence: “Bananas, black pepper,
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cocoa, coconut, coffee, crude rubber, 
and tea shall not be considered grown 
in the United States in commercially 
marketable quantities.”

2. Inferior subdivision (6) is revised 
by deleting “Bananas” and “Coffee” 
from the list of crops in table I.

This Treasury decision is issued 
under the authority contained in sec­
tion 7805 of the Internal Revenue 
Code of 1954 (68A Stat. 917: 26 U.S.C. 
7805).

J erome K urtz, 
Commissioner of 
Internal Revenue.

Approved: July 17,1978.
Donald C. Lubick,

Assistant Secretary of the Treas­
ury.

Treasury Decision

Paragraph 1. Section 1.851 is de­
leted.

Par. 2. Paragraph (b) of § 1.851-2 is 
amended by redesignating paragraph
(b) as subparagraph (1) of paragraph
(b), by adding a caption to redesignat­
ed subparagraph (1), by redesignating 
subparagraphs (1) and (2) of existing 
paragraph (b) as subdivisions (i) and
(ii) of redesignated subparagraphs (1), 
and by adding a new subparagraph (2) 
to paragraph (b). The redesignated 
and revised provisions read as follows:
§1.851-2 Limitations.

*  *  *  *  *

(b) Gross income requirement—(1) 
General rule. Section 851(b) (2) and (3) 
provides that (i) at least 90 percent of 
the corporation’s gross income for the 
taxable year must be derived from 
dividends, interest, and gains from the 
sale or other disposition of stocks or 
securities, and (ii) less than 30 percent 
of its gross income must have been de­
rived from the sale or other disposi­
tion of stock or securities held for less 
than three months.* * *

(2) Special rules, (i) For purposes of 
section 851(b)(2), there shall be treat­
ed as dividends amounts which are in­
cluded in gross income for the taxable 
year under section 951(a)(l)(A)(i) to 
the extent that (a) a distribution out 
of a foreign corporation’s earnings and 
profits of the taxable year is not in­
cluded in gross income by reason of 
section 959 (a)(1), and (6) the earnings 
and profits are attributable to the 
amounts which were so included in 
gross income under section 
951(a)(l)(A)(i). For allocation of distri­
butions to earnings and profits of for­
eign corporations, see § 1.959-3. The 
provisions of this subparagraph shall 
apply with respect to taxable years of 
controlled foreign" corporations begin­
ning after December 31, 1975, and to 
taxable years of United States share-
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holders (within the meaning of section 
951(b) within which or with which 
such taxable years of such controlled 
foreign corporations end.

(ii) For purposes of subdivision (i) of 
this subparagraph, if by reason of sec­
tion 959(a)(1) a distribution of a for­
eign corporation’s earnings and profits 
for a taxable year described in section 
959(c)(2) is not included in a share­
holder’s gross income, then such dis­
tribution shall be allocated propor­
tionately between amounts attributa­
ble to amounts included under each 
clause of section 951(a)(1)(A). Thus, 
for example, M is a United States 
shareholder in X Corporation, a con­
trolled foreign corporation. M and X 
each use the calendar year as the tax­
able year. For 1977, M is required by 
section 951(a)(1)(a) to include $3,000 
in its gross income, $1,000 of which is 
included under clause (i) thereof. In 
1977, M received a distribution de­
scribed in section 959(c)(2) of $2,700 
out of X’s earnings and profits for 
1977, which is, by reason of section 
959(a)(1), excluded from M’s gross 
income. The amount of the distribu­
tion attributable to the amount in­
cluded under section 951(a)(l)(A)(i) is 
$900, i.e., $2,700 multiplied by ($1,000/ 
$3,000).

Par. 3. Subparagraph (1) of §1.954- 
3(a) is amended—

1. By redesignating the first five sen­
tences thereof as subdivision (i),

2. By revising subdivision (i) as re­
designated by adding a caption and by 
redesignating subdivisions (i), (ii), (iii), 
and (iv) as new inferior subdivisions
(a), (6), (c), and (d).

3. By redesignating the sixth sen­
tence of subparagraph (1) and the ex­
amples following as subdivision (iii), 
and

4. By adding a new subdivision (ii) 
immediately following redesignated 
subdivision (i).

The redesignated and added provi­
sions read as follows:

§ 1.954-3 Foreign base company sales 
income.

(a) Income included—(1) In gener­
al—(i) General rules. Foreign base 
company sales in'come of a controlled 
foreign corporation shall, except as 
provided in subparagraphs (2), (3), and
(4) of this paragraph, consist of gross 
income (whether in the form of prof­
its, commissions, fees, or otherwise) 
derived in connection with (a) the pur­
chase of personal property from a re­
lated person and its sale to any person, 
(ft) the sale of personal property to 
any person on behalf of a related 
person, (c) the purchase of personal 
property from* any person and its sale 
to a related person, or (d) the pur­
chase of personal property from any

person on behalf of a related 
person. * * *

(ii) Special rule—(a) In general. The 
term “personal property” as used in 
section 954(d) and this section shall 
not include agricultural commodities 
which are not grown in the United 
States (within the meaning of section 
7701(a)(9)) in commercially marketa­
ble quantities. All of the agricultural 
commodities listed in table I shall be 
considered grotpi in the United States 
in commercially marketable quanti­
ties. Bananas, black pepper, cocoa, 
coconut, coffee, crude rubber, and tea 
shall not be considered grown in the 
United States in commercially market­
able quantities. All other agricultural 
commodities shall not be considered 
grown in the United States in commer­
cially marketable quantities when, in 
consideration of all of the facts and 
circumstances of the individual case, 
such commodities are shown to be pro­
duced in the United States in insuffi­
cient quantity and quality to be mar­
keted commercially. The term “agri­
cultural commodities” includes, but is 
not limited to, livestock, poultry, fish 
produced in fish farms, fruit, furbear­
ing animals as well as the products of 
truck farms, ranches, nurseries, 
ranges, and orchards. A fish farm is an 
area where fish are grown or raised 
(artificially protected and cared for), 
as opposed to merely caught or har­
vested. However, the term “agricultur­
al commodities” shall not include 
timber (either standing or felled), or 
any commodity at least 50 percent of 
the fair market value of which is at­
tributable to manufacturing or pro­
cessing, determined in a manner con­
sistent with the regulations under sec­
tion 993(c) (relating to the definition 
of export property). For purposes of 
applying such regulations, the term 
“processing” shall be deemed not to 
include handling, packing, packaging, 
grading, storing, transporting, slaugh­
tering, and harvesting. Subdivision (ii) 
shall apply in the computation of for­
eign base company sales income for 
taxable years of controlled foreign cor­
porations beginning after December 
31, -1975, and to taxable years of U.S. 
shareholders (within the meaning of 
section 951(b)) within which or with 
which such taxable years of such for­
eign corporations end.

(6) Table.
T able I.—Agricultural Commodities Grown 

in  the United States in Commercially 
Marketable Quantities

Livestock and Products

Beeswax Horses
Cattle and calves Milk 
Chickens Mink
Chicken eggs Mohair
Ducks Rabbits

Livestock and Products

Geese Sheep and lambs
Goats Turkeys
Hogs Wool
Honey

Crops

Alfalfa Lettuce*
Almonds Lime
Apples Macadamia nuts
Apricots Maple syrup and
Artichokes sugar
Asparagus Mint
Avocadoes Mushrooms
Barley Nectarines
Beans Oats
Beets Olives
Blackberries Onions
Blueberries Oranges
Brussel sprouts Papayas
Broccoli Pecans
Bulbs Peaches
Cabbage Peanuts
Cantaloupes Pears
Carrots Peas
Cauliflower Peppers
Celery Plums and prunes
Cherries Potatoes
Com Potted plants
Cotton Raspberries
Cranberries Rice
Cucumbers Rhubarb
Cut flowers Rye
Dates Sorghum grain
Eggplant Soybeans
Escarole Spinach
Figs Strawberries
Filberts Sugar beets
Flaxseed Sugarcane
Garlic Sweet potatoes
Grapes Tangelos
Grapefruit Tangerines
Grass seed Tobacco
Hay Tomatoes
Honeydew melons Walnuts
Hops Watermelons
Lemons Wheat

(iii) Examples. The application of 
this subparagraph may be illustrated 
by the following examples: * * *

[FR Doc. 78-20841 Filed 7-25-78; 9:09 am]

[4830-01]

PART 1—  INCOME: TAXABLE YEARS 
BEGINNING AFTER DECEMBER 31 f 
1953

Percentage To Be Used by Foreign 
Life Insurance Companies in Com­
puting Income Tax for the Taxable 
Year 1977 and Estimated Tax for 
the Taxable Year 1978

AGENCY: Department of the Treas­
ury.
ACTION: Proclamation.
SUMMARY: This proclamation an­
nounces the percentage to be used to 
compute the income tax liability of
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foreign corporations carrying on life 
insurance business in the United 
States.
EFFECTIVE DATE: March 15, 1978.
FOR FURTHER INFORMATION, 
CONTACT:

Mr. Seymour Fiekowsky, Office of 
Tax Analysis, U.S. Treasury Depart­
ment, Washington, D.C. 20220, 202- 
566-8282, not a toll-free call.

SUPPLEMENTARY INFORMATION: 
This proclamation modifies the procla­
mation made by the Secretary of the 
Treasury March 14, 1978, announcing 
the percentage to be used to compute 
the income tax liability of foreign cor­
porations carrying on life insurance 
business in the United States. The 
Secretary issues a proclamation each 
year announcing this percentage. A 
modification of the earlier proclama­
tion is being issued because further 
analysis of the data available for the 
year 1978 has revealed that the appro­
priate percentage is different from the 
percentage announced in the earlier 
proclamation.
PROCLAMATION: For purposes of 
computing the 1977 income tax of for­
eign corporations carrying on a life in­
surance business, a percentage of 15.4 
shall be used in determining the 
“miniinum figure” under section 819. 
The same percentage shall be used for 
purposes of computing the estimated 
tax and the installment payments of 
estimated tax for the taxable year
1978. No additions to tax shall be 
made because of any underpayment of 
estimated tax for the taxable year 
1978 which results solely from the use 
of this percentage.

This proclamation is issued without 
notice and public procedure because 
the public cannot effectively partici­
pate in the determination of the per­
centage. It is computed from informa­
tion contained in income tax returns 
that are not open to the public. The 
proclamation was not published prior 
to its effective date because the per­
centage is computed on the basis of 
data which were not then available.

Signed: July 11,1978.

R obert H. Mundheim, 
General Counsel

[FR Doc. 78-20839 Filed 7-27-78; 8:45 am]

RULES AND REGULATIONS 

[3810-70]

Title 32— National Defense

CHAPTER I— OFFICE OF THE 
SECRETARY OF DEFENSE

SUBCHAPTER R— CHARTERS 

[DOD Directive 5105.36]
PART 357— DEFENSE CONTRACT 

AUDIT AGENCY
AGENCY: Office of the Secretary of 
Defense.
ACTION: Final rule—DOD Charter di­
rective 5105.36 1
SUMMARY: The Secretary of Defense 
has assigned functions and responsibil­
ities to the Director, Defense Contract 
Audit Agency (DCAA), and has dele­
gated to his specific authorities. This 
directive serves as the instrument that 
authorizes the Director, DCAA, to 
carry out his charter.
EFFECTIVE DATE: June 8,1978.
FOR FURTHER INFORMATION 
CONTACT:

Mr. Arthur H. Ehlers, Director, Or­
ganizational and Management Plan­
ning, Office of the Deputy Assistant 
Secretary of Defense (Administra­
tion), telephone 202-695-4278.
Accordingly, a new part 357 of chap­

ter I, title 32 of the Code of Federal 
Regulations is established, reading as 
set forth below.

Dated: July 25,1978.
Maurice W. R oche, 

Director, Correspondence and 
Directives, Washington Head­
quarters Services, Department 
of Defense.

Sec.
357.1 Purpose.
357.2 Mission.
357.3 Organization and management.
357.4 Responsibilities and functions.
357.5 Authority.
357.6 Relationships.
357.7 Administration.
357.8 Delegations of authority.

Authority: 10 U.S.C. Chapter 4.
§ 357.1 Purpose.

Pursuant to authority vested in the 
Secretary of Defense under the provi­
sions of title 10, United States Code, 
this part establishes the Defense Con­
tract Audit Agency (hereafter referred 
to as “DCAA”) with responsibilities, 
functions, authorities, and relation­
ships as outlined below.
§ 357.2 Mission.

DCAA shall: (a) Perform all neces­
sary contract audit for the Depart-

1 Copies may be obtained, if needed, from 
the U.S. Naval Publications and Forms 
Center, 5801 Tabor Avenue, Philadelphia, 
Pa. 19120, Attention: Code 301.
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ment of Defense and provide account­
ing and financial advisory services re­
garding contracts and subcontracts to 
all Department of Defense compo­
nents responsible for procurement and 
contract administration. These ser­
vices will be provided in connection 
with negotiation, administration, and 
settlement of contracts and subcon­
tracts.

(b) Provide contract audit service to 
other Government agencies as appro­
priate.
§ 357.3 Organization and management.

(a) DCAA is established as a sepa­
rate agency of the Department of De­
fense under the direction, authority 
and control of the Assistant Secretary 
of Defense (Comptroller). It shall con­
sist of a Director and such subordinate 
organizational elements as are estab­
lished by the Director within re­
sources authorized by the Secretary of 
Defense.

(b) No separate contract audit orga­
nization independent of the DCAA 
shall be established in the Department 
of Defense.
§ 357.4 Responsibilities and functions.

Thb Director, DCAA shall: (a) Orga­
nize, direct, and manage the DCAA 
and all resources assigned to the 
DCAA.

(b) Assist in achieving the objective 
of prudent contracting by providing 
DOD officials responsible for procure­
ment and contract administration with 
financial information and advice on 
proposed or existing contracts and 
contractors, as appropriate.

(c) Audit, examine and/or review 
contrators’ and subcontractors’ ac­
counts, records, documents, and other 
evidence; systems of internal control; 
accounting, costing, and general busi­
ness practices and procedures; to the 
extent and in whatever manner is con­
sidered necessary to permit proper 
performance of the other functions 
described in (d) through (1) below.

(d) Examine reimbursement vouch­
ers received directly from contractors, 
under cost-type contracts, transmit­
ting those vouchers approved for pay­
ment to the cognizant disbursing offi­
cer and issuing DCAA Form 1, “Notice 
of Contract Costs Suspended and/or 
Disapproved,” with a copy to the cog­
nizant contracting officer, with respect 
to costs claimed but not considered al­
lowable. Where the contractor dis­
agrees with a suspension or disallow­
ance action by DCAA, and the differ­
ence cannot be resolved, the contrac­
tor may appeal in writing to the Ad­
ministrative Contracting Officer 
(ACO) who will make his determina­
tion in writing. In addition, the con­
tracting officer may direct the issu­
ance of DCAA Form 1, “Notice of Con­
tract Costs Suspended and/or Disap-
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proved,” with respect to any cost 
which he has reason to believe should 
be suspended or disapproved.

(e) Provide advice and recommenda­
tions to procurement and contract ad­
ministration personnel on:

(1) Acceptability of costs incurred 
under redeterminable, incentive and 
similar type contracts.

(2) Acceptability of incurred costs 
and estimates of cost to be incurred as 
represented by contractors incident to 
the award, negotiation, modification, 
change, administration, termination, 
or settlement of contracts.

(3) Adequacy of financial or account­
ing aspects of contract provisions.

(4) Adequacy of contractors’ ac­
counting and financial management 
systems, adequacy of contractors’ esti­
mating procedures and adequacy of 
property controls.

(f) Assist responsible procurement or 
contract administration activities in 
their surveys of the purchasing-pro­
curement systems of major cbntrac- 
tors.

(g) Direct audit reports to the Gov­
ernment management level having au­
thority and responsibility to take 
action on the audit findings and rec­
ommendations.

(h) Cooperate with other appropri­
ate Department of Defense compo­
nents on reviews, audits, analyses, or 
inquiries involving contractors’ finan­
cial position or financial and account­
ing policies, procedures, or practices.

(i) Establish and maintain liaison
auditors as appropriate at major pro­
curing and contract administration of­
fices. v

(j) Review General Accounting 
Office reports and proposed responses 
thereto which involve significant con­
tract or contractor activities for the 
purpose of assuring the validity of ap­
propriate pertinent facts contained 
therein.

(k) In an advisory capacity, attend 
and participate, as appropriate, in con­
tract negotiation and other meetings 
which contract cost mattérs, audit re­
ports, or related financial matters are 
under consideration.

(l) Provide assistance, as requested 
in the development of procurement 
policies and regulations.

(m) Perform such other functions as 
the Assistant Secretary of Defense 
(Comptroller) may from time to time 
prescribe.
§ 357.5 Authority.

The Director, DCAA, is specifically 
delegated authority to:

(a) Have free and unrestricted access 
to and direct communication with all 
elements of the Department of De­
fense and other executive departments 
and agencies as necessary.

(b) Establish Defense Contract 
Audit Agency facilities using appropri-
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ate established physical facilities and 
services of other DOD components 
whenever practicable to achieve maxi­
mum efficiency and economy.

(c) Obtain such information, consist­
ent with the policies and criteria of 
DOD directive 5,000.19,2 advice, and 
assistance from DOD components as 
he deems necessary.

(d) Exercise the administrative au­
thorities contained in 357.8 of this 
Part.
§ 357.6 Relationships.

(a) In the performance of his func­
tions, the Director, DCAA shall:

(1) Maintain appropriate, liaison 
with other components of the DOD, 
other agencies of the executive 
branch, and the General Accounting 
Office for the exchange of informa­
tion and programs in the field of as­
signed responsibilities.

(2) Make full use of established fa­
cilities in the Office of the Secretary 
of Defense, other DOD components, 
and other governmental agencies 
rather than unnecessarily duplicating 
such facilities.

(3) The military departments and 
other DOD components shall provide 
support, within their respective fields 
of responsibility, to the Director, 
DCAA to assist in carrying out the as­
signed responsibilities and functions of 
the Agency. Programing, budgeting 
and financing for such support will be 
in accordance with policies and proce­
dures prescribed by the Assistant Sec­
retary of Defense (Comptroller).

(b) Procurement and contract ad­
ministration activities of the DOD 
components shall utilize audit services 
of the DCAA to the extent appropri­
ate in connection with the negotiation, 
administration, and settlement of con­
tract payments and prices which are 
based on cost (incurred or estimated), 
or on cost analysis.
§ 357.7 Administration.

(a) The Director, DCAA, shall be a 
civilian selected by the Secretary of 
Defense.

(b) The apointment of other person­
nel to the Agency will be subject to 
the approval of the director, DCAA.

(c) DCAA will be authorized such 
personnel, facilities, funds, and other 
administrative support as the Secre­
tary of Defense deems necessary.
§ 357.8 Delegations of authority.

Pursuant to the authority vested in 
the Secretary of Defense, and subject 
to his direction, authority, and con­
trol, and in accordance with DOD poli­
cies, directives, and instructions, the 
Director, DCAA, or, in the absence of 
the Director the person acting for 
him, is hereby delegated authority as 
required in the administration and op­
eration of DCAA to:

2 See footnote 1.

(a) Exercise the powers vested in the 
Secretary of Defense by 5 U.S.C. 301, 
302(b) and 3101 pertaining to the em­
ployment, direction and general ad­
ministration of DCAA civilian person­
nel.

(b) Fix rates of pay for wage board 
employees exempted from Civil Serv­
ice classification by 5 U.S.C. 5102(c)(7) 
on the basis of prevailing rates for 
comparable jobs in the locality where 
each installation is located;

(c) Establish advisory committees 
and employ part-time advisers pursu­
ant to the provisions of 10 U.S.C. 173, 
5 U.S.C. 3109(b), the Federal Advisory 
Committee Act, and the Agreement 
between the Department of Defense 
(DOD) and the Civil Service Commis­
sion on employment of experts and 
consultants, dated March 14,1975.

(d) Administer oaths of office inci­
dent to entrance into the executive 
branch of the Federal Government or 
any other oath required by law in con­
nection with empioyment therein, in 
accordance with the provisions of 5 
U.S.C. 2903, and designate in writing, 
as may be necessary, officers and em­
ployees of DCAA to perform this func­
tion.

(e) Establish a DCAA incentive 
awards board and pay cash awards to, 
and incur necessary expenses for the 
honorary recognition of civilian em­
ployees of the Government whose sug­
gestions, inventions, superior accom­
plishments or other personal efforts* 
including special acts or services, bene­
fit or affect DCAA or its subordinate 
activities in accordance with the provi­
sions of 5 U.S.C. 4503 and Civil Service 
Regulations.

(f) In accordance with the provisions 
of 5 U.S.C. 7532; Executive Order 
10450, dated April 27, 1953, as amend­
ed; and DOD directive 5210.7, ‘‘Depart­
ment of Defense Civilian Applicant 
and Employee Security Program,” 
September 2, 1966:

(1) Designate any position in DCAA 
as a “sensitive” position;

(2) Authorize, in case of an emergen­
cy, the appointment of a person to a 
sensitive position in the Agency for a 
limited period of time for whom a full 
field investigation or other appropri­
ate investigation, including the Na­
tional Agency Check, has not been 
completed; and

(3) Authorize the suspension, but 
not to terminate the services of an em­
ployee in the interest of national secu­
rity in positions within DCAA.

(g) Clear DCAA personnel and such 
other individuals as may be appropri­
ate for access to classified Defense ma­
terial and information in accordance 
with the provisions of DOD directive 
5210.8, “Policy on Investigation and 
Clearance of DOD Personnel for 
Access to Classified Defense Informa­
tion,” February 15, 1962, and of Ex-
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ecutive Order 11652, dated March 8, 
1972, as amended.

(h) Act as agent for the collection 
and payment of employment taxes im­
posed by chapter 21 of the Internal 
Revenue Code of 1954 and, as such 
agent, make all determinations and 
certifications required or provided for 
under section 3122 of the Internal 
Revenue Code of 1954 and section 
205(p) (1) and (2) of the Social Securi­
ty Act, as amended (42 U.S.C. 405(p)
(1) and (2)) with respect to DCAA em­
ployees.

(i) Authorize and approve overtime 
work for DCAA civilian officers and 
employees in accordance with the pro­
visions of the Federal Personnel 
Manual Supplement 990-1, Section 
550-111.,

(j) Authorize and approve:
(1) Travel for DCAA civilian officers 

and employees in accordance with 
Joint Travel Regulations, Volume 2, 
DOD Civilian Personnel;

(2) Temporary duty travel only for 
military personnel assigned or detailed 
to DCAA in accordance with Joint 
Travel Regulations, Volume 1, Mem­
bers of Uniformed Services; and

(3) Invitational travel to persons 
serving without compensation whose 
consultive, advisory or other highly 
specialized technical services are re­
quired in a capacity that is directly re­
lated to, or in connection with DCAA 
activities, pursuant to the provisions 
of 5 U.S.C. 5703.

(k) Approve the expenditure of 
funds available for travel by military 
personnel assigned or detailed to 
DCAA for expenses incident to attend­
ance at meetings of technical, scientif­
ic, professional or other similar organi­
zations in such instances where the 
approval of the Secretary of Defense 
or his designee is required by law (37 
U.S.C. 412). This authority cannot be 
redelegated.

(l) Develop, establish and maintain 
an active and continuing records man­
agement program, pursuant to the 
provisions of section 506(b) of the Fed­
eral Records Act of 1950 (44 U.S.C. 
3102), the Freedom of Information Act 
program (5 U.S.C. 552) and the Priva­
cy Act program (5 U.S.C. 552a).

(m) Establish and use imprest funds
for making small purchases of materi­
al and services other than personal for 
DCAA when it is determine more ad­
vantageous and consistent with the 
best interests of the Government, in 
accordance with the provisions of 
DOD Instruction 5100.71, “Delegation 
of Authority and Regulations Relating 
to Cash Held at Personal Risk Includ­
ing Imprest Funds,” March 5, 1973, 
and the Joint Regulation of the Gen­
eral Services Administration/Treasury 
Department/General Accounting
Office, entitled “For Small Purchases 
Utilizing Imprest Funds.”

(n) Authorize the publication of ad­
vertisements, notices or proposals in 
newspapers, magazines or other public 
periodicals as required for the effec­
tive administration and operation of 
DCAA (44 U.S.C. 3702).

(o) Establish and maintain appropri­
ate property accounts for DCAA and 
appoint boards of survey, approve re­
ports of survey, relieve personal liabili­
ty, and drop accountability for DCAA 
property contained in the authorized 
property accounts that has been lost, 
damaged, stolen, destroyed or other­
wise rendered unserviceable, in accord­
ance with applicable laws and regula­
tions.

(p) Promulgate the necessary securi­
ty regulations for the protection of 
property and places under the jurisdic­
tion of the Director, DCAA, pursuant 
to subsections III.A and V.B. of DOD 
Directive 5200.8, “Authority of Mili­
tary Commanders under the Internal 
Security Act of 1950 to Issue Security 
Orders and Regulations for the Pro­
tection of Property or Places under 
Their Command,” August 20, 1954.

(q) Establish and maintain, for the 
functions assigned, an appropriate 
publications system for the promulga­
tion of common supply and service 
regulations, instructions, and refer­
ence documents, and changes thereto, 
pursuant to the policies and proce­
dures prescribed in DOD Directive 
5025.1, “Department of Defense Direc­
tive System,” November 18,1977.

(r) Enter into support and service 
agreements with the military depart­
ments, other DOD agencies, or other 
Government agencies as required for 
the effective performance of responsi­
bilities and functions assigned to 
DCÂA.

Thè Director, Defense Contract 
Audit Agency, may redelegate these 
authorities, as appropriate, and in 
writing, except as otherwise specifical­
ly indicated above or as otherwise pro­
vided by law or regulation.

This delegation of authorities is ef­
fective immediately.

[FR Doc. 78-20930 Filed 7-27-78; 8:45 am]

[3810-70]
[DOD Directive 5105.41]

PART 358— DEFENSE ADVANCED 
RESEARCH PROJECTS AGENCY

AGENCY: Office of the Secretary of 
Defense.
ACTION: Final rule—DOD Charter 
Directive 5105.41.1
SUMMARY: The Secretary of Defense 
has assigned functions and responsibil-

1 Copies may be obtained, if needed, from 
the U.S. Naval Publications and Forms 
Center, 5801 Tabor Avenue, Philadelphia, 
Pa. 19120. Attention: Code 301.

ities to the Director, Defense Ad­
vanced Research Projects Agency 
(DARPA), and has delegated to him 
specific authorities. This Directive 
serves as the instrument that autho­
rizes the Director, DARPA, to carry 
out his charter.
EFFECTIVE DATE: June 8, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Mr. Arthur H. Ehlers, Director for 
Organizational and Management 
Planning, Office of the Deputy As­
sistant Secretary of Defense, Admin­
istration, telephone 202-695-4278.
Accordingly, a new Part 358 of Title 

32, Chapter I, of the Codé of Federal 
Regulations is established, reading as 
set forth below.
Dated: July 25,1978.

M aurice W . R oche, 
Director, Correspondence and 

Directives, Washington Head­
quarters Services, Department 
of Defense.

Sec.
358.1 Purpose.
358.2 Mission.
358.3 Organization and management.
358.4 Responsibilities and functions.
358.5 Authority.
358.6 Relationships.
358.7 Administration.
358.8 Delegations of authority.

Authority: 10 U.S.C. Chapter 4.

§ 358.1 Purpose.
Pursuant to the authority vested in 

the Secretary of Defense under the 
provisions of title 10, United States 
Code, this Part establishes the De­
fense Advanced Research Projects 
Agency (hereafter referred to as 
“DARPA”) with responsibilities, func­
tions, authorities and relationships as 
outlined below.
§ 358.2 Mission.

DARPA shall manage and direct the 
conduct of selected advanced basic and 
applied research and development pro­
jects for the Department of Defense.
§ 358.3 Organization and management.

DARPA is established as a separate 
agency of the Department of Defense 
under the staff and operational direc­
tion of the Under Secretary of De­
fense for Research and Engineering. It 
shall consist of a Director and such 
subordinate organizational elements 
as are established by the Director 
within resources authorized by the 
Secretary of Defense.
§ 358.4 Responsibilities and functions.

The Director, DARPA shall:
(a) Organize, direct, and manage the 

DARPA and all resources assigned to 
the DARPA.
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(b) Provide guidance and assistance, 
as appropriate, to all DOD Compo­
nents and other U.S, Government ac­
tivities on matters pertaining to the 
projects assigned to the DARPA.

(c) Recommend to the Secretary of 
Defense, through the Under Secretary 
of Defense for Research and Engineer­
ing, the assignment of research pro­
jects to DARPA.

(d) Arrange for the performance of 
and supervise the work connected with 
DARPA projects assigned to the Mili­
tary Departments, other U.S Gpvern- 
ment activities, individuals, private 
business entities, educational institu­
tions, or research institutions, giving 
consideration to the primary functions 
of the Military Departments.

(e) Engage in assigned advanced re­
search projects.

(f) Keep the Under Secretary of De­
fense for Research and Engineering, 
the Military Departments, the Joint 
Chiefs of Staff, and other DOD Agen­
cies informed, as appropriate, on sig­
nificant new developments, break­
throughs, and technological advances 
within assigned projects and on the 
status of such projects in order to fa­
cilitate early operational assignment.

(g) Prepare and submit to the Assist­
ant Secretary of Defense (Comptrol­
ler), in accordance with established 
procedures, the DARPA annual pro­
gram-budget estimates, to include the 
assignment of appropriation program 
priorities.

(h) Perform such other functions as 
may be assigned by the Under Secre­
tary of Defense for Research and En­
gineering.
§ 358.5 Authority.

The Director, DARPA, is specifically 
delegated authority to:

(a) Place funded work orders with 
the Military Departments and other 
DOD Components or directly with 
subordinate echelons of the Military 
Departments, after clearance with the 
Secretary of the Military Department 
concerned.

(b) Authorize the allocation, as ap­
propriate, of funds made available to 
DARPA for assigned advanced pro­
jects.

(c) Establish for DARPA, the Mili­
tary Departments, and other research 
and development activities, stich pro­
cedures required in connection with 
work being performed for DARPA 
consistent with policies and instruc-v 
tions governing the Department of De­
fense.

(d) Acquire or construct, through a 
Military Department or other U.S. 
Government agency, such research, 
development, and test facilities and 
equipment required to carry out his 
assignments and that may be ap­
proved by the Secretary of Defense in
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accordance with applicable statutes 
and DOD Directives.

(e) Exercise the administrative au­
thorities contained in §358.8 of this 
Part.
§ 358.6 Relationships.

(a) In the performance of his func­
tions, the Director, DARPA, shall:

(1) Coordinate actions, as appropri­
ate, with the other Components of 
DOD having collateral or related func­
tions in the field of his assigned re­
sponsibility.

(2) Maintain active liaison for the 
exchange of information and advice in 
the field of his assigned responsibility 
with all DOD Components, non DOD 
research and development institutions 
(including private business entities), 
educational institutions, and other 
U.S. Government activities.

(3) Make full use of established fa­
cilities in the Office of the Secretary 
of Defense, other DOD Components, 
and other Governmental agencies 
rather than unnecessarily duplicating 
such facilities.

(b) Officials of all DOD Components 
will provide support, within their re­
spective fields of responsibility, to the 
Director, DARPA as may be necessary 
to carry out the assigned responsibil­
ities and functions of his Agency.
§ 358.7 Administration.

(a) The Director, DARPA, shall be a 
civilian selected by the Secretary of 
Defense.

(b) DARPA shall be authorized such 
personnel, facilities, funds, and other 
administrative support as the Secre­
tary of Defense deems necessary. .

(c) The Military Departments shall 
assign personnel to DARPA in accord-, 
ance with approved authorizations and 
procedures for assignment to joint 
duty.

(d) Administrative support required 
for DARPA will be provided by the Di­
rector, Washington Headquarters Ser­
vices, and other DOD Components, as 
appropriate.
§ 358.8 Delegations of authority.

Pursuant to the authority vested in 
the Secretary of Defense, and subject 
to his direction, authority, and con­
trol, and in accordance with DOD poli­
cies, directives, and instructions, the 
Director, DARPA, or, in the absence 
of the Director the person acting for 
him, is hereby delegated authority as 
required in the administration and op­
eration of DARPA to:

(a) Designate any position in 
DARPA as a “sensitive” position, in 
accordance with the provisions of the 
Act of August 26, 1950, as amended (5 
U.S.C. 7532); Executive Order 10450, 
dated April 27, 1953, as amended by 
Executive Orders 10491, 10531, 10458,

10550, and DOD Directive 5210.7, 
dated September 2,1966,

(b) Authorize and approve overtime 
work for DARPA civilian officers and 
employees in accordance with the pro­
visions of the Federal Personnel 
Manual Supplement 990-1, section 
550.111.

(c) Authorize and approve:
(1) Travel for DARPA civilian offi­

cers and employees in accordance with 
the Joint Travel Regulations, volume 
2, Department of Defense, Civilian 
Personnel:

(2) Temporary duty travel only for 
military personnel assigned or detailed 
to DARPA in accordance with the 
Joint Travel Regulations, volume I, 
members of the uniformed services; 
and

(3) Invitational travel to persons 
serving without compensation whose 
consultive, advisory, or other special­
ized technical services are required in 
a capacity that is directly related to, 
or in connection with, DARPA activi­
ties, pursuant to the provisions of 
United States Code 5703.

(d) Approve the expenditure of 
funds available for travel by military 
personnel assigned or detailed to 
DARPA for expenses incident to at­
tendance at meetings of technical, sci­
entific, professional, or other similar 
organizations in such instances where 
the approval of the Secretary of De­
fense or his designee is required by law 
(37 U.S.C. 412). This authority eannot 
be redelegated.

(e) Develop, establish, and maintain 
an active and continuing Records 
Management Program, pursuant to 
the provisions of Section 506(b) of the 
Federal Records Act of 1950 (44 U.S.C. 
3102), the Freedom of Information Act 
Program (5 U.S.C. 552) and the Priva­
cy Act Program (5 U.S.C. 552a).

(f) Enter into and administer con­
tacts, through a Military Department 
or other U.S. Government department 
or agency, as appropriate, for research 
and development, supplies, equipment, 
and services required to accomplish 
the mission of DARPA. Tn the extent 
that any law or Executive Order spe­
cif ically limits the exercise of such au­
thority to persons at a higher level in 
the Department of Defense, such au­
thority will be exercised by the appro­
priate Under Secretary or Assistant 
Secretary of Defense.

(g) Establish and use Imprest Funds 
for making small purchases of materi­
al and services, other than personal, 
when it is determined more advanta­
geous and consistent with the best in­
terest of the Government, in accord­
ance with the provisions of DOD In­
struction 5100.71, “Delegations of Au­
thority and Regulations Relating to 
Cash Held at Personal Risk Including 
Imprest Funds,” March 5, 1973 and 
the Joint Regulation of the General

FEDERAL REGISTER, VO L. 43, N O . 146— FRIDAY, JULY 28, 1978



Services Administration/Treasury De- 
partment/General Accounting Office, 
entitled “Por Small Purchases Utiliz­
ing Imprest Funds.”

(h) Authorize the publication of ad­
vertisements, notices, or proposals in 
public periodicals as required for the 
effective administration and operation 
of DARPA (44 U.S.C. 3702).

(i) Promulgate the necessary securi­
ty regulations for the protection of 
property and places under the jurisdic­
tion of the Director, DARPA pursuant 
to subsections III.A. and V.B. of DOD 
Directive 5200.8, “Authority of Mili­
tary Commanders Under the Interna­
tional Security Act of 1950 To Issue 
Security Orders and Regulations for 
the Protection of Property or Places 
Under Their Command,” August 20, 
1954.

(j) Establish and maintain, for the 
functions assigned, an appropriate 
publications system for the promulga­
tion of regulations, instructions, and 
reference documents, and changes 
therèto, pursuant to the policies and 
procedures prescribed in DOD Direc­
tive 5025.1, November 18,1977.

(k) In coordination with the Deputy 
Assistant Secretary of Defense (Ad­
ministration), enter into interservice 
support agreements in accordance 
with DOD Directive 4000.19, “Basic 
Policies and Principles for Interser­
vice, Interdepartmental and Inter­
agency Support/’ March 27, 1972.

(l) Establish and maintain appropri­
ate Property Accounts for DARPA 
and appoint Boards of Survey, ap­
prove reports of survey, relieve person­
al liability, and drop accountability for 
DARPA property contained in the au­
thorized Property Accounts that have 
been lost, damaged, stolen, destroyed, 
or otherwise rendered unserviceable, 
in accordance with applicable laws and 
regulations.

The Director, DARPA, may redele­
gate these authorities, as appropriate, 
and in writing, except as otherwise 
specifically indicated above or as oth­
erwise provided by law or regulation.

These delegations of authority are 
effective immediately.

(PR Doc. 78-20928 Piled 7-27-78; 8:45 am]

[3810-70]
[DOD Directive 5105.22]

PART 359— DEFENSE LOGISTICS 
AGENCY

AGENCY; Office of the Secretary of 
Defense.
ACTION: Final rule—DOD Charter 
Directive 5105.22.1
SUMMARY: The Secretary of Defense 
has assigned functions and responsibil-

‘ Copies may be obtained, if needed, from 
the U.S. Naval Publications and Forms 
Center, 5801 Tabor Avenue, Philadelphia, 
Pa. 19120. Attention Code 301.
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ities to the Director, Defense Logistics 
Agency (DLA), and has delegated to 
him specific authorities. This Direc­
tive serves as the instrument that au­
thorizes the Director, DLA, to carry 
out his charter.
EFFECTIVE DATE: June 8, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Mr. Arthur H. Ehlers, Director for 
Organizational and Management 
Planning, Office of the Deputy As­
sistant Secretary of Defense, Admin­
istration,'telephone 202-695-4278.
Accordingly, a new Part 359 of 

Chapter I, Title 32 of the Code of Fed­
eral Regulations is established, read­
ing as set forth below.

Dated: July 25,1978.
Maurice W. R oche, 

Director, Correspondence and 
Directives, Washington Head­
quarters Services, Department 
of Defense.

Sec.
359.1 Purpose.
359.2 Mission.
359.3 Organization and management.
359.4 Responsibilities.
359.5 Functions.
359.6 Authority.
359.7 Relationships.
359.8 Administration.
359.9 Delegation of authority.
359.10 Relationship between Commanders 

of Unified Commands and overseas ele­
ments of the Defense Logistics Agency.

Authority: 10 U.S.C. Chapter 4.

§ 359.1 Purpose.
Pursuant to authority*vested in the 

Secretary of Defense under the provi­
sions of title 10, United States Code, 
this Part established the Defense Lo­
gistics Agency (hereafter referred to 
as “DLA”) with responsibilities, func­
tions, authorities, and relationships as 
outlined below.
§ 359.2 Mission.

DLA shall:
(a) Function as an integral element 

of the defense military logistics system 
and, as such, direct its efforts and op­
erations toward logistics support of 
the mission of the military depart­
ments and the unified and specified 
commands under all conditions of 
peace and war.

(b) Provide effective and economical 
support to the Military Departments, 
other DOD Components, Federal civil 
agencies, foreign governments, and 
others as authorized, for assigned:

(1) Materiel commodities and items 
of supply (hereafter referenced as 
“items”), which are determined, 
through application of approved DOD 
criteria, to be susceptible of integrated 
management by a single agency for all
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/

of the military departments or as oth­
erwise assigned.

(2) Logistics services directly associ­
ated with the supply management 
function and other support services as 
directed by the Secretary of Defense.

(c) Administer the operation of DOD 
programs as assigned.
§ 359.3 Organization and management.

(a) DLA is established as a separate 
agency of the Department of Defense 
under the direction, authority and 
control of the Assistant Secretary of 
Defense (Manpower, Reserve Affairs 
and Logistics), (hereafter referred to 
as “ASD(MRA&D”). DLA activities 
involving acquisition policy and relat­
ed matters will be closely coordinated 
with, and generally monitored by, the 
Under Secretary of Defense for Re­
search and Engineering.

(b) DLA shall consist of a Director 
and such subordinate organizational 
elements as are established by the Di­
rector within resources authorized by 
the Secretary of Defense.
§ 359.4 Responsibilites.

The Director, DLA shall be responsi­
ble for:

(a) Organizing, directing, and man­
aging the DLA and all resources as­
signed to the DLA.

(b) Providing responsible, effective, 
and economical support to:

(1) The military departments and 
other DOD components.

(2) Federal civil agencies.
(3) Foreign governments, and others, 

as authorized.
(c) Monitoring DOD supply relation­

ships with the General Services Ad­
ministration (GSA).

(d) -The management (including or­
ganization, direction, procurement, ad­
ministration, supervision, and control) 
of assigned items, services, and pro­
grams.

(e) A wholesale distribution system 
for assigned items.

(f) Providing assigned contract ad­
ministration service in support of the 
military departments, other DOD 
components, Federal civil agencies, 
and when authorized, to foreign gov­
ernments and others.

(g) Systems analysis and design, pro­
cedural development, and mainte­
nance for supply and service systems.
§ 359.5 Functions.

The Director, DLA shall perform the 
following functions:

(a) Coordinated Procurement. (1) 
Administer the DOD Coordinated Pro­
curement Program.

(2) Recommend criteria and main­
tain procedures for coordinated pro­
curement assignments of all DOD 
components.

(3) Make recommendations on new 
coordinated procurement assignments
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and changes to existing assignments 
for all DOD components.

(4) Review and evaluate the oper­
ation of the DOD Coordinated Pro­
curement Program, and make changes 
as required and as authorized, to im­
prove the effectiveness of the oper­
ation.

(5) Conduct coordinated procure­
ment as assignee for designated com­
modities.

(b) Cataloging. (1) Administer the 
Federal catalog system.

(2) Develop, review, and control the 
operating procedures, rules, and regu­
lations for the Federal catalog system 
pertaining to item classification, iden­
tification, Federal stock number as­
signment, and central file mainte­
nance. Based upon analysis of Federal 
catalog system operation, recommend 
to the ASD(MRA&L) new and revised 
policies to improve the system.

(3) Develop and maintain the cen­
tral, single, official record of Federal 
catalog data for all items of supply in 
the Federal catalog system, including 
all identification and classification 
data and those elements of manage­
ment data appropriately contained 
therein.

(4) Ensure the exclusive use of Fed­
eral catalog data in the preparation, 
publication, distribution, and mainte­
nance of the DOD sections of the Fed­
eral catalog, and that the publication 
of Identification and management 
data lists if fully synchronized.

(5) Furnish to the military depart­
ments, Defense Supply Centers, civil 
agencies, NATO countries, and other 
friendly foreign governments such 
Federal catalog data as are required 
and requested for item identification, 
classification, and maintenance of the 
Federal catalog system. This includes 
such management data as are central­
ly recorded and utilized by the mili­
tary departments and civil agencies for 
the publication of management data 
lists.

(6) Prepare and publish on a central­
ized basis, for all DOD users, identifi­
cation lists and cross-reference lists in 
a standard DOD format.

(7) Operate as the single submitting 
activity in the Federal supply groups 
and classes assigned to DLA, and pre­
pare item identification for NATO and 
other friendly foreign governments, as 
assigned.

(8) Represent the DOD, as required, 
in negotiations with Federal civil agen­
cies, NATO, and other friendly foreign 
governments, industry, and other non­
defense activities, in matters concern­
ing the administration of the Federal 
catalog system.

(c) Excess and Surplus Disposal (Per­
sonal Property). (1) Administer the 
DOD Excess, Surplus, and Foreign 
Excess Personal Property Disposal
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Program in CONUS and overseas in 
accordance with DOD policy.

(2) Represent the DOD as required 
in negotiations with other Federal de­
partments and agencies on matters of 
mutual interest in the disposal of 
excess, surplus and foreign excess per­
sonal property.

(3) Develop, review and prescribe 
techniques, systems and procedures 
for preparation and disposal of excess, 
surplus and personal property, includ­
ing foreign excess. Recommend to the 
ASD(MRA&L) as appropriate, revi­
sions to DOD policies.

(4) In coordination with the military 
departments, develop and establish 
workload, performance and cost stand­
ards for all CONUS activities that are 
reimbursed from surplus sales pro­
ceeds. Exercise supervision of the pro­
gram level of individual disposal activi­
ties through adherence to such estab­
lished standards. Assist in establish­
ment of the reimbursable obligation 
authority required for the disposal ac­
tivity program of each DOD compo­
nent, by recommending program levels 
by individual activity and changes 
thereto when appropriate, as a result 
of analyses carried out during the 
year.

(5) Maintain a reporting system for 
DOD worldwide excess and surplus 
personal property, including foreign 
excess, and prepare reports as re­
quired. Recommend to the Assistant 
Secretary of Defense (Comptroller) 
any necessary refinements to the spec­
ificity of the expenses authorized to 
be reimbursed from proceeds of sur­
plus sales.

(6) Direct, pianage and operate de­
fense surplus sales offices.

(7) Administer a consolidated hold­
ing activity program within CONUS 
with authority to determine the dis­
posal activities required and resolve 
differences.

(d) Utilization (Personal Property 
and Retail Interservice Support). (1) 
Administer the Defense Materiel Utili­
zation Program in CONUS and over­
seas in accordance with DOD policy.

(2) Develop systems and procedures 
for, and recommend to the 
ASD(MRA&L) assignments of respon­
sibility to the military departments to 
assure the cross-utilization of assets in 
order to minimize new procurement, 
stockage and transportation costs.

(3) Review and evaluate the oper­
ation of assigned utilization responsi­
bilities and make changes as required 
to improve the effectiveness of oper­
ations.

(4) Administer the Defense Retail 
Interservice Logistic Support Program, 
in coordination with military depart­
ments and other DOD components, as 
prescribed by DOD policies.

(5) Prepare and disseminate reports 
on operation of the Defense Materiel

Utilization Program and the Defense 
Retail Interservice Logistic Support 
Program, as required.

(e) Systems Analysis and Design. (1) 
Conduct anajyses, as directed by the 
Secretary of Defense, of the oper­
ations of the supply and service sys­
tems of the military departments in 
order to recommend improvements in 
integrated management techniques.

(2) Design and implement improved 
supply and service systems for the 
management responsibilities assigned 
to DLA.

(3) Develop plans, systems, and pro­
cedures to assure a close and respon­
sive relationship between DLA oper­
ations and the war plans and logistics 
requirements of the Joint Chiefs of 
Staff and the military departments.

(4) Design and implement DLA sys­
tems to insure effectiveness, reliability 
and survivability in time of war or 
emergencies.

(5) Review and evaluate the oper­
ation of the supply and service sys­
tems assigned to DLA and make 
changes, as required, to improve the 
effectiveness of operations.

(6) Perform analysis, design, mainte­
nance, and surveillance of standard 
DOD data systems.

(f) Item Entry Control. (1) Adminis­
ter the DOD Item Entry Control Pro­
gram.

(2) Provide DOD-wide counsel and 
leadership in the development of tech­
niques and systems to prevent the 
entry of unnecessary items into the 
DOD supply system; foster industry 
cooperation; and coordinate and moni­
tor the direction and progress of the 
program to insure expeditious and ef­
fective DOD-wide implementation.

(3) Manage and conduct the DLA 
portion of the DOD Item Entry Con­
trol Program.

(g) Contract Administration Ser­
vices. Within CONUS and overseas, as 
directed, provide assigned contract ad­
ministration services to the military 
departments and other DOD compo­
nents, Federal civil agencies and, when 
authorized, to foreign governments 
and others. Among the more signifi­
cant functions performed are the fol­
lowing:

(1) Industrial Security. Administer 
the DOD Industrial Security Program. 
Establish procedures, requirements, 
and practices to insure effective pro­
tection of classified information (in­
cluding foreign classified information) 
in the hands of contractors located 
within the United States, including 
Alaska and Hawaii, its possessions, 
trust territories, and Puerto Rico, and 
such other areas as are specifically au­
thorized by the Secretary of Defense.

(2) Contract Administration. Per­
form contract administration, includ­
ing plant clearance, utilization, and 
disposal of contract inventories, ad-
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ministration of Government furnished 
property, financial analysis, review of 
contractor management systems, price 
and cost analysis (excluding examina­
tion of contractor’s financial records), 
convenience termination settlements, 
small business and economic utiliza­
tion, negotiation of contract changes 
pursuant to the changes clause, deter­
mination of allowability of cost, and 
such other functions as are delegated.

(3) Production. Conduct preaward 
surveys and surveillance of contrac­
tors’ production effort and industrial 
resources, and arrange for packaging 
and transportation support.

(4) Quality Assurance. Evaluate con­
tractors’ quality and reliability pro­
grams for conformance with contrac­
tual provisions; perform product ver­
ification inspection and testing for ac­
ceptance or rejection of supplies and 
services in accordance with the quality 
and reliability provisions of the con­
tracts.

(5) Engineering Liaison. Provide en­
gineering liaison and assistance to 
system/project managers and purchas­
ing offices.

(6) Management Data. Provide man­
agement data for procuring activities 
and inventory managers including con­
tract shipments, fund status and con­
tractual disbursements.

(h) DOD/GSA Supply Relationships.
(1) Monitor supply support arrange­
ments between DOD components and 
GSA concerning procurement, storage 
and distribution of materiel within the 
United States or overseas.

(2) Review and evaluate perform­
ance by GSA under approved arrange­
ments and, in collaboration with the 
military departments, take steps to 
assure efficient use of GSA services.

(3) Recommend to the 
ASD(MRA&L) action on proposals to 
support Federal civil agencies with 
DLA-assigned materiel.

(4) Maintain and implement criteria 
for assignment of supply management 
responsibility between DLA and GSA 
in Federal supply groups, classes, and 
items designated for integrated man­
agement within DOD; recommend to 
the ASD(MRA&L) changes in criteria 
as required.

(i) Industrial Plant Equipment. (1) 
Administer the DOD Industrial Plant 
Equipment (IPE) Program to ensure 
the reutilization of available assets.

(2) Maintain and control a reserve of 
IPE to meet peacetime and mobiliza­
tion needs; rebuild items in the re­
serve, as necessary.

(3) Review and. evaluate the oper­
ation of the DOD IPE Program and 
recommend changes as required to im­
prove the effectiveness of operations.

(j) Automatic Data-Processing 
Equipment Reutilization Screening. 
Administer the DOD-wide program for 
redistribution/reutilization of excess
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Government owned and rented auto­
mated data-processing equipment.

(k) Warehousing Gross Performance 
Measurement Administer the DOD 
warehousing gross performance mea­
surement system.

(l) Technical iRDT&E) Report Ser­
vices. (1) Receive, store, announce, re­
trieve, and provide secondary distribu­
tion of scientific and technical docu­
ments.

(2) Receive, store, retrieve, and dis­
seminate information on current re­
search and exploratory development 
work.

(m) Centralized Referral System for 
Displaced DOD Employees. (1) Serve 
as the operating agency for the na­
tionwide centralized referral system 
for displaced DOD employees.

(2) Coordinate the DOD referral and 
placement responsibilities within Zone 
3 (Chicago and St. Louis Civil Service 
Regions).

(n) Automation of the Career Pro­
gram for Civilian Procurement - Per­
sonnel Administer the automated 
phases of the DOD Civilian Procure­
ment Career Development Program.

(o) Defense Automatic Addressing 
System. Administer operation of the 
defense automatic addressing system 
for logistics management data.

(p) Civil Preparedness Materiel Sup­
p o rt Administer assigned logistics op­
erations contingent to the National 
Civil Defense Program within the poli­
cies and programs established by the 
Director of the Defense Civil Prepar­
edness Agency.

(q) Materiel Management (1) Item 
Management Classification, (i) Under 
policies and criteria prescribed by the 
ASD( MRA&L ) and in coordination 
with the military departments, estab­
lish and maintain procedures for the 
coding and classification of items to be 
placed or maintained under integrated 
management and for resolving item 
management coding and classification 
conflicts between the military depart­
ments and DLA.

(ii) Determine the method of man­
agement (e.g., central stocking vs. local 
purchase) of assigned items.

(2) Requirements and Supply Con­
trol (Assigned Items), (i) Compute re­
quirements for DLA distribution 
system stockage and replenishment 
needed for support of authorized cus­
tomers.

(ii) Obtain forecasts of special pro­
gram requirements (SPR’s) and mobi­
lization materiel requirements. Review 
for suitability and, in the case of mobi­
lization requirements, for confor­
mance to DOD criteria.

(iii) Compute mobilization materiel 
requirements, initial military depart­
ment support requirements (provision­
ing), and/or SPR’s when and in the 
manner mutually agreed upon be­
tween DOA and the supported mili-
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tary department or other customer 
agency.

(iv) Utilize current and projected re­
quirements in relation to available re­
sources for the purpose of budgeting, 
procurement, positioning, mainte­
nance, retention and disposal.

(v) Provide necessary information to 
military departments and other au­
thorized customers on supply capabili­
ties in support of mobilization and 
peacetime program requirements.

(3) Procurement (i) Conduct or 
direct procurement of assigned or oth­
erwise designated items and services to 
meet the needs of the military depart­
ments and other authorized custom­
ers.

(ii) Administer the procurement pri­
orities and allocation authorities as 
authorized by the Under Secretary of 
Defense for Research and Engineer­
ing.

(4) Quality Reliability Assurance. 
Take appropriate action to assure the 
quality and reliability of materiel pro­
cured by DLA and/or stored and main­
tained in the DLA distribution system.

(5) Industrial Mobilization Plan­
ning. (i) Conduct industrial mobiliza­
tion and industrial readiness planning 
in assigned area of responsibility.

(ii) Maintain and publish revisions to 
the DOD register of planned emergen­
cy producers.

(6) Storage, (i) For DLA-assigned 
items and, as assigned, military de­
partment-managed items, civil defense 
items, and items managed by other 
Federal agencies:

(A) Determine requirements for stor­
age space.

(B) Arrange for use of storage space 
and related services and facilities of 
the DOD, other Federal agencies, and 
commercial storage facilities, as neces­
sary.

(ii) Manage, control, and operate as­
signed depots and storage facilities.

(iii) Administer the DOD commer­
cial warehouse service plan for general 
merchandise warehouses and refriger­
ated storage.

(7) Inventory and Distribution, (i) 
Establish and maintain inventory pro­
cedures and distribution control, in- 
cuding reporting systems, over items 
owned and managed by DLA.

(ii) Control the distribution, redis­
tribution, or disposition of assigned 
serviceable and reparable items of 
supply controlled by DLA or con­
trolled by, but excess to the needs of, 
the individual installations of the mili­
tary departments and other author­
ized customers.

(iii) Provide for stock positioning of 
mobilization reserve stocks, consistent 
with contingency, emergency, and mo­
bilization plans.

(iv) Establish procedures for direct 
CONUS support of field and operating 
forces, and outside CONUS when mu-
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tually agreed upon by DLA and the 
supported service.

(v) Account for control DLA-owned 
property in the hands of Government 
manufacturing plants.

(vi) Institute measures in coordina­
tion with the military departments for 
the use of available assets of inter­
changeable and substitutable DLA- 
managed items.

(8) Research and Development, and 
Engineering Support (i) Recommend 
to the military departments, or to the 
Under Secretary of Defense for Re­
search and Engineering, as appropri­
ate, any new or changed research, de­
velopment and engineering projects 
considered desirable, to:

(A) Improve materials, items, and 
methods within the commodity juris­
dictions assigned; and

<B) Promote the elimination of un­
desirable duplication.

(ii) Arrange through the appropriate 
military department and the Under 
Secretary of Defense for Research and 
Engineering for support required by 
DLA in the performance of its mission.

(9) Transportation. Arrange for 
transportation of DLA-owned materiel 
for initial distribution of stocks from 
supplier to point o f  storage, from 
point of storage or supplier direct to 
consumer, and for redistribution be­
tween storage points.

(10) Maintenance and Manu- fac­
ture. (i) Manage, control, and operate 
assigned maintenance and manufac­
turing facilities.

(11) Develop programs, schedules, 
and technical guidance; and provide or 
arrange for the maintenance, manu­
facture, modification, conversion, re­
habilitation, reconstitution, or assem­
bly of DLA-owned materiel and items 
authorized for return to DLA from 
users for repair at facilities of the mili­
tary departments, commercial contrac­
tors, or those assigned to DLA.

(iii) Develop technical maintenance 
standards for DLA-owned items, and 
items authorized for return from 
users, in coordination with the using 
military departments.

(iv) When requested by the using 
military departments and other DOD 
components, provide technical man­
uals for the operation and mainte­
nance of items assigned to DLA.

(11) Provisioning, (i) Participate as a 
supporting inventory manager in the 
provisioning processes of the military 
departments.

(ii) Establish and maintain, in co­
ordination with the military depart­
ments, definitive procedures for provi­
sioning supply support of the military 
departments and uniform provisioning 
of procedural and technical documen­
tation requirements for incorporation 
into DLA contracts requiring provi­
sioning.
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(12) Technical Logistics Data and 
Information, (i) Develop, administer, 
and maintain, as assigned, documenta­
tion governing the preparation of 
technical data.

(ii) Acquire, process, interchange, 
identify, store, and issue technical 
data and information adequate to sup­
port mission requirements.

(r) Value Engineering. (1) Initiate 
value engineering-type projects and 
studies to seek the lowest overall cost 
for DLA-managed/procured items, 
consistent with requirements for per­
formance, reliability and maintainabi­
lity.

(2) Coordinate findings with military 
departments, as applicable, to obtain 
agreement with respect to technical 
and engineering aspects.

(3) Make decisions with respect to 
value engineering changes for DLA- 
managed items, subject to the right of 
appeal to the Secretary of Defense by 
the military departments affected.

(s) Standardization. (1) Manage and 
conduct those portions of the Defense 
Standardization Program assigned to 
DLA.

(2) In coordination with the military 
departments, direct and conduct tech­
nical reviews to determine the stand­
ardization status, and develop military 
supply standards for all items of 
supply assigned to DLA. Make final 
standardization decisions on all items 
managed by DLA, subject to the right 
of appeal to the Secretary of Defense 
by the military departments affected.

(3) Determine, in coordination with 
the military departments, inter­
changeability and substitutability of 
items of supply managed by DLA.

(t) Manpower Data. Administer and 
manage a Defense Manpower Data 
Center for collection, processing, and 
reporting of manpower data in sup­
port of OSD, other DOD components, 
and other Government agencies as as­
signed.

(u) Such other functions as may be 
assigned by the ASD( MRA&L).
§ 359.6 Authority.

The Director, DLA, is specifically 
delegated authority to:

(a) Meet the needs of the military 
departments and other authorized cus­
tomers by conducting, directing, super­
vising or controlling all procurement 
activities with respect to property, 
supplies and services assigned to DLA 
lor procurement in accordance with 
applicable laws, DOD regulations and 
the defense acquisition regulation 
(DAR). To the extent that any law or 
Executive order specifically limits the 
exercise of such authority to persons 
at the secretarial level of a military de­
partment, such authority shall be ex­
ercised by the appropriate Under Sec­
retary or Assistant Secretary of De­
fense.

(b) Have free and direct access to, 
and communication with, all elements 
of the DOD and other executive de­
partments and agencies, as necessary.

(c) Prescribe procedures, standards, 
and practices for DOD, governing the 
execution of assigned responsibilities 
and functions.

(d) Obtain such reports, informa­
tion, advice, and assistance from other 
DOD components, consistent with the 
policies and criteria of DOD directive
5000.19,1 as may be necessary for the 
performance of assigned functions and 
responsibilities.

(e) Establish new DLA facilities or 
recommend to the ASD(MRA&L) the 
takeover or use of existing facilities of 
the military departments by DLA, as 
deemed necessay for improved effec­
tiveness and economy.

(f) Provide membership on the De­
fense Acquisition Regulatory Council 
and participate with the Secretaries of 
the military departments in the devel­
opment and promulgation of the DAR.

(g) Exercise the administrative au­
thorities contained in §359.9 of this 
part.
§ 359.7 Relationships.

(a) In the performance of his func­
tions, the Director, DLA, shall:

(1) Maintain appropriate liaison 
with other DOD components and 
other agencies of the executive branch 
for the exchange of information and 
programs in the field of assigned re­
sponsibilities.

(2) Maintain close working relation­
ships with weapon systems managers 
of the military departments to ensure 
integration of effort and exchange of 
technical programs and reference 
data.

(3) Make use of established facilities 
and services in the DOD or other gov­
ernmental agencies wherever practica­
ble to achieve maximum efficiency 
and economy.

(b) The Joint Chiefs of Staff, the 
military departments, and other DOD 
components shall provide support and 
logistical planning information, within 
their respective fields of responsibility, 
to the Director, DLA, to carry out as­
signed responsibilities and functions of 
DLA.

(c) The relationship between com­
manders of unified commands and 
overseas elements of the DLA is de­
fined in § 359.10.
§ 359.8 Administration.

(a) The Director shall be selected by 
the Secretary of Defense.

(b) When the Director and the 
Deputy Director are both military of­
ficers, they will normally be selected 
from different military departments.

(c) DLA will be authorized such per­
sonnel, facilities, funds, and other ad-

‘See footnote 1.
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ministrative support as the Secretary 
of Defense deems necessary.

(d) The military departments will 
assign military personnel to DLA in 
acordance with approved authoriza­
tions and procedures for assignment to 
joint duty.

(e) Programming, budgeting, fund­
ing, auditing, accounting, pricing, and 
reporting activities of DLA will be in 
accordance with policy and procedures 
established by the Office of the Secre­
tary of Defense. DLA will utilize ap­
propriated funds to finance the oper­
ating costs of the Agency; a stock fund 
to finance all inventories procured for 
resale; and, when appropriate, an in­
dustrial fund for financing industrial- 
commercial type operations.
§ 359.9 Delegations of Authority.

Pursuant to the authority vested in 
the Secretary of Defense, and subject 
to his direction, authority, and con­
trol, and in accordance with DOD poli­
cies, directives, and instructions, the 
Director, DLA, or in the absence of 
the Director the person acting for 
him, is hereby delegated authority as 
required in the administration and op­
eration of DLA to:

(a) Exercise the powers vested in the 
Secretary of Defense by 5 U.S.C. 301, 
302(b) and 3101 pertaining to the em­
ployment, direction and general ad­
ministration of DLA civilian person­
nel.

(b) Fix rates of pay for wage board 
employees exempted from civil service 
classification by 5 U.S.C. 5102(c)(7) on 
the basis of prevailing rates for compa­
rable jobs in the locality where each 
installation is located.

(c) Establish advisory committees 
and employ part-time advisers, as ap­
proved by the Secretary of Defense 
for the performance of DLA functions 
pursuant to the provisions of 10 U.S.C. 
173, 5 U.S.C. 3109(b), the Federal Ad­
visory Committee Act, and the Agree­
ment between the Department of De­
fense (DOD) and the Civil Service 
Commission on employment of experts 
and consultants, dated March 14,1975.

(d) Administer oaths of office inci­
dent to entrance into the executive 
branch of the Federal Government or 
any other oath required by law in con­
nection with employment therein, in 
accordance with the provisions of 5 
U.S.C. 2903, and designate in writing, 
as may be necessary, officers and em­
ployees of DLA to perform this func­
tion.

(e) Establish a DLA incentive awards 
board and pay cash awards to, and 
incur necessary expenses for the hon­
orary recognition of civilian employees 
of the government whose suggestions, 
inventions, superior accomplishments 
or other personal efforts, including 
special acts or services, benefit or 
affect DLA or its subordinate activities
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in accordance with the provisions of 5 
U.S.C. 4503 and civil service regula­
tions.

(f) In accordance with the provisions 
of 5 U.S.C. 7532; Executive Order 
10450, dated April 27, 1953, as amend­
ed; and DOD Directive 5210.7, “De­
partment of Defense Civilian Appli­
cant and Employee Security Pro­
gram,” September 2,1966:

(1) Designate any position in DLA as 
a “sensitive” position;

(2) Authorize, in case of an emergen­
cy, the appointment of a person to a 
sensitive position in the Agency for a 
limited period of time for whom a full 
field investigation or other appropri­
ate investigation, including the nation­
al agency check, has not been complet­
ed; and

(3) Authorize the suspension, but 
not to terminate the services of an em­
ployee in the interest of national secu­
rity in positions within DLA.

(g) Clear DLA personnel and such 
other individuals as may be appropri­
ate for access to classified Defense ma­
terial and information in accordance 
with the provisions of DOD Directive 
5210.8, “Policy on Investigation and 
Clearance of DOD Personnel for 
Access to Classified Defense Informa­
tion,” February 15, 1962, and of Ex­
ecutive Order 11652, dated March 8, 
1972, as amended.

(h) Act as agent for the collection 
and payment of employment taxes im­
posed by chapter 21 of the Internal 
Revenue Code of 1954 and, as such 
agent, make all determinations and 
certifications required or provided for 
under section 3122 of the Internal 
Revenue Code of 1954 and section 
205(p) (1) and (2) of the Social Securi­
ty Act, as amended (42 U.S.C. 405(p)
(1) and (2)) with respect to DLA em­
ployees.

(i) Authorize and approve overtime 
work for DLA civilian officers and em­
ployees in accordance with the provi­
sions of the Federal Personnel Manual 
Supplement 990-1, section 55Q.111.

(j) Authorize and approve:
(1) Travel for DLA civilian officers 

and employees in accordance with 
Joint Travel Regulations, Volume 2, 
DOD Civilian Personnel;

(2) Temporary duty travel only for 
military personnel assigned or detailed 
to DLA in accordance with Joint 
Travel Regulations, Volume 1, Mem­
bers of Uniformed Services; and

(3) Invitational travel to persons 
serving without compensation whose 
consultive, advisory or other highly 
specialized technical services are re­
quired in a capacity that is directly re­
lated to, or in connection with DLA ac­
tivities, pursuant to the provisions of 5 
U.S.C. 5703.

(k) Approve the expenditure of 
funds available for travel by military 
personnel assigned or detailed to DLA
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for expenses incident to attendance at 
meetings of technical, scientific, pro­
fessional or other similar organiza­
tions in such instances where the ap­
proval of the Secretary of Defense or 
his designee is required by law (37 
U.S.C. 412). This authority cannot be 
redelegated.

(l) Develop, establish and maintain 
an active and continuing Records 
Management Program, pursuant to 
the provisions of section 506(b) of the 
Federal Records Act of 1950 (44 U.S.C. 
3102), the Freedom of Information Act 
Program (5 U.S.C. 552) and the Priva­
cy Act Program (5 U.S.C. 552a).

(m) Establish and use imprest funds 
for making small purchases of materi­
al and services other than personal for 
DLA when it is determined more ad­
vantageous and consistent with the 
best interests of the Government, in 
accordance with the provisions of 
DOD Instruction 5100.71, “Delegation 
of Authority and Regulations Relating 
to Cash Held at Personal Risk Includ­
ing Imprest Funds,” March 5, 1973, 
and the Joint Regulation of the Gen­
eral Services Administration/Treasury 
Department/General Accounting 
Office, entitled “For Small Purchases 
Utilizing Imprest Funds.”

(n) Authorize the publication of ad­
vertisements, notices of proposals in 
newspapers, magazines or other public 
periodicals as required for the effec­
tive administration and operation of 
DLA (44 U.S.C. 3702).

(o) Establish and maintain appropri­
ate Property Accounts for DLA and 
appoint boards of survey, approve re­
ports of survey, relieve personal liabili­
ty, and drop accountability for DLA 
property contained in the authorized 
property accounts that has been lost, 
damaged, stolen, destroyed or other­
wise rendered unserviceable, in accord­
ance with applicable laws and regula­
tions.

(p) Promulgate the necessary securi­
ty regulations for the protection of 
property and places under the jurisdic­
tion of the Director, DLA, pursuant to 
subsections III. A. and V.B. of DOD Di­
rective 5200.8, “Authority of Military 
Commanders under the Internal Secu­
rity Act of 1950 to Issue Security 
Orders and Regulations for the Pro­
tection of Property or Places Under 
Their Command,” August 20,1954.

(q) Establish and maintain, for the 
functions assigned, an appropriate 
publications system for the promulga­
tion of common supply and service 
regulations, instructions, and refer­
ence documents, and changes thereto, 
pursuant to the policies and proce­
dures prescribed in DOD Directive 
5025.1, “Department of Defense Direc­
tive System,” November 18,1977.

(r) Enter into interservice support 
agreements in accordance with DOD 
Directive 4000.19, “Basic Policies and
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Principles for Interservice, Interde­
partmental and Interagency Support,” 
March 27,1972.

(s) Enter into logistic supply and 
service agreements with Federal De­
partments and Agencies other than 
the DOD.

(t) Exercise the authority delegated 
to the Secretary of Defense by the Ad­
ministrator of the General Services 
Administration with respect to the dis­
posal of surplus personal property.

(u) Exercise the authority and re­
sponsibility of the ASD(MRA&L) as 
delegated to the Director, DLA, for 
the National Industrial Equipment 
Reserve established by the National 
Industrial Reserve Act of 1948, as 
amended (50 U.S.C. 451 et seq.).

Note.—The Director, DLA, may re- dele­
gate these authorities as appropriate, and in 
writing, except as otherwise specifically in­
dicated above or as otherwise provided by 
law or regulation.

This delegation of authorities is effective 
immediately.

§359.10 Relationship between command­
ers of unified commands and overseas 
elements of the defense logistics 
agency.

When the Secretary of Defense as­
signs mission responsibilities to the Di­
rector, Defense Logistics Agency 
(DLA) for the performance of inte­
grated management functions outside 
of CONUS, command relationships 
and interfaces pertinent to DLA ele­
ments assigned overseas will be in con­
sonance with the following:

(a) The Director, DLA, will:
(1) Ensure that DLA-assigned mis­

sions are carried out and coordinated 
in a manner fully responsive to, and in 
accordance with, the requirements of 
all unified and component commands 
concerned.

(2) Coordinate matters of significant 
mutual command and management in­
terest with the unified commander 
and/or the Joint Chiefs of Staff 
(JCS), as may be appropriate. Unre­
solved issues between the Director, 
DLA, and a commander of a unified 
command will be referred to the JCS 
for resolution or, forwarding to the 
ASD( MRA&L) for final determination 
when a negotiated resolution cannot 
be achieved.

(3) Except as otherwise provided 
herein, exercise operational command 
over DLA-assigned elements.

(4) Develop and promulgate neces­
sary plans, policies and procedures for 
the efficient operation of DLA over­
seas activities.

(5) Develop resource requirements 
for DLA overseas activities and, in co­
ordination with the applicable unified 
commands, establish/disestablish DLA 
elements as dictated by mission re­
quirements and objectives.
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(6) Comply with physical security re­
quirements promulgated by the com­
mander of the unified command or 
component commander, as appropri­
ate.

(7) Provide for th^ management and 
direction of DLA ovérseas activities in­
cluding budgeting, inspection and 
audit functions, personnel support and 
internal administration.

(b) The commander of a unified 
command is authorized to, and as ap­
propriate, will:

(1) Exercise directive authority in 
the field of logistics over DLA ele­
ments within his geographic area of 
responsibility to ensure effectiveness 
and economy in operations, and the 
prevention or elimination of unneces­
sary duplication of facilities and over­
lapping of functions. This authority is 
defined as that required to ensure the 
coordination, as necessary, of:

(1) Acquisition, storage, movement, 
distribution, maintenance, evacuation 
and disposition of materiel.

(ii) Movement and evacuation of per­
sonnel.

(iii) Acquisition or construction, 
maintenance, operation and disposi­
tion of facilities.

(iv) Acquisition or furnishing of ser­
vices.

The commander will exercise such 
authority, after prior coordination lo­
cally with the pertinent DLA overseas 
activity, directly with the Director, 
DLA, or through the JCS, as appropri­
ate.

(2) In the event of a major emergen­
cy which necessitates use of all availa­
ble forces, assume temporary oper­
ational control of all DLA elements in 
his area of responsibility. The determi­
nation of the existence of such an 
emergency is the responsibility of the 
commander concerned who, on assum­
ing temporary operational control of 
DLA elements, shall immediately 
advise the following of the nature and 
estimated duration of employment:

(i) The JCS.
(ii) The appropriate operational 

commander.
(iii) The Director, DLA.
(3) Exercise administrative direction 

over DLA elements in their area of re­
sponsibility in a manner consistent 
with, and comparable to that which he 
exercises over assigned forces and ele­
ments of other DOD components 
within his command. This will include, 
without being limited to, matters re­
lating to status of forces agreements 
and other agreements with host na­
tions, standards for dress and conduct, 
general theatre regulations applicable 
to all U.S. Forces, and war and emer­
gency plans.

(4) Provide, in accordance with exist­
ing DOD policy for interservice sup­
port, guidance on support between

DLA overseas elements and service 
components.

(5) Advise the Director, DLA, of any 
recommended changes to, or dis- satis­
factions with, the type, adequacy and 
responsiveness of logistic support pro­
vided by DLA to and within his com­
mand. Unresolved issues between the 
Director, DLA, and a commander of a 
unified command will be referred to 
the JCS for resolution or forwarding 
to the ASD(MRA&L) for final deter­
mination when a negotiated resolution 
cannot be achieved.

(c) Commanders of component com­
mands will:

(1) Exercise such responsibilities and 
authorities pertinent to DLA elements 
as may be assigned or otherwise dele­
gated to them by the commander of 
their unified command.

(2) Provide for the physical security 
and administrative and logistic sup­
port of DLA elements as agreed to by 
DLA and component commands con­
cerned under host/tenant agreements.

[FR Doc. 78-20929 Filed 7-27-78; 8:45 ami

[6560-01]
Title 40— Protection of Environment

CHAPTER I— ENVIRONMENTAL 
PROTECTION AGENCY

SUBCHAPTER D— WATER PROGRAMS

[FRL 933-11

PART 118— DETERMINATION OF 
HARMFUL QUANTITIES FOR HAZ­
ARDOUS SUBSTANCES

Intention To Reinstate Effective Date 
Deferral

AGENCY: Environmental Protection 
Agency.
ACTION: Notice regarding effective 
date and guidance.
SUMMARY: On March 13, 1978, EPA 
published regulations under the Clean 
Water Act to control the discharge of 
hazardous substances (43 FR 10474). 
The regulations apply in part to dis­
charges from facilities holding permits 
under the national pollution discharge 
elimination system (NPDES) of the 
act. On June 5,1978, EPA deferred for 
60 days the regulations’ effective date 
for discharges subject to NPDES per­
mits (43 FR 24309). On June 8, 1978, 
the District Court for the Western 
District of Louisiana enjoined EPA 
from enforcing and implementing the 
regulations pending a final determina­
tion on the merits or until further 
order of the court. EPA has received a 
number of inquiries regarding the re­
lationship between the court injunc­
tion and EPA’s 60 day deferral for 
NPDES-permitted discharges. EPA’s
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intent is to reinstate this 60-day defer­
ral period whenever the court’s injunc­
tion is terminated,- in order to allow 
permittees sufficient time to test their 
effluents and submit permit applica­
tions. EPA will publish notice in the 
F ederal R egister stating the new ef­
fective date for NPDES-permitted dis­
charges whenever the injunction is 
terminated.

Guidance regarding testing and re­
porting procedures to be used in 
NPDES permit applications with re­
spect to hazardous substances is now 
being developed. Copies of this guid­
ance may be obtained by requesting it 
in writing from Edward A. Kramer at 
the address listed below.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Edward A. Kramer (EN-336), Office 
of Water Enforcement, Environmen­
tal Protection Agency, Washington,
D.C. 20460, 202-755-0750.
Dated: July 13, 1978.

J effery G. M iller, 
Acting Assistant 

Administrator for Enforcement.
[FR Doc. 78-21024 Filed 7-27-78; 8:45 am]

[6820-24]
Title 41— Public Contracts and 

Property Management

CHAPTER 101— FEDERAL PROPERTY 
MANAGEMENT REGULATIONS

SUBCHAPTER E— SUPPLY A N D  PROCUREMENT 

[FPMR Amendment E-226]
PART 101-26— PROCUREMENT 

SOURCES'AND PROGRAMS

Submitting Requisitions to GSA
AGENCY: Final rule.
ACTION: General Services Adminis­
tration.
SUMMARY: This regulation changes 
the Federal Property Management 
Regulations (FPMR) to require that 
Federal agencies submit requisitions 
for security equipment, certain types 
of data processing tape, and tabulating 
machine cards to the GSA regional 
office supporting the area in which 
the requisitioning agency is located 
rather than to selected GSA regions as 
is presently required. This change will 
simplify the requisitioning process by 
providing that agencies submit requisi­
tions for these items to the same GSA 
regional office from which they nor­
mally order other items.
EFFECTIVE DATE: July 28, 1978.

RULES AND REGULATIONS

FOR FURTHER INFORMATION 
CONTACT:

Mr. John I. Tait, Director, Regula­
tions and Management Control Divi­
sion, Office of the Executive Direc­
tor, Federal Supply Service, General 
Services Administration, Washing­
ton, D.C. 20406, 703-557-1914.
The table of contents for part 101-26 

is amended to revise the following en­
tries: <X
101-26.507-1 Submission of requisitions. 
101-26.507-3 Purchase of security equip­

ment fro Federal Supply Schedules. 
101-26.508-1 Requisitioning data process­

ing tape available through Federal 
Supply Schedule contracts.

101-26.508-2 Requisitioning data process­
ing tape not available from Federal 
Supply Schedule contracts.

101-26.508-3 Consolidation of requisitions. 
101-26.509-1 Requisitioning tabulating ma­

chine, cards available from Federal 
Supply Schedule contracts.

101-26.509-2 Requisitioning tabulating ma­
chine cards not available from Federal 
Supply Schedule contracts.

101-26.509-3 Consolidation of requisitions.
A uthority: Sec. 205(c), 63 Stat. 390; 40 

U.S.C. 486(c).
Subpart 101-26.5— GSA Procurement 

Programs
1. Section 101-26.507-1 is revised as 

follows:
§ 101-26.507-1 Submission of requisitions.

Requisitions for security equipment 
covered by the latest edition of Feder­
al specifications AA-F-357, AA-F-358, 
AA-F-363, AA-S-1518, and AA-D-600, 
and interim Federal specifications AA- 
F-00364 and AA-C-001697 shall be 
submitted in FEDSTRIP format to 
the GSA regional office supporting 
the geographic area in which the req- 
uisitioner is located. GSA will consoli­
date requisitions for these items from 
all regions for procurement on a defi­
nite quantity basis.

2. Section 101-26.507-2 is revised as 
follows:
§ 101-26.507-2 Procurement time sched­

ule.
Requisitions for security equipment 

will be consolidated by GSA on Janu­
ary 31, April 30, July 31, and October 
31 of each year. The consolidated req­
uisitions will be used in executing defi­
nite quantity contracts. To ensure in­
clusion in the invitation for bids, req­
uisitions shall be submitted to GSA on 
or before January 1, April 1, July 1, or 
October 1 as appropriate. Requisitions 
received after any of these dates nor­
mally will be carried over to the subse­
quent consolidation date. Approxi­
mately 180 calendar days following 
the consolidation dates should be al­
lowed for initial delivery. Requisitions 
shall include a required delivery date
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which reflects anticipated receipt 
under the time schedule.

3. Section 101-26.507-3 is revised as 
follows:
§ 101-26.507-3 Purchase of security equip­

ment from Federal Supply Schedules.
To ensure that a readily available 

source exists to meet unforeseen de­
mands for security equipment, indefi­
nite quantity Federal Supply Schedule 
contracts will remain in effect to satis­
fy urgent requirements which are not 
appropriate for consolidated procure­
ment and do not exceed the maximum 
order limitations. Items of security 
equipment are available through Fed­
eral Supply Schedule, FSC group 71, 
part XI, sections A and B, for agencies 
to order direct from the contractor. 
These sources may also be used by 
Government contractors and subcon­
tractors (at any tier) meeting the re­
quirements of §§ 1-5.902 and 101- 
26.407, as applicable, for purchases 
within the specified maximum order 
limitation.

4. Section 101-26.508-1 is revised as 
follows:
§ 101-26.508-1 Requisitioning data pro­

cessing tape available through Federal 
Supply Schedule contracts.

Federal Supply Schedules, FSC 
group 70, part XI, and FSC group 58, 
part V, section C, include contracts to 
satisfy Government requirements for 
those types of EDP tape and instru­
mentation tape (wide and intermedi­
ate band) which are most widely used. 
Federal agencies located within the 48 
contiguous United States, Washing­
ton, D.C. and Hawaii (applicable to 
EDP tape only for Hawaii) shall pro­
cure these tapes in accordance with 
the provisions of the current schedules 
and this § 101-26.508-1. Orders not ex­
ceeding the maximum order limita­
tions of the Federal Supply Schedules 
and prepared directly by activities lo­
cated outside the geographical areas 
referenced above shall, to the extent 
possible, be consolidated and submit­
ted in FEDSTRIP format to the GSA 
regional office supporting the geo­
graphic area in which the requisition- 
er is located.

5. Section 101-26.508-2 is amended 
to revise paragraphs (a), (b), and (d) as 
follows:
§ 101-26.508-2 Requisitioning data pro­

cessing tape not available from Federal 
Supply Schedule contracts.

(a) Requisitions for types of EDP 
tape and instrumentation tape (wide 
and intermediate band) covered by 
Federal Supply Schedule contracts 
which exceed the maximum order 
limitations of the schedule shall be 
submitted to the GSA regional office 
supporting the geographic area in 
which the requisitioner is located.
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(b) Requisitions for all types of EDP 
tape and instrumentation tape (wide 
and intermediate band) not covered by 
Federal Supply Schedule contracts 
shall be submitted to GSA for pur­
chase action when the dollar value of 
the requisitions exceeds, or is estimat­
ed to exceed, $2,500 for EDP tape and 
$5,000 for instrumentation tape. How­
ever, regardless of the amount in­
volved (including requisitions estimat­
ed to be less than the dollar limita­
tions referenced above), purchase 
action shall not be taken by GSA or 
an agency unless a waiver of the re­
quirement for using items of tape 
available from Federal Supply Sched­
ule contracts has been furnished in ac­
cordance with § 101-26.100-2. Requests 
for waivers shall be submitted to the 
Commissioner, Federal Supply Service 
(F), General Services Administration, 
Washington, D.C. 20406. The requests 
shall fully describe the type of tape re­
quired and state the reasons Federal 
Supply Schedule items will not ade­
quately serve the agency’s needs. GSA 
will notify the requesting agency in 
writing of the action taken on the re­
quests. To reduce leadtime, requisi­
tions may be, submitted in FEDSTRIP 
format with the requests for waivers. 
Requisitions for which a waiver has 
first been obtained shall be submitted 
with a copy of the waiver to the GSA 
regional office supporting the geo­
graphic area in which the requisition- 
er is located. GSA will either arrange 
for procurement of the items or au­
thorize the requesting agency to pro­
cure them.

*  '  *  *  *  *

(d) When an agency submitting a 
purchase request in accordance with 
this §101-26.508-2 has a need for 
scheduled deliveries, minimum or 
maximum order quantities, or other 
special arrangements, GSA will devel­
op specific provisions to accommodate 
the needs. The provisions will be based 
on infortnation furnished by the 
agency concerned and will be included 
in solicitations for offers and resultant 
contracts.

6. Section 101-26.508-3 is revised as 
follows:
§ 101-26.508-3 Consolidation of requisi­

tions.
To the maximum extent feasible, 

agencies shall develop procedures 
which will permit planned consolidat­
ed requisitioning of EDP tape and in­
strumentation tape (wide and interme­
diate band) on an agency wide basis. 
When agency wide consolidation is not 
feasible, consideration shall be given 
to the consolidation of individual req­
uisitions for small quantities at any 
agency level. This will enable the Gov­
ernment to benefit from lower prices
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generally obtainable through large 
volume procurements.

7. Section 101-26.509-1 is revised as 
follows:
§ 101-26.509-1 Requisitioning tabulating 

machine cards available from Federal 
Supply Schedule contracts.

Federal Supply Schedule, FSC group 
75, part VIII, includes contracts for 
tabulating cards applicable to electri­
cal and mechanical contact tabulating 
machines, including aperture cards 
and copy cards. Federal agencies shall 
procure these cards in accordance with 
the provisions of the current schedule. 
Orders not exceeding the maximum 
order limitation of the Federal Supply 
Schedule and prepared directly by ac­
tivities located outside the geographi­
cal delivery areas specified in the 
schedule shall be submitted in FED­
STRIP format to the GSA regional 
office supporting the geographic area 
in which the requisitioner is located.

8. Section 101-26.509-2 is amended 
to revise paragraphs (a) and (b) as fol­
lows:
§ 101-26.509-2 Requisitioning tabulating 

machine cards not available from Fed­
eral Supply Schedule contracts.

(a) Requisitions for tabulating ma­
chine cards covered by Federal Supply 
Schedule contracts which exceed the 
maximum order limitation of the 
schedule shall be forwarded in FED­
STRIP format to the GSA regional 
office supporting the geographic area 
in which the requisitioner is located.

(b) Requisitions for tabulating ma­
chine cards not covered by Federal 
Supply Schedule contracts shall be 
submitted to GSA for purchase action 
if the dollar value of the cards exceeds 
or is estimated to exceed $2,500. How­
ever, regardless of the amount in­
volved (including requisitions estimat­
ed to be $2,500 or less), purchase 
action shall not be taken by GSA or 
an agency unless a waiver of the re­
quirement for the use of tabulating 
cards available from Federal Supply 
Schedule contracts has been furnished 
in accordance with § 101-26.100-2. Re­
quests for waivers shall be submitted 
to the Commissioner, Federal Supply 
Service (F), General Services Adminis­
tration, Washington, D.C. 20406. The 
requests shall fully describe the items 
required and state the reasons the tab­
ulating machine cards covered by the 
Federal Supply Schedule contracts 
will not adequately serve the end-use 
purpose. GSA will notify the request­
ing agency in writing of the action 
taken on the waiver request. To 
reduce leadtime, requisitions may be 
submitted in FEDSTRIP format with 
the requests for waivers. A requisition 
for items for which a waiver has first 
been obtained shall be submitted with 
a copy of the waiver to the GSA re­

gional office supporting the geograph­
ic area in which the requisitioner is lo­
cated. GSA will either arrange for pro­
curement of the items or authorize the 
requesting activity to procure them.

* * * * *

9. Section 101-26.509-3 is revised as 
follows:
§ 101-26.509-3 Consolidation of requisi­

tions.
To the maximum extent feasible, 

agencies shall consolidate their requi­
sitions for tabulating machine cards 
on an agencywide basis. If agencywide 
consolidation is not feasible, considera­
tion shall be given to the consolidation 
of requisitions at any agency level 
when the Government will benefit 
from lower prices through large- 
volume procurement.
(Sec. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)

Dated: July 14,1978.
R obert T. G riffin , 
Acting Administrator 

of General Services.
[FR Doc. 78-20932 Filed 7-27-78; 8:45 am]

[6820-24]
[FPMR Amendment E-227]

PART 101-26— PROCUREMENT 
SOURCES AND PROGRAMS

Procurement of Automobiles
AGENCY: General Services Adminis­
tration.
ACTION: Final rule.
SUMMARY: This regulation changes 
the identification of the various cate­
gories of vehicles available through 
the GSA motor vehicle procurement 
program; includes a reference to the 
GSA Handbook, Discrepancies or Defi­
ciencies jn GSA or DOD Shipments, 
Material, or Billings; prescribes the 
use of GSA Form 6317, Instructions to 
Consignee Receiving New Motor Vehi­
cles Purchased by General Services 
Administration; and includes minor 
editorial and procedural changes. This 
regulation has been developed to 
update the provisions relating to pro­
curement of new motor vehicles.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Mr. John I. Tait, Director, Regula­
tions and Management Control Divi­
sion, Office of the Executive Direc­
tor, Federal Supply Service, General 
Services Administration, Washing­
ton, D.C. 20406, 703-557-1914.
The table of contents for part 101-26 

is amended to revise the following 
entry:
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101-26.501-3 Submission of orders.
Subpart 101-26.5— GSA Procurement 

Programs
1. Section 101-26.500 is revised as 

follows:
§ 101-26.500 Scope and applicability of 

subpart.
(a) This subpart prescribes policies 

and procedures relating to GSA pro­
curement programs other than the 
GSA stock and the Federal supply 
schedule programs. Also excluded are 
the policies and procedures relating to 
the procurement of automatic data 
processing equipment and services set 
forth in part 101-36.

(b) The policies and procedures in 
this subpart 101-26.5 are applicable to 
executive agencies except as otherwise 
specifically indicated. Federal agencies 
other than executive agencies may 
participate in these programs and are 
encouraged to do so.

2. Section 101-26.501 is amended to 
revise the introductory material in 
paragraph (a) and revise paragraph
(b) and subparagraph (d)(2), as fol­
lows:
§ 101-26.501 Purchase of new motor vehi­

cles.
(a) With respect to the procurement 

of new sedans, station wagons, and 
light trucks other than those to be 
used for law enforcement, it shall be 
the policy to procure standard vehicles 
(unless other than standard vehicles 
are specifically required) as follows: 
Sedans, class IA-small, class IB-sub- 
compact, or class II-compact; station 
wagons, class IB-subcompact or class
II-compact vehicles, as described in 
Federal standard No. 122; and light 
trucks as defined in Federal standard 
Nos. 292 and 307. (Federal standard 
Nos. 122, 292, and 307 as used in this 
section mean the latest editions and 
include any interim standard being 
used temporarily as a replacement.) 
Requisitions submitted to GSA for 
motor vehicles shall be in confor­
mance with the requirements of sub­
part 101-38.13.

* * * * *
(b) Requisitions submitted to GSA 

for new passenger vehicles shall con­
tain a certification by the agency head 
or a designee that the acquisition is in 
conformance with Pub. L. 94-163 and 
Executive Order 12003. The certifica­
tion may be placed on the requisition 
or on an appropriate attachment 
thereto. Agency passenger vehicle req­
uisitions omitting this certification 
will not be processed until such certifi­
cation is received. Agencies requiring 
other than standard sedans and sta­
tion wagons shall justify the need for
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these vehicle requirements and retain 
the justification in their files.

* * * * *

(d) * * * (2) Additional systems or 
equipment requested to be purchased 
by GSA will be construed to have been 
determined essential for the effective 
operation of the vehicle involved by 
the agency head or a designee. When 
systems or equipment other than 
those listed in Federal standards are 
requested, these systems or equipment 
shall be considered and treated as de­
viations under § 101-26.501-3(b).

3. Section 101-26.501-1 is amended 
to revise the introductory paragraph 
and paragraph (a) as follows:
§ 101-26.501-1 General.

Except as provided for the Depart­
ment of Defense (DOD) in paragraph
(a) of this section, each executive 
agency shall submit to GSA for pro­
curement its orders for purchase in 
the United States of all new passenger 
motor vehicles (FSC 2310), trucks or 
truck tractors (FSC 2320), trailers 
(FSC 2330) van type (with payload of 
not less than 5,000 nor more than
50.000 pounds), and firetrucks and 
firefighting trailers (FSC 4210). Spe­
cifically included are sedans, station 
wagons, carryalls, ambulances, buses, 
and trucks, including trucks with spe­
cialized mounted equipment, truck 
chassis with special purpose bodies, 
and all van-type trailers (with payload 
of not less than 5,000 nor more than
50.000 pounds).

(a) DOD shall submit to GSA for 
procurement its orders for purchase in 
the United States of all commercial- 
type passenger motor vehicles (FSC 
2310), including buses and trucks (FSC 
2320) up to 10,000 pounds gross vehicle 
weight (GVW) except the following:

C l )  Buses, convertible to ambulances;
(2) Trucks, convertible to ambu-

l f l i i f 'P Q '  o n H

(3) Trucks, 4 x 4 ,  dump, 9,000 GVW 
with cut-down cab.

* * * * *
4. Section 101-26.501-2(a) is revised 

as follows:
§ 101-26.501-2 Consolidated purchase pro­

gram.
(a) To achieve maximum benefits 

and economies, GSA makes monthly 
consolidated procurements of all 
motor vehicle types plus four volume 
procurements each year as follows:

(1) One volume procurement of 
sedan and station wagons of the types 
covered by Federal standard No. 122 
and related specifications for civilian 
agencies and for DOD activities; and

(2) Three volume procurements of 
light trucks of the types covered by 
Federal standard No. 307 for civilian
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agencies and of similar types covered 
by military specifications for DOD ac­
tivities.

* * * * *
5. Section 101-26.501-3 is amended 

to revise the introductory paragraph 
and paragraph (c) as follows:
§ 101-26.501-3 Submission of orders.

Orders for all motor vehicles shall 
be submitted on GSA Form 1781, 
Motor Vehicle Requisiton—Delivery 
Order—Invoice, or DD Form 448, Mili­
tary Interdepartmental Purchase Re­
quest (MIPR), to the_ General Services 
Administration (FY), Washington,
D.C. 20406, and shall contain required 
FEDSTRIP data for mechanized pro­
cessing. The Department of Defense 
shall ensure that appropriate MIL- 
STRIP data are entered on DD Form 
448.

* * * * *
(c) GSA Form 1781, Motor Vehicle 

Requisition—Delivery Order-Invoice 
(illustrated at § 101-26.4902-1781), has 
been specifically designed for agency 
use to expedite ordering of all vehi­
cles. GSA Form 1781 is also used by 
GSA as a purchase order and by the 
consignee as a receiving report. Agen­
cies are requested to use GSA form 
1781 as a single-line-item requisition 
for nonstandard as well as standard 
vehicles. When ordering standard ve­
hicles, the appropriate item number 
for passenger vehicles equipped to 
meet specific operational needs may 
be selected from the applicable table 
in Federal standard No. 122. Addition­
al systems and equipment may be 
added by inserting in the “Standard 
Option(s)” portion of block 9 of the 
form the appropriate code for the se­
lected items from the table in the 
standard. When a vehicle equipped as 
listed in Federal standard No. 122 in­
cludes items which are not required, 
the item number of the standard vehi­
cle representing the minimum wheel­
base required should be selected. All 
additional systems or equipment re­
quired should be identified by insert­
ing in the appropriate portion of block 
9 of GSA form 1781 the applicable 
codes from the table in the standard 
listing the additional systems or equip­
ment. When ordering nonstandard ve­
hicles or options, the instructions on 
the reverse of GSA form 1781 shall be 
followed. Submission of GSA form 
1781, properly completed, will satisfy 
the requirements regarding the sub­
mission of requisitions as set forth in 
paragraph (a) of this section.

* * * * *

6. Section 101-26.501-4 is amended 
to revise paragraph (a) and subpara­
graph (b)(3) as follows:
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§ 101-26.501-4 Procurement time sched­
ules.

(a) Volume consolidated purchases. 
Requisitions covering vehicle types in­
cluded in Federal standard No. 122 or 
Federal standard No. 307 received 
before the consolidation dates shown 
in the time schedule of this paragraph

(b) * * * (3) With respect to catego­
ries (i) and (ii) of § 101-26.501-4(b)(l), 
no assurance can be given as to price 
and time of delivery of vehicles on req­
uisitions received by GSA after the 
15th of April. This is because of the in­
dustry practice of closing out the pro­
duction of the current year’s model 
and retooling for new models. Agen­
cies should bear this in mind when 
programing their requirements. Agen­
cies submitting requisitions for sedans 
and station wagons that cannot be 
placed on contract before the end of 
the fiscal year in which submitted will 
be notified by GSA.

* * * * *

7. Section 101-26.501-6 is amended 
to revise paragraph (b) and add a new 
paragraph (c) as follows:
§ 101-26.501-6 Forms used in connection 

With delivery of vehicles.

* * * * *

(b) Standard Form 368, Quality Defi­
ciency Report (Category II). GSA is 
constantly striving to improve custom­
er service and the quality of motor ve­
hicles for which it contracts. To 
inform contractors of the deficiencies 
noted during the life of the vehicles, 
Standard form 368 shall be prepared 
by the consignee and sent to GSA de­
scribing details of vehicle deficiency 
and action taken for correction. Proce­
dures for documenting and reporting 
quality deficiencies are set forth in the 
GSA Handbook, Discrepancies or Defi­
ciencies in GSA of DOD Shipments, 
Material, or Billings (FPMR 101-26.8). 
Standard form 368 replaced GSA form 
1718, Unsatisfactory Equipment

(a) will be consolidated for volume 
procurement unless there is included a 
statement justifying the need for de­
livery earlier than the delivery times 
indicated in § 101-26.501-4(d). Requisi­
tions containing a statement of justifi­
cation will be handled on a monthly 
basis in accordance with § 101-26.501- 
4(b)(1).

Report, for reporting deficiencies and 
repetitive failures of motor vehicles. 
Agencies are urged to report all defi­
ciencies to GSA irrespective of satis­
factory corrective action taken by the 
manufacturer’s authorized dealer. If 
the dealer refuses to take corrective 
action on any vehicle within its war­
ranty period, the report shall so state 
and include an explanation of the cir­
cumstances. Standard form 368 shall 
also be used to report all noncompli­
ance with specifications or other re­
quirements of the purchase order.

(c) GSA Form 6317, Instructions to 
Consignee Receiving New Motor Vehi­
cles Purchased by General Services Ad­
ministration. This form is furnished 
to each consignee with copies of GSA 
form 1781, Motor Vehicle Requisi­
tion-Delivery Order—Invoice. Person­
nel responsible for receipt and oper­
ation of Government motor vehicles 
should be familiar with the instruc­
tions and information contained in 
GSA form 6317.

8. Section 101-26.501-7 is revised as 
follows:
§ 101-26.501-7 Sale of vehicles.

GSA will not solicit trade-in bids 
when purchasing new motor vehicles 
for replacement purposes under the 
consolidated purchase program be­
cause experience has shown that sup­
pliers (manufacturers) are unwilling to 
accept used vehicles in part payment 
for new ones. Accordingly, used vehi­
cles that are being replaced will be dis­
posed of by sale as set forth in part 
101-46.

Subpart 101-26.49— Illustrations of 
Forms

Section 101-26.4902-1781 is revised 
to illustrate the February 1978 edition

of GSA form 1781, Motor Vehicle Req­
uisition-Delivery Order—Invoice.

Note.—The form illustrated in § 101- 
26.4902-1781 is filed as part of the original 
document and does not appear in the Feder­
al Register.
(Sec. 205(c), 63 Siat. 390; 40 U.S.C. 486(c).) 

Dated: July 14,1978.
R obert T. G riffin , 

Acting Administrator of 
General Services.

[FR Doc. 78-20931 Fifed 7-27-78; 8:45 am]

[6820-24]

[FPMR Temp. Reg. E-52]

APPENDIX—TEMPORARY 
REGULATIONS

Returning Items to GSA for Credit
AGENCY: Federal Supply Service, 
General Services Administration.
ACTION: Temporary regulation.
SUMMARY: This regulation changes 
the minimum line item dollar values 
required for certain stock items to be 
eligible for return to GSA for credit 
and provides revised policy on the 
granting of credit for material re­
turned to GSA with packing or pack­
aging deficiencies. These changes will 
reduce the losses incurred by GSA in 
the repacking and repackaging of 
these materials.
DATES: Effective date: July 28, 1978. 
Expiration date: December 31, 1978. 
Comments due: On or before August
31,1978.
ADDRESS: General Services Adminis­
tration (FAF), Washington, D.C. 
20406.
FOR FURTHER INFORMATION 
CONTACT:

John Tait, Director, Regulations and 
Management Control Division, 703- 
557-1914.

(Sec. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)
In 41 CFR Chapter 101, the follow­

ing temporary regulation is listed in 
the appendix at the end of subchapter
E.

General Services Administration

WASHINGTON, D.C.

Federal Property management 
Regulations Temporary Regulation E-52

To: Heads of Federal agencies.
Subject: Returning items to GSA for credit.

1. Purpose. This temporary regulation 
changes the minimum line item dollar 
values required for certain stock items to be

Time Schedule For Volume Consolidation

Vehicle category Standard sedans and station 
wagons

Standard light trucks 
(4 x 2 )

Sedans, station wagons, and trucks of 
types covered by Federal Standard No. 
122 or Federal Standard No. 307.

End of model year availability to 
Nov. 15.

July 1 to Aug. 15. 
Aug. 16 to Dec. 31. 
Jan. 1 to Apr. 15.

Note.—Requirements not included on the above volume consolidated solicitations or optional increase 
provisions thereto will, upon request of the requisitioning agency, be purchased on a monthly consolidated 
basis where possible. Included in this category are requirements held over from 1 fiscal year to another be­
cause of manufacturer model year changeover.
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eligible for return to GSA for credit and 
provides revised policy on the granting of 
credit for material returned to GSA with 
packing or packaging deficiencies.

2. Effective date. This regulation is effec­
tive upon publication in the Federal Regis­
ter.

3. Expiratioji date. This regulation expires 
December 31, 1978, unless revised or super­
seded sooner.

4. Background, a. The costs incurred in re­
turning items to GSA and placing them in 
stock have increased significantly in the 
past several years. When the line item 
dollar value of items returned is relatively 
low, these costs frequently exceed the value 
of the items returned. This results in a net 
loss to the Government. To reduce these 
losses, it is necessary to eliminate the return 
of items when it is uneconomical for them  
to be returned to stock. This can be accom­
plished by revising FPMR 101-27.502(a) to 
increase the minimum line item dollar 
values required for items to be eligible for 
return to GSA for credit.

b. When material is returned to GSA for 
credit with packing or packaging deficien­
cies which were not the fault of GSA, GSA 
frequently must repack or repackage the 
material before it can be reissued. The costs 
associated with repacking or repackaging 
material can be considerable. These costs 
are presently absorbed by GSA although it 
is appropriate that they be borne by the 
agency returning the material. Accordingly, 
a decision has been made to revise FPMR 
101-27.503-2 to include a provision that will 
allow a reduction in the credit granted for 
material returned to GSA with significant 
packing or packaging deficierifcies. A sam­
pling of the cost involved in correcting these 
deficiencies indicates that a 60 percent 
credit would be sufficient for GSA to recov­
er the costs.

5. Criteria for return of stock items to GSA 
for credit. When an agency determines that 
it has no current or future requirements for 
GSA stock items in that agency’s possession, 
the items may be eligible for return to GSA 
for credit if the dollar value per line item 
(based on the current GSA selling price) is 
at least:

a. $50 for hand tools, FSG 51, and measur­
ing tools, FSG 52;

b. $300 for:
(1) Household furniture, FSC 7105; office 

furniture, FSC 7110; cabinets, lockers, bins, 
and shelving, FSC 7125; and miscellaneous 
furniture and fixtures, FSC 7195;

(2) Cleaning and polishing compounds and 
preparations, FSC 7930; and

(3) Paints, dopes, varnishes, and related 
products, FSC 8010; preservatives and seal­
ing compounds, FSC 8030; and adhesives, 
FSC 8040; and

c. $100 for items in all other Federal 
supply groups and classes except for stand­
ard forms, FSC 7540; and boxes, cartons, 
and crates, FSC 8115, which are not return­
able and shall be considered excess and pro­
cessed in accordance with part 101-43.

6. Credit for stock items returned with de­
ficiencies. a. After acceptance by GSA of 
items with deficiencies which were not the 
fault of GSA, credit will be granted for the 
items at a percentage of the current GSA 
selling price in accordance with the follow­
ing:

(1) Sixty percent for items which involve 
limited expenses or effort to restore to ser­
viceable condition (specifically, a deficiency 
in packing or packaging which restricts the

issue or requires repacking or repackaging) 
(condition code E);

(2) Thirty percent when it is economically 
feasible to repair, overhaul, or recondition 
the items for return to issuable condition 
(condition code F); or

(3) Thirty percent when these items re­
quire additional parts or components to 
complete the end item prior to issue (condi­
tion code G).

b. No credit will be given for material re­
turned to GSA which does not meet the 
above criteria or which was returned to 
GSA without prior approval.

7. Agency comments. Comments concern­
ing the effect or impact of this regulation 
on agency operations or programs should be 
submitted to the General Services Adminis­
tration (FAF), Washington, D.C. 20406, no 
later than August 31,1978, for consideration 
and possible incorporation into a permanent 
regulation.

8. Effect on other directives. This regula­
tion supersedes FPMR 101-27.502(a) and 
101-27.503-2.

R obert T . G r iff in , 
Acting Administrator of 

General Services.
J uly  14, 1978.

[FR Doc. 78-20933 Filed 7-27-78; 8:45 am]

[6820-35]
Title 45— Public Welfare

CHAPTER XVI— LEGAL SERVICES 
CORPORATION

PART 1606— PROCEDURES GOVERN­
ING TERMINATION OF FINANCIAL 
ASSISTANCE AND DENIAL OF RE­
FUNDING

AGENCY: Legal Services Corporation. 
ACTION: Final regulation.
SUMMARY: The Legal Services Cor­
poration issues a final regulation es­
tablishing procedures to insure a fair 
hearing before any application for re­
funding will be denied or financial as­
sistance terminated. This regulation is 
required by the Legal Services Corpo­
ration Act, as amended.
EFFECTIVE DATE: August 28, 1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113
SUPPLEMENTARY INFORMATION: 
Section 1011 of the Legal Services Cor­
poration Act, 42 U.S.C. 2996j, requires 
the Corporation to establish proce­
dures to insure that no application for 
refunding will be denied and financial 
assistance will not be terminated 
unless the recipient has been afforded 
an opportunity for a fair hearing. A 
temporary regulation, published on

April 30, 1976 (41 FR 18081), is now in 
effect. A proposed final regulation was 
published for comment on January 26, 
1977 (42 FR 4864), and a revised ver­
sion was published for comment on 
January 3, 1978 (43 FR 16), following 
final amendment of the Legal Services 
Corporation Act. Full consideration of 
written comments,and extended dis­
cussion with interested persons, pre­
ceded the decision made by the Board 
of Directors of the Corporation on 
July 6, 1978 to adopt the following 
regulation.

There is little functional difference 
between a decision to deny refunding 
and a decision to terminate a recipi­
ent’s grant or contract. Both are seri­
ous actions to be taken only as neces­
sary to achieve the purpose of the Act. 
In the vast majority of cases, the Cor­
poration will seek to ensure that serv­
ice will continue to the community af­
fected without regard -to whether fi­
nancial assistance has been terminated 
or refunding denied. The single differ­
ence between the two types of action 
is the equitable consideration that, 
having made a grant or contract to a 
particular recipient, the Corporation 
should not be permitted to terminate 
on the basis of a rule, regulation, 
guideline, or instruction that did not 
exist at the time financial assistance 
was extended. That principle is re­
flected in section 1606.4 of the regula­
tion.

Section 1606.3, enumerating the 
grounds for denial of refunding, has 
been revised to provide more specifici­
ty than existed in previous drafts. The 
final version is designed to provide a 
satisfactory balance between the need 
for fairness to recipients and the need 
to protect the Corporation’s ability to 
meet its statutory responsiblities and 
to respond to anticipated contingen­
cies.

Section 1606.11, dealing with burden 
of proof, has been revised. The final 
version assigns to the corporation the 
burden of proving any disputed fact 
relied upon as a basis for denying re­
funding. In addition, the “substantial 
basis” language in section 1606.11(b) 
indicates that, even if the Corporation 
proves its case, refunding should not 
be denied for an insubstantial or triv­
ial reason. Consistent with that mean­
ing of section 1606.11(b), section 
1616.13 gives the presiding officer au­
thority to recommend continuation of 
funding if the grounds for denying it— 
though proven—are unreasonable, in­
substantial, or trivial. The same discre­
tion is conferred on the President of 
the Corporation by section 1606.14.

Accordingly, 45 CFR Part 1606 is re­
vised to read as follows:
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PART 1606— PROCEDURES GOVERN­
ING TERMINATION OF FINANCIAL 
ASSISTANCE AND DENIAL OF RE­
FUNDING

Sec.
1606.1 Purpose.
1606.2 Definitions.
1606.3 Grounds for Denial of Refunding.
1606.4 Grounds for Termination.
1606.5 Preliminary Determination.
16.06.6 Informal Conference.
1606.7 Initiation of Proceedings.
1606.8 Presiding Officer.
1606.9 Pre-hearing Conference.
1606.10 Conduct of Hearing.
1606.11 Obligations of the Corporation.
1606.12 Briefs and Argument.
1606.13 Recommended Decisions.
1606.14 Final Decision.
1606.15 Time Extension and Waiver.
1606.16 Right to Counsel.
1606.17 Reimbursement.
1606.18 Interim Funding.
1606.19 Termination Funding.
1606.20 Notice.

Authority: Sec. 1006(b)(1) and (3), 
1007(a)(1), 1007(a)(3), 1007(a)(9), 10Q7(dV 
1008(e), 1011 (42 U.S.C. 2996e(b)(l) and (3), 
2996f(a)(l), 2996f(a)(3), 2996f(a)(9),
2996f(d), 2996g(e), 2996j).

§ 1606.1 Purpose.
By affording a recipient the oppor­

tunity for a timely, full, and fair hear­
ing that will promote informed delib­
eration by the Corporation when 
there is reason to believe a grant or 
contract should be terminated or re­
funding denied, this part seeks to 
avoid unnecessary disruption in the 
delivery of legal assistance to eligible 
clients.
§ 1606.2 Definitions.

(a) “Termination” means a decision 
that financial assistance to a recipient 
will be permanently terminated in 
whole or in part prior to expiration of 
the recipient’s current grant or con­
tract.

(b) “Denial of refunding” means a 
decision that, after expiration of its 
current gran ,̂ or contract, a recipient:

(1) Will not be provided with finan­
cial assistance; or

.(2) Will have its annual level of fi­
nancial support reduced to an extent 
that is not required either by a change 
of law or by a reduction in the Corpo­
ration’s appropriation that is appor­
tioned among all recipients of the 
same class in proportion to their cur­
rent level of funding, and is either 
more than 10 percent or more than 
$20,000 below the recipient’s annual 
level of financial assistance under its 
current grant or contract; or

(3) Will be provided with financial 
assistance subject to a new condition 
or restriction that is not generally ap­
plicable to all recipients of the same 
class, and that would significantly 
reduce the ability of a recipient to 
maintain the quality and quantity of
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its current legal assistance to eligible 
clients.

(c) “Director of a recipient” means 
the person who has overall day-to-day 
responsibility for management of op­
erations by the recipient.

(d) “Presiding Officer” means the 
person appointed by the President to 
recommend a decision that a grant or 
contract should be continued or termi­
nated, or that refunding should be 
granted or denied.
§ 1606.3 Grounds for denial or refunding.

Refunding may be denied when (a) 
Denial is required by, or will imple­
ment, a provision of law, a Corpora­
tion rule, regulation, guideline, or in­
struction that is generally applicable 
to all recipients of the same class, or a 
funding policy, standard,' or criterion 
approved by the Board; or

(b) There has been substantial fail­
ure by a recipient to comply with a 
provision of law, or a rule, regulation, 
or guideline issued by the Corporation, 
or a term or condition of a current or 
prior grant from or contract with the 
Corporation. In the absence of unusu­
al circumstances, refunding shall not 
be denied for this cause unless the 
Corporation has given the recipient 
notice of such failure and an opportu­
nity to take effective corrective action; 
or

(c) There had been substantial fail­
ure by a recipient to use its resources 
to provide economical and effective 
legal assistance of high quality as 
measured by generally accepted pro­
fessional standards, the provisions of 
the act, or a rule, regulation or guide­
line issued by the Corporation. In the 
absence of unusual circumstances, re­
funding shall not be denied for this 
cause unless the Corporation has 
given the recipient notice of such fail­
ure and an opportunity to take effec­
tive corrective action.
§ 1606.4 Grounds for termination.

A grant or contract may be termi­
nated on any of the grounds and 
under the circumstances stated in 
§ 1606.3, except that termination shall 
not be based on a Corporation rule, 
regulation, guideline, or instruction 
that was not in effect when the cur­
rent grant was made or when the cur­
rent contract was entered into.
§ 1606.5 Preliminary determination.

(a) When there is reason to believe 
that a grant or contract should be ter­
minated or that refunding should be 
denied, the Corporation shall serve a 
written preliminary determination 
upon the receipient, which shall state 
the grounds for the proposed action, 
and shall identify, with reasonable 
specificity, any facts or documents 
relied upon as justification for that 
action.

(b) The preliminary determination 
shall advise the recipient that it may, 
within 10 days of receipt of the pre­
liminary determination, make written 
request for

(1 ) a hearing under this part, or
(2) an informal conference under 

§ 1606.6 of this part, with a subsequent 
right as there provided to request a 
hearing.

(c) The preliminary determination 
shall also advise the recipient of its 
right to receive interim, and to request 
termination, funding, under § 1606.18 
or § 1606.19 of this part.

(d) If the recipient advises the Cor­
poration that it will not request 
review, or if it fails to request review 
within the time prescribed in 
§ 1606.5(b) or § 1606.6, the preliminary 
determination shall become final.
§ 1606.6 Informal conference.

On timely request by the recipient, 
the Corporation employee who made 
the preliminary determination shall 
promptly conduct an informal confer­
ence with the recipient at a time and 
place designated by the employee. The 
parties thereto shall exchange views, 
seek to narrow the issues, and explore 
the possibilities of settlement or com­
promise. At the conclusion of the con­
ference, which may be adjoiimed for 
deliberation or consultation, the Cor­
poration ehiployee may, in writing, 
modify, withdraw, or affirm the pre­
liminary determination. The recipient 
may, within 5 days thereafter, make 
written request for a hearing under 
§ 1606.9 through § 1606.15 of this part.
§ 1606.7 Initiation of proceedings.

Within 10 days after receipt of a re­
quest for a hearing made under 
§ 1606.5(b) or § 1606.6, the Corporation 
shall notify a recipient in writing of

(a) The namie of the presiding offi­
cer, and of the attorney who will rep­
resent the Corporation;

(b) The date, time and place sched­
uled for a prehearing conference, if 
any should be requested or ordered; 
and

(c) The date, time and place sched­
uled for the hearing.
§ 1606.8 Presiding officer.

(a) The presiding officer shall be ap­
pointed by the President, and shall be 
a person who is familiar with legal ser­
vices and supportive of the purposes of 
the Act, who is independent, and who 
is not an employee of the Corporation.

(b) Within 5 days of receipt of the 
notice required under § 1606.7, the re­
cipient shall notify the Corporation if 
it objects to the presiding officer on 
the grounds that the person does not 
satisfy the criteria stated in 
§ 1606.8(a), or is personally biased. The 
notice shall state the specific facts and 
documents that the recipient contends
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support its objection, and, if a pre- 
hearing conference has not been 
scheduled, shall request a pre-hearing 
conference for the purpose of present­
ing the objection. At the pre-hearing 
conference, the recipient and the Cor­
poration may question the presiding 
officer for a reasonable period of time 
on matters relevant to the recipient’s 
objection.

(c) The recipient shall, within 5 days 
following the pre-hearing conference, 
notify the Corporation of any further 
facts that it contends support its ob­
jections. The President shall, within 
10 days following the pre-hearing con­
ference, either sustain the objection 
and appoint a new hearing officer or 
overrule the objection.

(d) No objection to the appointment 
of a presiding officer may be made 
unless presented in the manner speci­
fied by this section.
§ 1606.9 Pre-hearing conference.

(a) A pre-hearing conference may be 
ordered by the presiding officer, and 
shall be ordered if requested by either 
the recipient or the Corporation. The 
matters to be considered at the confer­
ence shall include:

(1) Proposals to define and narrow 
the issues;

(2) Efforts to stipulate the facts, in 
whole or in part;

(3) The probable .number, identity, 
and order of presentation of exhibits 
and witnesses;

(4) On the agreement of the parties, 
the possibility of presenting the case 
on written submission or oral argu­
ment;

(5) The desirability of advance sub­
mission of some or all of the direct tes­
timony in writing;

(6) Any necessary variation in the 
date, time and place of the hearing;

(7) Discussion of settlement; and
(8) Such other matters as may be ap­

propriate.
(b) In advance of the pre-hearing 

conference, the presiding officer may 
require a party to submit a written 
statement discussing any matter de­
scribed in subparagraph (a). After the 
pre-hearing conference, the presiding 
officer may establish the procedures, 
consistent with this part, to be fol­
lowed at the hearing.

(c) The presiding officer may, at the 
pre-hearing conference or at any sub­
sequent appropriate time prior to com­
pletion of the hearing, require the 
Corporation or the recipient, on suffi­
cient notice, to produce a relevant doc­
ument in its possession, to make a 
report not unduly burdensome to pre­
pare, or^tp produce a person in its 
employ to testify, if any might offer a 
relevant and substantial addition to 
the accuracy or completeness of the 
record. With the consent of the presid-
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ing officer, a party may make a writ­
ten submission before the hearing.
§ 1606.10 Conduct of hearing.

(a) The hearing shall be scheduled 
to commence at the earliest appropri­
ate date, ordinarily not later than 45 
days after the notice required by 
§ 1606.7, and, whenever practical, shall 
be held at a place convenient to the re­
cipient and the community it serves. A 
hearing affecting more than one com­
munity or recipient shall be held in a 
single centrally located place unless 
the presiding officer determines that 
an additional hearing place is re­
quired.

(b) The presiding officer shall pre­
side, conduct a full and fair hearing, 
avoid delay, maintain order, and 
insure that a record sufficient for full 
disclosure of the facts and issues is 
made. The hearing shall be open to 
the public unless, for good cause and 
in the interests of justice, the presid­
ing officer shall determine otherwise.

(c) The presiding officer may allow 
any interested person or organization 
to participate in the hearing if such 
participation will not broaden the 
issues unduly or cause delay, and will 
aid in proper determination of the 
issues.

(1 )  A person or organization wishing 
to participate in a hearing shall re­
quest permission from the presiding 
officer, stating the reason for the re­
quest, and the nature of the evidence 
or argument to be offered; and shall 
notify the Corporation and the recipi­
ent of its request.

(2) The presiding officer shall notify 
the Corporation, the recipient, and 
the person or organization requesting 
participation whether the request has 
been granted, and in case of denial 
shall include a brief statement of the 
reasons therefor.

(3) The presiding officer may limit 
the scope or form of participation au­
thorized under this paragraph.

(d) The Corporation and the recipi­
ent each may present its case by oral 
or documentary evidence, conduct ex­
amination and cross-examination of 
witnesses, examine any document sub­
mitted by another party, and submit 
rebuttal evidence.

(e) If a party fails, without good 
cause, to produce a person or docu­
ment required under § 1606.9(c), the 
presiding officer may make an adverse 
finding on the fact or issue with re­
spect to which production was re­
quired.

(f) Technical rules of evidence shall 
not apply. The presiding officer shall 
make any procedural or evidentiary 
ruling that may help to insure full dis­
closure of the facts, to maintain order, 
or to avoid delay. Irrelevant, immateri­
al, repetitious or unduly prejudicial 
matter may be excluded.
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(g) Official notice may be taken of 
published policies, rules, regulations, 
guidelines, and instructions of the 
Corporation, of any matter of which 
judicial notice may be taken in a Fed­
eral court, or of any other matter 
whose existence, authenticity, or accu­
racy is not open to serious question.

(h) A stenographic or electronic 
sound record, or a summary of the 
hearing shall be made in a manner de­
termined by the presiding officer, and 
a copy shall be made available to a 
party upon payment of its cost.
§ 1606.11 Burden of proof.

At a hearing under §1606.10:
(a) The Corporation shall have the 

obligation of proving, by a preponder­
ance of the evidence, the existence of 
any disputed fact relied upon as justi­
fication for termination or denial of 
refunding; and

(b) On all other issues, the Corpora­
tion shall have the obligation of estab­
lishing a substantial basis for termi­
nating the grant or contract or deny­
ing refunding.
§ 1606.12 Briefs and argument.

(a) Within 10 days after the close of 
the hearing, each party may, and, 
upon request of the presiding officer, 
shall, submit to the presiding officer, 
with service upon all other parties, 
proposed findings of fact and argu­
ment on matters of law or policy.

(b) The presiding officer may direct 
or permit oral argument at the close 
of the hearing or after submission of 
briefs.
§ 1606.13 Recommended decision.

(a) As soon as practicable after the 
hearing, and normally within 20 days 
after its conclusion, the presiding offi­
cer shall issue a written recommended 
decision.

(1) Continuing the recipient’s cur­
rent grant or contract, or granting re­
funding subject to any modification or 
condition that may be deemed neces­
sary on the basis of information ad­
duced at the hearing; or

(2) Terminating financial assistance 
to the recipient as of a particular date, 
or denying refunding.

(b) The recommended decision shall 
contain findings of the significant and 
relevant facts and shall state the rea­
sons for the decision. Findings of fact 
shall be based solely on the evidence 
adduced at the hearing or on matters 
of which official notice was taken.
§ 1606.14 Final decision.

(a) If neither the Corporation nor 
the recipient requests review by the 
President, a recommended decision 
shall become final 10 days after re­
ceipt by a recipient.

(b) The recipient or the Corporation 
may seek review by the President of a
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recommended decision. A request shall 
be made in writing within 10 days 
after receipt by the party of the rec­
ommended decision, and shall state in 
detail the reasons for seeking review.

(c) As soon as practicable after re­
ceipt of a request for review of a rec­
ommended decision, and normally 
within 30 days, the President shall 
adopt, modify, or reverse the recom­
mended decision, or direct further con­
sideration of the matter. In the event 
of modification or reversal, the Presi­
dent’s decision shall conform to the re­
quirements of section 1606.13(b).

(d) A decision by the President shall 
become final upon receipt by a recipi­
ent.
§ 1606.15 Time and extension and waiver.

(a) Any period of time provided in 
these rules may, upon good cause 
shown and determined, be extended:

(1) By the person making the pre­
liminary determination, prior to the 
time the presiding officer is designat­
ed;

(2) By the presiding officer, prior to 
the issuance of a recommended deci­
sion; or

(3) By the President at any time.
(b) Requests for extensions of time 

shall be considered in light of the 
overall objective that the procedures 
prescribed by this part ordinarily shall 
be concluded within 90 days of the 
preliminary determination.

(c) Any other provision of these 
rules may be waived or modified:

(1) By the presiding officer with the 
assent of the recipient and of counsel 
for the Corporation; or

(2) By the President upon good 
cause shown and determined.
§ 1606.16 Right to counsel.

At a hearing under section 1606.10, 
the Corporation and the recipient 
each shall be entitled to be represent­
ed by counsel, or by another person. 
The attorney designated may be an 
employee, or may be outside counsel 
retained for the purpose. Unless prior 
written approval is received from the 
Corporation, the fee paid to outside 
counsel shall not exceed the hourly 
equivalent of the rate of level V of the 
executive schedule specified in section 
5316 of title 5, United States Code.
§ 1606.17 Reimbursement.

If the recipient’s grant or contract is 
continued or refunding is granted 
after a preliminary determination has 
been issued under section 1606.5, a re­
cipient shall receive reimbursement by 
the Corporation, to the extent it has 
prevailed, for reasonable and actual 
expenses that were required in connec­
tion with proceedings under this part.
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§ 1606.13 Interim funding. ,
Failure by the Corporation to meet a 

time requirement of this part shall not 
entitle a recipient to continuation of 
its grant or contract or to refunding. 
Pending a final determination under 
this part, the Corporation shall pro­
vide the recipient with interim fund­
ing necessary to maintain its current 
level of legal assistance activities 
under the act.
§ 1606.19 Termination funding, v 

After a final determination to termi­
nate a recipient’s grant or contract or 
to deny refunding, and without regard 
to whether a hearing has occurred, 
the Corporation may authorize tempo­
rary funding if necessary to enable a 
recipient to close or transfer current 
matters in a manner consistent with 
the recipient’s professional responsi­
bility to its present clients.
§ 1606.20 Notice.

A notice required to be sent to a re­
cipient under this part shall be sent to 
the director of the recipient, and may 
be sent to the chairperson of its gov­
erning body.

Alice Daniel, 
General Counsel, 

Legal Services Corporation. 
[FR Doc. 78-21010 Filed 7-27-78; 8:45 ami

[6820-35]
PART 1607— GOVERNING BODIES

Amendments to the Regulations 
AGENCY: Legal Services Corporation. 
ACTION: Final regulation.
SUMMARY: These regulations re­
quire that at least one-third of the 
members of a recipient’s governing 
board be eligible clients. These amend­
ments implement the new statutory 
requirement in the Legal Services Cor­
poration Act Amendments of 1977. Al­
though the statute provides only that 
eligible clients on a program board 
may be representatives of their com­
munities, the regulation makes that 
requirement mandatory. The new reg­
ulations attempt to insure that pro­
grams will be accountable to the com­
munities they serve.
DATE: Effective date: August 28, 1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION: 
Section 11 of the Legal Services Cor­
poration Act Amendments of 1977, 
Pub. L. 95-222, amended section

1007(c) of the act to require that at 
least one-third of a recipient’s govern­
ing body consist of “persons who are, 
when selected, eligible clients who 
may also be representatives of associ­
ations or organizations of eligible cli­
ents.” The effective date of this provi­
sion was delayed until July 1, 1978, “to 
afford local boards time, if needed to 
comply * * Sen. Rep. No. 95-172, 
95th Cong., 1st sess. (1977), at 8. These 
amendments to part 1607 implement 
the new statutory requirement. The 
Amendment follows the approach of 
the current regulation by requiring 
that most members of a program 
board be selected by appropriate asso­
ciations or groups. That requirement 
is at the heart of the Corporation’s at­
tempt to insure that programs will be 
accountable to the communities that 
they serve. Although the statute pro­
vides only that eligible clients on a 
program board may be representatives 
of their communities, the regulation 
makes that requirement mandatory.

The regulation contains a new sec­
tion 1607.7, concerning compliance 
with the board composition require­
ments. Immediate- compliance is re­
quired, but recipients may apply for 
an extension of time in which to 
comply with the new statutory lan­
guage. This approach should help to 
avoid disruption of programs that 
have recently restructured their 
boards to comply with the current reg­
ulation or for which immediate com­
pliance would otherwise be unduly 
burdensome. Given the importance of 
the issue, however, extensions should 
not be granted lightly, and all recipi­
ents must be in compliance by July 1,
1979.

The regulation was published for 
comment on May 22, 1978 (43 FR 
21904). All comments received were 
considered by the Regulations Com­
mittee of the Corporation at its meet­
ing on July 5, 1978.

Following is the complete regula­
tion, as amended. The comment that 
appeared in the June 23, 1976 (41 FR 
25901), final publication of part 1607 
remains in effect.

Accordingly, 45 CFR Part 1607 is re­
vised to read as follows:

Sec.
1607.1 Purpose.
1607.2 Definition.
1607.3 Composition.
1607.4 Functions of a governing body.
1607.5 Waiver.
1607.6 Compensation.
1607.7 Compliance.

A uthority: Sec. 1007(c); 42 U.S.C.
2996f(c).

§ 1607.1 Purpose.
This part is designed to insure that 

the governing body of a recipient will 
be well qualified to guide a recipient in 
its efforts to provide high-quality legal
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assistance to those who otherwise 
would be unable to obtain adequate 
legal counsel, and to insure that the 
recipient is accountable to its clients.
§ 1607.2 Definition.

“Eligible client,” as used in this part, 
means a person eligible to receive legal 
assistance under the act, without 
regard to whether the person is receiv­
ing assistance at the time of selection 
for membership on a governing body.
§ 1607.3 Composition.

(a) A recipient shall be incorporated 
in a State in which it provides legal as­
sistance, and shall have a governing 
body that reasonably reflects the in­
terests and characteristics of the eligi­
ble clients in the area served.

(b) At least sixty (60) percent of a 
governing body shall be attorneys ad­
mitted to practice in a State in which 
a recipient is to provide legal assist­
ance, who are supportive of the pur­
poses of the act and have interest in, 
and knowledge of, the delivery of qual­
ity legal services to the poor.

(c) The attorney shall be selected 
from, or designated by, appropriate 
Bar Associations and other groups, in­
cluding, but not limited to, law 
schools, civil rights or antipoverty or­
ganizations, and organizations of eligi­
ble clients.

(d) At least one-third of a governing 
body shall be, when selected, eligible 
clients.

(e) The members who are eligible cli­
ents shall be selected from, or desig­
nated by, a variety of appropriate 
groups including, but not limited to, 
client and neighborhood associations 
and organizations,

(f) The remaining members of a gov­
erning body, whatever the method of 
selection, shall be individuals interest­
ed in and supportive of legal services 
to the poor.

(g) No category of governing board 
membership shall be dominated by 
persons serving as the representatives 
of a single association, group, or orga­
nization.

(h) Members of a governing body 
may be selected by appointment, elec­
tion, or other means. The method of 
selection and composition shall be sub­
ject to approval by the Corporation.
§ 1607.4 Functions of a governing body.

(a) A governing body shall have at 
least four meetings a year. Timely and 
effective prior public notice of all 
meetings shall be given, and all meet­
ings shall be public except for those 
concerned with matters properly dis­
cussed in executive session.

(b) A governing body shall establish 
and enforce broad policies governing 
the operation of a recipient, but shall 
not interfere with any attorney’s pro­
fessional responsibilities to clients.
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§ 1607.5 Waiver.
(a) Upon application, the President 

shall waive the requirements of this 
part to permit a recipient that was 
funded under section 222(a)(3) of the 
Economic Opportunity Act of 1964 
and, on July 25, 1974, had a majority 
of persons who were not attorneys on 
its governing body, to continue such 
nonattomey majority.

(b) The President may waive the re­
quirements of this part upon applica­
tion of a recipient that demonstrates 
that it cannot comply with them be­
cause of:

(1) The nature of the population or 
area served; or

(2) Special circumstances, including, 
but not limited to, conflicting require­
ments of the recipient’s major funding 
source.

(c) A recipient seeking a waiver shall 
demonstrate that it has made diligent 
efforts to comply with the require­
ments of this part.
§ 1607.6 Compensation.

While serving on the governing body 
of a recipient, no member shall receive 
compensation from the recipient, but 
a member may receive payment for 
normal travel and other out-of-pocket 
expenses required for fulfillment of 
the obligations of membership.
§ 1607.7 Compliance.

(a) A recipient whose current gov­
erning body does not satisfy the re­
quirements of this part shall submit a 
plan for achieving compliance to the 
relevant Regional Director immediate­
ly.

(b) The President may, upon appli­
cation, extend the time in which a re­
cipient must comply with the require­
ments of section 1607.3 (d) and (e). 
The application shall state:

(1) The current composition of the 
recipient’s governing body, and the 
date upon which the composition was 
achieved;

(2) The date upon which the term of 
each current member of the recipi­
ent’s govemin body will expire;

(3) The recipient’s plan for comply­
ing with the requirements of section 
1607.3 (d) and (e) with all possible 
speed; and,

(4) The reasons why complying im­
mediately would be unduly burden­
some to the recipient.

(c) An application for an extension 
of time under subsection (b) must be 
received by the Corporation no later 
than 30 days after the effective date 
of the regulation. A copy of the appli­
cation shall also be sent to the Nation­
al Clients Council, which shall trans­
mit its comments on the application, if 
any, to the Corporation. An extension 
may be granted for no more than 6 
months, and no more than two exten­
sions may be granted to any recipient.
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In no event may the time for compli­
ance be extended beyond July 1, 1979.

Alice Daniel, 
General Counsel, 

Legal Services Corporation. 
[FR Doc. 78-21017 Filed 7-27-78; 8:45 am]

[6820-35]
PART 1608— PROHIBITED POLITICAL 

ACTIVITIES

Amendments to the Regulations 
AGENCY: Legal Services Corporation. 
ACTION: Final regulation.
SUMMARY: Section 7(a) of the Legal 
Services Corporation Act Amendments 
of 1977, Pub. L. 95-222, applies the 
current provisions of the Hatch Act, 
relating to the political activities of 
State and local employees, to staff at­
torneys, as well as Corporation em­
ployees. Other, more restrictive, provi­
sions of the LSC Act, affecting the po­
litical activities of staff attorneys on 
their own time, were repealed. The re­
visions of part 1608 reflect these 
changes.
EFFECTIVE DATE: August 28,1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION: 
The amendment to this regulation was 
published for comment on March 17, 
1978 (43 FR 11241). Following is the 
complete regulation, as amended. The 
Comment on this regulation that ap­
peared in the June 23, 1976 (41 FR 
25900) final publication of part 1608 
remains in effect.

Accordingly, 45 CFR part 1608 is re­
vised to read as follows:
PART 1608— PROHIBITED POLITICAL 

ACTIVITIES
Sec. .
1608.1 Purpose.
1608.2 Definition.
1608.3 Prohibitions applicable to the Cor­

poration and to recipients.
1608.4 Prohibitions applicable to all em­

ployees.
1608.5 Prohibitions applicable to Corpora­

tion employees and staff attorneys.
1608.6 Prohibitions applicable to attorneys 

and to staff attorneys.
1608.7 Attorney-client relationship.
1608.8 Enforcement.

Authority.—Secs. 1001(5), 1005(b)(2),
1006(b)(3), 1006(b)(5)(B), 1006(d)(3), 1006
(d)(4), 1006(e)(1), 1006(e)(2), 1007(a)(6),
1007(b)(2); 42 U.S.C. 2996(5), 2996d(b)(2), 
2996e(b)(3), 2996e(b)(5)(B), 2996e(d)(3), 
2996e(d)(4), 2996e(e)(l), 2996e(e)(2),
2996f(a)(6), 2996(b)(2).

FEDERAL REGISTER, VO L . 43 , N O . 146— FRIDAY, JULY 28 , 1978



32774

§ 1608.1 Purpose.
This part is designed to insure that 

the Corporation’s resources will be 
used to provide high quality legal as­
sistance and not to support or promote 
political activities or interests. The 
part should be construed and applied 
so as to further this purpose without 
infringing upon the constitutional 
rights of employees or the profession­
al responsibilities of attorneys to their 
clients.
§ 1608.2 Definition.

“Legal assistance activities,” as used 
in this part, means any activity.

(a) Carried out during an employee’s 
working hours;

(b) Using resources provided by the 
Corporation or by a recipient; or

(c) That, in fact, provides legal 
advice, or representation to an eligible 
client.
§ 1608.3 Prohibitions applicable to the 

Corporation and to recipients. '
(a) Neither the Corporation nor any 

recipient shall use any political test or 
qualification in making any decision, 
taking any action, or performing any 
function under the act.

(b) Neither the Corporation nor any 
recipient shall contribute or make 
available Corporation funds, or any 
personnel or equipment

(1) To any political party or associ­
ation;

(2) To the campaign of any candi­
date for public or party office; or

(3) For use in advocating or opposing 
any ballot measure, initiative, or refer­
endum.
§ 1608.4 Prohibitions applicable to all em­

ployees.
(a) No employee shall ifitentionally 

identify the Corporation or a recipient 
with any partisian or nonpartisan po­
litical activity, or with the campaign 
of any candidate for public or party 
office.

(b) No employee shall use any Cor­
poration funds for activities prohibit­
ed to attorneys under section 1608.6; 
nor shall an employee intentionally 
identify or encourage others to identi­
fy the Corporation or a recipient with 
such activities.
§ 1608.5 Prohibitions applicable to Corpo­

ration employees and to staff attor­
neys.

While employed under the act, no 
Corporation employee and no staff at­
torney shall, at any time,

(a) Use official authority or influ­
ence for the purpose of interfering 
with or affecting the result of an elec­
tion or nomination for office, whether 
partisan of nonpartisan;

(b) Directly or indirectly coerce, at­
tempt to coerce, command or advise an 
employee of the Corporation or of any
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recipient "to pay, lend, or contribute 
anything of value to a political party, 
or committee, organization, agency or 
person for political purposes; or

(c) Be a candidate for partisan elec­
tive public office.
§ 1608.6 Prohibitions applicable to attor­

neys and to staff attorneys.
While engaged in legal assistance ac­

tivities supported under the act, no at­
torney shall engage in

(1) Any political activity,
(2) Any activity to provide voters 

with transportation to the polls, or to 
provide similar assistance in connec­
tion with an election, or

(3) Any voter registration activity.
§ 1608.7 Attomey-elient relationship.

Nothing in this Part is intended to 
prohibit an attorney or staff attorney 
from providing any form of legal as­
sistance to an eligible client, or to in­
terfere with the fulfillment of any at­
torney’s professional responsibilities 
to a client.
§1608.8 Enforcement.

This part shall be enforced accord­
ing to the procedures set forth in 
§ 1612.5.

Alice Daniel, 
General Counsel, 

Legal Services Corporation. 
[FR Doc. 78-21011 Filed 7-27-78; 8:45 am]

[6820-35]
PART 1612— RESTRICTIONS ON 

CERTAIN ACTIVITIES

Amendments to the Regulations 
AGENCY; Legal Services Corporation. 
ACTION: Final regulation.
SUMMARY: The current regulations 
restrict the availability of Corporation 
funds which are used to influence leg­
islation. This rule clarifies and revises 
these restrictions. One of the effects 
of the new regulations is to restrict 
the use of Corporation funds for activ­
ities designed to influence the out­
come of State proposals by initiative 
petition. The rule is being adopted to 
reflect new language in the Legal Ser­
vices Corporation Act Amendments of
1977. In addition, the regulations are 
revised to reflect the Corporation’s 
new procedures governing suspension 
and termination proceedings. Thus, it 
is no longer necessary to rely on OEO 
regulations for enforcement of certain 
of the Corporation’s regulations.
DATES: Effective date: August 28,
1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005

FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION: 
Section 9(c) of the Legal Services Cor­
poration Act Amendments of 1977, 
Pub. L. 95-222, expanded the restric­
tion in section 1007(a)(5) of the Act re­
garding legislative representation to 
include activities designed to influence 
the outcome of State proposals by ini­
tiative petition, expanded the excep­
tions to the prohibition to include lob­
bying regarding measures directly af­
fecting the activities of the recipient 
or the Corporation, and clarified the 
restriction on soliciting clients for pur­
poses of legislative representation to 
include only activities that violate the 
Code of Professional Responsibility. 
Section 1612.4(a) of the regulations 
has been revised to include the new 
language. In addition, section 1612.5(a) 
has been revised to reflect the fact 
that the Corporation has prescribed 
procedures governing suspension and 
termination proceedings. Thus, it is no 
longer necessary to rely on OEO regu­
lations for enforcement of part 1612.

It bears emphasis that the new ex­
ception for matters “directly affect­
ing” a recipient does not permit lobby 
on poor people’s issues generally. To 
the contrary, an amendment in the 
House bill that would have permitted 
such lobbying was dropped in confer­
ence. The exception extends only to 
appropriations or other measures di­
rected to the Corporation, or the re­
cipient or its employees, as opposed to 
eligible clients. See Conf. Rep. 95-825, 
95th Cong., 1st Sess. (1977), at 13.

The amendment to this regulation 
was published for comment on March 
17, 1978 (43 FR11241). Following is the 
complete regulation, as amended. The 
comment that appeared in the May 5, 
1976 final publication of part 1612 re­
mains in effect (41 FR 18514).

Accordingly, 45 CFR Part 1612 is re­
vised to read as follows:
Sec.
1612.1 Definition.
1612.2 Public demonstrations and other ac­

tivities.
1612.3 Attorney-client relationship.
1612.4 Legislative and administrative rep­

resentation.
1612.5 -Enforcement.

Authority: Secs. 1006(b)(5), 1007(a)(5), 
1011, 1008(e), Public Law 93-355, 88 Stat. 
378 (42 U.S.C. 2996e(b)(5), 2996f(a)(5),
2996j, 2996g(e)).

§ 1612.1 Definition.
“Legal assistance activities,” as used 

in this part, means any activity
(a) Carried out during an employee’s 

working hours;
(b) Using resources provided by the 

Corporation or by a recipient; or
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(c) That, in fact, provides legal 

advice, or representation to an eligible 
client.
§ 1612.2 Public demonstrations and other 

activities.
(a) While carrying out legal assist­

ance activities under the Act no em­
ployee shall

(1) Knowingly participate in any 
public demonstration, picketing, boy­
cott, or strike, except as permitted by 
law in connection with the employee’s 
own employment situation; or

(2) Intentionally exhort, direct, or 
coerce others to engage in such activi­
ties, or otherwise usurp or invade the 
rightful authority of a client to deter­
mine what course of action to follow.

(b) While employed under the Act, 
no employee shall, at any time,

j(l) Knowingly participate in any
(1) Rioting or civil disturbance;
(ii) Activity in violation of an out­

standing injunction of any court of 
competent jurisdiction; or

(iii) Any other illegal activity that is 
inconsistent with an employee’s re­
sponsibilities under the Act, Corpora­
tion regulations, or the Code of Pro­
fessional Responsibility; or

(2) Intentionally exhort, direct, or 
coerce others to engage in such activi­
ties, or otherwise usurp or invade the 
rightful authority of a client to deter­
mine what course of action to follow.
§ 1612.3 Attorney-client relationship.

Nothing in this part shall prohibit 
an attorney from

(a) Informing and advising a client 
about legal alternatives to litigation or 
the lawful conduct thereof;

(b) Attending a public demonstra­
tion, picketing, boycott, or strike for 
the purpose of providing legal assist­
ance to a client; or

(c) Fulfilling the professional re­
sponsibilities of an attorney to a 
client.
§ 1612.4 Legislative and administrative 

representation.
(a) No funds made available to a re­

cipient by the Corporation shall be 
used, directly or indirectly, to support 
activities intended to influence the is­
suance, amendment, or revocation of 
any executive or administrative order 
or regulation of a Federal, State or 
local agency, or to influence the pas­
sage or defeat of any legislation by the 
Congress of the United States or by 
any State or local legislative body or 
State proposals by initiative petition.

(1) An employee may engage in such 
activities in response to a request from 
a govenmental agency or a legislative 
body, committee, or member made to 
the employee or to a recipient; and

(2) An employee may engage in such 
activities on behalf of an eligible client 
of a recipient, if the client may be af­

fected by a particular legislative or ad­
ministrative measure but no employee 
shall solicit a client in violation of pro­
fessional responsibilities for the pur­
pose of making such representation 
possible; and,

(3) An employee may engage in such 
activities if a governmental agency, 
legislative body, committee, or 
member thereof is considering a meas­
ure directly affecting the activities 
under the Act of the recipient or the 
Corporation.

(b) Nothing in this section is intend­
ed to prohibit an employee from

(1) Communicating with a govern­
mental agency for the purpose of ob­
taining information, clarification, or 
interpretation of the agency’s rules, 
regulations, practices, or policies; or

(2) Informing a client about a new or 
proposed statute, executive order, or 
administrative regulation; or

(3) Communicating with the Corpo­
ration for any purpose.
§ 1612.5 Enforcement.

(a) The Corporation shall have au­
thority in accordance with the proce­
dures set forth in part 1606 and part 
1623 of these regulations;

(1) To suspend or terminate the em­
ployment of an employee of the Cor­
poration who violates the provisions of 
this part; and

(2) To suspend or terminate finan­
cial assistance to a recipient who fails 
to insure that its employees refrain 
from activities prescribed by the Act 
or by this part.

(b) A recipient shall
(1) Advise employees about their re­

sponsibilities under this part; and
(2) Establish procedures, consistent 

with the notice and hearing require­
ments of section 1011, of the Act, for 
determining whether an employee has 
violated a provision of this part; and 
shall establish a policy for determin­
ing the appropriate sanction to be im­
posed for a violation, including

(i) Administrative reprimand if a vio­
lation is found to be minor and unin­
tentional, or otherwise affected by 
mitigating circumstances;

(ii) Suspension and termination of 
employment; and

(iii) Other sanctions appropriate for 
the enforcement of this regulation; 
and

(3) Consult the General Counsel of 
the Corporation before suspending or 
terminating the employment of any 
person for violation of this part.

A lice D aniel, 
General Counsel, 

Legal Services Corporation.
[FR Doc. 78-21018 Filed 7-27-78; 8:45 am]

[6820-35]

PART 1613— RESTRICTIONS ON 
LEGAL ASSISTANCE WITH RESPECT 
TO CRIMINAL PROCEEDINGS

Amendments to the Regulations 
AGENCY: Legal Services Corporation. 
ACTION: Final regulation.
SUMMARY: Current Legal Services 
Corporation regulations provide for 
circumstances under which legal as­
sistance may be provided in criminal 
proceedings involving juvenile cases. 
The Legal Services Corporation Act 
Amendments of 1977 repealed the pro­
vision on which the current regula­
tions are based. Therefore, the regula­
tions are being revised to reflect the 
change in the law. Now that juvenile 
cases are no longer subject to special 
treatment, the general provisions re­
lating to authorized criminal represen­
tation will apply.
EFFECTIVE DATE: August 28, 1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION; 
Section 10 of the Legal Services Cor­
poration Act Amendments of 1977, 
Pub. L. 95-222, repealed the restriction 
on juvenile representation formerly 
contained in section 1007(b)(4) of the 
act. Currently, § 1613.4(b) refers to ju­
venile cases as instances when repre­
sentation may be provided in criminal 
proceedings. Now that such cases are 
no longer subject to special treatment, 
however, the general provisions relat­
ing to authorized criminal representa­
tion should apply. Section 1613.4 has 
been modified accordingly.

The amendment to part 1613 was 
published for comment on March 17, 
1978 (43 FR 11241). Following is the 
complete regulation, as amended. The 
comment on this regulation that ap­
peared in the September 10, 1976, (41 
FR 38506) final publication of part 
1613 remains in effect.

Accordingly, 45 CFR part 1613 is re­
vised to read as follows:

PART 1613— RESTRICTIONS ON 
LEGAL ASSISTANCE WITH RESPECT 
TO CRIMINAL PROCEEDINGS

Sec.
1613.1 Purpose.
1613.2 Definition.
1613.3 Prohibition.
1613.4 Authorized representation.

Authority.—Sec. 1007(b)(1); 42 U.S.C. 
2996f(b)(l).
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§ 1613.1 Purpose.
This part is designed to insure that 

Corporation funds will not be used to 
provide legal assistance with respect to 
criminal proceedings unless such as­
sistance is required as part of an attor­
ney’s responsibilities as a member of 
the bar.
§ 1613.2 Definition.

“Criminal proceeding” means the 
adversary judicial process prosecuted 
by a public officer and initiated by a 
formal complaint, information, or in­
dictment charging a person with an of­
fense denominated “criminal” by ap­
plicable law and punishable by death, 
imprisonment, or a jail sentence. A 
misdemeanor or lesser offense tried in 
an Indian tribal court is not a “crimi­
nal proceeding”.
§ 1613.3 Prohibition.

Corporation funds shall not be used 
to provide legal assistance with respect 
to a criminal proceeding, unless au­
thorized by this part.
§ 1613.4 Authorized representation.

Legal assistance may be provided 
with respect to a criminal proceeding.

(a) Pursuant to a court appointment 
made under a statute or a court rule 
or practice of equal applicability to all 
attorneys in the jurisdiction, if author­
ized by the recipient after a determi- 
nation that it is consistent with the re­
cipient’s primary responsibility to pro­
vide legal assistance to eligible clients 
in civil matters; or

(b) When professional responsibility 
requires representation in a criminal 
proceeding arising out of a transaction 
with respect to which the client is 
being, or has been, represented by a 
recipient.

A lice D aniel, 
General Counsel* 

Legal Services Corporation.
[FR Doc. 78-20784 Filed 7-27-78; 8:45 am]

[6730-01]
Title 46— Shipping

CHAPTER IV— FEDERAL MARITIME 
COMMISSION

[General Order 4; Docket No. 77-53]

PART 510— LICENSING OF INDEPEND­
ENT OCEAN FREIGHT FORWARD­
ERS

Surety Bond
AGENCY: Federal Maritime Commis­
sion.
ACTION: Final rule.
SUMMARY: This rule increases the 
amount of the surety bond required
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for Commission licensed independent 
ocean freight forwarders engaged in 
the business of forwarding in the 
United States export trade from 
$10,000 to $30,000. The rule further 
provides for return of the application 
for failure to submit such required 
bond within a specified period. The 
rule also deletes certain provisions 
rendered obsolete or unnecessary by 
the passage of time. The changes are 
designed to add a greater degree of 
protection to the shipping public in 
the event of a forwarder default.
DATES: To become effective Septem­
ber 1,1978.
FOR FURTHER INFORMATION 
CONTACT:

Francis C. Hurney, Secretary, Feder­
al Maritime Commission, Room 
11101, 1100 L Street NW., Washing­
ton, D.C. 20573, 202-523-5725.

SUPPLEMENTAL INFORMATION: 
This proceeding was instituted by 
Notice of Proposed Rulemaking pub­
lished in the F ederal R egister on Oc­
tober 21, 1977 (42 FR 56139-56140) to:
(1) Amend § 510.5(g)(3) of the Commis­
sion’s General Order 4 (46 CFR 
510.5(g)(3)), by raising the amount of 
the surety bond required for Commis­
sion licensed independent ocean 
freight forwarders engaged in carrying 
on the business of forwarding in the 
export commerce-of the United States 
from $10,000 to $50,000; (2) provide for 
the return of an application for a 
freight forwarders license to the appli­
cant for failure to submit surety bond 
in the required amount; and (3) make 
other modifications to § 510.5.

In its notice the commission ex­
plained that while the bonding re­
quirement was intended to offer some 
degree of protection to the shipping 
public in the event a forwarder should 
cause financial loss to the shipper, ex­
perience has demonstrated that in 
many instances of forwarder default, 
the present amount of the bond does 
not reasonably afford the degree of 
protection originally intended. In this 
regard, it was noted that inflationary 
spiral since 1963, the date of the origi­
nal $10,000 bond, requires that more 
financial protection be afforded ship­
per clients of freight forwarders. This, 
the Commission pointed out, is demon­
strated by the fact that freight rates, 
the moneys received by forwarders 
from shippers to be paid to carriers, 
have doubled and tripled since the 
original bond was established. The 
Commission also noted that to obtain 
such a bond would require the appli­
cant forwarder to demonstrate a sub­
stantial degree of financial responsibil­
ity and that the surety companies 
would require a higher degree of fi­
nancial responsibility from the for­
warder.

In addition to increasing the amount 
of the required surety bond, the Com­
mission also proposed to amend the 
existing provisions of §510.5 by: (1) 
Providing for the return of the appli­
cation to the applicant for failure to 
submit required bond; (2) establishing 
a time period within which existing li­
censees would be required to file the 
increased bond; (3) eliminating those 
provisions pertaining to “grandfather” 
rights of forwarders and temporary 
bonding which have been rendered un­
necessary by the passage of time; and
(4) redesignating certain provisions 
and making other editorial revisions 
necessitated by the above changes.

The stated reason for additional 
amendment (1) above was to terminate 
the existing procedure of issuing a 
notice of intent to deny an application 
and affording the applicant an oppor­
tunity for hearing where such appli­
cant has failed to file the required 
bond. The Commission reasoned that 
because the filing of a bond by an ap­
plicant prior to licensing is mandatory 
under General Order 4 and section 44 
of the Shipping Act, 1916, to require a 
hearing under circumstances where no 
bond has been furnished is unneces­
sary and time consuming.

Comments to the proposed rule were 
received from 134 parties, 122 forward­
ers, four forwarder associations, two 
congressmen, two shippers, one insur­
ance association, one Government 
agency, one surety company, and one 
group of ocean freight agents. The 
Commission’s Bureau of Hearing 
Counsel replied to the comments and 
answers to Hearing Counsel’s replies 
were also submitted.

All of the comments address the pro­
posal to raise the amount of the bond 
from $10,000 to $50,000. Most of these 
oppose the proposed increase in the 
amount of bond. Those opposed, in­
cluding Hearing Counsel, agree, how­
ever, that some change in the present 
bonding requirement is necessary and 
a variety of alternatives is suggested.

Several reasons are advanced by 
those commentators supporting the 
proposed increase; the increased bond 
would better protect the shipping 
public, help “professionalize”' an in­
dustry in which, at present, an individ­
ual may enter with relatively little 
capital, reduce malpractices and deter 
undercapitalized individuals from en­
tering the field.

Those opposing changes in the pres­
ent bonding requirements take the po- '. 
sition that the increase would impose 
a severe burden on small forwarders; 
that small forwarders would be forced 
from the business, leaving the field en­
tirely in the hands of large forwarders. 
Several of these parties, including an 
insurance association and the Small 
Business Administration, submit that 
forwarders will be unable to: (1)
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Afford the premium on such a bond; 
and/or (2) establish to the bonding 
companies that a small forwarder has 
sufficient financial strength to be eli­
gible to receive a bond of the proposed 
size.1 While most of those opposing 
the Commission proposal believe that 
the present bond is sufficient, some 
argue that no bond should be re­
quired.

A large number of comments was re­
ceived favoring some change in the 
present bond, but opposing the pro­
posed increase to $50,000. This group, 
which includes hearing counsel, states 
that small forwarders will be unable to 
secure a $50,000 bond due to the size 
of their forwarding operations and in­
ability to pledge the required collater­
al, thus driving small forwarders from 
the trade, leaving ocean freight for­
warding entirely in the hands of a lim­
ited number of large forwarders.

Many of these parties urge that the 
size of the bond be based upon the 
volume of the forwarder’s business. 
Other comments suggest that recently 
licensed forwarders, or those licensed 
in the future, should be required to 
maintain a large bond while forward­
ers with several years of experience 
should be permitted to operate under 
the current bond requirements.

Certain of the commentators in 
favor of some change recommend that 
the amount of the bond be raised to 
$20,000; hearing counsel suggest 
$25,000. Some suggest that the public 
would be better served by rigorous 
Commission enforcement of existing 
regulations governing the conduct of 
forwarders in addition to imposing 
stricter requirements on forwarders 
seeking a Commission license. Several 
parties believe that the amount of 
credit extended by carriers to forward­
ers should be limited and that the 
bond requirement be replaced by a 
yearly license fee.

Hearing counsel suggest the initi­
ation of a further rulemaking proceed­
ing to strengthen the Commission’s 
regulation of the forwarding industry 
by establishing experience require­
ments for new forwarders and requir­
ing financial data reporting by exist­
ing forwarders in order to identify 
those with potential problems.

Finally, one commentator suggests 
that the Commission give considera­
tion to allowing the submission of se­
curity other than a bond. In this 
regard, it is noted that while section

‘This is contravened in an answer submit­
ted by another commentator engaged in the 
bonding of forwarders which submits that 
the $50,000 bond would not have an adverse 
impact on the forwarding company. This 
commentator claims that $50,000 is not 
beyond the ability of forwarders, even small 
forwarders, to secure.
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44(c) of the Shipping Act, 1916, pro­
vides for a bond, “or other security.,” 
§ 510.5(g)(3), of Commission general 
order 4, allows only for the filing of a 
surety bond.

In this proceeding the Commission 
must weigh the consequences of the 
following alternatives. An increase in 
the amount of the forwarder bond to 
$50,000 could impose hardship on 
small forwarders and be detrimental 
to the interests of the shipping public 
and possibly reduce the number of for-, 
warders with a corresponding lessen­
ing of competition. Conversely, requir­
ing a $50,000 bond could enhance the 
level of protection to the shipping 
public by holding forwarders to a 
higher degree of financial responsibili­
ty.

After carefully considering and eval­
uating all arguments advanced in sup­
port of these conflicting propositions, 
we have decided to increase the 
amount of the forwarder bond to 
$30,000.2 This not only should act to 
temper the fears of those who believe 
the existing $10,000 bond is inad­
equate to protect the shipping public, 
but also appears to be within the 
range which many of those opposing 
an increase to $50,000 would find rea­
sonable.

No comments were made on the re­
maining proposed amendments to 
§ 510.5 and subject to one minor 
change in redesignated paragraph
(h)(2), will be adopted as proposed.3

Hearing counsel have suggested var­
ious changes in the Commission’s 
freight forwarder regulations which 
are outside the scope of this rulemak­
ing and, accordingly, are not addressed 
here. However, these comments will be 
considered for possible inclusion in 
any future rulemaking.
§ 510.5 [Amended]

Therefore, pursuant to sections 43 
and 44 of the Shipping Act, 1916 (46 
U.S.C. 841a, 841b); and section 4 of the 
Administrative Procedure Act (5 
U.S.C. 553), §510.5, Title 46 CFR, is 
hereby amended as follows:

1. Paragraphs (g)(1) and (g)(2) are 
deleted.

2. Paragraph (g)(3) is redesignated 
paragraph (g)(1) and revised as fol­
lows:

* * * ■ * *
(g) * * *

2 Commissioner Karl E. Bakke dissents on 
this point. He does not find the proposed 
$50,000 figure to be unreasonable and would 
hold to that amount.

3 The phrase “for failure to prosecute its 
application in accordance with this section” 
has been deleted from final paragraph
(h)(2) as unnecessary.
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(1) No license shall be issued to a 

person to whom this paragraph is ap­
plicable unless such person has filed 
with the Commission a surety bond in 
the amount of $30,000 on form FMC- 
59 as set forth below.

3. New paragraph (g)(2) is added as 
follows:

* * * * *
(g) * * *
(2) Every licensee shall file with the 

Commission on or before December 1, 
1978, a surety bond in the amount of 
$30,000 on form FMC-59 as set forth 
below; otherwise such license issued to 
the licensee shall be revoked in accord­
ance with § 510.9.

* * * * *
4. Paragraph (h)(1) is deleted.
5. Paragraph (h)(2) is redesignated 

as paragraph (h)(1) and revised as fol­
lows:

* * * * *

(h) * * *
(1) The Commission shall notify ap­

plicants for license of their qualifica­
tion for the issuance of a license. 
Within 30 days of such notice the ap­
plicant shall file with the Commission 
a surety bond in the form and amount 
prescribed in paragraph (g) of this sec­
tion. The Commission may, upon a 
showing of good cause, extend the 
time within which to file said surety 
bond.

* * * * *
6. Paragraph (h)(3) is redesignated 

as paragraph (h)(2) and revised as fol­
lows:

* * * * *
(h) * * *
(2) If the applicant shall not have 

submitted the surety bond required 
under paragraph (g)(1) of this section, 
within the period specified in para­
graph (h)(1), or otherwise authorized, 
the Commission shall return the appli­
cation to the applicant.

By order of the Federal Maritime 
Commission.

F rancis C. Hurney, 
Secretary.

[FR Doc. 78-20867 Piled 7-27-78; 8:45 am]
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[6712-01]
Title 47—Telecommunication 

CHAPTER I— FEDERAL 
COMMUNICATIONS COMMISSION

PART 1— PRACTICE AND PROCEDURE

PART 81— STATIONS ON LAND IN 
THE MARITIME SERVICES AND 
ALASKA-PUBLIC FIXED STATIONS 

PART 83— STATIONS ON SHIPBOARD 
IN THE MARITIME SERVICES

PART 87— AVIATION SERVICES

PART 89— PUBLIC SAFETY RADIO 
SERVICES

PART 91— INDUSTRIAL RADIO 
SERVICES

PART 93— LAND TRANSPORTATION 
RADIO SERVICES

PART 94— PRIVATE OPERATIONAL 
FIXED MICROWAVE SERVICE

PART 95— PERSONAL RADIO 
SERVICE

Permitting Corporate Officers or Duly 
Authorized Employees of Corpora­
tions To Sign Applications, Amend­
ments Thereto, and Related State­
ments of Fact Required by the 
Commission; Correction

AGENCY: Federal Communications 
Commission.
ACTION: Erratum.
SUMMARY: The FCC is changing the 
effective date of a rule amendment it 
recently adopted concerning the sign­
ing of applications for station licenses 
in the Safety and Special Radio Ser­
vices.
EFFECTIVE DATE: August 2, 1978.
ADDRESS: FCC, Washington, D.C. 
20554.
FOR FURTHER INFORMATION 
CONTACT:

Joseph Johnson, 202-632-7280. 
SUPPLEMENTARY INFORMATION:

In the matter of amendment of 
parts 1, 81, 83, 87, 89, 91, 93, 94, and 95 
of the Commission’s rules to permit 
corporate officers or duly authorized 
employees of corporations to sign ap­
plications, amendments thereto, and 
related statements of fact required by 
the Commission. Erratum (43 FR 
27990).
Released: July 24,1978.

(1) On June 7, 1978, the Commission 
adopted an order, FCC 78-392, amend-

RULES AND REGULATIONS

ing parts 1, 81, 83, 87, 89, 91, 93, 94, 
and 95 of its rules to permit an author­
ized employee of a corporation to sign 
certain station license applications in 
the Safety and Special Radio Services.

(2) By this action, the Commission is 
correcting the effective date of its 
order from July 31, 1978 to August 2, 
1978.

Federal Communications 
Commission,

W illiam J. Tricarico,
Secretary.

[FR Doc. 78-20856 Filed 7-27-78; 8:45 am]

[6712-01]
[FCC 78-502]

PART 73— RADIO BROADCAST 
SERVICES

Reregulation of Television and Radio 
Broadcasting

AGENCY: Federal Communications 
Commission.
ACTION: Order.
SUMMARY: As a result of its continu­
ing study of reregulation of broadcast­
ing, the Commission initiated the re­
structuring of part 73 of its rules into 
a more concise and orderly form by be­
ginning the transfer to subpart H of 
all rules the subject matter of which is 
common'to AM, FM, and TV broad­
casting but are repeated in each of the 
present subparts for those services. 
Revisions are made in the rules where 
needed. Rules which are unique to a 
particular service will remain in their 
respective subparts.
EFFECTIVE DATE: August 1, 1978.
ADDRESS: Federal Communications 
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION 
CONTACT:

Phil Cross, Steve Crane, or John 
Reiser, Broadcast Bureau, 202-632- 
9660.

SUPPLEMENTARY INFORMATION: 
Adopted: July 12,1978.
Released: July 21,1978.

Order. In the matter of reregulation 
of radio and television broadcasting.

By the Commission:
1. As a result of its continuing study 

concerning the reregulation of radio 
and TV, the Commission has under 
consideration the matter of amending 
certain provisions of its broadcasting 
rules as described herein.

2. In the public notice in which the 
broadcast reregulation study and the 
formation of the reregulation staff 
were announced, the Commission 
stated that one of the staff’s goals 
would be a simpler, more readily un­
derstandable set of rules, organized in

a manner to more clearly identify 
those regulations which apply to the 
various types and classes of broadcast 
stations.

3. As the reregulation work has pro­
gressed, reviewing rules, determining 
their validity with relation to the pres­
ent state of the art, and deciding 
whether they should be retained, 
modified or deleted, continuing 
thought has been given to the opti­
mum form the broadcast rule book 
should take.

4. In developing a reorganized and 
reformatted rule book, we have con­
cluded that a basic purpose thereof is 
to facilitate a better understanding of 
our rules by broadcasters and practi­
tioners through simple and quick 
access to them. The first step to easy 
access was the development and the 
adoption of the alphabetical index 
(FCC 76-1042, adopted November 9, 
1976). It is an alphabetical index of 
rule titles in part 73, volume III, and 
provides ready reference to most, but 
not absolutely all, of the subject 
matter in the rules, inasmuch as a rule 
title, while it is indicative, may not be 
all-inclusive of the subject matter 
therein. A complete alphabetical index 
of all subject matter in our rules is to 
be am integral and continuing part of 
this overall reorganization and rewrit­
ing (where needed) which begins with 
this order.

5. The FCC rules and regulations are 
grouped into 11 volumes and sold by 
the Superintendent of Documents, 
Washington, D.C. volume III, parts 73 
and 74, “Radio Broadcast Services,” 
contain the bulk of the broadcast 
rules. Other rules exclusively applica­
ble to broadcasting are contained in 
volume I, part 1, subpart D, “Broad­
cast Applications and Proceedings.” 
Also, rules applicable to broadcasting, 
and to other communications services 
as well, are found in volume I, part 1, 
subpart G, “Schedule of Fees Filed 
with the Commission” (suspended Jan­
uary 1, 1977, pending further Commis­
sion action), subpart H, “Ex Parte Pre­
sentations”; subpart I, “Procedures 
Implementing the National Environ­
mental Policy Act of 1969”; part 13, 
“Commercial Radio Operators”; and 
part 17, “Construction, Marking and 
Lighting of Antenna Structures.”

6. We are looking toward a rule book 
setting forth, in part 73 of volume III, 
all rules applicable to the broadcast 
services. Rules in volume I which are 
applicable exclusively to broadcasting 
would be removed therefrom and con­
solidated into part 73, volume III. 
Rules which are applicable to other 
communications services, as well as to 
broadcasting, would be left in volume 
I, but restated in pertinent part and in 
condensed form and added to the 
broadcast services rule book in part 73, 
volume III. Thus, volume I would be
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undisturbed except for removal of sub­
part D, “Broadcast Applications and 
Proceedings.”

7. Part 73, volume III, is presently 
subdivided into subparts A, “Standard 
Broadcast Stations” (to be changed to 
“ ‘AM’ Broadcast Stations” in this title 
and throughout the rules as review 
and revision proceeds); B, “PM Broad­
cast Stations”; C, “Noncommercial 
Educational FM Broadcast Stations”; 
E, “Television Broadcast Stations” (to 
be changed to “TV Broadcast Sta­
tions” as revision take place); F, “In­
ternational Broadcast Stations”; G, 
“Emergency Broadcast System”; and 
H, “Rules Applicable in Common to 
Broadcast Stations”. Subparts F and 
G will remain as they are for now. 
Subpart H will be expanded to include 
all rules applying in common to AM, 
FM, and TV stations. (See par. 8, 
below.) Thought is being given to 
adding subpart D for rules exclusively 
applicable to noncommercial educa­
tional AM, FM, and TV stations. *An 
alternate plan being considered is the 
inclusion of rules exclusively applica­
ble to noncommercial educational sta­
tions in the subparts for the separate 
AM, FM, and TV services. They could 
be included as separate subdivisions of 
the AM, FM, and TV subparts, or as 
separate subparagraphs in subpart H 
sections (i.e., “Commercial applicabil­
ity” and “Noncommercial educational 
applicability.”) In the immediate 
future, we seek more experience in 
testing the alternatives as the refor­
matting and reorganization progresses, 
and our findings will dictate our final 
decision.

8. Part 73, volume III, as presently 
structured, includes, in the separate 
subparts, rules which are applicable to 
that particular service only, as well as 
approximately 215 rules which apply 
in common to all broadcast stations. 
They constitute the bulk of the non­
engineering regulations in the sepa­
rate subparts. There is, of course, sub­
part H, containing rules common to all 
broadcast stations, but only a small 
number of such rules, “in common”, 
have been included there (13 at pres­
ent). With this order initiating the re­
structuring of the rule book, we begin 
the transfer to subpart H of all rules, 
the subject matter of which is 
common to AM, FM, and TV (at the 
same time reviewing each rule and 
making certain revisions as herein­
after indicated.) At the completion of 
this part of our reorganizational task, 
we'will have included, in one place in 
our rule book, regulations applicable 
in common to all broadcast licensees. 
These common rules will, of course, 
provide for any necessary variations 
between AM, FM, and TV services, 
where appropriate. The resultant sep­
arate subparts for AM, FM, and TV 
will contain certain technical/engi-
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neering requirements and non-techni- 
cal rules which are unique to that par­
ticular sevice.

9. As a further refinement of volume 
III into the “total information center” 
for broadcast operations, we look 
toward the inclusion of references and 
sources for policies and procedures not 
presently in our rules (or there only in 
part) but which direct the actions and 
conduct of our licensees. Included 
would be such policies as those per­
taining to renewals, ascertainment, mi­
nority hirings, program length com­
mercials, loud commercials, payola, 
and plugola, to name a few.

10. Volume III also contains part 74, 
“Experimental, Auxiliary and Special 
Broadcast and Other Program Distri­
butional Services.” As a result of earli­
er reregulation undertakings a large 
number of revisions have already been 
made in this part, including a com­
plete recreation of subpart D (Remote 
Pickup Broadcast Stations). A com­
plete retooling and reorganization of 
the part, including separate alphabeti­
cal indexing, can be delayed until the 
part 73 project is completed, or at 
least well along the way. Of course, 
the staff will give quick attention to 
any rule matters that require immedi­
ate attention without delay in this 
part, or in any of the broadcast rules, 
wherever located.

11. Thus, a restructured volume III, 
with its two parts, will give to licensees 
and others concerned with broadcast­
ing, a new and complete ready-refer­
ence handbook of rules and regula­
tions. This order takes the first steps 
in implementing the changes. As these 
changes are made, the table of con­
tents, and more importantly, the al­
phabetical index, will reflect each 
step, assuring the user of the rule 
book instant directions to any rule 
being sought.

12. Following are the changes to the 
rules to be effected in this order:

(a) The subpart H title is revised, 
the first section of subpart H 
(§73.1001) is retitled “SCOPE” and 
the entire section is rewritten for clar­
ity.

(b) Rules pertaining to broadcast 
station license periods, renewal dates 
and terms of licenses are presently 
titled “Normal license period” and 
found in § 73.34 for AM stations, 
§ 73.218 for FM stations, § 73.518 for 
NCE-FM stations and § 73.630 for TV 
stations. The separate sections are de­
leted from their respective subparts 
and the rule is reassigned to subpart H 
as § 73.1020 and retitled “Station li­
cense period.” Renewal dates which 
have been passed (1977 and thus far in 
1978) have been revised to the next ap­
propriate triennial renewal date.

(c) Broadcast licensees have tradi­
tionally been allowed by the Commis­
sion to use their stations for purposes
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of research and experimentation 
which had a reasonable promise of 
contributing to the development and 
the improvement of the technical 
phases of broadcasting. Additionally, 
licensees have used their stations for 
the “housekeeping chores” of testing 
and maintaining their equipment at 
optimum operating levels. These two 
procedures have been inextricably en­
twined in our rules and with this order 
they will be separately stated, newly 
titled and reassigned to subpart H 
from subpart A (§ 73.10, Experimental 
period; and § 73.32, Special experimen­
tal authorizations), subpart B (§ 73.262 
Experimental operation), subpart C 
(§ 73.562, Experimental operation) and 
subpart E (§73.666, Experimental op­
eration). These present rules will be 
designated § 73.1510, Experimental au­
thorizations, and §73.1520, Operation 
for tests and maintenance in subpart 
H. Section 73.10 will become the defi­
nition of the term “experimental 
period” as it applies to AM broadcast 
stations and section 73.72 will be ex­
panded to include all conditions of op­
eration during the experimental 
period.

(d) The rules pertaining to transmit­
ting equipment tests, during the con­
struction of a broadcast station, are 
titled “Equipment tests”, and are 
found in § 73.95 (AM stations), § 73.216 
(FM stations), §73.516 (NCE-FM sta­
tions) and § 73.628 (TV stations). 
These separate sections are herein de­
leted from their respective subparts 
and the rule is relocated in subpart H 
as § 73.1610 with the same section 
headnote.

(e) After completing construction of 
a broadcast station and the filing of 
the application for station license, the 
permittee may request authority to 
conduct program tests. The rules per­
taining to program tests for the sepa­
rate broadcast services are titled as 
such and are found in § 73.96 for AM, 
§ 73.217 for FM, § 73.517 for NCE-FM 
and §73.629 for TV. These separate 
sections will be deleted in this order 
and the rule will be reassigned to sub­
part H as § 73.1620, “Program tests”.

(f) Applicants for construction of 
new or changed facilities must consid­
er the matter of possible harmful in­
terference to the National Radio As­
tronomy Observatory in Pendleton 
County, W. Va., and the Table Moun­
tain Radio Receiving Zone in Boulder 
County, Colo., and notify the former 
at the time the application is filed. 
The rules pertaining thereto are titled, 
“Notification of filing of applications,” 
and are designated as §§73.18, 73.215, 
73.515, and 73.624 in subparts A (AM), 
B (FM), C (NCE-FM), and E (TV), re­
spectively. They are consolidated and 
moved into subpart H as §73.1030. 
Also, the section headnote is retitled 
to make clear that radio astronomy,
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research and receiving installations 
are all included in this provision.

(g) An identical section on “Cross 
reference to rules in other parts” is 
presently contained in each of the AM 
(§ 73.17), PM (§ 73.214), NCE-FM 
(§ 73.514) and TV (§ 73.602) subparts of 
part 73. These are deleted from the re­
spective subparts and consolidated in 
subpart H as § 73.1010.

(h) The terms “AM broadcast sta­
tion” and “standard broadcast sta­
tion,” are both used in part 73. They 
are synonymous. The term “standard” 
was used at the outset for the only 
broadcast stations then licensed, i.e., 
those transmitting with amplitude 
modulation. When broadcast stations 
using frequency modulation were de­
veloped and licensed, the term “FM” 
was applied to the new service. The 
term “TV” is generally applied to tele­
vision broadcast stations. In the con­
text of the three services, the term 
“AM” has come into general use as a 
more accurate and definitive descrip­
tion of that service than “standard.” 
As amendments have been made to 
rules which used the term “standard,” 
changes to “AM” have been made. 
The term “standard” still appears in a 
substantial number of rules. The most 
practical and orderly way of convert­
ing the remaining ones is to make 
changes as those rules are subsequent­
ly worked into this new format. With 
this Order, the headnote of subpart A 
is changed to “AM broadcast stations,” 
and §§ 73.1, 73.2, 73.3 and 73.21 of the 
subpart are amended to define an 
“AM broadcast station,” “AM broad­
cast band,” “AM broadcast channel” 
and “Classes of AM broadcast chan­
nels and stations,” respectively. Sec­
tion 73.1 also points out that “AM 
broadcast” is synonymous with the 
term “standard broadcast” as con­
tained elsewhere (for the time being) 
in this chapter.

(i) The separate service rules on 
“Frequency measurements,” as con­
tained in §§ 73.60, 73.252, 73.552, and 
73.690, are combined into one rule sec­
tion in subpart H, § 73.1540, “Carrier 
frequency measurements.” The addi­
tion of the word “carrier” in the sec­
tion headnote clarifies the scope of 
the rule since there are now other 
types of frequency measurements re­
quired in the broadcast services such 
as measurement of the FM stereo­
phonic pilot signal. The restructured 
rule, while recognizing that the prima­
ry standard for all radio frequency 
measurements is that maintained by 
the National Bureau of Standards, 
also makes it clear that the actual pro­
cedure or method used for measuring 
or determining the station carrier fre­
quency of each main transmitter used 
may be selected by the station licens­
ee.
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(j) Special field test authorizations 
may be granted for use in making field 
strength measurements for transmit­
ter site selection, propagation studies 
and other specialized AM, FM, and TV 
broadcast signal analysis work. Low 
power portable transmitters are fre­
quently used in making these measure­
ments. The term “portable transmit­
ter,” as used in connection with special 
field tests, is only defined in the AM 
subpart of the rules in §73.12. Since 
these portable facilities, more correct­
ly called “Portable Test Stations,” are 
used for field tests in all broadcast ser­
vices, the definition “Portable Test 
Station” is set forth in subpart H as 
§73.1530.

(k) The part 73 alphabetical index is 
revised to reflect the rule changes de­
scribed below.

13. We conclude that, for the rea­
sons set forth above, adoption of these 
revisions will serve the public interest 
and inasmuch as these amendments 
impose no additional burdens and 
raise no issue upon which comments 
would serve any useful purpose, prior 
notice of rulemaking, effective date 
provisions and public procedure there­
on are unnecessary pursuant to the 
Administrative Procedure and Judicial 
Review Act provisions of 5 U.S.C.
(b)(3)(B).

14. Therefore, it  is ordered, That 
pursuant to Sections 4(i) and 303(r) of 
the Communications Act of 1934, as 
amended, the Commission’s rules and 
regulations are amended as set forth 
below, effective August 1, 1978.
(Secs. 4, 303, 48 stat., as amended, 1066, 
1082; 47 U.S.C. 154, 303.)

F ederal Communications 
Commission,

W illiam J. Tricarico,
Secretary.

1. Ih part 73, the title headnote of 
subpart A is changed to the following:

Subpart A—AM Broadcast Stations
2. Section 73.1 and headnote are 

amended to read as follows:
§ 73.1 AM broadcast station (Definition).

The term “AM broadcast station” 
means a broadcast station licensed for 
the dissemination of radio communica­
tions intended to be received by the 
public and operated on a channel in 
the band 535-1605 kilohertz (kHz). 
The term “AM broadcast” is synony­
mous with the term “standard broad­
cast” as contained elsewhere in this 
chapter.

3. Section 73.2 and headnote are 
amended to read as follows:
§ 73.2 AM broadcast band (Definition).

The term “AM broadcast band” 
means the band of frequencies extend­
ing from 535 to 1605 kHz.

4. Section 73.3 and headnote are 
amended to read as follows:
§ 73.3 AM broadcast channel (Definition).

The term “AM broadcast channel” 
means the band of frequencies occu­
pied by the carrier and two sidebands 
of a broadcast signal with the carrier 
frequency at the center. Channels 
shall be designated by their assigned 
carrier frequencies. The 107 carrier 
frequencies assigned to AM broadcast 
stations shall begin at 540 kHz and be 
in successive steps of 10 kHz.

5. Section 73.10 headnote and text 
are amended to read as follows:
§ 73.10 Experimental period (Definition).

The term “experimental period” in 
reference to AM station operation 
means that time between 12 midnight 
local time and local sunrise.

6. Section 73.12 is amended to read 
as follows:
§ 73.12 Portable transmitters.

See § 73.1530.
7. Section 73.17 is amended to read 

as follows:
§ 73.17 Cross reference to rules in other 

parts.
See § 73.1010.
8. Section 73.18 is amended to read 

as follows:
§ 73.18 Notification of filing of applica­

tions.
See § 73.1030.
9. The headnote of section 73.21 is 

amended to read as follows:
§7321 Classes of AM broadcast channels 

and stations.
10. Section 73.32 is amended to read 

as follows:
§ 73.32 Special experimental authoriza­

tions.
See § 73.1510 and § 73.1520.
11. Section 73.34 is amended to read 

as follows:
§ 73.34 Normal license period.

See §73.1020.
12. Section 73.60 is amended to read 

as follows:
§ 73.60 Frequency measurements.

See §73.1540.
13. Section 73.72, the headnote and 

text are amended to read as follows:
§ 73.72 Operating during the experimental 

period.
(a) An AM station may operate 

during the experimental period on its 
assigned frequency and with its au­
thorized power for the routine testing 
and maintenance of its transmitting 
system, and for conducting experimen­
tation under an experimental authori-
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zation; provided no interference is 
caused to other stations maintaining a 
regular operating schedule within 
such period.

(b) No station licensed for “daytime” 
or “specified hours” of operation may 
broadcast any regular or scheduled 
program during this period.

(c) The licensee of an AM station 
shall operate or refrain from operat­
ing its station during the experimental 
period as directed by the FCC to facili­
tate frequency measurements or for 
the determination of interference.

14. Section 73.95 is amended to read 
as follows:
§ 73.95 Equipment tests.

See § 73.1610.
15. Section 73.96 is amended to read 

as follows:
§ 73.96 Program tests.

See § 73.1620.
16. The undesignated headnote im­

mediately preceding §73.181 is 
changed to read as follows:

AM T echnical S tandards

17. The undesignated headnote, “Ad­
ministrative Procedures,” preceding 
section 73.214 is deleted in its entirety.

18. Section 73.214 is amended to read 
as follows:
§73.214 Cross reference to rules in other 

parts.
See §73.1010.
19. Section 73.215 is amended to read 

as follows:
§ 73.215 Notification of filing of applica­

tions.
See § 73.1030.
20. Section 73.216 is amended to read 

as follows:
§ 73.216 Equipment tests.

See §73.1610.
21. Section 73.217 is amended to read 

as follows:
§ 73.217 Program tests.

See § 73.1620.
22. Section 73.218 is amended to read 

as follows:
§ 73.218 Normal license period.

See §73.1020.
23. Section 73.252 is amended to read 

as follows:
§ 73.252 Frequency measurements.

See § 73.1540.
24. Section 73.262 is amended to read 

as follows:
§ 73.262 Experimental operation.

See § 73.1510 and § 73.1520.
25. The undesignated headnote, “PM 

Technical Standards,” following 
§73.295 in the “Contents—Part 73” is
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relocated to follow §73.301 and pre­
cede §73.310.

26. The undesignated headnote, “Ad­
ministrative Procedures”, preceding 
§ 73.514 is deleted in its entirety.

27. Section 73.514 is amended to read 
as follows:
§ 73.514 Cross reference to rules in other 

parts.
See § 73.1010.
28. Section 73.515 is amended to read 

as follows:
§ 73.515 Notification of filing of applica­

tions.
See § 73.1030.
29. Section. 73.516 is amended to read 

as follows:
§ 73.516 Equipment tests.

See § 73.1610.
30. Section 73.517 is amended to read 

as follows:
§ 73.517 Program tests.

See § 73.1Q20.
31. Section 73.518 is amended to read 

as follows:
§ 73.518 Normal license period.

See § 73.1020.
32. The undesignated headnote, 

“Equipment,” preceding § 73.550 is re­
located to precede § 73.540.

33. Section 73.552 is amended to read 
as follows:
§ 73.552 Frequency measurements.

See § 73.1540.
34. Section 73.562 is amended to read 

as follows:
§ 73.562 Experimental operation.

See § 73.1510 and § 73.1520.
35. Section 73.602 is amended to read 

as follows:
§ 73.602 Cross reference to rules in other 

parts.
See § 73.1010.
36. Section 73.624 is amended to read 

as follows:
§ 73.624 Notification of filing of applica­

tions.
See § 73.1030.
37. Section 73.628 is amended to read 

as follows:
§ 73.628 Equipment tests.

See §73.1610.
38. Section 73.629 is amended to read 

as follows:
§ 73.629 Program tests.

See § 73.1620.
>39. Section 73.630 is amended to read 

as follows:
§ 73.630 Normal license period.

See § 73.1020r
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40. Section 73.666 is amended to read 

as follows:
§ 73.666 Experimental operation.

See § 73.1510 and § 73.1520.
41. Section 73.690 is amended to read 

as follows:
§ 73.690 Frequency measurements.

See § 73.1540.
42. the title headnote of subpart H, 

part 73, is amended to read as follows:
Subpart H— Rules Applicable to all 

Broadcast Stations
43. Section 73.1001 and headnote are 

amended to read as follows:
§ 73.1001 Scope.

(a) The rules in this subpart are 
common to all AM, PM, and TV broad­
cast services, commercial and noncom­
mercial.

(b) Rules in part 73 applying exclu­
sively to a particular broadcast service 
are contained in the following: AM, 
subpart A; PM, subpart B: Noncom­
mercial Educational FM, subpart C; 
and TV, subpart E.

(c) Certain provisions in this subpart 
apply to International Broadcast Sta­
tions (subpart F, part 73) and Televi­
sion Broadcast Translator Stations 
(subpart G, part 74) where the rules 
for those services so provide.

(d) The provisions of this part apply­
ing to licensees also apply to holders 
of construction permits (permittees).

44. New § 73.73.1010 is added to sub­
part H, part 73, as follows:
§ 73.1010 Cross reference to rules in other 

Parts. ,
Certain rules applicable to broadcast 

services, some of which are also appli­
cable to other services, are set forth in 
the following Volumes and Parts of 
the Commission’s Rules and Regula­
tions:

(а) Part 1 (Volume I), “Practice and 
Procedure.”

(1) Subpart A, “General Rules of 
Practice and Procedure” (§§1.1 to 
1.120).

(2) Subpart B, “Hearing Proceed­
ings” (§§ 1.201 to 1.363).

(3) Subpart C, “Rule Making Pro­
ceedings” (§§ 1.399 to 1.430).

(4) Subpart D, “Broadcast Applica­
tions and Proceedings” with subhead­
ings of “General Filing Require­
ments,” “Application Forms and Par­
ticular Filing Requirements,” “Appli­
cation Processing Procedures,” 
“Action on Applications,” “Forms and 
Information To Be Filed With The 
Commission” and “Forfeitures Relat­
ing to Broadcast Licensees and Permit­
tees” (§§1.501 to 1.621).

(5) Subpart G, “Schedule of Fees” 
(§§ 1.1101 to 1.1120).

(б) Subpart H, “Ex Parte Presenta­
tions” (§§ 1.1201 to 1.1251).
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(7) Subpart I, “Procedures Imple­

menting the National Environmental 
policy Act of 1969” (§§ 1.1301 to 
1.1319).

(b) Part 2 (volume II), “Frequency 
Allocations and Radio Treaty Matters: 
General Rules and Regulations,” in­
cluding subparts A, “Definitions,” B, 
“Allocation, Assignments, and Use of 
Radio Frequencies,” C, “Emissions,” 
D, “Call Signs and Other Forms of 
Identifying Radio Transmissions,” G, 
“Treaties and Other International 
Agreements,” and J, “Equipment Au­
thorization Procedures—Type Approv­
al; Type Acceptance; Certification.”

(c) Part 13 (volume I), “Commercial 
Radio Operators.”

(d) Part 17 (volume I), “Construc­
tion, Marking, and Lighting of Anten­
na Structures.”

(e) Part 74 (volume III), “Experi­
mental, Auxiliary and Special Broad­
cast, and Other Program Distribution­
al Services,” including subparts on the 
following stations: A, “Experimental 
Television—,” B, “Experimental Facsi­
mile—,” C, “Developmental—,” D, 
“Remote Pickup—,” E, “Aural STL 
and Intercity Relay—,” F, “Television 
Auxiliary—,” G, “Television Broadcast 
Translator—,” H, “Low Power Auxil­
iary—,” I, “Instructional Television 
Fixed Service,” L, “FM Translator and 
Booster—.”

45. New § 73.1020 is added to subpart 
H, part 73, to read as follows:
§ 73.1020 Station license period.

(а) Initial licenses for broadcast sta­
tions will ordinarily be issued for a 
period running until the date specified 
in this section for the State or Terri­
tory in which the station is located. If 
issued after such date, it will run to 
the next renewal date determined in 
accordance with this section; and, 
when renewed, will normally be re­
newed for 3 years. If the FCC finds 
that the public interest, convenience, 
and necessity will be served thereby, it 
may issue either an initial license or a 
renewal thereof for a lesser term. The 
time of expiration of normally issued 
initial and renewal licenses will be 3
a.m., local time, on the following dates 
and at 3-year intervals thereafter for 
stations located in:

(1) Delaware and Pennsylvania, 
August 1,1978.

(2) Maryland, District of Columbia, 
Virginia and West Virginia, October 1,
1978.

(3) North Carolina and South Caroli­
na, December 1,1978.

(4) Florida, Puerto Rico and Virgin 
Islands, February 1,1979.

(5) Alabama and Georgia, April 1,
1979.

(б) Arkansas, Louisiana and Missis­
sippi, June 1,1979.

(7) Tennessee, Kentucky and Indi­
ana, August 1,1979.
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(8) Ohio and Michigan, October 1,
1979.

(9) Illinois and Wisconsin, December
1.1979.

(10) Iowa and Missouri, February 1,
1980.

(11) Minnesota, North Dakota, 
South Dakota, Montana and Colorado, 
April 1, 1980.

(12) Kansas, Oklahoma and Nebras­
ka, June 1,1980.

(13) Texas, August 1,1980.
(14) Wyoming, Nevada, Arizona, 

Utah, New Mexico and Idaho, October
1.1980.

(15) California, December 1,1980.
(16) Washington, Oregon, Alaska, 

Guam and Hawaii, February 1,1981.
(17) Connecticut, Maine? Massachu­

setts, New Hampshire, Rhode Island 
and Vermont, April 1,1981.

(18) New Jersey and New York, June
1.1981.

Note.—For the cutoff date for the filing 
of applications mutually exclusive with, and 
petitions to deny, renewal applications, see 
§ 1.516(e) of this chapter.

46. New § 73.1030 is added to subpart 
H, part 73, as foDows:
§73.1030 Notifications concerning inter­

ference to radio astronomy, research 
and receiving installations.

(a) Radio astronomy and radio re­
search installations. In order to mini­
mize harmful interference at the Na­
tional Radio Astronomy Observatory 
site located at Green Bank, Pocahon­
tas County, W. Va., and at the Naval 
Radio Research Observatory at Sugar 
Grove, Pendleton County, W. Va., an 
applicant for authority to construct a 
new broadcast station or for authority 
to make changes in the frequency, 
power, antenna height, or antenna di­
rectivity of an existing station within 
the area bounded by 39° 15' N on the 
north, 78°30' W on the east, 37°30' N 
on the south, and 80°30' W on the west 
shall, at the time of filing such appli­
cation with the FCC simultaneously 
notify the following:

Director, National Radio Astronomy Ob­
servatory, P.O. Box No. 2, Green Bank, W. 
Va. 21911.

The notification shall be in writing 
and set forth the particulars of the 
proposed station, including the geo­
graphical coordinates of the antenna, 
antenna height, antenna directivity if 
any, proposed frequency, type of emis­
sion and power. In addition, the appli­
cant shall indicate in his application to 
the FCC the date notification, was 
made to the observatory. After receipt 
of such applications, the FCC will 
allow a period of 20 days for comments 
or objections in response to the notifi­
cations indicated. If an objection to 
the proposed operation is received 
during the 20-day period from the Na­
tional Radio Astronomy Observatory

for itself or on behalf of the Naval 
Radio Research Observatory, the FCC 
will consider all aspects of the problem 
and take whatever action is deemed 
appropriate.

(b) Radio receiving installations. 
Protection for Table Mountain Radio 
Receiving Zone, Boulder County, 
Colo.: Applicants for a station authori­
zation to operate in the vicinity of 
Boulder County, Colo., under this part 
are advised to give due consideration, 
prior to filing applications, to the need 
to protect the Table Mountain Radio 
Receiving Zone from harmful interfer­
ence. These are the Research Labora­
tories of the Department of Com­
merce, Boulder County, Colo. To pre­
vent degradation of the present ambi­
ent radio signal level at the site, the 
Department of Commerce seeks to 
ensure that field strenghts at 40°07'50" 
N latitude, 105°14'40" W longitude, re­
sulting from new assignments (other 
than mobile stations) or from the 
modification or relocation of existing 
facilities do not exceed the following 
values:

Frequency range Field Power flux
strength1 density*2

Below 540 kHz............ ..............  10 -65.8
540 to 1600 kHz.............. «......... 20 -59.8
1.6 to 470 MHz................   10 -**65.8
470 to 890 MHz.........................  30 -**56.2
Above 890 MHz........ ................. 1 -**85.8

>(mV/m) in authorized bandwidth of service.
2<dBW/m2) in authorized bandwidth of service.
•Equivalent values of power flux density are cal­

culated assuming a free-space characteristic imped­
ance of 376.7=120 tt ohms.

•♦Space stations shall conform to the power flux 
density limits at the Earth’s surface specified in ap­
propriate parts of the FCC rules, but in no case 
should exceed the above levels in any 4 kHz band 
for all angles of arrival.

(1) Advance consultation is recom­
mended particularly for those appli­
cants who have no reliable data which 
indicate whether the field strength or 
power flux density figures in the 
above table would be exceeded by 
their proposed radio facilities (except 
mobile stations). In such instances, the 
following is a suggested guide for de­
termining whether coordination is rec­
ommended:

(i) All stations within 1.5 miles;
(ii) Stations within 3.0 miles with 50 

watts or more effective radiated power 
(ERP) in the primary plane of polar­
ization in the azimuthal direction of 
the Table Mountain Radio Receiving 
Zone;

(iii) Stations within 10 miles with 1 
kW or more ERP in the primary plane 
of polarization in the azimuthal direc­
tion of Table Mountain Receiving 
Zone;

(iv) Stations within 50 miles with 25 
kW or more ERP in the primary plane 
of polarization in the azimuthal direc­
tion of Table Mountain Receiving 
Zone.
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(2) In advance of filing their applica­
tions with the FCC, applicants con­
cerned are urged to communicate with 
the following:
Radio Frequency Management Coordinator, 

Department of Commerce, Research Sup­
port Services NOAA/R5X3, Boulder Labo­
ratories, Boulder, Colorado 80302, tele­
phone, 303-499-1000, extensions 6548 or 
6549.
(3) The FCC will not screen applica­

tions to determine whether advance 
consultation has taken place. Howev­
er, applicants are advised that such 
consultation can avoid objections from 
the Department of Commerce of pro­
ceedings to modify any authorization 
which may be granted which, in fact, 
delivers a signal at the reference point 
in excess of the field strength speci­
fied herein.

47. New § 73.1510 is added to Subpart 
H, Part 73, as follows:
§ 73.1510 Experimental authorizations.

(a) Licensees of broadcast stations 
may obtain experimental authoriza­
tions to conduct technical experimen­
tation directed toward improvement of 
the technical phases of operation and 
service, and for such purposes may use 
a signal other than the normal broad­
cast program signal.

(b) Experimental authorizations 
may be requested t?y filing an informal 
application with the FCC in Washing­
ton, D.C., describing the nature and 
purpose of the experimentation to be 
conducted, the nature of the experi­
mental signal to be transmitted, and 
the proposed schedule of hours and 
duration of the experimentation. Ex­
perimental authorizations shall be 
posted with the station license.

(c) Experimental operations are sub­
ject to the following conditions:

(1) The authorized power of the sta­
tion may not be exceeded, except as 
specifically authorized for the experi­
mental operations.

(2) Emissions outside the authorized 
bandwidth must be attenuated to the 
degree required for the particular type 
of station.

(3) The experimental operations 
may be conducted at any time the sta­
tion is authorized to operate, but the 
minimum required schedule of pro­
gramming for the class and type of 
station must be met. AM stations also 
may conduct experimental operations 
during the experimental period (12 
midnight local time to local sunrise) 
and at additional hours if permitted 
by the experimental authorization 
provided no interference is caused to 
other stations maintaining a regular 
operating schedule within such 
period(s).

(4) If an experimental authorization 
permits the use of additional facilities 
or hours of operation for experimental 
purposes, no sponsored programs or
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commercial announcemehts may be 
transmitted during such experimenta­
tion.

(5) The licensee may transmit regu­
larly scheduled programming concur­
rently with the experimental trans­
mission if there is no significant im­
pairment of service.

(6) No charges may be made, either 
directly or indirectly, for the experi­
mentation; however, normal charges 
may be made for regularly scheduled 
programming transmitted concurrent­
ly with the experimental transmis­
sions.

(d) The FCC may request a report of 
the research, experimentation and re­
sults at the conclusion of the experi­
mental operation.

48. New § 73.1520 is added to Subpart 
H, Part 73, as follows:
§ 73.1520 Operation for tests and mainte­

nance.
(a) Broadcast stations may be oper­

ated for tests and maintenance of 
their transmitting systems on their as­
signed frequencies using their licensed 
operating power and antennas during 
their authorized hours of operation 
without specific authorization from 
the FCC.

(b) Licensees of AM stations may op­
erate for tests and maintenance during 
the hours from 12 midnight local time 
to local sunrise, if no interference is 
caused to other stations maintaining a 
regular operating schedule within 
such period. No AM station licensed 
for “daytime” or “specified hours” o f„ 
operation may broadcast any regular 
or scheduled programs during this 
period of test and maintenance oper­
ation.

(c) Licensees of AM stations must 
obtain a special antenna equipment 
test authorization using the procé­
dures described in § 1.544(a) in order 
to operate with authorized nighttime 
power and directional antenna system 
during daytime hours when necessary 
to conduct monitor point field 
strength measurements and antenna 
proof of performance measurements.

49. New § 73.1530 is added to subpart 
H, part 73, as follows:
§ 73.1530 Portable test stations. [Defini­

tion]
A portable test station is one that is 

moved from place to place for making 
field strength and ground conductivity 
measurements, for selecting station 
transmitter sites, and conducting 
other specialized propagation tests. 
Portable test stations are not normally 
used while in motion, and may not be 
used for the transmission of programs 
intended to be received by the public.

50. New § 73.1540 is added to subpart 
H, part 73, as follows:
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§ 73.1540 Carrier frequency measure­

ments.
(a) The carrier frequency of each 

AM and FM station and the visual car­
rier frequency and difference between 
the visual carrier and the aural carrier 
or center frequency of each TV station 
shall be measured or determined as 
often as necessary to insure that they 
are maintained within the prescribed 
tolerances. In any event, each station 
with an authorized operating power 
greater than 10 watts shall make at 
least one measurement or determina­
tion each calendar month with inter­
vals not exceeding 40 days between 
successive measurements for each 
main transmitter in use.

(b) In measuring the carrier frequen­
cy, the licensee may use any method 
or procedure that has sufficient preci­
sion to establish that the carrier fre­
quency is within the prescribed depar­
ture limits.

(c) The primary standard of frequen­
cy for radio frequency measurements 
is the standard frequency maintained 
by the National Bureau of Standards 
or the standard signals of Stations 
WWV, WWVB, and WWVH of the Na­
tional Bureau of Standards.

51. New § 73.1610 is added to subpart 
H, part 73, as follows:
§ 73.1610 Equipment tests.

(a) During the process of construc­
tion of a broadcast station, the permit­
tee, after notifying the FCC in Wash­
ington, D.C. and engineer in charge of 
the radio district in which the station 
is located may, without further au­
thority of the FCC, conduct equip­
ment tests for the purpose of such ad­
justments and measurements as may 
be necessary to assure compliance 
with the terms of the construction 
permit, the technical provisions of the 
application therefor, the rules and reg­
ulations and the applicable engineer­
ing standards. For AM stations, tests 
must be conducted during the experi­
mental period, 12 midnight local time 
to local sunrise. The FCC may autho­
rize equipment tests other than during 
the exjperimental period for AM sta­
tions, if such operation is shown to be 
desirable to the proper completion of 
construction and adjustment of the 
transmitting equipment and antenna 
system. An informal application for 
such authority, giving full details re­
garding the need for such tests, shall 
be filed with the FCC in Washington,
D.C. at least 2 days (not including Sat­
urdays, Sundays, and legal holidays 
when the offices of the FCC are not 
open) prior to the date on which it is 
desired to begin such operation.

(b) The FCC may notify the permit­
tee not to conduct tests or may cancel, 
suspend, or change the date for the 
beginning of equipment tests if and 
when such action may appear to be in
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the public interest, convenience, and 
necessity.

(c) Equipment tests may be contin­
ued so long as the construction permit 
shall remain valid.

(d) Inspection of a station will ordi­
narily be required during the equip­
ment test period and before the com­
mencement of program tests. After 
construction and after adjustments 
and measurements have been complet­
ed to show compliance with the terms 
of the construction permit, the techni­
cal provisions of the application there­
for, and the rules and regulations, the 
permittee shall notify the engineer in 
charge of the radio district in which 
the station is located that it is ready 
for inspection.

(e) The authorization for tests em­
bodied in this section shall not be con­
strued as constituting a license to op­
erate but as a necessary part of con­
struction.

52. New § 73.1620 is added to subpart 
H, part 73, as follows:
§ 73.1620 Program tests.

(a) Upon completion of construction 
of an AM, FM, or TV station in ac­
cordance with the terms of the con­
struction permit, the technical provi­
sions of the application, the rules and 
regulations and the applicable engi­
neering standards, and when an appli­
cation for. station license has been 
filed showing the station to be in satis­
factory operating condition, the per­
mittee may request authority to, con­
duct program tests. Such request shall 
be filed with the FCC in Washington,
D.C. at least 10 days prior to the date 
on which it is desired to begin such op­
eration. All data necessary to show 
compliance with the terms and condi­
tions of the construction permit must 
be filed with the license application.

(1) An AM station, using directional 
antennas, must also file an antenna 
proof of performance.

(b) Program tests shall not com­
mence until specific FCC authority is 
received. The FCC reserves the right 
to change the date of the beginning of 
such tests or to suspend or revoke the 
authority for program tests.

(c) Unless sooner suspended or re­
voked, the program test authority con­
tinues valid during FCC consideration 
of the application for license, and 
during this period further extension of 
the construction permit is not re­
quired. Program test authority shall 
be automatically terminated by final 
determination upon the application 
for station license.

(d) All operation under program test 
authority shall be in strict compliance 
with the rules governing broadcast sta­
tions and in strict accordance with 
representations made in the applica­
tion for license pursuant to which the 
tests were authorized.

(e) The granting of program test au­
thority shall not be construed as ap­
proval by the FCC of the application 
for station license.

(f) The licensee of a UHF TV station 
which is not in operation on, but as­
signed to, the same allocated channel 
which a 1000 watt UHF translator sta­
tion is authorized to use (see § 1.516(c), 
Specifications of facilities), shall 
notify the licensee of the translator 
station, in writing, at least 10 days 
prior to commencing or resuming op­
eration. The TV station licensee shall 
also certify to the FCC in Washington,
D.C. that such advance notice has 
been given to the translator station li­
censee.

53. Part 73 is amended with the fol­
lowing revised “Alphabetical Index of 
Rules Titles—Part 73” to follow after 
the last page of “Contents—Part 73:”
Alphabetical Index op Rules Titles—Part

73 x
SUBPART A—AM BROADCAST STATIONS

Acceptability of broadcast transmitters for
licensing...................... ............................. ......73.48

Agreement, failure to reach; Secondary sta­
tion......... ..................................................... 73.81

Alarm and monitoring points, Automatic
transmission system..... ............    73.146

Allocation, Engineering standards of............. 73.182
Allocation, Field intensity measurements 

in; establishment of effective field at 1
m ile............................    73.186

Alternate main transmitters...........................  73.64
AM broadcast band (definition)....... ........... . 73.2
AM broadcast channel (definition)................ 73.3
AM broadcast station (definition)...... ..........  73.1
(AM technical standards), Introduction.......  73.181
Ammeters, antenna and common point, '

Remote reading................. ............................ 73.57
Antenna heights, Minimum, or field inten­

sity requirements............ ............................. . 73.189
Antenna input power; how determined........  73.51
Antenna input power; maintenance o f .........  73.52
Antenna monitors, Requirements for type

approval of............. ............................... ......... 73,53
Antenna monitors.............................................  73.69
Antenna monitors, Sampling system for......  73.68
Antenna resistance and reactance; how de­

termined................................ .................. 73.54
Antenna structure, marking and lighting..... 73.1213
Antenna system .... .......................................... 73.45
Antenna system and equipment, Changes

in....... .— ........................... ............................ 73.43
Antenna systems, Directional...... 73.150
Antenna systems; showing required............... 73.33
Antenna, directional, Field intensity meas­

urements to establish performance of.......  73.151
Applications for broadcast facilities, show­

ing required....................................................  73.37
Approval of modulation monitors, Require­

ments for......... ............... ................................ 73.50
Areas, Service (definition)........ ..................... 73.11
Assignment of Class II-A stations..... ............ 73.22
Assignment of stations to channels............... 73.28
Attacks, personal; political editorials........ . 73.123
Audio recordings, Retention o f ......................  73.127
Authority, Presunrise service................... .. 73.99
Authority to move main studio........... ..........  73.31
Authorization, Remote control....... ............... 73.66
Authorization, Special field test....................  73.36
Authorizations, Experimental....^jbr.......... 73.1510
Automatic transmission system facilities.....  73.142
Automatic transmission system monitoring

and alarm points........................................ . 73.146
Automatic transmission systems, Fail-safe

transmitter control for.................................  73.144
Automatic transmission systems (ATS), Use

o f .... ................. .............................................. 73.140
Auxiliary transmitter........................ . 73.62
Auxiliary transmitters, Use of modulation

monitors a t .....................................................  73.89
Availability of logs and records......................  73.116

Alphabetical Index of Rules Titles—Part 
73—Continued

Billing practices, Fraudulent..........................  73.1205
Blanketing interference.............. .................... 73.88
Broadcast band, AM (definition)...................  73.2
Broadcast channel, AM (definition)..............  73.3
Broadcast day (definition)............. ................  73.9
Broadcast facilities; showing required..........  73.24
Broadcast facilities, showing required for

applications....................................................  73.37
Broadcast of lottery information........... :......  73.1211
Broadcast of taped, filmed or recorded ma­

terial ............... .................................. 73.1208
Broadcast of telephone conversation.... .......  73.1206
Broadcast station, AM (definition).... ...........  73.1
Broadcast transmitters, Acceptability for li­

censing.............................................................  73.48
Broadcasts by candidates for public office... 73.120 
Candidates for public office, Broadcast by... 73.120
Carrier frequency measurements................ . 73.1540
Carrier power; Maximum rated, how deter­

mined......................... .................... ................ 73.42
Carrier power; Maximum rated, tolerances.. 73.41 
Changes in equipment anti antenna system. 73.43
Channel, AM broadcast (definition).............. 73.3
Channels and stations, Classes of AM

broadcast....................... ............. ............... 73.21
Channels, Assignment of stations to.............  73.28
Charts, Engineering..... .................................... 73.190
Charts, Groundwave field intensity...,....«....  73.184
Class II-A stations, Assignment o f ................  73.22
Class IV stations, Local channels..................  73.27
Class IV stations on regional channels.........
Classes of AM broadcast channels and sta­

tions......................................................... .......  73.21
73.29

Classes of stations, Time of operation o f .....  73.21
Classes I and II stations, Clear channels;.....  73.25
Classes III-A and III-B stations, Regional

channels......................................... „..............  73.26
Clear channels; Classes I and II stations......  73.25
Common point, and antenna ammeters,

Remote reading............................................   73.57
Computation of interfering signal.«..... ......... 73.185
Construction, design, and safety of life re­

quirements, Transmitter.... ......................    73.40
Contests, Licensee-conducted.........................  73.1216
Contracts providing for reservation of time 

upon sale of a station, Special rules relat­
ing to.....................   73.139

Control, transmitter, Fail-safe, for auto­
matic transmission systems.........................  73.144

Critical hours.....................................................  73.13
Cross reference to rules in other Parts.........  73.1010
Day, Broadcast (definition).................... .......  73.9
Daytime (definition)........................ ................ 73.6
Daytime radiation. Limitation on..................  73.187
Definitions, Technical ....„...............................  73.14
Departure from regular schedule; Sharing

time..... ............................................................  73.77
Departure from schedule; material viola­

tion...................................................................  73.82
Design, construction and safety of life re­

quirement, Transmitter...............................  73.40
Directional antennas, Field strength meas­

urements to establish performance of.......  73.151
Directional .antenna data, Modification o f ... 73.152
Directional antenna systems.......... ........... 73.150
Discontinuance of operation......... ................. 73.91
Dominant station (definition)......................   73.4
EBS (Emergency Broadcast System)............  O)
Effective field at one mile, Field intensity

measurements for establishment of...........  73.186
Editorials, political; Personal attacks........ . 73.123
Emergency Broadcast System (EBS)............  ( ’)
Emergency, Operation during........................  73.98
Employment opportunities, Equal................  73.125
Enginee|dng charts............. .......................... . 73.190
Engineering standards of allocation.............  73.182
Equal employment opportunities..................  73.125
Equipment and antenna system, Change in. 73.43
Equipment performance measurements.......  73.47
Equipment tests.................. ;............................  73.1610
Exclusivity, Territorial (Network).................  73.132
Experimental authorizations..... ...........   73.1510
Experimental period (definition)...................  73.10
Experimental period. Operating during the. 73.72
Experimental period. Sharing time...............  73.76
Extension meters............. ..................... . 73.70
Facilities, Automatic transmission system.... 73.142
Facilities, Broadcast; showing required........  73.24
Fail-safe transmitter control for automatic 

transmission systems........................ ...........  73.144
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(Fairness Doctrine) Personal attacks; politi­
cal editorials........... .............. ....................... . 73.123

Field intensity charts, Groundwave.... .........  73.184
Field intensity measurements in alloca­

tions; establishment of effective field at 1
mile.................................................. ...............  73.186

Field intensity measurements in support of 
applications or evidence at hearing............ 73.153

Field intensity measurements: partial and
skeleton proofs of performance___ ;..........  73.154

Field intensity requirements or, Minimum
antenna heights_____ ......... ........................  73.189

Field strength measurements to establish
performance of directional antennas.........  73.151

Field test authorization, Special....................  73.36
Filing of operating schedule. Secondary sta­

tion.......................___ ...........................__...... 73.80
Filmed, taped, or recorded material; Broad­

cast o f .........— ................................................. 73.1208
Fraudulent billing practices.............    73.1205
Frequency measurement. Carrier..................  73.1540
Frequency tolerance....,.............................. ..... 73.59
General requirements relating to logs..... ..... 73.111
Groundwave field intensity charts................  73.184
Groundwave signals__ __________________  73.183
Hours, Critical ...—..».»... ..................................  73.13
Hours (of operation), Specified......................  73.73
Indentification, Sponsorship; list retention; 

related requirements..................................... 73.1212
Identification, Station... .................................. 731201
Indicating instruments (requirements for)... 73.58 
Indicating instruments—specifications.......... 73.1215
Input power, Antenna; how determined........ 73.51
Input power, Antenna; Maintenance o f .......  73.52
Inspection, Station............................................ 73.97
Instruments, Indicating (requirements for) s 73.1258 
Instruments, Indicating—specifications........ 73.1215
Interference, Blanketing_....__.....__ ............ 73.88
Interference to  Astronomy, Research and 

Receiving installations, Notifications con­
cerning.................................. . 73.1030

Interfering signal, Computations of............... 73.185
Introduction (AM technical standards)......... 73.181
License period, Station..................................... 73.1020
License to specify sunrise and sunset hours. 73.79 
Licensee-conducted contests............................ 73.1216
Licensee obligations, Public notice o f ...........  73.1202
Licenses; Station and operator, Posting o f ... 73.92 
Licensing, Acceptability of broadcast trans­

mitter for ............................................ ........... 73.48
Lighting and marking, Antenna structure.... 73.1213 
Limitation on daytime radiation..................... 73.187
Limited time operation....................................  73.38
List retention; Sponsorship indentification; 

related requirements..................................... 7.3.1212
Local channel; Class IV stations..................... 73.27
Location of transmitter.................................... 73.188
Log, M a i n t e n a n c e ........ 73.114
Log, Operating................................................... 73.113
Log, Program...................................................... 73.112
Logs and records, Availability o f ..... . 73.116
Logs, General requirements relating to......... 73.111
Logs, Retention o f ............................................. 73.115
Lottery information, Broadcast o f ................  73.1211
Marking and Lighting, Antenna structure.... 73.1213
Main studio, Authority to move...................... 73.31
Maintenance and tests, Operation for........... 73.1520
Maintenance log...................... .........................  73.114
Maintenence of antenna input power...........  73.52
Maximum rated carrier power; how deter­

mined...... .................... ................................ 73.42
Maximum rated carrier power tolerances..... 73.41
Measurements, Equipment performance.....  73.47
Measurements, Field intensity, for estab­

lishment of effective field at 1 m ile...........  73.186
Measurements, Carrier frequency.................  73.1540
Measurements, Field intensity in support 

of applications of evidence at hearings...... 73.153
Measurements: Field intensity, skeleton

and partial proofs of performance.............  73.154
Measurements. Field strength, to establish

performance of directional antennas.........  73.151
Meters, Extension.............................................  73.70
Mexican/U.S. Agreement and NARBA

(definition)......................................................  73.15
Minimum antenna heights or field intensi­

ty requirements__________ __________ __73.189
Minimum operation schedule..........—............. 73.71
Modes and times of program transmission... 73.87 
Modification of directional antenna data..... 73.152
Modulation...—................................................... 73.55

RULES AND REGULATIONS

A l p h a b e t ic a l  I n d e x  o f  R u l e s  T i t l e s —P a r t
73—Continued

Modulation monitors.......................................  73.56
Modulation monitors, Use at auxiliary

transmitters....................................................  73.89
Modulation monitors. Requirements for ap­

proval o f....... .............................. .................... 73.50
Monitoring and alarm points, Automatic 

transmission system....................................... 73.146
Monitors, Antenna____ ......__.......................... 73.69
Monitors, antenna, Requirments for type

approval of....... ............................................... 73.53
Mqnitors, antenna, Sampling system for .....4 73.68
Monitors, Modulation......................................  73.60
Monitors, modulation, Use of, at auxiliary

transmitters...... .............................................  73.89
Move main studio, Authority to...................... 73.31
Multiple ownership..........................................  73.35
NARBA and the U.S./Mexican Agreement

(definition)............................ . 73.15
(Network), Territorial exclusivity— .............. 73.132
Nighttime (definition)________ ...................... 73.7
Notice, Public, of licensee obligations...........  73.1202
Notification to Commission, Sharing time

stations____ __________ _ 73.78
Notifications concerning interference to 

Radio Astronomy, Research and Receiv­
ing i n s t a l l a t i o n s 73.1030 

Operating during the experimental period... 73.72
Operating log... .................................................. 73.113
Operating schedule, filing of, Secondary

station.......... .......    .................................. 73.80
Operation, Discontinuance o f ................._.... 73.91
Operation during emergency........................— 73.98
Operation for tests and maintenance....._... 73.1520
Operation of the several classes of stations,

Time o f..——— ............................................ 73.23
Operation, Limited time................................... 73.38 .
Operation, Remote Control——.———— .—— 73.67
Operation schedule, M i n i m u m . . . . . . . . . 73.71
(Operation), Specified hours————— —  73.73
Operator and station licenses; posting of—  73.92
Operator requirements_.......................__...... 73.93
Origination, program, and Station location.. 73.30
Ownership, Multiple — —....._.................... 73.35
Partial and skeleton proofs of performance,

Field intensity measurements..._............... 73.154
Performance measurements, Equipment...... 73.47
Performance of directional antennas, Field 

strength measurements to establish.....—  73.151
Personal attacks; political editorials...— ..... 73.123
Political editorials; personal attacks..— —  73.123
Portable test stations._...............— .......— . 73.1530
Posting of, Station and operator licenses...... 73.92
Power, Antenna input; how determined— .. 73.51 
Power, Antenna input; maintenance o f— — 73.52 
Presunrise service authority (PSA).— .— .. 73.99
Program log_____ ............................................ 73.112
Program origination, Station location....— . 73.30
Program tests..................................................... 73.1620
Program transmission, Times and modes of. 73.87 
Proofs of performance, partial and skele­

ton, Field intensity measurements.............. 73.154
Public notice of licensee obligations.............. 73.1202
Public office. Broadcasts by candidates for.. 73.120
Radiation, daytime. Limitation o n ................  73.187
Rebroadcast.......—...._73.1207
Recorded, taped or filmed material; Broad­

cast o f 73. 1208
Recordings, audio, Retention of —— —— 73.127
Records and logs, Availability o f .— — —. 73.116 
Reference, Cross, to rules in other Parts...... 73.1010
References to time (local)..—........................... 73.83
Regional channels; Classes III-A and III-B 

stations.............—.......................— .........—.... 73.26
Regional channels, Class IV stations on........ 73.29
Remote control a u t h o r i z a t i o n . . . . . . . . . . . 73.66
Remote control operation................................ 73.67
Remote reading antenna and common 

point ammeters...—.....—.............—......—....—. 73.57
Requirements for approval of modulation 

monitors...—............................——— — . 73.50
Requirements for type approval of antenna 

monitors.......—...—,—....—..—........—.,.......—.... 73.53
Requirements, relating to logs, General....... 73.111
Requirements, Operator— ...... 73.93
Reservation of time upon sale of a station,

Special rules relating to contracts provid­
ing f o r -________________ ..................... . 73.139

Retention of audio recordings.— 73.127 
Retention of l o g s 73. 115 
(Rules common to all broadcast stations),

Scope------ ------- .............................................  73.1001
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A l p h a b e t ic a l  I n d e x  o f  R u l e s  T i t l e s —P a r t
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Rules in other Parts, Cross reference to ......  73.1010
Safety of life, design, construction require- '

ments, Transmitter............. .......................... 73.40
Sale of station, Special rules relating to 

contracts providing for reservation of
time_______ ........_________ ____ ................. 73.139

Sampling systems for antenna monitors......  73.68
Schedule, Departure from, material viola­

tion_______ ______________ ____________ 73.82
Schedule, Minimum operation...,.— .—.—.—. 73.71 
Schedule, operating, filing of; Secondary

station_____ ......._....— ........... ........... .......... 73.80
Schedule, regular, departure from, Sharing

time......... »................. .........___ .............___ _ 73.77
Scope (of rules common to all broadcast

stations)________________   .................... 73.1001
Secondary station (definition)...... . 73.5
Secondary station; failure to reach agree­

ment............ »......—................................ 73.81
Secondary station; filing of operating

s c h e d u l e _.....____ — — ............  73.80
Service areas ( d e f i n i t i o n ) ____ ..... 73.11
Sharing time; departure from regular

schedule — — ............................................ 73.77
Sharing time; experimental period................ 73.76
Sharing time (operation).............. . 73.74
Sharing time stations; notification to Com­

mission........... ............................................ ... 73.78
Showing required; Applications for broad­

cast facilities........—__ _________.................. 73.37
Showing required; Broadcast facilities.......... 73.24
Showing required; Antenna System........— . 73.33
Signal, interfering, Computation of—..—— . 73.185
Signal, Groundwave—.....—_— — —  73.183
Skeleton and partial proofs of performance,

Field intensity measurements........— ...... . 73.154
Special field test authorization................_... 73.36
Specilli rules relating to contracts providing 

for reservation of time upon sale of a sta­
tion_................................ ............ —. 73.139

Specifications—indicating instruments —  73.1215
Specified horns (of o p e r a t i o n ) ___ _ 73.73
Sponsorship identification; list retention;

related requirements......._.....___............... 73.1212
Standards of allocation. Engineering............. 73.182
Station and operator licenses; posting of...... 73.92
Station, Dominant (definition)....................... 73.4
Station identification.—.—...........................—.. 73.1201
Station inspection.————..——.——..—«—.—.— 73.97
Station license period . 73.1020
Station location and program origination__ 73.30
Stations and channels, standard broadcast,

Classes of _......__.......................... 73.21
Stations, Assignment of, to channels............. 73.28
Studio, main, Authority to move.———.—  73.31 
Sunrise and sunset (definition)....—................ 73.8
Sunrise and sunset hours, License to speci­

fy.....________ »______________________ _ 73.79
Taped, filmed, or recorded material; Broad­

cast o f ....................— —............. 73.1208
Technical definitions...._................................ 73.14
(Technical Standards, AM broadcast), In­

troduction . . . . . . 7 3 . 1 8 1
Telephone conversations, Broadcast o f—  73.1206 
Territorial exclusivity, (Network).—..— .... 73.132
Test authorization, Special field.... » 73.36
Test Stations, Portable.........— — —....... 73.1530
Tests and maintenance, Operation for.......... 73.1520
Tests, Equipment...,—.—.........—.—........—.....—. 73.1610
Tests, Program.—— — . . . . . . . 7 3 . 1 6 2 0
Time of operation of the several classes of 

stations.———»——————————— .—  73.23
Time, Reference to (local)............................... 73.83
Time sharing...................................................... 73.74
Time sharing; departure from regular

schedule......... — a.—¡—............................. 73.77
Time, Special rules providing for reserva­

tion of, upon sale of a s t a t i o n 73.139 
Times and modes of program transmission.. 73.87 
Tolerance, Frequency »—»——— — »—  73.59 
Tolerances, Maximum rated carrier power». 73.41 
Transmission, program, Times and modes

o f ---------------------------- ------------------------- 73.87
Transmission system, Automatic, monitor­

ing and alarm points. .—....»— 73.146
Transmission, system facilities, Automatic.... 73.142
Transmission systems, automatic, Fail-safe 

transmitter control for.........»».»»»»»»»».— 73.144
Transmission systems, automatic (ATS),

Use of______________________________ _ 73.140
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Transmitter (standards of engineering
practice)...... . ................................................... 73.46

Transmitter, Alternate main..........................  73.64
Transmitter, Auxiliary....................................  73.63
Transmitter, auxiliary, Use of modulation

monitor at........................................................ 73.89
Transmitter control. Fail-safe, for automat­

ic transmission system..................................  73.144-
Transmitter; design, construction, and

safety of life requirements..........................  73.40
Transmitter, Acceptability for licensing......  73.48
Transmitter, Location o f .................................. 73.188
Type approval of antenna monitors, Re­

quirements for...............................................  73.53
Use -of automatic transmission systems

(ATS)...,........................................ ................... 73.140
Use - of modulation monitors at auxiliary

transmitters..................................................... 73.89
U.S./Mexican Agreement and NARBA

(definition)......................................................  73.15
Violation, material; Departure from sched­

ule....;.... .......................................................... 73.82

SUBPART B— COMMERCIAL FM BROADCAST 
STATIONS

Acceptability of broadcast transmitters for
licensing..........................................................  73.250

Adjacent channel and cochannel stations,
Minimum mileage, separation between.....  73.207

Administrative changes in authorizations.... 73.212 
Agreements, International, and other re­

strictions on use of channels.......................  73.256
Alarm and monitoring points, Automatic

transmission system......................................  73.346
Alternate main transmitters...........................  73.256
AM and FM programming, Duplication o f ... 73.242
Antenna, Emergency........................................  73.273
Antenna height and Power, Requirements... 73.211
Antenna site, Use of common.........................  73.239
Antenna structure, marking and lighting....  73.1213
Antenna system and equipment, Changes

in.............. ......... .............................................. 73.257
Antenna systems...............................................  73.316
Assignments, Table of......................................  73.202
Attacks, Personal; political editorials...........  73.300
Authorization, Remote control....... *............  73.274
Authorization, Special field test....................  73.278
Authorization,«Subsidiary Communications,

Operation un'der............................................  73.295
Authorizations, Administrative changes in... 73.212
Authorizations, Experimental...... .................. 73.1510
Authorizations, Subsidiary Communica­

tions (SC A )...................... ............................... 73.293
Automatic transmission system facilities.....  73.342
Automatic transmission system monitoring

and alarm points............................................  73.346
Automatic transmission systems, Fail-safe

transmitter control for.................................  73.344
Automatic transmission systems (ATS), Use

o f......................................................................  73.340
Auxiliary transmitter.......................................  73.255
Auxiliary transmitters (Performance char­

acteristics)......................................................  73.321
Auxiliary transmitter, Use of modulation

monitors a t .................... ................................  73.330
Availability of channels...................................  73.203
Availability of logs and records......................  73.286
Billing practices. Fraudulent..........................  73.1205
Broadcast of taped, filmed, or recorded ma­

terial.................................................................  73.1208
Broadcast of telephone conversations..........  73.1206
Broadcast transmitters, Acceptability for li­

censing .................................................... ........ 73.250
Broadcasting, Stereophorilc............................  73.297
Broadcasts by candidates for public office... 73.290 
Candidates for public office, Broadcasts b y . 73.290
Carrier frequency measurements..................  73.1540
Changes in authorizations, Administrative.. 73.212 
Changes in equipment and antenna system. 73.257
Channels, Availability o f.................................  73.203
Channels, Classes of commercial, and sta­

tions operating thereon................................  73.206
Channels, International agreements and

other restrictions on use o f .........................  73.204
Channels, FM broadcast, Numerical desig­

nation of..................... ..................................... 73.201
Charts, Engineering.........................................  73.333
Classes of commercial channels, and sta­

tions operating thereon................................  73.206

SUBPART B—COMMERCIAL FM BROADCAST
s t a t io n s —Continued

Co-channel and adjacent channel stations.
Minimum separation......................... ...........  73.207

Common antenna site. Use of...................... . 73.239
Computations, Reference points and dis­

tance................ ..................... .......................... 73.208
Contests, Licensee-conducted.........................  73.1216
Contours, Field strength.................................  73.311
Contracts for reservation of time upon sale

of a station, Special rules relating to.........  73.241
Control, transmitter, Fail-safe, for auto­

matic transmission systems.........................  73.344
Coverage, Prediction o f ...................................  73.313
Cross reference to rules in other Parts.........  73.1010
Definitions (technical).....................................  73.310
Determination and maintenance of operat­

ing power.................................... ....................  73.267
Discontinuance of operation........................... 73.271
Distance and Reference points, computa­

tions o f ............................................................  73.208
Dual-language broadcasting in Puerto Rico,

TV/FM ............................................................  73.1210
Duplication of AM and FM programing.......  73.242
EBS (Emergency Broadcasting System ).......... ( *)
Editorials, political; Personal attacks...........  73.300
Emergency antenna.........................................  73.273
Emergency Broadcast System (EBS)............  ( ')
Emergency, Operation during........................  73.298
Employment opportunities, Equal................. 73.301
Engineering charts...........................................  73.333
Engineering standards. Subsidiary commu­

nications multiplex operations...................  73.319
Equal employment opportunities..................  73.301
Equipment and antenna system, Changes

in.......................................................................  73.257
Equipment tests................................................  73.1610
Equipment, Transmitters associated.............  73.317
Exclusivity, Territorial (Network).................  73.232
Experimental authorizations..........................  73.1510
Extension meters..............................................  73.276
Facilities, Automatic transmission system.... 73.342 
Fail-safe transmitter control for automatic

transmission systems..... ............................... 73.344
(Fairness Doctrine) Personal attacks; politi­

cal editorials.................................................... 73.300
Field test authorization, Special....................  73.278
Field strength contours...................................  73.311
Field strength measurements..... .................... 73.314
Filmed, taped, or recorded material; Broad­

cast o f ..............................................................  73.1208
FM and AM programing, Duplication of......  73.242
FM broadcast channels, Numerical designa­

tion o f ............................................................... 73.201
FM/TV dual-language broadcasting in

Puerto Rico.....................................................  73.1210
Fraudulent billing practices...........................  73.1205
Frequency measurements, Carrier........ ........ 73.1540
Frequency tolerance.................... ..................... 73.269
General requirements relating to logs..........  73.281
Identification, Sponsorship; list retention;

related requirements.................... ................ 73.1212
Identification, Station..................   73.1201
Indicating instruments (requirements for)... 73.258
Indicating instruments—specifications__..... 73.1215
Inspection, Station...........................................  73.263
Instruments, Indicating (requirements for). 73.258 
Instruments, Indicating—specifications........ 73.1215
Interference, Protection from........................  73.209
Interference to Astronomy, Research and 

Receiving installations, Notifications con­
cerning............ ................................................ 73.1030

International agreements and other restric­
tions on use of channels...............................  73.204

License period, Station........................ ...........  73.1020
Licensee-conducted contests...........................  73.1216
Licensee obligations, Public notice o f ...........  73.1202
Licenses; Station and operator, posting of.... 73.264 
Licensing, Acceptability of Broadcast

transmitters for.............................................  73.250
Lighting and marking, Antenna structure.... 73.1213 
List retention; Sponsorship identification;

related requirements..... ............................... 73.1212
Location, Station, main studio, and pro­

gram origination......................................... . 73.210
Location, Transmitter......................................  73.315
Log, Maintenance....... ...................................... 73.284
Log, Operating......... ......................................... 73.283
Log, Program................    73.282
Logs and records, Availability o f ........ . 73.286
Logs, General requirements relating to........  73.281
Logs, Retention o f ...................................... 73.285
Lottery information, broadcast o f.................  73.1211

SUBPART B—COMMERCIAL FM BROADCAST
s t a t io n s — Continued

Main studio location. Station location and
program origination.................................. . 73.210

Maintenance and determination. Operating
power__ ................... .....................................  73.267

Maintenance and tests, Operation for..........  73.1520
Maintenance log................................................  73.284
Main transmitters, Alternate.........................  73.256
Marking and lighting, Antenna structure..... 73.1213
Measurements, Carrier frequency.................  73.1540
Measurements, Field strength.......................  73.314
Meters, Extension...................................... . 73.276
Minimum mileage separations between co­

channel and adjacent channel stations on
commercial channels.... ................................ 73.207

Minimum separation, Stations at spacings
below.......................... ...................................... 73.213

Modulation.........................................................  73.268
Modulation monitors..................... .................. 73.253
Modulation monitors, Requirements for

type approval.................................................  73.332
Modulation monitors, Use of at auxiliary

transmitters....................................................  73.330
Monitoring and alarm points, Automatic

transmission system......................................  73.346
Monitors, Modulation........................ ............. 73.253
Monitors, modulations, Requirements for

type approval.................................................  73.332
Monitors, modulation, Use of at auxiliary 

transmitters..................................................... 73.330
Multiple ownership..... ..................................... 73.240
Multiplex operations, Subsidiary communi­

cations, engineering standards........... . 73.319
Nature of the SCA (Subsidiary Communi­

cations Authorizations)................................  73.294
(Network), Territorial exclusivity..................  73.232
Notice, Public, of licensee obligations...........  73.1202
Notifications concerning interference to 

Radio Astronomy, Research and Receiv­
ing installations.............. ............................... 73.1030

Numerical designation of FM broadcast
channels......................... ........................... 73.201

Operating log............ ........................................  73.283
Operating power; determination and main­

tenance o f ............................................ ..........  73.267
Operation, Discontinuance o f ........................  73.271
Operation during emergency.... .....................  73.298
Operation for tests and maintenance............ 73.1520
Operation, Remote control.............................. 73.275
Operation, Time o f...........................................  73.261
Operation under Subsidiary Communica­

tions Authorizations (SCA).........................  73.295
Operator and Station licenses; posting o f....  73.264
Operator requirements.............................. . 73.265
Origination, program, Station location, and

main studio location.....................................  73.210
Ownership, Multiple............... ........................  73.240
Permissible transmissions...............................  73.277
Personal attacks; political editorials.............. 73.300
Political editorials; Personal attacks.............  73.300
Portable test stations............................... . 73.1530
Posting of, Station and operator licenses...... 73.264
Power and antenna height requirements.....  73.211
Power, Operating, determination and main­

tenance o f_...................................................  73.267
Prediction of coverage........... ....................... 73.313
Program log ................................... . 73.282
Program origination, Station location, main

studio location.............................................. . 73.210
Program Test.....................................................  73.1620
Programming, Duplication of AM and FM... 73.242
Protection from interference..... - ..................  73.209
Public notice of licensee obligations.............  73.1202
Public office, Broadcast by candidates for.... 73.290 
Puerto Rico TV/FM, dual-language broad­

casting in........................ . 73.1210
Rebroadcast......................................... . 73.1207
Recorded, taped, filmed material; Broad­

cast o f ..............................................................  73.1208
Records and logs, Availability o f ........... . 73.286
Reference, Cross, to rules in other Parts.....  73.1010
Reference points and distance computa­

tions.................. ..............................................  73.208
Remote control authorization........................  73.274
Remote control operation...............................  73.275
Required transmitter performance...............  73.254
Requirements for type approval of modula­

tion monitors..................................................  73.332
Requirements, Operator..................................  73.265
Requirements, Power and antenna height... 73.211 
Requirements relating to logs, General.......  73.281
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Special rules relating to contracts provid­
ing for.......... ............... »................................... 73.241
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use of channels........................................ . 73.204

Retention of logs............................. ................  73.285
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Scope......................... ............................... . 73.1001
Rules in other Parts, Cross reference....... .... 73.1010
Sale of a station, Special rules relating to 
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time upon..................... —.—  ........... 73.241
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cations Authorizations)..»»»......— ------- .... 73.294
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stations)......... .......    73.1001
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Special field test authorization..... ................  73.278
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tion...... ...........................................................  73.241

Specifications—Indicating instruments........ 73.1215
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related requirements_.....................   73.1212
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Station inspection..................... ....................... 73.263
Station license period..................................  73.1020
Station location, main studio location, and

program origination...____ ......................... 73.210
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separations_................— .............................. 73.213
Stereophonic broadcasting....—...................... 73.297
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program origination.................... .................  73.210
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(SCA)......................... ............................... .....  73.293
Subsidiary Communications Authoriza­

tions, Nature of..............................................  73.294
73.294

Subsidiary Communications Authoriza­
tions, Operation under.......... —...................  73.295

Subsidiary communications multiplex oper­
ations: engineering standards...................... 73.319

Table of assignments...................... ................  73.202
Taped, filmed or recorded material; Broad­

cast o f ..... . 73.1208
Technical definitions...__................................ 73.310
Telephone conversations, Broadcast o f........  73.1206
Territorial exclusivity (Network)..........».«...... 73.232
Test stations, Portable..................................... 73.1530
Tests and maintenance, Operation for.......... 73.1520
Tests, Equipment............................................. 73.1610
Tests, Program 73.1620
Time of operation................................. . 73.261
Time, Special rules providing for reserva­

tion of, upon sale of a station...................... 73.241
Tolerance, Frequency................................... 73.269
Topographic data........................ . 73.312
Transmission standards, Stereophonic..»..».. 73.322 
Transmission system, Automatic, monitor­

ing and alarm points..»»__......................... 73.346
Transmission system facilities, Automatic..» 73.342 
Transmission systems, automatic, Fail-safe 

transmitter control for»»...»»»..»...»»».»»». 73.344 
Transmission systems, automatic (ATS),

Use of......................................... ...................... 73.340
Transmissions, Permissible.....».».»»»..»..».».. 73.277
Transmitter, Auxiliary.......»...»....».»»..... ».». 73.255
Transmitter control, Fail-safe, for automat­

ic transmission systems ............................... 73.344
Transmitter location................................ ........ 73.315
Transmitters, Alternate m ain......................... 73.256
Transmitters and associated equipment..»».. 73.317 
Transmitters, Auxiliary (Performance char­

acteristics)»».»... ................... 73.321
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monitors a t .....................................................  73.330
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licensing.................................. .......................  73.250
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Puerto Rico.................... »».».».»»..»»»»»».» 73.1210
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quirements for .................................... ».»....» 73.332

Use of automatic transmission systems
(ATS)_______________________________  73.340
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transmitters..»»»»»»».»»»».».»»..».»»».».»». 73.330 

Zones..................... 73.205
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licensing.......... ...............................................  73.550
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Agreement, United States-Mexico FM 
broadcast, Noncommercial educational
channel assignments under.».»»».------- ...» 73.504

Alarm and monitoring points, Automatic
transmission system----- .»».».»..»------.»»... 73.546

Alternate main transmitters.»»»»»»»»».—»» 73.556
Announcements, Donor................... ...—»..»» 73.503
Antenna height and Power, requirements..» 73.511 
Antenna structure, marking and lighting..». 73.1213 
Antenna system and equipment, Changes

in.................................. ..................................... 73.557
Antenna systems...»»»»»»»»»------»»».»....».... 73.510
Assignment, Channels available for....... ».»» 73.501
Assignments, Noncommercial educational 

channel, under the United States-Mexico 
FM Broadcast Agreement...»»».»»»»»»».»» 73.504 
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Audio recordings, Retention o f.»»..»»...»»...» 73.591 
Authorization, Remote control.».»»»»»»».»» 73.572 
Authorizations, Experimental ...„»..»„„—»»» 73.1510 
Authorizations, Subsidiary Communica­

tions (SCA)........... —..........------.»»...»..».».» 73.593
Authorization, Subsidiary Communications,

Operation under....».».»...»»»...»».------».»«. 73.595
Automatic transmission system facilities...... 73.542
Automatic transmission system monitoring

and alarm points.....»»»____ ..»».......».------ 73.546
Automatic transmission systems, Fail-safe

transmitter control for...»»»»»»»»------ ..»» 73.544
Automatic transmission systems (ATS), Use

o f _________ __________________________ 73.540
Auxiliary transmitter.........»»»»».»»»»»»»»..» 73.555
Availability of logs and records..»»»»».».»».» 73.586
Broadcast of lottery information...................  73.1211
Broadcast of taped, filmed, or recorded ma­

terial ......__........ .......................«.„»»».»»».... 73.1208
Broadcast of telephone conversations___ .... 73.1206
Broadcast transmitters, Acceptability for li­

censing ........... ................ 73.550
Broadcasting, Stereophonic...».»»».—........... 73.596
Broadcasts by candidates for public office... 73.590 
Candidates for public office, Broadcasts b y . 73.590 
Carrier frequency measurements.................. 73.1540
Changes in equipment and antenna system. 73.557 
Channel assignments, Noncommercial edu­

cational, under the United States-Mexico 
FM Broadcast Agreement.......»»»»»..»»»»» 73.504

Channels available for assignment..»»..»».».. 73.501 
Channels, Classes of educational, and sta­

tions operating thereon.....»»»»»»..___ .».». 73.506
Channels, unreserved, Noncommercial edu­

cational broadcast stations, operating o n .. 73.513 
Classes of educational channels, and sta­

tions operating thereon....»»»»».»..»......»»» 73.506
Co-channel and adjacent-channel stations,

Minimum distance separations...................  73.507
Contests, Licensee-conducted................ . 73.1216
Control, transmitter, Fail-safe, for auto­

matic transmission systems.........................  73.544
Cross reference to rules in other Parts..»»».. 73.1010 
Determination and maintenance of, Oper­

ating power ............................................... 73.567
Discontinuance of operation..»»..................   73.571
Distance separations, Minimum, between 

cochannel and adjacent-channel stations» 73.507
Donor announcements..................................   73.503
Dual languange broadcasting in Puerto

Rico, TV/FM....... ........................................... 73.1210
EBS (Emergency Broadcast System)........... (')
Educational channel assignments, Noncom­

mercial, under the United States-Mexico
FM Broadcast Agreement.............................. 73.504

Educational, Noncommercial stations on
unreserved channels....... .......................   73.513

Emergency Broadcast System (EBS)............  (*)
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Emergency, Operation during..»»»...»».».»..» 73.597 
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Extension meters.»»»»............ »»..„»»»..»».».. 73.574
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transmission systems..... ....................... 73.544
(Fairness Doctrine) Personal attacks.... »...... 73.598
Filmed, taped, or recorded material. Broad­

cast of «»..»...»»....».........   » 73.1208
FM/TV dual language broadcasting in

Puerto Rico._............— ................................ 73.1210
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Frequency tolérance.».......................... »»»»»» 73.569
General requirements relating to logs..........  73.581
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related requirements....................................  73.1212
Identification, Station.»»»»—»»»»»»»»------  73.1201
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Inspection, Station..............__..................—  73.563
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related requirements....................... »........... 73.1212
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Log, Operating ................................................ 73.583
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Logs, Retention o f ............................................  73.585
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ing power........................ .—..........................  73.567
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Modulation............ 73.568
Modulation monitors.......................... »........... 73.553
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cations Authorizations)__ ......................... 73.594
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FM Broadcast Agreement........ —.............. 73.504
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tions .................... ............................................. 73.513
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Posting of, Station and operator licenses...... 73.564
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Recordings, audio. Retention o f ......... ..........  73.591
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Station license period............ .........................  73.1020
Stations, Noncommercial educational 

broadcast, operating on unreserved chan­
nels...................................................................  73.513
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Telephone conversations, Broadcast o f........  73.1206
Test stations, Portable.....................................  73.1530
Tests and maintenance, Operation for.........  73.1520
Tests, Equipment..............................................  73.1610
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ing and alarm points.....................................  73.546
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Transmitter performance................................  73.554
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nels................. ................................................  73.622
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terial ...................... .........................................  73.1208
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Contours, Field intensity........................ ........ 73.683
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Discontinuance of operation...........____...... 73.667
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TV/FM ............................................... ............. 73.1210
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Educational stations, Noncommercial..........  73.621
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Engineering charts...........................................  73.699
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in.......... .............................................. .......... 73.639
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ance requirements (Subscription T V )........ 73.644
Equipment tests............... ......................... 73.1610
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ments and network program practices....... 73.658

Experimental authorizations..........................  73.1510
Extension meters..............................................  73.678
(Fairness Doctrine) Personal attacks; politi­

cal editorials............................................... . 73.679
Field intensity contours..................................  73.683
Field strength measurements.........................  73.686
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Filmed, taped, or recorded material; Broad­

cast o f ................. ................. „........................  73.1208
FM/TV, dual-language broadcasting in

Puerto Rico.....................................................  73.1210
Fraudulent billing practices...... ..................... 73.1205
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Frequency tolerance............................... .........  73.668
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Instruments, Indicating (requirements for). 73.688
Instruments, Indicating—specifications.......  73.1215
Interference, Protection from........................  73.612
Interference to Astronomy, Research and 

Receiving installations. Notifications con­
cerning.......... ..................................................  73.1030

International agreements................................. 73.608
License period, Station...................._............. 73.1020
Licensee-conducted contests.«........................  73.1216
Licensee obligations. Public notice o f ...........  73.1202
Licenses; Station and operator, posting of.... 73.660 
Licensing, Acceptability of broadcast trans­

mitters for.......................................................  73.640
Licensing policies (Subscription TV).............. 73.642
Lighting and marking, Antenna structure.... 73.1213
List retention; Sponsorship identification;

related requirements..................................... 73.1212
Log, Maintenance.............................................. 73.672
Log, Operating............_................................... 73.671
Log, Program.......... «................ .......................  73.670
Logs and records. Availability o f .................... 73.674
Logs, General requirements relating to......... 73.669
Logs, Retention o f ......... ............................ . 73.673
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SUBPART E—TV BROADCAST STATIONS—

Continued
P ro g ram  p rac tic e s , n e tw o rk , a n d  A ff ilia tio n  

ag ree m en ts ; te r r i to r ia l  ex c lu s iv ity  in  no n -
network program arrangements.................  73.658

Program tests .............................. .....................  73.1620
Protection from interference..........................  73.612
Public notice of licensee obligations.............  73.1202
Public office, Broadcast by candidates for.... 73.657 
Puerto Rico, TV/FM dual-language broad­

casting in.............................. ......................... . 73.1210
Rebroadcast........................................ ..............  73.1207
Recorded, taped, filmed material; Broad­

cast o f ....................................... .............. .......  73.1208
Recordings, audio, Retention o f ....................  73.622
Records and logs. Availability o f ............ ....... 73.674
Reference, Cross, to rules in other Parts.....  73.1010
Reference points and distance computa­

tions..................... ...........................................  73.611
Remote control authorization....... ............. 73.677
Remote control operation...............................  73.676
Requirements, Equipment and technical

system performance........................... ..........  73.644
Requirements for type approval of aural

modulation monitors....................................  73.694
Requirements, General, for type approval

of modulation monitors................................  73.692
Requirements, General operating.................  73.643
Requirements relating to logs, General.......  73.669
Requirements, Operator..................................  73.661
Requirements, Power and antenna height... 73.614 
Reservation of time upon sale of a station.

Special rules relating to contracts provid­
ing for................... ....... ..................................  73.659

Retention of audio recordings...-............. .....  73.622
Retention of logs....................... ....................... 73.673
(Rules common to all broadcast stations).

Scope.......................... ...................................... 73.1001
Rules in other Parts, Cross reference to ......  73.1010
Sale of a station. Special rules relating to 

contracts providing for reservation of
time............ .....................................................  73.659

Scope (of rules common to all broadcast
stations)....................................    73.1001

Scope of subpart............ ................................... 73.601
Separations (channel)............ .......................... 73.610
Sharing of television channels, Applications

for................ ....................................................  73.622
Site, common antenna, Use of................. ....... 73.635
Special field test authorization......................  73.627
Special rules relating to contracts providing 

for reservation of time upon sale of a sta­
tion............ .................................. .................... 73.659

Sponsorship identification; list retention;
related requirements....................................  73.1212

Standards and changes, Transmission..........  73.682
Station and operator licenses; posting o f.....  73.660
Station identification.......................................  73.1201
Station inspection........ ........................ .........73.665
Station license period.......................... ............ 73.1020
Stations, noncommercial educational...........  73.621
Studio, Main, location........................ .............. 73.613
Subpart, Scope o f ........ ...................................  73.601
(Subscription TV operations), Definitions.... 73.641 
System, technical Equipment performance 

requirements (Subscription TV oper­
ations)..............................................................  73.644

Table of assignments....... ...............................  73.606
Tables (Distance-degree conversions and

separations)........................ ,.......... ................ 73.698
Taped, filmed, or recorded material, Broad­

cast o f ..............................................................  73.1208
Technical system performance and Equip­

ment requirements (Subscription TV op­
erations) ............... ,.... ................ .................... 73.644

(Technical standards), Definitions................  73.681
Telephone conversations, Broadcast o f........  73.1206
Television channels, Applications for shar­

ing of................................................................  73.622
Television channels. Numerical designation

of...................... ................................................ 73.603
Territorial exclusivity in nonnetwork pro­

gram arrangements; Affiliation agree­
ments and network program practices......  73.658

Test authorization, Special field....................  73.627
Test stations, Portable.....................................  73.1530
Test and Maintenance, Operation fo r ..........  73.1520
Tests, Equipment..............................................  73.1610
Tests, Program....<.......................... ................... 73.1620
Time of operation.................................. ..........  73.651
Time, Special rules providing for reserva­

tion of, upon sale of a station.....................  73.659
Tolerance, Frequency......................................  73.668
Transmission standards and changes............  73.682

SUBPART E—TV BROADCAST STATIONS—
Continued

Transmitter, Auxiliary.... ...... ........................  73.638
Transmitter location and antenna system.... 73.685 
Transmitters, broadcast, Acceptability for

licensing............... ........................................... 73.640
Transmitters, Alternate m ain........................  73.637
Transmitters and associated equipment.......  73.687
TV/FM dual-language broadcasting in

Puerto Rico.....................................................  73.1210
Type approval of modulation monitors,

General requirements...................................  73.692
Type approval of aural modulation moni­

tors, Requirements for........... . 73.694
Use of common antenna site...........................  73.635
Zones................... ...............................................  73.609

SUBPART F—INTERNATIONAL BROADCAST 
STATIONS

Alternate main transmitters......... .................. 73.758
Antenna....................................................... . 73.753
Antenna structure, marking and lighting....  73.768
Antenna systems and equipment, Changes

in......... .............................................................  73.759
Applications, Notification of filing................  73.711
Areas of reception and geographical zones... 73.703
Assignment and use of frequency....... ..........  73.702
Authorizations.................. ................................  73.732
Auxiliary transmitters.................... ...... ......... 73.757
Bandwidth and modulation......................... . 73.766
Commercial or sponsored programs; Service 73.788
Contest, Licensee-conducted..................    73.1216
Correction of logs.............................................  73.785
Cross reference to rules in other Parts.........  73.710
Changes in equipment and antenna system. 73.759
Definitions (Technical)..... ............................... 73.701
Determining and maintaining operating

power............................. .................................. 73.765
Discontinuance of operation..........................  73.769
Equal employment opportunities................... 73.793
Employment opportunities, Equal................  73.793
Equipment and antenna system, Changes

in_______ ________________ _____________ 73.759
Equipment tests................................................  73.712
Filing of applications, Notification of...........  73.711
Form, Log...........................................................  73.784
Frequencies, Assignment and use o f .............. 73.702
Frequency monitors.........................................  73.754
Frequency tolerance.........................................  73.767
Geographical zones and areas of reception.. 73.703 
Identification, Sponsorship; list retention;

related requirements..................................... 73.1212
Identification, Station........... .......................... 73.787
Inspection, Station.......... .............. .................  73.762
License period. Normal........... ......................... 73.733
License, Station, and seasonal schedules,

posting o f ........................................................  73.763
Licensee-conducted contests...........................  73.1216
Licensing requirements........... .......................  73.731
Lighting and marking, Antenna structure.... 73.768 
List retention; sponsorship identification;

related requirements..................................... 73.1212
Log form................................................ ,............ 73.784
Logs........................................... - .......................  73.781
Logs, by whom kept........... ......................... 73.783
Logs, Correction o f........................... ...............  73.785
Logs, Retention o f ...................................... 73.782
Logs, Rough................ ...................................... 73.786
Maintaining and determining operating

power............................................................ . 73.765
Marking and lighting. Antenna structure....  73.768
Modulation and bandwidth.............................  73.766
Modulation monitors.................................. .... 73.755
Monitors, Frequency........................................  73.754
Monitors, Modulation......................................  73.755
Normal license period........... ........................... 73.733
Notification of filing of applications.............  73.711
Operating power; how determined and

maintained......................................................  73.765
Operation, discontinuance o f .........................  73.769
Operation, Time o f...... ..................................... 73.761
Operator requirements....................................  73.764
Posting of station license and seasonal

schedules.............. ..........................................  73.763
Power, Operating, how determined and

maintained......................................................  73.765
Power requirement...........................................  73.751
Programs, commercial or sponsored.............  73.788
Program tests....................................................  73.713
Rebroadcast.......................................................  73.790
Reception, areas of, and Geographical

zones................................ ................................ 73.703
Reference, cross, to rules in other Parts......  73.710

SUBPART F— INTERNATIONAL BROADCAST
s t a t io n s —Continued

Required transmitter performance............. 73.756
Requirements, Licensing.................................  73.731
Requirements, Operator..................................  73.764
Requirements, Power........ ..............................  73.751
Retention of logs......... a.................. ...............  73.782
Rough logs............. .......... ..... ...... ..... .............  73.786
Rules in other parts, Cross reference to.......  73.710
(Rules common to all broadcast stations),

Scope.......... ................................................ ..... 73.1001
‘ Scope (of rules common to 211 broadcast

stations)..................................... - ..................  73.1001
Seasonal schedules and station license,

posting o f ....................................... ......... ......  73.763
Service; commercial or sponsored programs. 73.788 
Sponsorship identification; list retention;

related requirements....................................  73.1212
Station inspection............................. ................ 73.762
Station identification....... ...............................  73.787
Station license and seasonal schedules,

posting o f ....... ................................... ............  73.763
Tests, Program....... ..........................................  73.713
Tests, Equipment................. ............................  73.712
Time of operation.............................................  73.761
Tolerance, Frequency......................................  73.767
Transmitter, Required performance............. ' 73.756
Transmitters, Alternate m ain........................  73.758
Transmitters, Auxiliary....... .................... ......  73.757
Use and Assignment of frequencies___ _____ 73.702
Zones, Geographical, and areas of reception 73.703

SUBPART G— EMERGENCY BROADCAST SYSTEM 
(EBS)

Acceptability of ESS attention signal
equipment.......................................................  73.942

Action, Emergency, Notification, Dissemi­
nation of............... ................... ....................... 73.931

Approved national level interconnecting 
systems and facilities of EBS, Closed cir­
cuit tests o f... ...................................   73.962

Area, Operational (Local)...... ......................... 73.920
Attention signal................      73.906
Attention signal transmission and radio

monitoring requirements......... .................... 73.932
Authenticator word lists..................................  73.910
Authorization, EBS (Emergency Broadcast

System )...... ........................... v..-....................  73.913
Attention signal equipment, EBS, Accept­

ability of..........................................................  73.942
Basic EBS plan..................................................  73.911
Checklist, E B S........... ..........   73.908
Closed circuit tests of approval national 

level interconnecting systems and facili­
ties of the EBS................    73.962

Common carrier, communications, Partici­
pation by....................................    73.927

Common program control station (CPCS).... 73.916 
Communications common carriers, Partici­

pation by........... ............   73.927
Construction, Individual, of encoders and

decoders...............      73.943
Day-to-day emergencies posing a threat to 

the safety of life and property; State level
and operational (Local) area level EAN___ 73.935

Decoder devices..... ............................................ 73.941
Decoders and encoders, Individual con­

struction o f ..... - ...............   73.943
Devices, Decoder...............................................  73.941
Devices, Encoder...............................................  73.940
Dissemination of Emergency Action Notifi­

cation...............................................................  73.931
EBS (Emergency Broadcast System)............  73.903
EBS attention signal equipment, Accept­

ability of..............................................   73.942
EBS authorization............................................  73.913
EBS checklist.....................      73.908
EBS operation during an operational

(Local) area level emergency.......................  73.937
EBS operation during a national level

emergency......................................    73.933
EBS operation during a State level emer­

gency...............      73.936
EBS, Participation in the................................  73.926
ESS plan, Basic.................................................  73.911
EBS procedures, Tests o f ...............................  73.961
EBS programming priorities.............. a.........  73.922
EBS, State operational plan.......................   73.921
Emergencies, Day-to-day, posing a threat to 

the safety of life and property; State level 
and operational (Local) area level EAN.... 73.935 

Emergency Action Notification (EAN)........  73.905
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SUBPART G— EMERGENCY BROADCAST SYSTEM 

( EBS )—Continued
Emergency Action Notification, Dissemina­

tion o f ........................................................   73.931
Emergency Action Termination.....................  73.907
Emergency, operational (Local) area level,

EBS operation during...................................  73.937
Emergency, national level, EBS operation

during............................................      73.936
Encoders and decoders, Individual con­

struction o f ............................ :...................... . 73.943
Encoder devices.... v................. ........... ............. 73.940
Equipment, EBS attention signal, Accept­

ability of..........................................................  73.942
Individual construction of encoders and de­

coders............. .................................................  73.943
Interconnecting systems and facilities of 

EBS, approved national level. Closed cir­
cuit tests o f.....................................................  73.962

Licensee..,...........................................................  73.904
Lists, Authenticator word......... ...................... 73.910
(Local), Operational area................................  73.920
(Local), Operational area level emergency,

EBS operation during...................................  73.937
(Local), Operational area level and State 

level EAN; Day-to-day emergencies posing 
a threat to the safety of life and property 73.935 

Monitoring, Radio, and attention signal
transmission requirements.......... ................  73.932

National level emergency, EBS operation
during..............................................................  73.933

National level interconnecting systems and
facilities of EBS, Closed circuit tests o f ....  73.962

Network, State relay........................................  73.919
NIAC order........................................................  73.912
Non-participating station (Non-EBS)....... ....73.918
Notification, Emergency Action.....................  73.905
Notification, Emergency Action, Dissemina­

tion o f ..............................................................  73.931
Objectives of Subpart G.......................    73.902
Operating procedures, Standard....................  73.909
Operation, EBS, during an operational

(Local) area level emergency.......................  73.937
Operation, EBS, during a national level

emergency.......................................................  73.933
Operation, EBS, during a State level emer­

gency................     73.936
Operational (Local) area.................................  73.920
Operational plan, State EBS........................... 73.921
Order, NIAC......................................................  73.912
Originating primary relay station (Orig Pri

Relay)........ ,..................................................... 73.917
Participation by communications common

carriers............................................................  73.927
Participation in EBS........................................  73.926
Plan, EBS, Basic.............................. ................  73.911
Plan, State operational, EBS..........................  73.921
Primary station (Primary)..............................  73.914
Primary relay station (Pri Relay)........ .........  73.915
Primary relay station, Originating................  73.917
Priorities, EBS programing.................    73.922
Procedures, EBS, Tests o f...............................  73.961
Procedures, Standard operating....................  73.909
Program, control station, Common (CPCS). 73.916
Programing priorities, EBS.............................  73.922
Property, life, Day-to-day emergencies 

posing a threat to the safety of; State- 
level operational (Local) area level EAN... 73.935 

Radio monitoring and attention signal
transmission requirements....... .........    73.932

Relay network. S ta te .....................     73.919
Relay station, Primary...............................   73.915
Relay station, primary, Originating..............  73.917
Safety of life and property, Day-to-day 

emergencies posing a threat to; State 
level and operation (Local) area level
EAN............ ...............  73.935

Scope of Subpart G ____ _____    73.901
Signal, Attention.............................    73.906
Signal equipment, EBS, attention, Accept­

ability of........................................   73.942
Standard operating procedures (SOP’s).......  73.909
State EBS operational plan............................  73.921
State level and operational (Local) area 

level EAN; Day-to-day emergencies posing 
a threat to the safety of life and property 73.935 

State level emergency, EBS operation
during... ......................................... ...........__  73.936

State relay network...................................   73.919
Station, Common program control............ ....73.916
Station, Nonparticipating.... ........................... 73.918
Station, Primary______________...... .............  73.914
Station, Primary relay.............................    73.915
Station, Originating primary relay........... ....73.917
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SUBPART G—EMERGENCY BROADCAST SYSTEM
( e b s )—Continued

Subpart—G, Objectives...................................  73.902
Subpart—G, Scope of........... ..............  73.901
Termination, Emergency Action....................  73.907
Tests of EBS procedures.................................  73.961
Tests, Closed Circuit, of approved national 

level interconnecting systems and facili­
ties of EBS...................................   73.962

Transmission, attention signal, and radio
monitoring, requirements............................  73.932

Word lists, Authenticator______     73.912
1 See subpart G.
[FR Doc. 78-20855 Filed 7-27-78; 8:45 am]

[6712-01]

[BC Docket No. 78-103; FCC 78-5033
PART 73— RADIO BROADCAST 

SERVICES

PART 76— CABLE TELEVISION 
SERVICE

Broadcasts and Cablecasts by Legally 
Qualified Candidates for Public 
Office

AGENCY: Federal Communications 
Commission.
ACTION: Final rules.
SUMMARY: The FCC is amending its 
rules on political broadcasting and 
cablecasting to clarify them and re­
solve uncertainties in their applica­
tion; also, to make certain paragraphs 
fully interpretative of applicable sec­
tions of the Communications Act as 
amended by Congress in 1972, 1974, 
and 1976. We believe our action will 
make it much easier for broadcast li­
censees, cable television system opera­
tors, and political candidates to under­
stand the law in this area.
EFFECTIVE DATE: August 28, 1978.
ADDRESSES: Federal Communica­
tions Commission, Washington, D.C. 
20554.
FOR FURTHER INFORMATION 
CONTACT:

William B. Ray, Broadcast Bureau, 
202-632-5414, this is not a toll-free 
telephone number.
In the matter of amendment of 

parts 73 and 76 of the Commission’s 
rules relating to broadcasts and cable- 
casts by legally qualified candidates 
for public office, BC docket No. 78- 
103, FCC 78-503; Report and order (43 
FR 13402).
Adopted: July 12, 1978.
Released: July 27, 1978.

1. The Commission has before it for 
consideration the Notice of Proposed 
Rule Making adopted March 16, 1978, 
and released March 24, 1978 (FCC 78- 
205) and comments filed in response 
thereto on proposed amendments to 
the rules relating to broadcasts and

cablecasts by legally qualified candi­
dates for public office. Additionally, 
the Commission considers herein cer­
tain other amendments to the political 
broadcasting and cablecasting rules to 
make them fully interpretative of sec­
tion 315 of the Communications Act of 
1934, as amended.

2. Timely comments on the Notice of 
Proposed Rule Making were filed by 
eight parties: American Broadcasting 
Co., Inc. (ABC); Belo Broadcasting 
Corp. (Belo); CBS, Inc.; the firm of 
Jorgensen, Johnson & Northrop on 
behalf of eight licensees (Jorgensen); 
National Association of Broadcasters 
(NAB); National Broadcasting Co., Inc. 
(NBC); National Radio Broadcasters 
Association (NRBA), and Public 
Broadcasting Service (PBS). After the 
announced closing date for comments, 
the National Cable Television Associ­
ation (NCTA) and the National Black 
Media Coalition (NBMC) each filed 
comments on a single but different 
aspect of the proposed rulemaking. 
Despite the late filing, both comments 
have been considered. No reply com­
ments were filed.

P resent Definitions of Candidates

3. The particular parts of the politi­
cal broadcasting and cablecasting rules 
to which our notice was directed are 
those defining a “legally qualified can­
didate for public office” for the pur­
poses of the Communications Act. The 
definitions in the present broadcast 
rules, which are almost identical to 
those in the cable television rules, are 
as follows:

(a) Definitions.—A  “legally qualified can­
didate” means any person who has publicly 
announced that he is a candidate for nomi­
nation by a convention of a political party 
or for nomination or election in a primary, 
special, or general election, municipal, 
county, State, or national, and who meets 
the qualifications prescribed by the applica­
ble laws to hold the office for which he is a 
candidate, so that he may be voted for by 
the electorate directly or by means of dele­
gates or electors, and who either:

(1) Has qualified for a place on the ballot, 
or

(2) Has publicly committed himself to 
seeking election by the write-in method, and 
is eligible under the applicable law to be 
voted for by sticker, by writing in his name 
on the ballot, or other method; and makes a 
substantial showing that he is a bona fide 
candidate for nomination or office.
We were concerned about three as­
pects of these rules: (1) They permit 
write-in candidates to become legally 
qualified for purposes of sections 312 
and 315 of the act earlier than candi­
dates who seek to qualify for places on 
the ballot; (2) with respect to candi­
dates seeking nomination by conven­
tion, caucus, or similar means other 
than a primary election, they specify 
no requirement for becoming “legally 
qualified” candidates for nomination
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except public announcement of candi­
dacy and eligibility to hold the office 
that is sought; (3) with respect to can­
didates seeking nomination to the of­
fices of President or Vice President of 
the United States, the rules not only 
suffer from the deficiency set forth in
(2) above, but leave unanswered the 
question of the number of States in 
which one must qualify for nomina­
tion to be considered a candidate na­
tionwide.

Proposed New Definitions

4. In order to eliminate these prob­
lems, we proposed to adopt the follow­
ing revised definition of a legally 
qualified candidate:

(a) Legally qualified candidate. (1) A le­
gally qualified candidate for public office is 
any person who:

(1) Has publicly announced his or her in­
tention to run for nomination or office;

(ii) Is qualified under the applicable local, 
State, or Federal law to hold the office for 
which he or she is a candidate; and,

(iii) Has met the qualifications set forth in 
either subparagraphs (2), (3), or (4), below.

(2) A person seeking election to any public 
office, or nomination for any public office 
except that of President-or Vice President 
of the United States, by means of a primary, 
general, or special election, shall be consid­
ered a legally qualified candidate if, in addi­
tion to meeting the criteria set forth in sub- 
paragraph (1), above, that person:

(i) Has qualified for a place on the ballot, 
or

(ii) Publicly announces his or her inten­
tion to be a write-in candidate and makes a 
substantial showing that he or she is a bona 
fide candidate for nomination or office: 
Except, that no person shall be considered a 
legally qualified write-in candidate prior to 
the time that candidates for the same nomi­
nation or office are able, under applicable 
local, State, or Federal law, to qualify for a 
place on the ballot.

(3) A person seeking nomination to any 
public office, except that of President or 
Vice President, by means of a convention, 
caucus, or similar procedure, shall be consid­
ered a legally qualified candidate if, in addi­
tion to meeting the criteria set forth in sub- 
paragraph (1), above, that person makes a 
substantial showing that he or she is a bona 
fide candidate for such nomination.

(4) A person seeking nomination for the 
offices of President or Vice President of the 
United States shall be considered a legally 
qualified candidate in all States and terri­
tories of the United States if, in addition to 
meeting the criteria set forth in subpara­
graph (1), above,

(i) He or she, or proposed delegates on his 
or her behalf, have qualified for the prima­
ry or Presidental preference ballot in any 
State or territory of the United States, or

(ii) He or she has made a substantial 
showing that he or she is a bona fide candi­
date for such nomination.

P roposed Changes

5. The significant changes thus pro­
posed in the new definitions may be 
summarized as follows:

(a) Subparagraph (2)(ii) seeks to 
equalize the time prior to an election
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in which write-in and ballot candidates 
may be considered legally qualified for 
purposes of the Communications Act;

(b) Subparagraph (3) adds the re­
quirement that candidates seeking 
nomination by convention or any 
means other than a primary election 
make a “substantial showing” of bona 
fide candidacy, which would eliminate 
from the “legally qualified candidate” 
category those who seek equal oppor­
tunities and other statutory benefits 
by merely stating that they are candi­
dates. We also requested comments on 
whether there should be a limit to the 
period in which those seeking nomina­
tion by means of a convention or simi­
lar proceeding to any office except 
that of President or Vice President 
might be considered legally qualified 
candidates for purposes of the act. For 
example, under subparagraph (3) 
should anyone be considered a legally 
qualified candidate for nomination 
more than a certain number of days 
prior to the convention or other event 
which will name the nominee?

(c) In subparagraph (4) we proposed 
to incorporate into our rules the hold­
ing in the Pat Paulsen case 1 that a 
person who has legally qualified as a 
candidate for a political party’s nomi­
nation for President or Vice President 
in one State must be considered such a 
candidate nationwide. We also pro­
posed to provide an alternative 
method of achieving nationwide candi­
dacy status—making “a substantial 
showing that he or she is a bona fide 
candidate for such nomination.”

Comments on Write-In Candidate 
R ules

6. The proposal to equalize the time 
during which write-in and ballot candi­
dates may be considered legally quali­
fied for purposes of the Communica­
tions Act was supported, either in 
detail or in principle, by seven of the 
nine parties filing comments on it. 
ABC, NAB, and Jorgensen supported 
it without reservation. Belo also en­
dorsed it but suggested slight language 
changes in the proposed rule. CBS fa­
vored the concept of a time limit but 
stated that the laws of some States set 
no date before which one cannot quali­
fy for a place on the ballot and sug­
gested that we establish a date, per­
haps 90 days before the State’s final 
date for ballot qualification, before 
which no candidate can be considered 
legally qualified.2 To this end, CBS 
suggested revisions in the “Except” 
clause of proposed subparagraph

1 Walt Disney Productions, Inc., 33 FCC 
2d 297 (1972); aff’d, 33 FCC 2d 835 (1972); 
aff’d sub. nom. Paulsen v. FCC, 491 F. 2d 
887 (9th Cir. 1974).

2 In response to staff inquiry, CBS later 
cited five States as being among those speci­
fying no starting date for qualifying for 
ballot status: Connecticut, Delaware, Michi­
gan, Missouri, and New Jersey.

32791

(2)(ii). NBC suggested that in States 
which have no definite opening date 
for filing for ballot status the time for 
allowing write-in candidates to become 
legally qualified be set as the last date, 
under State law, to qualify for a place 
on the ballot. NRBA supported the 
Commission’s proposal but suggested 
that for the ake of uniformity we set 
our own date before which a candidate 
will not be' considered legally qualified, 
rather than relying on each State to 
set its date. PBS and NBMC were the 
only ones to oppose the time limita­
tion. PBS asserted that this is not a 
substantial problem, since stations 
have the right to determine when to 
make their facilities available to candi­
dates and if a problem does exist with 
respect to Federal candidates under 
the “reasonable access” provisions of 
section 312(a)(7), the Commission can 
deal with it by setting a date on which 
“reasonable access” rights vest. PBS 
also argued that the proposed limit is 
unnecessary because under the pres­
ent rules, if a write-in candidate “uses” 
broadcast facilities prior to the time a 
ballot candidate can qualify, thp in­
tended ballot candidate “can secure 
equal opportunity rights by declaring 
that he or she will pursue the office as 
a write-in candidate, if they fail to 
obtain ballot status * * *” Finally, PBS 
stated that the proposal does not defer 
to State laws as the commission’s poli­
cies generally do in this area. PBS 
thinks that if State law allows a write- 
in candidate to qualify as a legally 
qualified candidate before a ballot op­
ponent, the Commission should do 
likewise.

7. NBMC’s opposition was based on 
broader grounds. It stated that write- 
in candidates already are at a disad­
vantage because they are not as well 
known as major party candidates, and 
that even if under the present rules 
they are able to qualify as candidates 
and obtain some broadcast coverage, 
“the result could only be to lessen the 
disparity between write-ins and ballot 
candidates.” NBMC asserted that 
under the 1959 amendments to section 
315 creating four categories of exempt 
“nonuses,” licensees cover the major 
party candidates in exempt programs 
during an election but the write-in 
candidate “is not only not entitled to 
equal time, but may not even be able 
to rely on the fairness doctrine,” citing 
Benjamin Spock, 44 FCC 2d 12 (1973). 
NBMC also quoted from the U.S. Su­
preme Court decision in Williams v. 
Rhodes, 393 U.S. 23 (1968):

Write-ins are no substitute for a place on 
the ballot * * * to force a candidate to rely 
on write-ins is to burden him with a disabil­
ity. It makes it more difficult for him to get 
elected and for the voters to elect him.
NBMC stated that if the rationale for 
the proposed rule change “is to put all 
candidates on an equal footing as to
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when they are legally qualified, then 
the major party primary dates are also 
unfair. Often, third-party candidates 
qualify after the Democratic-Republi­
can primary. Therefore, to be consist­
ent, no candidate should qualify until 
all can qualify.” Like PBS, NBMC 
maintained that in adopting this pro­
posal the Commission would be aban­
doning its policy of basing the qualifi­
cations of a candidate on the law of 
the State in which the election is held. 
NBMC asserted that the States are in 
a better position to determine when 
write-in candidates will be considered 
to be bona fide candidates, and that 
“The Commission should refrain from 
restricting write-in candidates’ access 
rights where State law puts no such 
restriction * * * ”

8. After carefully considering all of 
the comments on this aspect of the 
proposed rulemaking, we have decided 
not to amend the rules to limit the 
time in which a write-in candidate 
shall be considered legally qualified. 
We are inclined to agree with PBS 
that this is not a major problem. In 
fact, it has rarely arisen. When it does, 
as PBS suggests, it can be dealt with 
under the “reasonable access” provi­
sions of section 312(a)(7) so far as Fed­
eral candidates are concerned. With 
respect to local and State candidates, 
licensees are under no specific statuto­
ry obligation to grant access, and they 
may exercise their reasonable, good 
faith judgment as to when to make 
time available. We believe that the 
present rules on this subject are ade­
quate for most purposes and that the 
“reasonable access” requirement for 
Federal candidates and the exercise of 
licensee discretion regarding all others 
appear sufficient to cope with future 
problems in this area. If the problems 
become major, we shall deal with 
t*hem at that time. Accordingly, we are 
leaving unchanged the “Definition” 
portions of our rules as they relate to 
write-in candidates.

Candidates for Nomination by 
Convention

9. All parties commenting on it sup­
ported the proposal in subparagraph 3 
to require that persons seeking nomi­
nation by convention or caucus to an 
office other than the Presidency or 
Vice Presidency make a substantial 
showing that they are bona fide condi- 
dates for nomination. The parties dif­
fered as to the extent to which the 
Commission should define “substan­
tial showing” rather than leaving the 
determination of the meaning of that 
term in specific cases to licensees, and 
whether the Commission should incor­
porate guidelines in its rules. ABC and 
Jorgensen suggested a concept similar 
to that approved for one write-in can­
didate in Socialist Workers, 26 FCC 2d 
244 (1970), i.e., evidence of the issu-
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ance of press releases, maintenance of 
a campaign committee, delivering ad­
dresses to political meetings, and dis­
tribution of campaign literature. How-- 
ever, ABC recommended “considerable 
flexibility as to such elements.” Belo 
believed it “preferable to give greater 
certainty to the meaning of [substan­
tial showing] on case by case admin- 
strative interpretations than to under­
take the unsuitable task of fixing that 
meaning by rule definition.” NBC and 
NAB also recommended not defining 
the phrase in the rules or, at most, 
merely annexing to the rules illustra­
tive examples of the types of activities 
contemplated. NBC urged that the ini­
tial determination be left to the licens­
ee, since factual situations may vary so 
much, and that the Commission 
review the licensee’s judgment only 
for good faith and reasonableness. 
However, NRBA believed that the 
definition should be as specific as pos­
sible and that an outline of “substan­
tial showing” should be included in 
the rules rather than restricted to 
other FCC documents, since it says 
almost all broadcasters have copies of 
the rules but “few, if any, maintain 
copies of the official reports.” CBS did 
not “object” to this provision, but 
urged reliance on licensee judgments 
in determinations under the standard. 
PBS stated that while the guidelines 
mentioned in Socialist Workers are 
helpful, “they still leave substantial 
areas of uncertainty * * It urged 
that the Commission make it clear 
that “mere nominal compliance with 
the four criteria mentioned [in Social­
ist Workers] are not sufficient to es­
tablish that a candidate is legally 
qualified * * * they ' should be re­
quired to establish that they have 
some public support for their candida­
cy, that their campaign committee re­
flects a real organization * * * that 
they have election headquarters and 
that they have addressed not only po­
litical meetings or groups in the past 
but that they have a reasonable sched­
ule of such campaign efforts in the 
future.”

10. As for setting a limit on the 
period during which candidates cov­
ered by subparagraph (3) may become 
legally qualified, ABC believed there 
was no practical way for the Commis­
sion to set a limit since “typically 
there is no local law establishing a 
time limit for candidacy in the non- 
electoral process.” It and NAB both 
believed this problem could best be 
dealt with in the “reasonable access” 
inquiry in BC docket No. 78-102. Belo 
also believed that “there are practical 
difficulties in fixing a specific limita­
tion * * It suggested that if any 
limit were adopted it correspond to 
the 45-day prenomination period pre­
scribed by section 315 for application 
of the lowest-unit-charge require­

ment.3 CBS suggested a cutoff date 
consistent with what it suggested for 
write-in candidate (apparently, 90 days 
before opening of the convention or 
caucus). NBC suggested 45 days before 
the convention as the date on which 
candidacy should commence for pur­
poses of the rule. NRBA suggested 
that the Commission itself fix the 
number of days before a convention 
during which a candidate for nomina­
tion could become legally qualified. 
Jorgensen stated that candidates com­
peting for nomination by convention 
for caucus normally need less wide­
spread publicity for their candidacies 
“since they will be chosen not by the 
public at large but by a smaller 
number of known delegates * * *. The 
convention or caucus candidate will 
succeed or fail more as a result of his 
direct contacts with the delegates 
than as a result of broadcast public­
ity.” For this reason, Jorgensen recom­
mended a time limit of no more than 1 
month for such candidacies. PBS 
made no suggestions for a pre-conven­
tion time limitation.

11. After considering the comments 
and reviewing our experience over the 
years in dealing with inquiries and 
complaints in this area, we have deter­
mined to adopt subparagraph (3) as 
set forth in the notice and to add 
thereto the following time limitation 
clause:

Except, that no person shall be considered 
a legally qualified candidate for nomination 
by the means set forth in this subparagraph 
prior to 90 days before the beginning of the 
convention, caucus or similar procedure in 
which he or she seeks nomination.
We believe the “substantial showing” 
requirement should be applied here 
for the same reason that we long ago 
established the requirement for per­
sons claiming to be write-in candi­
dates; namely, to deny to those who do 
no more than state that they are can­
didates the benefits which Congress 
intended to accord serious candidates 
for public office. The absence of laws 
in many States setting standards for 
eligibility of write-in candidates and of 
such laws in most if not all States with 
respect to eligibility to seek nomina­
tion to local or State office by conven­
tion or caucus, leads us to the conclu­
sion that we must establish some crite­
ria for distinguishing between serious 
candidates and those who may be 
mere publicity seekers trying to take 
advantage of Federal laws which were 
enacted to assure equal opportunities 
to those genuinely contending for elec­
tion to public office. As for the time 
limitation of 90 days before opening of 
the convention or caucus, we believe it 
a reasonable period for all except na-

3However, the lowest unit charge require­
ments of section 315 apply only to primary, 
special, and general elections, not to conven­
tions or caucuses.
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tional conventions (which are not cov­
ered in subparagraph (3)) and that 
adoption of a limitation representing a 
period twice that specified in section 
315 of the act for lowest unit charges 
preceding a primary election will give 
certainty as to their rights and obliga­
tions tp candidates, broadcast licens­
ees, and cable system operators alike. 
We are adopting NRBA’s suggestion 
that at least an outline of the meaning 
of “substantial showing” be included 
in the rules by adding subparagraph
(5) to the “definitions” paragraph. It 
states the general meaning of the term 
and gives some examples of activities 
normally involved in such a showing, 
while stating that there may be still 
other activities which would contrib­
ute to such a showing.

Candidates for P resident and Vice 
President

12. All parties commenting on the 
subject opposed the proposal in sub- 
paragraph (4) to codify the ruling in 
Pat Paulsen that a person who has le­
gally qualified as a candidate for his 
party’s nomination for President or 
Vice President in one State must be 
considered such a candidate nation­
wide. Because of the complexity of the 
issue and the fact that the next Presi­
dential election is 2 years away, NRBA 
suggested allowing more time for con­
sidering this question and separating 
it from the current rulemaking. PBS 
also urged that this question be con­
sidered in a separate future proceed­
ing and that the Commission at that 
time also consider the definition of a 
Presidential candidate for purposes of 
the general election. It believed that 
the two definitions are closely related 
and the. definition for purposes of the 
general election is a most important 
one. NAB and NBC likewise raised the 
question of defining Presidential can­
didacy for purposes of the general 
election.

13. With respect to the general elec­
tion question, proposed subparagraph
(2) already defines a legally qualified 
candidate in all general elections. To 
make this fact more clear, we have in­
serted language to the effect that the 
provisions of subparagraph (2) apply 
to general elections to the Presidency 
and Vice Presidency, although not to 
nomination for these two offices. 
There remains, however, the question 
of whether a person who is a legally 
qualified candidate in one, two, three, 
or any number of States and territor­
ies less than all of them, is to be ac­
corded nationwide status as a Presi­
dential candidate in the general elec­
tion for purposes of equal opportuni­
ties, freedom from censorship, reason­
able access, etc. This question has 
rarely if ever been raised concerning a 
general election for President and Vice 
President. We agree, however, that it

RULES AND REGULATIONS

should be settled and we shall consider 
it along with the Pat Paulsen issue. In 
fact, we see no reason why the require­
ments for gaining nationwide status as 
a legally qualified candidate for elec­
tion to the Presidency should be dif­
ferent from those for achieving similar 
status as a legally qualified candidate 
for nomination for that office.

14. Although all commenting parties 
agreed that the 1-State candidacy il­
lustrated in the Paulsen ruling was in­
sufficient to gain nationwide status as 
a candidate, their recommendations 
ranged all the way from “more than 
1” State to as many as 20 States in 
which the candidate would be required 
to become legally qualified or make a 
substantial showing before being con­
sidered legally qualified nationwide. 
NAB pointed out that some States 
have minimal requirements for voter 
signatures in order to get on a primary 
ballot. It urged that “localized politi­
cal activities” not entitle a person to 
“automatic nationwide” status, and 
that it is “an unfair imposition upon 
both the broadcaster and the elector­
ate to entitle frivolous candidated [to] 
‘equal time’ and access rights.” In 
urging a more extensive showing by a 
candidate, CBS stated that, according 
to its information, there were 30 Presi­
dential primaries or preference ballots 
in 1976 and many persons were on the 
ballot in only 1 Democratic or Repub­
lican primary, including Rick Lowen- 
herz, Stanley Arnold, Shorty Price, 
Billy Joe Clegg, Bernard Schecter, Lar 
Daly, Frank Ahern, Abram Eisenman, 
George Roden, H. R. H. Fifi Rockefel­
ler, Tommy Klein, Jesse Gray, John 
H. Gonas, Henry Lomento, and Floyd 
Lunger. Under the Paulsen ruling, 
each was entitled to reasonable access 
and to opportunities equal to those ac­
corded the Democratic and Republi­
can Presidential candidates in all 50 
States, the District of Columbia, and 
the territories.

15. NBC suggests that we require a 
candidate to qualify for the ballot or 
make a substantial showing of bona 
fide candidacy in at least 20 States in 
order to achieve nationwide recogni­
tion. It points out that under the 1974 
revisions of the Federal Election Cam­
paign Act, candidates for nomination 
to the Presidency are required to 
make a showing of financial support in 
at least 20 States in order to be consid­
ered candidates for purposes of eligi­
bility for Federal campaign funds. 
Pub. L. 93-442, 92d Cong., 1st sess., 88 
Stat. 1263. As for the general Presi­
dential election, NBC states that in 
1976, 15 candidates were on the ballot 
in at least 1 State or the District of 
Columbia; 10 were on the ballot in at 
least 10 States.

16. PBS urges that we require that 
candidates for Presidential or Vice 
Presidential nomination “demonstrate
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that they are seeking the nomination 
on a meaningful, realistic and nation­
wide basis before according them na­
tional rights under section 315(a) and 
section 312(a)(7) * * PBS favors a 
requirement “that he or she is on the 
ballot in primaries or make a substan­
tial showing of a bona fide candidacy 
in at least 10-States.” It takes the 10- 
State standard from the Presidential 
Election Campaign Fund' Act, 26 
U.S.C. §§ 9001, et seq., which requires a 
candidate in the general election, 
other than a major party candidate, to 
demonstrate that he or she is on the 
ballot in at least 10-States to be eligi­
ble for matching Federal funds. 26 
U.S.C. § 9002. PBS says “Congress es­
tablished that standard as a reason­
able measure of whether a candidate 
has national support * * PBS states 
that under its proposed 10-States 
standard, 8 of the candidates in 1976 
for Democratic nomination would 
have been considered national candi­
dates on the basis of their ballot can­
didacies and 4 more who were on the 
ballot in 6 or more States might well 
have qualified under the “substantial 
showing” standard.

17. Although NAB stated that some 
States “have very minimal require­
ments for voter signatures, so that 
qualifying as a candidate is a relatively 
easy task,” none of the parties fur­
nished specific information on this 
subject. Inquiry by our staff into the 
requirements of a sampling of States 
indicates that it is easy to attain ballot 
status in Presidential primaries in 
some States, although others make 
the task much more difficult. In many 
States, the Secretary of State or a 
board of State officials selects ballot 
candidates on the basis of their being 
“generally advocated and nationally 
recognized as candidates.” Persons not 
so chosen may get on the ballot by pe­
tition or, in at least 1 State, by merely 
filing an announcement of candidacy. 
The minimum number of signatures 
required on petitions ranges from an 
apparent low of 200 to a percentage of 
the total State vote for Governor or 
President in the last general election.

18. After considering the comments 
and our own experience and research 
we have decided to overturn one part 
of the Paulsen ruling apd to require 
that a candidate for either nomination 
or election to the Presidency gain 
ballot status or make a substantial 
showing of bona fide candidacy in at 
least 10 States in order to achieve na­
tionwide status as a candidate so as to 
entitle him or her to such rights as 
“reasonable access,” “equal opportuni­
ties,” and “lowest unit charge” in all 
States, territories, and the District of 
Columbia, regardless of whether he or 
she is on the ballot or has made a sub­
stantial showing of candidacy in a par­
ticular State. Persons qualifying in
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fewer than 10 States still will be ac­
corded all of their section 312(a) and 
315 rights in the States in which they 
are on the ballot or have made a sub­
stantial showing of bona fide candida­
cy. We believe this is a reasonable 
standard for determining national can­
didacy. According to PBS, it would 
have permitted between 8 and 14 per­
sons to achieve nationwide candidate 
status in the 1976 Democratic nomina­
tion campaign. According to NBC, 10 
candidates were on the ballot in 10 or 
more States in the 1976 general Presi­
dential election and 3 more who were 
on the ballot in from 6 to 9 States 
might also have qualified under the 
“substantial showing” requirement.

19. It should be noted that the 
ruling in Paulsen that he should be 
considered a legally qualified candi­
date for Presidential nomination in all 
States because he had qualified as 
such in New Hampshire was only one 
part of a ruling which was principally 
concerned with the definition of a 
“use” by a candidate, and that neither 
the petition for Commission review of 
the staff ruling nor the appeal to the 
courts was based on the part of the de­
cision we are overruling here. Thus, 
neither the Commission nor any Fed­
eral appellate court has ruled specifi­
cally on the point at issue in subpara­
graph (4). The requirement that a can­
didate gain ballot status or make a 
substantial showing in 10 States in 
order to gain candidate status in all 
States does not mean that a candidate 
failing to reach the 10-State minimum 
is automatically denied broadcast time 
in States where he has not qualified. 
Broadcasters in these States may give 
or sell time to such a candidate if they 
so desire. Our new requirement does 
mean that stations are not required to 
grant equal opportunities or reason­
able access to candidates outside the 
areas in which they have qualified 
unless they have met the 10-State test. 
In some cases, such as Paulsen, it may 
even be to the advantage of the “one- 
State” Presidential candidate not to be 
considered a legally qualified candi­
date nationwide. Regardless of that 
consideration, we believe it unreason­
able and contrary to the intent of Con­
gress to hold, for example, that be­
cause a person has obtained a ballot 
position in one State merely filing an 
announcement of candidacy or obtain­
ing 200 signatures on a petition, he is 
entitled to all of the rights of a candi­
date for Presidential nomination in all 
other States.

Other R ule Amendments

20. In addition to the foregoing 
amendments, additional ones are nec­
essary to bring other parts of our rules 
into conformity with amendments to 
the Communications Act adopted by 
Congress in recent years. Since the
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amendments are interpretative of stat­
ute or, in one other instance, merely 
serve to clarify requirements already 
inherent in the rule, notice of pro­
posed rulemaking need not be pub­
lished nor comments solicited. 5 U.S.C. 
§ 553(b) (A) and (B).

21. In 1972 Congress adopted the 
Federal Election Campaign Act of 
1971 (FECA), amending section 315 of 
the Communications Act in order, 
among other things, to limit the 
charges made for use of broadcast sta­
tions and cable systems by political 
candidates during certain periods. The 
Federal Election Campaign Act was 
amended in 1974 and again in 1976 but 
the above provision relating to charges 
made to candidates was not affected.

22. The Commission issued a public 
notice on March 16, 1972, 37 FR 5796, 
34 FCC 2d 510, interpreting FECA as 
it amended the Communications Act 
and another public notice on June 10, 
1975, 40 FR 28664, 55 FCC 2d 279, on 
the effect of the 1974 amendments. 
The 1972 public notice called attention 
to the fact that the guidelines set 
forth therein for compliance with the 
Federal Election Campaign Act were 
inconsistent with some parts of the 
Commission’s existing rules on politi­
cal broadcasts and cablecasts. The 
notice stated that “such inconsisten­
cies are to be resolved in favor of the 
guidelines” and stated that the Com­
mission would amend the rules in the 
future to conform to the guidelines. 
Some of the guidelines in the 1972 
public notice were made obsolete by 
the 1974 amendments to FECA. It is 
essential to amend our political broad­
casting and cablecasting rules without 
further delay to make them consistent 
with present statutory provisions.

Broadcast R ules

23. For the reasons set forth above, 
we are amending our rules on political 
broadcasting as set forth in appendix
A. In line with our present policy of 
consolidating the rules governing op­
eration of the different broadcast ser­
vices as they apply to the same sub­
ject, we are substituting for present 
sections 73.120, 73.290, 73.590, and 
73.657 a consolidated section to be des­
ignated section 73.1940.

24. The specific changes in the 
broadcast rules are as follows: Par. (a) 
“Definitions” is amended as explained 
above and set forth fully in appendix
A. Par. (b) “General requirements” is 
deleted, since it merely paraphrases 
section 315(a) of the act as it read 
before the 1972 and 1974 amendments. 
Former par. (c)(1) “Rates and prac­
tices” becomes new par. (b) under the 
heading “Charges for use to stations.” 
Par. (b) will consolidate references to 
rates charged to candidates, including 
the provisions of former par. (c)(1) 
and the “lowest unit charge” and

“comparable charge” provisions of sec­
tion 315(b) of the act as amended. 
Former par. (c)(2) becomes new par.
(c) and is titled “Discrimination be­
tween candidates.” Par. (d) “Records, 
inspection” is being revised to clarify 
its meaning. The present language of 
the first sentence of the rule refers to 
“requests” for broadcast time made by 
or on behalf of candidates for public 
office. It also refers to “the charges 
made, if  any, if the request is grant­
ed.” [Emphasis added.] Thus, the sen­
tence indicates that the rule refers to 
both paid and free time. We believe 
that additional language should be 
added to make clear the fact that gifts 
of political time, whether or not “re­
quested” by candidates, must be en­
tered in the political file and that all 
requests and time provided by the li­
censee without charge should be en­
tered as soon as possible during the 
entire campaign. We believe such 
clarification is consistent with the in­
herent requirements of the rule and 
the purposes for which it was adopted 
and later amended. This is particular­
ly evident in light of the relationship 
of this paragraph to par. (e) the “7- 
day rule” since a candidate may be 
unable to make his request for equal 
opportunities within the specified 7- 
day period unless he can learn by in­
spection of station political files what 
time has been either sold or provided 
free to opposing candidates, regardless 
of whether they make “requests” for 
it. It is equally evident that unless all 
such gifts or sales of time are entered 
in the political file as soon as possible 
throughout the campaign, opposing 
candidates may not be able to -file 
their requests for equal opportunity 
within the required period. According­
ly, we are revising the language of par.
(d) to clarify its requirements and re­
solve any uncertainties as to its mean­
ing that may have existed previously. 
Since the revisions are only of this 
nature, publication of a notice of pro­
posed rulemaking is unnecessary. See 
5 U.S.C. 553(b)(B). In order to elimi­
nate any uncertainty as to the possible 
scope of the rule we also should ex­
plain that it refers to time used by 
supporters of candidates, as well as 
that used by candidates themselves. 
Pars, (e) and (f) of the present rules 
remain unchanged.

Origination Cablecast R ules

25. The National Cable Television 
Association’s comments did not ad­
dress the specific rule changes pro­
posed in our notice, and we believe 
that this is not the appropriate pro­
ceeding in which to rule on the ques­
tions raised therein regarding the 
Commission's authority to adopt rules 
relating to cablecasts by political can­
didates.
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26. For the same reasons set forth 
above for amending our rules on 
broadcasts by candidates for public 
office, we are making similar amend­
ments to our rules on origination cab- 
lecasts by candidates for public office, 
as set forth in appendix B hereto.

27. Authority for the adoption of the 
amendments herein is contained in 
section 4(i) of the Communications 
Act of 1934, as amended (47 U.S.C. 
154(i)).

28. Accordingly, it  is ordered, That, 
effective August 28, 1978, §§ 73.120, 
73.290, 73.590, and 73.657 are amended 
as set forth below, and new §73.1940 
as set forth below is adopted. Further, 
it is ordered, That, effective August 
28, 1978, §§ 76.5(y) and 76.205 are 
amended as set forth below.

29. It is further ordered, That, this 
proceeding is terminated.

F ederal Communications 
Commission,

W illiam J . Tricarico,
Secretary.

Part 73 of Chapter 1, Title 47, Code 
of Federal Regulations, is amended as 
follows:

1. Section 73.120 is amended to read 
as follows:
§ 73.120. Broadcasts by candidates for 

public office.
See § 73.1940.
2. Section 73.290 is amended to read 

as follows:
§ 73.290. Broadcasts by candidates for 

public office.
See §73.1940.
3. Section 73.590 is amended to read 

as follows:
§ 73.590. Broadcasts by candidates for 

public office.
See § 73.1940.
4. Section 73.657 is amended to read 

as follows:
§ 73.657. Broadcasts by candidates for 

public office.
See § 73.1940.
5. New section 73.1940 is added as 

follows:
§ 73.1940. Broadcasts by candidates for 

public office.
(a) Definitions. (1) A legally quali­

fied candidate for public office is any 
person who

(i) Has publicly announced his or 
her intention to run for nomination or 
office;

(ii) Is qualified under the applicable 
local, State or Federal law to hold the 
office for which he or she is a candi­
date; and

(iii) Has met the qualifications set 
forth in either subparagraphs (2), (3), 
or (4), below.

RULES AND REGULATIONS

(2) A person seeking election to any 
public office including that of Presi­
dent or Vice President of the United 
States, or nomination for any public 
office except that of President or Vice 
President, by means of a primary, gen­
eral or special election, shall be consid­
ered a legally qualified candidate if, in 
addition to meeting the criteria set 
forth in subparagraph (1) above, that 
person:

(i) Has qualified for a place on the 
ballot, or

(ii) Has publicly committed himself 
or herself to seeking election by the 
write-in method and is eligible under 
applicable law to be voted for by stick­
er, by writing in his or her name on 
the ballot or by other method, and 
makes a substantial showing that he 
or she is a bona fide candidate for 
nomination or office.

Persons seeking election to the 
office of President or Vice President of 
the United States shall, for the pur­
poses of the Communications Act and 
the rules thereunder, be considered le­
gally qualified candidates only in 
those States or territories (or the Dis­
trict of Columbia) in which they have 
met the requirements set forth in 
paragraph (a) (1) and (2) of this rule: 
Except^ that any such person who has 
met the requirements set forth in 
paragraph (a) (1) and (2) in at least 10 
States (or 9 and the District of Colum­
bia) shall be considered a legally quali­
fied candidate for election in all 
States, territories, and the District of 
Columbia for purposes of this Act.

(3) A person seeking nomination to 
any public office, except that of Presi­
dent or Vice President of the United 
States, by means of a convention, 
caucus or similar procedure, shall be 
considered a legally qualified candi­
date if, in addition to meeting the re­
quirements set forth in paragraph
(a)(1) above, that person makes a sub­
stantial showing that he or she is a 
bona fide candidate for such nomina­
tion: Except, that no person shall be 
considered a legally qualified candi­
date for nomination by the means set 
forth in this paragraph prior to 90 
days before the beginning of the con­
vention, caucus or similar procedure in 
which he or she seeks nomination.

(4) A person seeking nomination for 
the office of President'or Vice Presi­
dent of the United States shall, for 
the purposes of the Communications 
Act and the rules thereunder, be con­
sidered a legally qualified candidate 
only in those States or territories (or 
the District of Columbia) in which, in 
addition to meeting the requirements 
set forth in paragraph (a)(1) above,

(i) He or she, or proposed delegates 
on his or her behalf, have qualified for 
the primary or Presidential preference 
ballot in that State, territory or the 
District of Columbia, or
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(ii) He or she has made a substantial 
showing of bona fide candidacy for 
such nomination in that State, terri­
tory or the District of Columbia; 
Except, that any such person meeting 
the requirements set forth in para­
graph (a) (1) and (4) in at least 10 
States (or nine and the District of Co­
lumbia) shall be considered a legally 
qualified candidate for nomination in 
all States, territories and the District 
of Columbia for purposes of this act.

(5) The term "substantial showing” 
of bona fide candidacy as used in para­
graphs (a) (2), (3), and (4) above 
means evidence that the person claim­
ing to be a candidate has engaged to a 
substantial degree in activities com­
monly associated with political cam­
paigning. Such activities normally 
would include making campaign 
speeches, distributing campaign litera­
ture, issuing press releases, maintain­
ing a campaign committee, and estab­
lishing campaign headquarters (even 
though the headquarters in some in­
stances might be the residence of the 
candidate or his campaign manager). 
Not all of the listed activities are nec­
essarily required in each case to dem­
onstrate a substantial showing, and 
there may be activities not listed 
herein which would contribute to such 
a showing.

(b) Charges for use of stations. The 
charges, if any, made for the use of 
any broadcasting station by any 
person who is a legally qualified candi­
date for any public office in connec­
tion with his campaign for nomination 
for election, or election, to such office 
shall not exceed

(1) during the 45 days preceding the 
date of a primary or primary runoff 
election and during the 60 days pre­
ceding the date of a general or special 
election in which such person is a can­
didate, the lowest unit charge of the 
station for the same class and amount 
of time for the same period, and

(2) at any other time the charges 
made for comparable use of such sta­
tion by other users thereof. The rates, 
if any, charged all such candidates for 
the same office shall be uniform and 
shall not be rebated by any means 
direct or indirect. A candidate shall be 
charged no more than the rate the sta­
tion would charge if the candidate 
were a commercial advertiser whose 
advertising was directed to promoting 
its business within the same area as 
that encompassed by the particular 
office for which such person is a can­
didate. All discount privileges other­
wise offered by a station to commer­
cial advertisers shall be available upon 
equal terms to all candidates for 
public office.

(3) This paragraph shall not apply 
to any station which is not licensed for 
commercial operation.
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(c) Discrimination between candi­
dates. In making time available to can­
didates for public office, no licensee 
shall make any discrimination between 
candidates in practices, regulations, fa­
cilities, or services for or in connection 
with the service rendered pursuant to 
this part, or make or give any prefer­
ence to any candidate for public office 
or subject any such candidate to any 
prejudice or disadvantage; nor shall 
any licensee make any contract or 
other agreement which shall have the 
effect of permitting any legally quali­
fied candidate for any public office to 
broadcast to the exclusion of other le­
gally qualified candidates for the same 
public office.

(d) Records, inspection. Every licens­
ee shall keep and permit public inspec­
tion of a complete record (political 
file) of all requests for broadcast time 
made by or on behalf of candidates for 
public office, together with an appro­
priate notation showing the disposi­
tion made by the licensee of such re­
quests, and the charges made, if any, 
if the request is granted. When free 
time is provided for use by or on 
behalf of such candidates, a record of 
the free time provided shall be placed 
in the political file. All records re­
quired by this paragraph shall be 
placed in the political file as soon as 
possible and shall be retained for a 
period of 2 years. See sections 1.526-27 
of this chapter.

(e) Time of request A request for 
equal opportunities must be submitted 
to the licensee within 1 week of the 
day on which the first prior use, giving 
rise to the right of equal opportuni­
ties, occurred: Provided, however, 
That where the person was not a can­
didate at the time of such first prior 
use, he shall submit his request within 
1 week of the first subsequent use 
after he has become a legally qualified 
candidate for the office in question.

(f) Burden of proof. A candidate re­
questing equal opportunities of the li­
censee, or complaining of noncompli­
ance to the Commission shall have the 
burden of proving that he and his op­
ponent are legally qualified candidates 
for the same public office.

Part 76 of Chapter I, Title 47, Code 
of Federal Regulations, is amended as 
follows:

Section 76.5(y) is amended to read as 
follows:
§ 76.5 Definitions

*  *  *  *  *

(y) Legally qualified candidate. (1) 
Any person who

(i) Has publicly announced his or 
her intention to run for nomination or 
office;

(ii) Is qualified under the applicable 
local, State or Federal law to hold the
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office for which he or she is a candi­
date; and,

(iii) Has met the qualifications set 
forth in either subparagraphs (2), (3) 
or (4), below.

(2) A person seeking election to any 
public office including that of Presi­
dent or Vice President of the United 
States, or nomination for any public 
office except that of President or Vice 
President, by means of a primary, gen­
eral or special election, shall be consid­
ered a legally qualified candidate if, in 
addition to meeting the criteria set 
forth in subparagraph (1) above, that 
person:

(i) Has qualified for a place on the 
ballot, or

(ii) Has publicly committed himself 
or herself to seeking election by the 
write-in method and is eligible under 
applicable law to be voted for by stick­
er, by writing in his or her name on 
the ballot or by other method, and 
makes a substantial showing that he 
or she is a bona fide candidate for 
nomination or office.

Persons seeking election to the 
office of President or Vice President of 
the United States shall, for the pur­
poses of the Communications Act and 
the rules thereunder, be considered le­
gally qualified candidates only in 
those States or territories (or the Dis­
trict of Columbia) in which they have 
met the requirements set forth in 
paragraphs (y) (1) and (2) of this rule; 
Except, That any such person who has 
met the requirements set forth in 
paragraph (y) (1) and (2) in at least 10 
States (or nine and the District of Co­
lumbia) shall be considered a legally 
qualified candidate for election in all 
States, territories and the District of 
Columbia for purposes of this Act.

(3) A person seeking nomination to 
any public office except that of Presi­
dent or Vice President of the United 
States, by means of a convention, 
caucus or similar procedure, shall be 
considered a legally qualified candi­
date if, in addition to meeting the re­
quirements set forth in paragraph 
(y)(l) above, that person makes a sub­
stantial showing that he or she is a 
bona fide candidate for such nomina­
tion: Except, That no person shall be 
considered a legally qualified candi­
date for nomination by the means set 
forth in this paragraph prior to 90 
days before the beginning of the con­
vention, caucus or similar procedure in 
which he or she seeks nomination.

(4) A person seeking nomination for 
the office of President or Vice Presi­
dent of the United States shall, for 
the purposes of the Communications 
Act and the rules thereunder, be con­
sidered a legally qualified candidate 
only in those States or territories (or 
the District of Columbia) in which, in 
addition to meeting the requirements 
set forth in paragraph (y)(l), above.

(i) He or she, or proposed delegates 
on his or her behalf, have qualified for 
the primary or Presidential preference 
ballot in that State, territory or the 
District of Columbia, or

(ii) He or she has made a substantial 
showing of bona fide candidacy for 
such nomination in that State, terri­
tory or the District of Columbia. 
Except, That such person meeting the 
requirements set forth in paragraph 
(y) (1) and (4) in at least 10 States (or 
nine and the District of Columbia) 
shall be considered a legally qualified 
candidate for nomination in all States, 
territories and the District of Colum­
bia for purposes of this Act.

(5) The term “substantial showing” 
of bona fide candidacy as used in para­
graphs (y) (2), (3) and (4) above means 
evidence that the person claiming to 
be a candidate has engaged to a sub­
stantial degree in activities commonly 
associated with political campaigning. 
Such activities normally would include 
making campaign speeches, distribut­
ing campaign literature, issuing press 
releases, maintaining a campaign com­
mittee, and establishing campaign 
headquarters (even though the head­
quarters in some instances might be 
the residence of the candidate or his 
campaign manager). Not all of the 
listed activities are necessarily re­
quired in each case to demonstrate a 
substantial showing, and there may be 
activities not listed herein which 
would contribute to such a showing.

* * * * *

Section 76.205 is amended to read as 
follows:
§ 76.205. Origination cablecasts by candi­

dates for public office.
(a) General requirements. If a cable 

television system operator shall permit 
any legally qualified candidate for 
public office to use the system’s origi­
nation channel(s) and facilities there­
for, the system operator shall afford 
equal opportunities to all other such 
candidates for that office: Provided, 
however, That such cable television 
system operator shall have no power 
of censorship over the material cable- 
cast by any such candidate: And pro­
vided further, That an appearance by 
a legally qualified candidate on any:

(1) Bona fide newscast,
(2) Bona fide interview,
(3) Bona fide news documentary (if 

the appearance of the candidate is in­
cidental to the presentation of the 
subject or subjects covered by the 
news documentary), or

(4) On-the-spot coverage of bona 
fide news events (including but not 
limited to political conventions and ac­
tivities incidental thereto), shall not 
be deemed to be use of the facilities of 
the system within the meaning of this 
paragraph.
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Note.—The Fairness Doctrine is applica­
ble to these exempt categories. See § 76.209.

(b) Charges for use of cable systems. 
The charges, if any, made for the use 
of any cable television system by any 
person who is a legally qualified candi­
date for any public office in connec­
tion with his campaign for nomination 
for election, or election, to such office 
shall not exceed:

(1) During the 45 days preceding the 
date of a primary or primary runoff 
election and during the 60 days pre­
ceding the date of a general or special 
election in which such person is a can­
didate, the lowest unit charge of the 
cable television system for the same 
class and amount of time for the same 
period, and

(2) At any other time, the charges 
made for comparable use of such 
system by other users thereof. The 
rates, if any, charged all such candi­
dates for the same office shall be uni­
form and shall not be rebated by any 
means direct or indirect. A candidate 
shall be charged no more than the 
rate the cable television system would 
charge if the candidate were a com­
mercial advertiser whose advertising 
was directed to promoting its business 
within the same area as that encom­
passed by the particular office for 
which such person is a, candidate. All 
discount privileges otherwise offered 
by a cable television system to com­
mercial advertisers shall be available 
upon equal terms to candidates for 
public office.

(c) Discrimination between candi­
dates. In making time available to can­
didates for public office, no cable tele­
vision system operator shall make any 
discrimination between candidates in 
practices, regulations, facilities, or ser­
vices for or in connection with the 
service rendered pursuant to this part, 
or make or give any preference to any 
candidate for public office or subject 
any such candidate to any prejudice or 
disadvantage; nor shall any cable tele­
vision system operator make any con­
tract or other agreement which shall 
have the effect of permitting any le­
gally qualified candidate for any 
public office to cablecast to the exclu­
sion of other legally qualified candi­
dates for the same public office.

(d) Records, inspection. Every cable 
television system operator shall keep 
and permit public inspection of a com­
plete record (political file) of all re­
quests for cablecast time made by or

on behalf of candidates for public 
office, together with an appropriate 
notation showing the disposition made 
by the cable television system operator 
of such requests, and the charges 
made, if any, if the request is granted. 
When free time is provided for use by 
or on behalf of such candidates, a 
record of the free time provided shall 
be placed in the political file. All rec­
ords required by this paragraph shall 
be placed in the political file as soon 
as possible and shall be retained for a 
period of 2 years.

(e) Time of request. A request for 
equal opportunities for use of the 
origination channel(s) must be submit­
ted to the cable television system oper­
ator within one (1) week of the day on 
which the first prior use, giving rise to 
the right of equal opportunities oc­
curred: Provided, however, That where 
a person was not a candidate at the 
time of such first prior use, he shall 
submit his request within one (1) week 
of the first subsequent use after he 
has become a legally qualified candi­
date for the office in question.

(f) Burden of proof. A candidate re­
questing such equal opportunities of 
the cable television system operator, 
or complaining of noncompliance to 
the Commission, shall have the 
burden of proving that he and his op­
ponent are legally qualified candidates 
for the same public office.

[FR Doc. 78-20854 Filed 7-27-78; 8:45 am]

[6712-01]

[Docket No. 21255; FCC 78-488]
PART 83— STATIONS ON SHIPBOARD 

IN THE MARITIME SERVICES

Permitting Aircraft To Use Maritime 
Mobile VHF Frequencies Under Cer­
tain Conditions

AGENCY: Federal Communications 
Commission.
ACTION: Report and order amending 
the rules.
SUMMARY: The Commission’s rules 
are being amended to permit aircraft 
stations to use certain VHF maritime 
mobile frequencies. These changes are 
a result of changes made in the inter­
national radio regulations at the 1974 
World Maritime Administrative Radio
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Conference. This action will make the 
Commission’s rules consistent with the 
international radio regulations.
EFFECTIVE DATE: August 28,1978.
ADDRESSES: Federal Communica­
tions Commission, Washington, D.C. 
20554.
FOR FURTHER INFORMATION 
CONTACT:

Kemp J. Beaty, Safety and Special
Radio Services Bureau, 202-632-
7197.

SUPPLEMENTARY INFORMATION:
In the matter of amendment of the 

rules to permit aircraft to use mari­
time mobile VHF frequencies under 
certain conditions, docket No. 21255, 
FCC 78-488; report and order (pro­
ceeding terminated) (42 FR 28164).
Adopted: July 12,1978.
Released: July 26,1978.

By the Commission.
1. A notice of proposed rulemaking 

in the above-captioned matter was re­
leased May 27, 1977, and published in 
the Federal R egister on June 2, 1977 
at 42 F.R. 28164. The specified time 
for filing comments and reply com­
ments has passed.

2. The proposed rule amendment 
was designed to incorporate into the 
Commission’s rules certain changes to 
the international radio regulations 
which were adopted at the 1974 Mari­
time World Administrative Radio Con­
ference (WARC). Those changes 
would permit aircraft stations to use 
maritime frequencies in the VHF band 
156-158 MHz under certain limited cir­
cumstances.

3. Comments were filed by the 
Lorain Electronics Corp. (Lorain), the 
Helicopter Association of America 
(HAA), the U.S. Coast Guard (USCG), 
the North Pacific Marine Radio Coun­
cil (NPMRC), the Pacific Towboat & 
Salvage Co. (PT&S), Northwest In­
strument (Northwest), the Lake Carri­
ers Association (LCA), the County of 
Los Angeles Department of Communi­
cations (Los Angeles), the Central 
Committee on Telecommunications of 
the American Petroleum Institute 
(API), the American Institute of Mer­
chant Shipping (AIMS), the St. Philip 
Towing & Transportation Co. (St. 
Philip), the Southern California 
Marine Radio Council itself and its 
San Diego and Point Conception Divi­
sions separately (SCMRC). There were

no reply comments, HAA, Northwest, 
Los Angeles and St. Philip generally 
favored the proposal. Lorain, USCG, 
NPMRC, PT&S, LCA, API, AIMS, and 
SCMRC were opposed to certain of 
the changes proposed.

4. Lorain and LCA were concerned 
about interference to marine VHF 
public correspondence channels if air­
craft were permitted access to these 
frequencies, especially in an automat­
ed system as exists on the Great 
Lakes. Possible interference to United 
States Coast Guard VTS communica­
tions on channels 11, 12 and 14 were 
cited by the USCG and API. USCG 
suggested a further condition of pro­
hibiting use by aircraft within 60 miles 
of a VTS area. API felt that aircraft 
should not be authorized the use of 
VTS frequencies. NPMRC, Northwest, 
API and AIMS all commented about 
the difficulty of enforcing the 1,000- 
foot altitude limitation. NPMRC, 
PT&S and API also pointed out that 
an aircraft at 1,000 feet with a 5-watt 
transmitter would have a substantially 
greater coverage area than a vessel 
with a 25-watt transmitter. SCMRC 
and PT&S felt aircraft should be pro­
hibited from using the “already over­
crowded” port operations frequencies. 
Both commentors point out that a 
“loss of communications when moving 
and docking a supertanker in a crowd­
ed port area could result in serious col­
lision causing severe damage to prop­
erty and the environment along with 
the attendant possible loss of life”. 
NPMRC, Northwest, API and SCMRC 
all said if aircraft were permitted the 
use of marine VHF frequencies they 
should be limited to a few specific in­
tership frequencies. NPMRC and 
SCMRC were of the opinion that air­
craft should not be licensed “auto­
matically” on these frequencies but 
should have to submit a detailed 
“showing of need”. In addition 
SCMRC felt aircraft should be re­
quired to monitor channel 16 just as a 
vessel is required to do so.

5. St. Philip in their comments sup­
porting the proposal requests that the 
altitude restriction be raised to 2,500 
feet and transmitter power increased 
to 25 watts. JjOS Angeles favors the 
proposal because of their large area of 
coastline but they also request that 
aircraft be permitted the use of the 
U.S. Coast Guard liaison frequency
157.1 MHz to allow communications 
between private aircraft and the U.S.
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Coast Guard for search and rescue 
purposes. Northwest supports the pro­
posal but, as indicated in paragraph 4, 
feels that a few specific frequencies 
should be assigned for this use. HAA 
submitted their comments indicating 
support for our proposal.

6. In view of the comments received 
it appears that the Commission’s pro­
posal is too broad. The concerns of 
many of the commentors regarding 
the interference potential of aircraft 
operating on these frequencies are 
valid. However, only a small number of 
aircraft will be authorized the use of 
these frequencies and particular types 
of aircraft, mainly seaplanes, have a 
legitimate need for communications 
on marine VHP frequencies. Further­
more, aircraft communications are re­
stricted to those in support of mari­
time activities in which maritime sta­
tions are primarily involved.

7. St. Philip’s request that the alti­
tude restrictions be raised and the 
maximum power be increased cannot 
be accommodated. To do so would in­
tolerably increase interference to 
maritime communications as well as 
violate the international radio regula­
tions which limits aircraft use to 5 
watts power and 1,000 feet of altitude. 
Los Angeles provides no information 
to support their request to include
157.1 MHz as one of the frequencies 
aircraft may use. Further, this is a 
U.S. Coast Guard frequency and its 
use by non-Govemment entities, other 
than vessels, has been authorized only 
after careful examination and coordi­
nation with the Coast Guard. Since 
the Coast Guard has made no request 
to have this frequency included for 
use by non-Govemment aircraft we do 
not feel it is appropriate to permit this 
usage. SCMRC’s suggestion that air­
craft be required to monitor 156.8 
MHz (channel 16) does not contain 
any information that such a require­
ment would contribute to the safety 
system’s operation. Accordingly, we 
are not adopting any of the requested 
changes discussed in this paragraph.

8. Our original proposal, if adopted, 
would permit aircraft to use all mari­
time mobile VHF frequencies except 
for four specific frequencies. For the 
reasons raised in the comments and 
discussed herein, we are modifying our 
proposal as follows:

a. The use of channel 6 (156.3 MHz), 
the intership safety frequency, will be 
limited to use by aircraft for safety 
communications only*

b. Aircraft will not be authorized the 
use of VHF public correspondence or 
port operations frequencies as these 
frequencies are less tolerable to inter­
ference, already overcrowded with 
maritime usage, and public correspon­
dence frequencies normally would not 
be frequencies used in direct support 
of maritime activities. In addition, in­
terference by an aircraft using a port 
operations frequency could disrupt 
communications at a critical time 
during the movement or docking of a 
vessel. This could create a situation 
that could lead to widespread damage, 
pollution and the possible loss of life.

c. Aircraft will be permitted the use 
of channel 67 (156.375 MHz), 8 (156.4 
MHz), 68 (156.425 MHz), 9 (156.45 
MHz), 70 (156.525 MHz), 72 (156.625 
MHz), and 18 (156.9 MHz) as working 
frequencies.

Under this modification it is antici­
pated that aircraft and vessels will be 
equipped and operational procedures 
established so that most contacts will 
be on the appropriate working fre­
quencies. In those cases where an air­
craft cannot raise the vessel on the 
working frequency; channel 16 (156.8 
MHz) which will be monitored by the 
vessel may be used to establish initial 
contact and a selection of a working 
frequency.

9. Accordingly, it  is ordered, That, 
pursuant to the authority contained in 
sections 4(i) and 303 (c), (h) and (r) of 
the Communications Act of 1934, as 
amended, the Commission’s rules are 
amended, as set forth below, effective 
August 28,1978.

10. It is further ordered, That this 
proceeding is terminated.

F ederal Communications 
Commission,

W illiam J . T ricarico, 
Secretary.

Part 83 of chapter I of title 47 of the 
Code of Federal Regulations is amend­
ed as follows:

Part 83— Stations on Shipboard in the 
Maritime Services

1. In section 83.351, paragraph (a) is 
amended by adding numeral “76” to 
the table, and paragraph (b) is amend­
ed by adding a new footnote, num­
bered 76, to read as follows:
§ 83.351 Frequencies available.

(a) * * *
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Carrier frequency (MHz)
Conditioreraf use

Section Limitations

a
156.300.....

a • a *
.......... 83.106,83.359....... .................

• *
34, 40, 44, 76.

a a * * *
;.........  83.359.....................................

a a
40, 49, 76.

..........  83.359..................................... 40, 49, 76.

..........  83.359..................................... 40, 41, 56, 54, 76.

..........  83.359..................................... 40, 41. 49, 50, 76.

a
156.525.....

• * a *
..........  83.359,83.361........................

a •
40, 50, 52, 76.

a * v * * *
..........  83.359.....................................

a *
40, 50, 52, 76.

a
156.800.... .

a * * a
..........  83.106, 83.233, 83.359...........

• a

40, 41, 43, 76.

•
1 sfi

a * • *
..........  83.359.....................................

a *

40, 41, 49, 76.

a a * a * a •

(b) * * *
(76) These frequencies may be used 

by aircraft subject to the limitations 
on such usage set forth in section 
83.359 of this part.

2. Section 83.359 is amended as fol­
lows:
§ 83.359 Frequencies in the band 156-162 

MHz available for assignment.

(a) The frequencies in the following 
table are available for assignment to 
stations as indicated.

* * * * *
(b) In addition to the limitations

contained in §83.351 (b)(34) and
(b)(55), aircraft may use certain of 
these frequencies under the following 
circumstances and subject to the fol­
lowing limitations:

(1) The altitude of aircraft stations 
shall not exceed 1,000 feet, except for 
reconnaissance aircraft participating 
in icebreaking operations where an al­
titude of 1,500 feet is allowed;

(2) The mean power of aircraft sta­
tion transmitters shall not exceed five 
watts; however, a power of one watt or 
less shall be used to the maximum 
extent possible;

(3) Aircraft stations shall use inter­
ship frequencies only;

(4) Communications of an aircraft 
station shall be brief and limited to 
operations in which stations of the 
maritime mobile service are primarily 
involved and where direct communica­

tions between the aircraft and the 
ship or coast station is required;

(5) The frequency 156.3 MHz may be 
used by aircraft stations for safety 
purposes only and the frequency 156.8 
MHz may be used for distress, safety 
and calling purposes only.

[FR Doc. 78-20853 Filed 7-27-78; 8:45 am]

[4310-55]
Title 50—Wildlife and Fisheries

CHAPTER I— U.S. FISH AND WILDLIFE 
SERVICE, DEPARTMENT OF THE IN­
TERIOR

PART 17— ENDANGERED AND 
THREATENED WILDLIFE AND 
PLANTS

Listing and Protecting Loggerhead 
Sea Turtles as “Threatened Spe­
cies'* and Populations of Green 
and Olive Ridley Sea Turtles as 
Threatened Species or “Endan­
gered Species'*
Cross R eference: For a regulation 

on the above entitled matter, issued 
jointly by the Department of Com- 
merce/National Oceanic and Atmos­
pheric Administration/National
Marine Fisheries Service and the De­
partment of the Interior/Fish and 
Wildlife Service, see FR Doc. 78-21047 
in the rules and regulations section of 
this issue of the F ederal R egister.

[3510-22]
[4310-55]
CHAPTER I— U.S. FISH AND WILDLIFE 

SERVICE, DEPARTMENT OF THE IN­
TERIOR

CHAPTER II— NATIONAL MARINE 
FISHERIES SERVICE, NATIONAL 
OCEANIC AND ATMOSPHERIC AD­
MINISTRATION, DEPARTMENT OF 
COMMERCE

Listing and Protecting Loggerhead 
Sea Turtles as “Threatened Spe­
cies*' and Populations of Green 
and Olive Ridley Sea Turtles as 
Threatened Species or “Endan­
gered Species’*

AGENCIES: National Marine Fisher­
ies Service, National Oceanic and At­
mospheric Administration, Depart­
ment of Commerce, and U.S. Fish and 
Wildlife Service, Department of the 
Interior.
ACTION: Final rule.
SUMMARY: The National Marine 
Fisheries Service (NMFS) and the U.S. 
Fish and Wildlife Service (FWS). De­
partment of the Interior, determine 
the loggefhead sea turtle (Caretta car- 
etta) to be a threatened species under 
the Endangered Species Act of 1973 
(the Act). In addition, the green sea 
turtle (.Chelonia my das, which in­
cludes the subspecies C. mydas agassi- 
zii, and C. mydas carrinegra) and the 
olive (Pacific) ridley sea turtle (.Lepi- 
dochelys olivacea) (hereinafter re­
ferred to as the Pacific ridley) are de­
termined to be threatened species 
under the Act except that the Florida 
and Mexican Pacific coast breeding 
populations of green sea turtles and 
the Mexican Pacific coast breeding 
population of Pacific ridley sea turtles 
are determined to be endangered spe­
cies. This rulemaking also contains 
protective regulations for threatened 
species of sea turtles. The primary dif­
ferences as a result of listing these 
populations as endangered instead of 
threatened are that incidental catch 
by commercial fishermen is prohibited 
and there are no exceptions for zoolog­
ical exhibition or educational pur­
poses, taking of injured, dead, or 
stranded specimens, taking of species 
under State-Federal Cooperative 
Agreements for research or conserva­
tion, or subsistence taking of green 
turtles in the water by residents of 
certain U.S. territories in the Pacific. 
DATES: This rule becomes effective 
30 days after publication in the F eder­
a l  R egister by Environmental Protec­
tion Agency of availability of the final 
Environmental Impact Statement.
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f o r  f u r t h e r  in f o r m a t io n
CONTACT-

Mr. Richard B. Roe, Acting Chief, 
Division of Marine Mammal and En­
dangered Species, National Marine 
Fisheries Service, National Oceanic 
and Atmospheric Administration, 
Washington, D.C. 20235, 202-634- 
7287.
Mr. Keith M. Schreiner, Associate 

Director—Federal Assistance, Fish and 
Wildlife Service, U.S. Department of 
the Interior, Washington, D.C. 20240, 
202-343-4646.

SUPPLEMENTARY INFORMATION: 
Background

On December 28, 1973, FWS pub­
lished a proposal to list green and log­
gerhead sea turtles as endangered spe­
cies under the Endangered Species 
Conservation Act of 1969. On that 
same day the Endangered Species Act 
of 1973 (16 U.S.C. 1531 et seq.) was en­
acted into law and superseded the En­
dangered Species Conservation Act of 
1969. The 1973 act provides legal au­
thority for this action.

On April 23, 1974, F. Wayne King, 
Director of Conservation and Environ­
mental Education for the New York 
Zoological Society, submitted a formal 
petition under the new law to list the 
green sea turtle as an endangered spe­
cies and the loggerhead and Pacific 
ridley sea turtles as threatened spe­
cies. Following a NMFS preliminary 
status review of these three species, 
NMFS and FWS sent letters on 
August 8, 1974, to the Governors of 
the States, Territories, Possessions, 
and the Commonwealth of Puerto 
Rico, where green, loggerhead, and Pa­
cific ridley sea turtles are resident, an­
nouncing a NMFS/FWS status review 
of these species and requesting views 
and data relevant to the status of 
these species. On August 9, 1974, 
Wayne King petitioned the Secretary 
of Interior to have the green sea turtle 
listed under the “similarity of appear­
ance* provision of the act. Maricul- 
ture, Ltd. (now known as Cayman 
Turtle Farm, Ltd. and hereinafter re­
ferred to as Cayman Farm), Grand 
Cayman Island, British West Indies, a 
business involved in the raising and 
marketing of captive green sea turtles, 
submitted a formal petition on August 
15, 1974, to list the green sea turtle as 
a threatened species, but to exempt 
turtles bred or raised in captivity from 
this classification. A formal review by 
NMFS/FWS of the status of green, 
loggerhead, and Pacific ridley sea tur­
tles was announced on August 16, 
1974, in the F ederal R egister (39 FR 
29605; 39 FR 29607).

On May 20, 1975, the NMFS/FWS 
determination to propose listing green, 
loggerhead, and Pacific ridley sea tur­
tles as threatened species was pub­
lished in the F ederal R egister (40 FR
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21982, 40 FR 21974) (corrected 40 FR 
26043 and 40 FR 25217). That proposal 
summarized the factors thought to be 
contributing to the likelihood that 
these sea turtles could become endan­
gered within the foreseeable future, 
specified the regulations'which would 
be applicable to conserve these species 
if such a determination were made, 
and solicited comments, suggestions, 
objections, and factual information 
from any interested person. In July 
1975, NMFS and FWS sent a telegram 
to all diplomatic and consular posts so­
liciting comments on the proposed 
action and information on sea turtles 
found in their jurisdiction. On July 17,
1975, Robert Nordstrom, Director of
the Fisheries Divisions, National Can- 
ners Association, requested that 
NMFS hold a public hearing on the 
proposed regulations regarding sea 
turtles. On August 20, 1975, notice was 
published in the F ederal R egister of 
the NMFS decision to prepare an envi­
ronmental impact statement and to 
hold a public hearing on the proposal 
to list green, loggerhead, and Pacific 
ridley sea turtles as threatened, the 
proposed protective regulations for 
these species, and the draft environ­
mental impact statement (DEIS) (40 
FR 36401). On November 14, 1975, 
notice was published in the F ederal 
R egister postponing the NMFS public 
hearing from December 3, 19'i5, to 
February 25, 1976 (40 FR 53051). The 
National Marine Fisheries Service sub­
mitted its DEIS on January 30, 1976, 
to the Council on Environmental 
Quality (CEQ). On February 6, 1976, 
CEQ announced in the F ederal R egis­
ter the availability of the DEIS and 
opening of the 45 day comment period 
on the DEIS (41 FR 5426). Also on 
February 6, 1976, notice by NMFS was 
published in the F ederal R egister ex­
tending the comment period on the 
proposed listing and protective regula­
tions, DEIS, and public hearing from 
March 8, 1976 to March 22, 1976 (41 
FR 5413). On February 25-26, 1976, an 
informal, fact-finding public hearing 
was held in Washington, D.C., on the 
proposed listing of the three species of 
sea turtles and the DEIS. Scientists, 
conservationists, businessmen,
shrimpers, and representatives from 
State and foreign governments partici­
pated in this hearing. On March 19,
1976, CEQ published notice in the F ed­
eral R egister extending the public 
comment period on the DEIS until 
April 5, 1976 (42 FR Í1602).

On June 16, 1976, NMFS/FWS pro­
posed regulations to list green, logger- 
head, and Pacific ridley sea turtles as 
threatened species under the “similar­
ity of appearance” provisions were 
published in the F ederal R egister (41 
FR 24378). Once these final listing 
regulations (on the proposal of May 
20, 1975) are effective, the proposed 
“similarity of appearance” regulations
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will be withdrawn as indicated in the 
June 16, 1976 proposal. Cayman Farm 
requested on July 22, 1976, that a 
public hearing be held on the pro­
posed regulations treating these three 
species of sea turtles as threatened 
under the “similarity of appearance” 
provisions. On October 15, 1976, denial 
of the hearing requested by Cayman 
Farm was published by the Depart­
ment of the Interior in the F ederal 
R egister (41 F R  45573).

On July 18, 1977, a Memorandum of 
Understanding (MOU) concerning the 
jurisdiction of sea turtles between 
NMFS and FWS was signed. This 
MOU established sole agency jurisdic­
tion with NMFS while the turtles are 
in the water and with FWS while they 
are on land.

The Environmental Defense Fund 
submitted a request on February 28, 
1978, to reopen the public comment 
period in light of the long time that 
had elapsed since publication of pro­
posed regulations and to submit newly 
acquired evidence and related data. On 
March 27, 1978, NMFS and FWS an­
nounced in the F ederal R egister that 
the public comment period was re­
opened until April 17, 1978 (43 FR 
12735; corrected 43 FR 13906). Sugges­
tions by a number of parties, to extend 
this comment period were denied be­
cause of the need to expedite the list­
ing.

Comments were received from Gov­
ernors Ricardo Bordallo of Guam, Ella 
Grasso of Connecticut, Sherman Trib- 
bitt of Delaware, Marvin Mandel of 
Maryland, George Wallace of Ala­
bama, George Ariyoshi of Hawaii, and 
Jonn Haydon of American Samoa. 
Governor Bordallo supported listing 
the loggerhead and Pacific ridley as 
threatened, but recommended limited 
harvesting of green sea turtles be al­
lowed. Governors Grasso and Tribbitt 
supported listing all three species as 
threatened. Governors Mandel and 
Wallace supported listing the green 
and loggerhead as threatened. Gover­
nor Wallace also supported an excep­
tion for incidental catch believing that 
incidental catch is not a major cause 
of decline in turtle stocks in the Ala­
bama area. Governor Ariyoshi opposed 
prohibiting incidental catch in “areas 
of substantial breeding and feeding” 
unless “substantial” was clarified since 
the waters of the entire Hawaiian Ar- 
chipelgo are feeding areas for the 
green sea turtle. Governor Ariyoshi 
also supported an exemption for sub­
sistence fishing of the Hawaiian green 
sea turtle population. Governor 
Haydon supported the listing of the 
loggerhead and Pacific ridley, but ex­
pressed concern about listing the 
green since it would deprive many 
people of a means of living and food. 
In addition, representatives or agen­
cies from New Jersey, California, 
Texas, South Carolina, North Caroli-
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na, Georgia, Mississippi, Florida, New 
York, Puerto Rico, and the Trust Ter­
ritory of the Pacific expressed their 
views.

Summary of Comments and 
R ecommendations

Section 4(b)(1)(C) of the act requires 
that a summary of comments and rec­
ommendations relating to a proposed 
listing be published in the F ederal 
R egister prior to adding the species to 
the endangered or threatened list. A 
press release on the proposal was 
issued by the Department of Com­
merce on May 30, 1975. Public com­
ment periods were open from May 20,
1975 to July 18, 1975; from February 6,
1976 to April 5, 1976; and from March 
27, 1978 to April 17, 1978. Due to the 
great number of comments received 
during these periods, only those offer­
ing substantive comments have been 
summarized and enumerated here. 
However, all public comments were 
considered in the preparation of final 
regulations.

All comments are available for 
review between 9 a.m. and 5 p.m. at 
the Marine Mammal and Endangered 
Species Division, National Marine 
Fisheries Service, 3300 Whitehaven 
Street NW., Washington, D.C.

The majority of comments con­
cerned the following issues, and are 
summarized below by category: (1) 
whether or not to list these three spe­
cies of sea turtles, or populations 
thereof, as threatened or endangered;
(2) whether or not to allow an excep­
tion for mariculture; (3) whether or 
not to allow an exception for the inci­
dental catch of sea turtles by commer­
cial fishermen; and (4) whether or not 
to allow the subsistence taking of 
threatened sea turtles.

(1) The majority of comments re­
ceived concerned the appropriate list­
ing categories for these species. All 
three species were proposed to be 
listed as threatened. Hundreds of 
cards and letters were received sup­
porting the listing of the sea turtles, 
most of which favored an endangered 
classification. However, many support­
ed a threatened listing and many 
others favored listing, but made no 
recommendations as to the appropri­
ate category. As indicated above, those 
comments which offered no rationale 
or other information have not been 
enumerated. Substantive comments 
were received from 73 parties: 24 sup­
ported a threatened listing for all 
three species; 12 favored an endan­
gered listing for all species; 17 support­
ed a population approach to the list­
ing; and various comments were re­
ceived from 20 others (4 to list the 
green as endangered and the logger- 
head and Pacific ridley as threatened; 
4 to list the green and loggerhead as 
threatened; 1 to list the green and log-
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gerhead as endangered; 1 to list the 
loggerhead as threatened; 2 to list the 
green as endangered; 4 to list the 
green as threatened; 2 not to list the 
green; and 2 not to list the logger- 
head).

Of those 24 comments supporting a 
threatened classification for the 3 sea 
turtles under consideration, 10 were 
received from the States and territor­
ies (New Jersey, California, Texas, 
Connecticut, South Carolina, New 
York, Delaware, Guam, and Puerto 
Rico), 5 from researchers/biologists, 2 
from the environmental community, 2 
from industry, 2 from the Federal 
Government (regional offices of the 
Army Corps of Engineers), and 3 from 
other interested parties. These parties 
expressed a belief there was a serious 
decline in sea turtle stocks, but the 
stocks were not in present danger of 
extinction. Commentors felt that pro­
tective regulations would be adequate 
for the conservation of these species. 
Some believed an endangered classifi­
cation would be unduly restrictive. 
One biologist believed the existing 
data to be too fragmentary to warrant 
an endangered listing. State comments 
expressed views that the proposed reg­
ulations would strengthen existing 
State regulations protecting sea tur­
tles.

Those 12 who supported an endan­
gered classification for these species 
included 8 from the environmental 
community, 1 researcher/biologist, 
and 3 other interested parties. They 
expressed the belief that current data 
indicated that all three species of sea 
turtles are in danger of extinction 
throughout all or a significant portion 
of their ranges, and further that they 
are extinct in parts of their former 
ranges. Commentors provided addi­
tional data to support this viewpoint. 
In addition, an environmental group 
argued that since certain geographic 
populations are endangered and since 
they are indistinguishable from other 
populations, the species as a whole 
must be listed as endangered to insure 
adequate protection.

Those 17 favoring a population ap­
proach to listing (i.e., evaluating each 
population and, based on the best 
available information, determining 
whether they are endangered or 
threatened or neither) included 7 from 
the environmental community, 3 from 
researchers/biologists, 3 from indus­
tries, 1 from the Federal Government 
(CEQ), 1 from Nicaragua, 1 from the 
Trust Territory of the Pacific, and 1 
other interested individual. The act 
defines “species” to include “any sub­
species of fish or wildlife or plants and 
any other group of fish or wildlife of 
the same species 6r smaller taxa in 
common spatial arrangement that in­
terbreed when mature.” Some com­
mentors pointed out that sea turtles

aggregage into intraspecific popula­
tions which are spatially and function­
ally independent of other populations 
within the same species. Therefore, 
they argued that based on existing evi­
dence, certain populations are endan­
gered and should be so listed. These 
commentors also indicated that data 
for the remaining populations are in­
sufficient to support an endangered 
listing and therefore these populations 
should be listed as threatened.

Recommendations for listing popula­
tions of green sea turtles as endan­
gered included the Gulf of Thailand, 
Sri Lanka, Indonesia, Philippines, cer­
tain of the Western Indian Ocean, 
Sarawak, Caroline Islands, Hawaii, 
Costa Rica, Mexico. Bermuda, Florida, 
and Caribbean populations. The fol­
lowing populations of Pacific ridleys 
were recommended as endangered: 
The Gulf of Thailand, Sri Lanka, 
Mexico, certain of the Western Indian 
Ocean, and Surinam populations. The 
Mexican population of loggerhead tur­
tles was also recommended for endan­
gered listing.

R E S P O N S E

In determining how to list these sea 
turtles, NMFS and FWS scientists 
analyzed the status of individual popu­
lations. This task was complicated by 
two factors. First: Although our listing 
was based on the best available scien­
tific and commercial data and there 
are obvious and in many cases signifi­
cant declines in the populations of 
these species, the data base for many 
populations is poor Statistically valid 
data are available only for a few popu­
lations and much of the available in­
formation for all three species is quali­
tative rather than quantitative.

The status of sea turtle populations 
is poorly known though generally 
thought to be declining worldwide 
(with some exceptions). Because sea 
turtles spend only a small fraction of 
their life on the land, little informa­
tion has been obtained on their popu­
lations. Most population estimates are 
based on beach counts of nesting fe­
males (the males do not generally 
return to land after entering the sea 
as hatchlings) from which extrapola­
tions are made of total population size 
based on sex ratios of 1:1. Population 
declines are suggested by repetitive, 
decreasing counts of nesting females 
on known accessible beaches.

Sea turtles inhabit much of the 
tropical and subtropical seas of the 
world. The species addressed in this 
rulemaking have circumglobal distri­
butions. Nesting sites for each of these 
species are numerous, scattered, and 
have not been counted accurately. 
Generally, wherever suitable nesting 
beaches occur there has been evidence 
of sea turtle utilization. Although 
studies have been made on some geo-
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graphical areas, the extent of sea 
turtle habitation in many areas is vir­
tually unknown. The difficulty in de­
termining the status of many turtle 
populations is complicated by inter­
breeding, sharing of feeding grounds, 
and other conditions that cloud the 
identification of discrete populations.

A second problem arose from the dif­
ficulty in determining discrete popula­
tions. Some areas which were once 
populated by large numbers of sea tur­
tles are now barren or have greatly re­
duced stocks. It is uncertain whether 
these populations are extinct or have 
relocated to a new area. Factors such 
as interbreeding and sharing of feed­
ing grounds make population identifi­
cation difficult.

Some species of sea turtles have in­
dividuals which utilize several differ­
ent beaches during a nesting season. 
Green sea turtle populations are iden­
tified by scientists by their nesting 
beach origin. There is a strong nesting 
site fixation of the Caribbean green 
sea turtles, whose females are believed 
to return voluntarily only to particu­
lar sections of a nesting beach. Howev­
er, loggerhead sea turtles seem to have 
a less developed sense of nest site fix­
ation.

Green turtles are herbivorous, gre­
garious, herding animals which are 
highly migratory and susceptible to 
exploitation. Consequently ’ the 
number of turtles within a population 
is of greater significance in evaluating 
the status of green turtles than in 
other species. For example, the logger- 
head is a solitary, carnivorous species 
with localized distribution. The species 
tends to live in proximity to the nest­
ing grounds.

Whether a species over its entire 
range or individual populations should 
be listed as endangered or threatened 
under the terms of the act was diffi­
cult to determine. The point at which 
any species becomes in danger of ex­
tinction is not clear from the act. 
Since the definition of “threatened” 
refers to the foreseeable future and of 
“endangered” refers to the present, it 
is apparent that an endangered species 
is one that is in more immediate 
danger of extinction than a threat­
ened species. The National Marine 
Fisheries Service and U.S. Fish and 
Wildlife Service determined that the 
data base for any of the three species 
or individual populations was not suf­
ficient to determine any identifiable 
populations are in imminent danger of 
extinction with the exception of the 
Florida and Pacific Mexican breeding 
populations of green turtles and the 
Pacific Mexican breeding population 
of Pacific ridleys.

Although evidence on individual 
populations is fragmentary, we know 
that these three species of sea turtles 
have suffered drastic reductions in
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abundance from historical levels 
throughout most of their ranges. The 
major reasons for these declines are 
overexploitation, loss of habitat, and 
predation. In certain areas population 
decreases are caused by the loss of tur­
tles in commercial fishing operations. 
It is highly probable that, if the fac­
tors causing declines in some species of 
sea turtles remain unchanged, these 
sea turtles will be facing extinction 
throughout significant portions of 
their ranges in the foreseeable future.

After a thorough review and consid­
eration of all the scientific and com­
mercial data available, NMFS and 
FWS have determined that the green, 
loggerhead, and Pacific ridley sea tur­
tles are at least threatened through­
out all or a significant portion of their 
ranges, as herein specified, due to one 
or more of the five factors described in 
section 4(a) of the act.

(a) Factor: The present or threatened 
destruction, modification, or curtail­
ment of habitat or range of the species. 
Human population expansion has 
been instrumental in reducing availa­
ble nesting habitat for green and log­
gerhead sea turtles. Land reclamation, 
road and seawall construction, beach 
development, and recreational utiliza­
tion, have seriously affected beach 
habitat. In many areas, the encroa- 
chent of human habitation with its at­
tendant rise in beach traffic and artifi­
cial light seriously discourages turtles 
seeking suitable nesting sites and dis­
orients hatchlings. For example, green 
turtle rookeries in Bermuda, the Ba­
hamas, and beaches along the Greater 
Antilles have all been lost. A small 
nesting population of green turtles 
(less than 50 female individuals) still is 
active along the Florida coast, a rem­
nant of a once-abundant population. 
Development of beaches into seaside 
resorts has also reduced the logger- 
head nesting population. This factor is 
not known to be sigriificant in the de­
cline of Pacific ridleys.

(b) Factor: Overutilization for com­
mercial, sporting, scientific, or educa­
tional purposes. Sea turtles (eggs and 
adults) are utilized worldwide as a 
food item and are particularly desired 
in some nations as a source of protein. 
Harvesting for subsistence and com­
mercial trade is widespread because of 
the desirability and high value of sea 
turtles and their products. The green 
turtle is prized as a food item (stew, 
soups, steaks, and other meat prod­
ucts) and commercial fisheries har­
vesting for sea turtles occurs in Costa 
Rica, Mexico, Nicaragua, and other 
Central American countries. The Pa­
cific ridley is utilized primarily for 
leather and to a lesser extent for food. 
The loggerhead is used for food in 
some areas such as the Indian Ocean. 
These turtles are also taken for shell 
products and curios.
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Little sport fishing seems to occur 
for sea turtles though there is evi­
dence some turtles have been taken or 
harassed by skindivers and sport fish­
ermen in Florida waters and else­
where. The use of hatchlings for bait 
by sport fishermen has also been re­
ported.

(c) Factor: Disease or predation. The 
incidence of parasitism and disease in 
wild sea turtles is unknown. No data 
are available to support such agents as 
being a major contributing factor to 
the decline in sea turtle abundance.

Predation is a major cause of mortal­
ity at all stages in the life cycle of sea 
turtles. Both human and wild carni­
vores (raccoons, coyotes, weasels, etc.) 
prey heavily on turtle nests. Hatch­
lings are consumed on the beach by 
birds and in the water by fish. Suba­
dults and adults are taken by man and 
large fish. In some coastal areas of the 
United States and other countries, the 
available habitat for many turtle pred­
ators has become constricted due to 
human habitation. Because many 
turtle nesting beaches share this con­
stricted space, the incidence of animal 
predation has increased.

(d) Factor: The inadequacy of exist­
ing regulatory mechanisms. Most 
mainland coastal States within the 
United States where these turtles 
occur have legislation protecting sea 
turtles from commercial exploitation. 
While nesting females, eggs, and 
young are often protected, there is a 
lack of uniformity in State and local 
controls.

Hawaii allows the capture of green 
sea turtles for home consumption if 
the carapace length equals or exceeds 
36 inches. The U.S. Pacific Trust Ter­
ritory loosely controls the take of sea 
turtles as does American Samoa. Sub­
sistence fisheries exist throughout 
these areas for sea turtles. Puerto 
Rico and the Virgin Islands prohibit 
the taking of turtles on the beach but 
not in the water.

The United States and other parties 
to the Convention on International 
Trade in Endangered Species of Wild 
Fauna and Flora control international 
trade in green, loggerhead, and Pacific 
ridley sea turtles, and their parts and 
products. Generally, international 
trade for commercial purposes is pro­
hibited as is importing sea turtles har­
vested outside the U.S. territorial sea 
(3 miles). However, not all countries 
trading in turtles are parties to the 
convention. Various foreign countries 
have national laws protecting sea tur­
tles but protection is not uniform.

(e) Factor: Other natural or man­
made factors affecting the continued 
existence of the species. Sea turtles are 
taken incidentally in many commer­
cial fisheries such as the shrimp and 
industrial fish trawl, purse seine, and 
gill net fisheries in various parts of the
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world. In the United States, this prob­
lem is most serious in the trawl fisher­
ies of the South Atlantic and Gulf of 
Mexico regions. Incidental capture 
occurs in the shrimp trawl fisheries 
off Mexico, Central America, and the 
northeastern coast of South America 
but this is undocumented. In some 
areas and at certain times of the year 
the incidental take may be a signifi­
cant contribution to subadult and 
adult sea turtle mortality. There is evi­
dence that sea turtles are taken occa­
sionally in the Pacific tuna purse seine 
fishery.

The Florida breeding population of 
green sea turtles is recognized as a dis­
crete breeding group. In the 19th cen­
tury, this population was abundant 
and reportedly nested in large num­
bers on Florida beaches. Due to com­
mercial exploitation and loss of habi­
tat, the population was decimated. No 
nests were known in the twentieth 
century until recently when a small 
amount of nesting activity was discov­
ered along the southeast coast of Flor­
ida. National Marine Fisheries Service 
scientists believe that this population 
currently contains less than 100 
mature adults.-Because of the size of 
this stock, the status of the population 
is fragile and any adverse activity such 
as commercial or uncontrolled scientif­
ic exploitation, incidental take or loss 
of habitat could result in the immedi­
ate extinction of this stock. Therefore, 
the Florida green turtle population is 
listed as endangered.

Evidence submitted during the last 
comment period documents the loss of 
green sea turtle nesting pppulations 
along the Pacific coast of Mexico and 
the overharvest of green sea turtles in 
the Baja California area which led to 
the conclusion that this population 
would be in danger of extinction 
within 3 years. For these reasons, 
NMFS and FWS determined that pop­
ulation to be endangered.

Evidence was also supplied on the 
Pacific ridley on the Pacific coast of 
Mexico indicating that the annual 
take of this species since the early 
1960’s to the present is estimated to be
500,000 to 1,000,000 turtles. Specifical­
ly, in Oaxaca State in 1977, 70,000 
female Pacific ridleys were reportedly 
taken from a nesting population esti­
mated to number 150,000. This Pacific 
ridley stock is beginning to show the 
same signs of stress that existed with 
the Atlantic ridley, an endangered spe­
cies, in the 1950’s. Scientists have esti­
mated that this stock may be beyond 
recovery in 8 years.

While the available data clearly indi­
cated drastic reductions in certain pop­
ulations of green, loggerhead, and Pa­
cific ridley sea turtles, there were no 
data available to show that these spe­
cies as a whole are endangered 
throughout a significant portion of

their ranges. Estimates of populations 
indicate that statuses of the species as 
a whole are not so fragile in contrast 
to the Florida green sea turtle that a 
reasonable expectation of the loss of 
habitat, and/or commercial exploita­
tion or incidental take will result in 
extinction of the species throughout a 
significant portion of their ranges. 
Moreover, the species as a whole are 
not believed to be subject to the type 
of pressure being exerted on the Mexi­
can Weeding populations of green and 
Pacific ridley sea turtles. Thus, the 
evidence does not indicate that these 
species as a whole should be listed as 
endangered nor that additional popu­
lations shoud be presently listed as en­
dangered.

(2) Another issue for which consider­
able comments were received was the 
proposed exception for commercial 
mariculture operations. The proposed 
regulations provided an exception for 
im portation , exportation, taking, and 
transporting of sea turtles (and their 
parts and products) derived from mari­
culture operations, with the provision 
that after 2 years the exception would 
apply only to turtles derived from cap­
tive-bred parents. Comments were re­
ceived from 44 parties concerning this 
issue.

Approximately 24 of these were op­
posed to this exception. These includ­
ed 12 from the environmental commu­
nity, 6 from researchers/biologists, 2 
from State agencies of New York, 3 
from industries, and 1 from another 
interested party. Opponents argued 
that little progress has been made in 
achieving “self-sufficiency,” and ques­
tioned the possibility of ever achieving 
a completely closed-cycle operation. It 
was'argued that mariculture is accom­
panied by ecological and pathological 
problems due to holding turtles in 
tanks on land. Also argued was that 
mariculture is heavily dependent on 
wild stocks for eggs and brood stock, 
and that such removal from the wild 
would further jeopardize the condition 
of wild sea turtle stocks. Some assert­
ed that the high price of turtle prod­
ucts negates their value as a signifi­
cant contribution to the world supply 
of protein. Further, they contended 
that mariculture will stimulate the ex­
ploitation of wild turtles by creating 
an increased demand for turtle prod­
ucts which could not be supplied by 
captive-bred stocks. During the recent 
comment period, it was argued that 3 
years have elapsed since the proposed 
regulations, and therefore, maricul­
ture operations have had more than 
the 2 years originally proposed and 
still have not become self-sufficient. 
Opponents also argued that to allow 
trade in products from turtles which 
were not truly “bred in captivity” 
would be inconsistent with the mean­
ing of the Convention on Internation­

al Trade in Endangered Species of 
Wild Fauna and Flora (the conven­
tion). The convention prohibits trade 
in appendix I species (which includes 
all sea turtles except the flatback and 
Australian population of green) except 
in the case of animals which were 
“bred in captivity.”

About 20 comments were received in 
support of an exception for maricul­
ture. These included four from a com- 
merical mariculture operation, one 
from the Cayman Island Government, 
two from State agencies (California 
and Texas), two from industry, two 
from biologists/researchers, one from 
the British Embassy, one from the 
Federal Government (Environmental 
Protection Agency), and seven from 
other interested parties. Advocates of 
mariculture contended that the re­
search conducted on the culture, dis­
eases, food habits, and rearing of sea 
turtles benefits the care of mainte­
nance of other captive stocks (e.g., 
commercial seaquariums and research 
pools) and would benefit headstart op­
erations (i.e., rearing turtles from 
transplanted eggs to subadults for re­
lease to the wild to avoid the vulner­
able period of hatchling mortality). In 
addition, they argued that mariculture 
can help to conserve wild stocks by 
providing superior but cheaper turtle 
products from captive animals and 
thus reduce pressure on wild popula­
tions. Further, they asserted that 
mariculture can provide a dependable 
source of protein for human consump­
tion. They claimed that cultured tur­
tles could be used to restore depleted 
wild stocks. A mariculture operation 
purports to buy green turtle eggs from 
Surinam which are considered 
“doomed” because the eggs are taken 
from eroding beaches and, if left in 
the nest, would be destroyed. In addi­
tion, this operation anticipates a final 
taking of eggs in 1979, and indicated it 
would become a closed-cycle operation 
by 1980. It also provided evidence of 
increasing success of eggs being laid by 
turtles which mated in captivity.

RESPONSE

After much consideration, NMFS 
and FWS decided not to provide an ex­
ception for mariculture. The primary 
reasons for this decision were a belief 
that little or no scientific benefit 
would be received, that the maricul­
ture operations could not be moni­
tored adequately, and that increased 
worldwide demand for sea turtles and 
sea turtle products would be encour­
aged. This condition could lead to in­
creased exploitation of wild stocks in­
cluding the stimulation of poaching 
which would be inconsistent with our 
mandate under the act to adopt regu­
latory measures to bring threatened 
species to the point where they no 
longer need to be listed under the act.
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No evidence has been received that 
Cayman Farm, or any other maricul- 
ture operation has made significant re­
search contributions in the 3 years 
since the proposed regulations were 
published (May 1975), Cayman Farm 
is the only known mariculture oper­
ation of significant size in the world. 
Evidence provided for the 1976 NMFS 
hearing by Cayman Farm, indicated 
three turtles which were bom in cap­
tivity had successfully nested in cap­
tivity. No information has been re­
ceived since then on additional cap­
tive-bred nesting success. However, 
Cayman Farm did provide evidence of 
increasing success with eggs being laid 
by turtles which mated in captivity. 
Many scientists knowledgeable in  sea 
turtles, take the view that this oper­
ation will not provide much useful in­
formation for conserving sea turtles.

Monitoring Cayman Farm would re­
quire observers to be stationed at the 
facility on a regular basis. Otherwise, 
NMFS and FWS would have to require 
periodic reports from Cayman Farm 
which would be difficult to verify.

Cayman Farm had 3 years to demon­
strate their ability to raise sea turtles 
under a closed-cycle system. In that 
we do not have sufficient evidence to 
indicate progress has been made, it is 
questionable that they will reach the 
goal of 1980 indicated in a April 17, 
1978, letter received from Cayman 
Farm. Sea turtle mariculture may 
indeed stimulate additional commer­
cial interest in sea turtles and the 
small prospect of research benefits is 
insufficient to merit an exception in 
light of the current status of sea turtle 
stocks.

(3) The proposed exception for the 
incidental catch of sea turtles received 
a total of 46 comments. The proposed 
regulations contained an exception for 
incidental catch if: (a) the sea turtle 
was caught by fishing gear incidental 
to fishing effort or research not direct­
ed toward these sea turtles; (b) the 
person responsible was not fishing in 
an area of substantial breeding or 
feeding of these sea turtles; and (c) 
any captured sea turtle was immedi­
ately returned to the water, whether 
dead or alive, and with due care to 
minimize injuries to live sea turtles.

Of those, 13 comments opposed an 
exception, of which 9 were from the 
environmental community and 4 were 
from biologists/researchers. Some 
commentators felt that the incidental 
capture of sea turtles is a major factor 
in their decline, and should be prohib­
ited. Others felt that although in 
itself incidental catch may not have 
contributed directly to the current 
status of sea turtles, due to the serious 
status of stocks incidental catch was 
further jeopardizing these species. f

Support for an exception for inci­
dental catch was included in eight

RULES AND REGULATIONS

comments from the States of North 
Carolina, Mississippi, Georgia, Ala­
bama, Texas, and South Carolina, four 
from industries, one from a fishery 
commission, one U.S. Senator, one re- 
searcher/biologist, and four other in­
dividuals. They expressed the belief 
that incidental catch is not a major 
cause of the decline in sea turtle 
stocks or, at worst, no more of a detri­
ment than predation on eggs and 
hatchlings or man-induced destruction 
of nesting habitats. Some felt that if 
incidental catch were prohibited, it 
would destroy the domestic shrimp in­
dustry. Some expressed views that 
measures, other than prohibiting inci­
dental catch, would better serve to 
conserve sea turtles. Some of the 
measures suggested included predator 
control, nest protection, and strength­
ening enforcement activities.

Many comments were received ob­
jecting to the language “areas of sub­
stantial breeding and feeding” in the 
proposed regulations. Some felt the 
phrase was too general and could not 
be enforced. Others feared that a 
strict interpretation could put many 
shrimpers out of business. Many were 
opposed to the immediate return of co­
matose turtles to the water without at­
tempting to revive them prior to re­
lease.

Others, although not opposed to an 
exception, believed that incidental 
catch should be controlled and sub­
stantially reduced. Suggestions made 
included developing a net to exclude 
turtles, designating critical habitat, 
eliminating fishing in breeding areas, 
setting limits on incidental captures, 
and having a permit system for inci­
dental catch.

RESPONSE

The act prohibits taking of any en­
dangered species incidental to comm- 
mercial fishing operations. Therefore, 
the incidental catch of the Florida and 
Mexican Pacific coast green sea turtle 
populations and the Mexican Pacific 
coast Pacific ridley population will be 
prohibited because of this endangered 
status.

Conservation measures for threat­
ened species however, may be promul­
gated which will allow an incidental 
catch. Most incidentally taken sea tur­
tles are caught inadvertently by 
shrimp trawls. Presently, there is no 
way to avoid accidental capture of tur­
tles in shrimp trawls, however, NMFS 
has been developing an “excluder 
panel” to be fitted across the mouth of 
standard shrimp trawls that would 
prevent, or substantially reduce, the 
incidental capture of sea turtles. Al­
though preliminary designs have been 
tested, these need to be comparatively 
tested with conventional trawls under 
commercial shrimping conditions. The 
National Marine Fisheries Service has
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accelerated its 1978 gear program and 
is testing the excluder panels on 
shrimp grounds this year with the aid 
of the shrimp industry. The objective 
of this program is, in part, to obtain as 
much experimental gear, research, 
and habitat data as possible so that ac­
ceptable net design can be achieved by 
the end of the 1978 shrimping season. 
Our goal is to promulgate regulations 
requiring the use of the panel to pre­
vent, or substantially reduce, inciden­
tal catch of sea turtles without signifi­
cantly reducing shrimp production. 
Sea turtles are occasionally caught in­
advertently in other fisheries (e.g., pet 
food fishery, menhaden fishery, tuna 
fishery). The incidental catch and 
mortality of sea turtles in these fisher­
ies is believed to be much smaller than 
in the shrimp fishery. The excluder 
panel under development is not adopt- 
able to non-trawl fisheries.

The National Marine Fisheries Serv­
ice and the U.S. Fish and Wildlife 
Service are considering candidate 
areas where turtles are concentrated 
for designation as Restricted Fishing 
Areas and/or Critical Habitat. A Re­
stricted Fishing Area is an area where 
incidental catch is prohibited or other­
wise controlled. Controls may include 
proper gear usage, fishing methods or 
procedures, or other regulatory con­
trols to reduce or eliminate incidental 
catch of sea turtles. Prior to the desig­
nation of any Restricted Fishing Area 
within State waters, the Assistant Ad­
ministrator shall consult, as he deems 
appropriate, with the Govemor(s) and 
the Marine Conservation Depart- 
ment(s) of the affected State(s). The 
Assistant Administrator shall also con­
sult with the appropriate Regional 
fishery Management Councils and 
with affected fishing industries with 
regard to these designations. The Na­
tional Marine Fisheries Service discov­
ered in the winter of 1977-78 hibernat­
ing loggerhead and Atlantic ridley sea 
turtles in the Cape Canaveral ship 
channel. This area will be proposed in 
August 1978 as Critical Habitat and 
will be proposed as a Restricted Fish­
ing Area at a later date.

The proposed regulations would 
have prohibited incidental catch in 
areas of substantial breeding or feed­
ing. The National Marine Fisheries 
Service agreed with commentators 
who believed that “areas of substan­
tial breeding or feeding” was too 
vague, unenforceable, and under strict 
interpretation, could unnecessarily put 
shrimpers out of business. Hence, 
those terms were deleted and a provi­
sion was added for designating Re­
stricted Fishing Areas. Our acceler­
ated gear program and anticipated 
designation of Restricted Fishing 
Areas are believed adequate to protect 
sea turtles and, at the same time, not 
close fisheries. The recommendation
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for a prohibition of all incidental 
catch was rejected because the data to 
indicate shrimping was detrimental to 
sea turtles throughout the geographi­
cal range of the fishery were not avail­
able.

Setting limits on incidental captures 
and establishing a permit system for 
incidental catch were rejected as diffi­
cult to enforce and administer. Catch 
limits may be imposed in selected 
areas designated as Restricted Fishing 
Areas.

We agreed with commentators who 
were opposed to the immediate return 
of comatose turtles to the water. The 
regulations provide that resuscitation 
be attempted before a comatose turtle 
is returned to the water.

(4) A limited number of comments 
were received on whether or not to 
allow subsistence taking of threatened 
sea turtles. The proposed regulations 
did not provide an exception for sub- 
sistance. Comments from 10 parties 
were received addressing this issue.

Of these, nine were in support of al­
lowing subsistence taking, the major­
ity of these being from State and Ter­
ritorial governors or State agencies 
where subsistence fishing occurs. 
These included Hawaii, Guam, Ameri­
can Samoa, and the Trust Territory of 
the Pacific. Their comments were 
mainly restricted to the green sea 
turtle and stressed the need to consid­
er social and economic factors. They 
related the importance of the green 
sea turtle as a source of food for many 
of the island’s inhabitants. Evidence 
was provided indicating the impor­
tance of turtles in the cultural way of 
life in some areas. It was also argued 
that enforcement would be nearly im­
possible. Hawaii expressed the opinion 
that existing State regulations pro­
vided adequate protection and that 
Federal regulations should not be 
more restrictive. Comment was re­
ceived in support of subsistence taking 
provided it is adequately researched 
and enforced, only allowed where 
stocks are plentiful, and not allowed 
on nesting beaches. Two individuals 
believed it should be allowed by na­
tives in the Pacific Trust Territory for 
local consumption. One biologist sup­
ported subsistence fishing in the Trust 
Territory if it were carefully moni­
tored, and in Hawaii only after com­
prehensive investigations indicate that 
subsistence taking would not be detri­
mental to that population.

One comment was received from the 
environmental community, and was 
endorsed by others, specifically ad­
dressing support of a prohibition on 
subsistence taking on the basis that al­
ternative sources of food are available. 
It should also be noted that comments 
were received in general support of 
the proposed regulations which con­
tained no exception for subsistence.

RULES AND REGULATIONS 

R esponse
Subsistence fisheries for sea turtles 

exist within U.S. territorial waters. 
Most are opportunistic in nature, 
though there are directed fisheries for 
eggs and adults in the Trust Territory. 
Some turtles, primarily green, are 
taken in Puerto Rican and U.S. Virgin 
Island waters by local fishermen. 
Hawaii permits the take of green tur­
tles in excess of 36 inches for home 
use. A limited opportunistic take of 
turtles (probably green turtles) occurs 
near Guam. In the Trust Territory, 
turtle eggs and meat are a traditional 
food source.

Although the record provides no evi­
dence of subsistence turtle fishing in 
the Caribbean, NMFS believes in­
creased “subsistence” taking of green 
turtles has substantially contributed 
to the decline in Western Caribbean 
nesting groups. The absence of indig­
enous natives in Puerto Rico and the 
Virgin Islands precludes the establish­
ment of long “cultural” ties to the 
taking of sea turtles for subsistence 
purposes such as is found in the Pacif­
ic Islands. Localized “subsistence” 
fishing for sea turtles does occur but 
the motivating factor is esthetic 
rather than nutritional. The green 
turtle does not contribute significantly 
to the food needs of Puerto Rican or 
Virgin Island residents and prohibiting 
taking would not have a major nutri­
tional impact. Lastly, because of the 
Close proximity of other breeding 
groups and the high volume of Carib­
bean inter-island commerce, it would 
be impossible to control the flow of 
turtle products through the Puerto 
Rican and Virgin Islands nesting area. 
It would be difficult to effectively stop 
the illegal trade of sea turtles con­
sumed in Puerto Rico or the Virgin Is­
lands as “subsistence taken.” Because 
of the increase in human impact on 
Caribbean sea turtles and the absence 
of a documented subsistence food need 
for turtle meat, NMFS and FWS de­
cided that no subsistence taking for 
green turtles or other species of sea 
turtles should be allowed in Puerto 
Rico or the Virgin Islands.

Hawaii referenced State regulations 
that permit the taking of green turtles 
only in excess of 36-inch carapace 
length for home consumption. In the 
State’s opinion, such protection was 
adequately protecting the population. 
However, NMFS and FWS have con­
cern over increased takings and sale of 
turtle shell and other products to 
tourists in Hawaii. For these reasons 
and because there are alternative food 
sources available in Hawaii, no excep­
tion is allowed for taking green sea 
turtles in that area.

Sea turtles reportedly provide a 
major food source for many Pacific 
island inhabitants, and in areas such

as the Yap Islands, play a major role 
in traditional culture.

The available information on the 
Western Pacific green turtle popula­
tion is, at best, incomplete. Reports in­
dicate increased harvesting of eggs 
and adults have occurred in some 
areas due to improved native transpor­
tation to remote islands. These activi­
ties may be instrumental in Causing 
the population declines reported in 
some areas. However, information sub­
mitted showed certain nesting colonies 
were healthy. There was no strong evi­
dence to support a seriously declining 
green turtle population which could 
not support historical harvest levels 
conducted in a traditional manner.

Because of the condition of the west­
ern Pacific population (other than 
Hawaii), allowing a subsistence take at 
historical levels is believed consistent 
with our obligation to conserve threat­
ened species. Therefore, NMFS and 
FWS decided to allow a traditional 
subsistence taking of green turtles by 
residents of the Trust Territory. No 
subsistence taking will be allowed in 
other areas. Turtles may be taken only 
in the water and must be necessary for 
the sustenance of the individual or im­
mediate family of the individual 
taking the turtle.

The National Marine Fisheries Serv­
ice and the U.ê. Fish and Wildlife 
Service will proceed to obtain data on 
the extent of subsistence fishing and 
the status of the populations affected 
by that activity. Further decisions on 
regulating subsistence fishing will be 
based on those data.

Summary of F inal R egulations

Generally, the proposed regulations 
would have prohibited (with some ex­
ceptions) take, importation, exporta­
tion, and interstate and foreign com­
merce of green, loggerhead, and Pacif­
ic ridley turtles. These activities are 
essentially the same as prohibited ac­
tivities for endangered species, except 
interstate commerce prohibition does 
not take effect for 1 year and the pro­
posed regulations included more ex­
ceptions than allowed for endangered 
species. These final regulations con­
tain the same prohibitions, as were in 
the proposed regulations. There are 
however, changes in the exceptions. 
Other than allowing more exceptions, 
these regulations governing threat­
ened species are the same as would be 
promulgated for an endangered listing 
for all three species.

An exception for scientific, propaga­
tion, or survival purposes was author­
ized under permit in the proposed reg­
ulations. The final regulations provide 
this exception but include a more de­
tailed description of the procedures 
for the submission and approval of ap­
plications for permits. A transition 
period (in which to obtain permits) for
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ongoing sea turtle activities falling in 
this category is also provided.

The proposed regulations did not 
except public display, zoological exhi­
bition, or educational purposes from 
taking prohibitions. The final rule- 
making authorizes exception under 
permit for zoological exhibition or 
educational purposes.

An exception for taking of injured, 
dead, or stranded specimens was con­
tained in the proposed regulations for 
certain Federal and State agency em­
ployees. This exception is repeated in 
the final regulations. An exception for 
research or conservation program tak­
ings under Cooperative Agreement 
was contained in the proposed regula­
tions. This exception is also repeated 
in the final regulations.

The proposed regulations contained 
an exception for incidental catch pro­
vided that: (a) The specimen was 
caught by fishing gear incidental to 
fishing effort or research not directed 
toward these sea turtles; (b) the 
person responsible was not fishing in 
an area of substantial breeding or 
feeding of these sea turtles; and (c) 
any captured sea turtle is immediately 
returned to the water, whether dead 
or alive, and with due care to minimize 
injuries to live turtles. The final regu­
lations provide an exception for inci­
dental taking, subject to any future 
controls on gear and Restricted Fish­
ing Areas, provided that: (a) The 
taking was by fishing gear during fish­
ing or research activities conducted at 
sea and not directed toward sea tur­
tles; (b) any sea turtle so taken must 
be handled with due care to prevent 
injury to live sea turtles and must be 
returned to the water immediately 
whether it is dead or alive; if it is alive 
and unconscious, before returning it to 
the water, resuscitation must be at­
tempted by turning the turtle on its 
back and pumping its plastron by 
hand or foot; and (c) any sea turtle so 
taken must not be consumed, landed, 
offloaded, transshipped, or kept below 
deck.

The proposed regulations contained 
a 2-year exception for mariculture op­
erations dependent on taking from the 
wild. Thereafter, the exception was 
limited to mariculture operations inde­
pendent of taking from the wild. The 
exception was to be under permit con­
ditioned on, among other things, a 
marking or other identification system 
for mariculture products, Government 
certification that collection of wild 
eggs would not be detrimental to sur­
vival of the species in the wild, and 
during the first 2 years demonstrating 
progress toward becoming self-suffi­
cient. No exception for any maricul­
ture is provided by the final regula­
tions.

The proposed regulations contained 
an exception (grandfather clause) for 
turtles held in captivity or in a con­

trolled environment on the date of 
publication of final regulations and 
not held in the course of a commercial 
activity on such date. This exception 
has been deleted from the final regula­
tions because the long period during 
which the proposal was pending 
should have been sufficient notice to 
the public that controls on sea turtles, 
and their parts and products were 
forthcoming. Also, the grandfather 
clause in the act is available to cover 
items such as jewelery or antiques 
which were held for non-commercial 
purposes on December 28, 1973 (the 
effective date of the act).

The proposed regulations did not 
contain an exception for subsistence 
taking. The final regulations provide 
an exception to take turtles in the 
water for home consumption only by 
residents of the Trust Territory of the 
Pacific Islands. Taking of nesting fe­
males and eggs is prohibited.

The proposed regulations contained 
a 1-year exemption to minimize undue 
economic hardship tied to a prior con­
tract commitment. No exception for 
economic hardship is provided in the 
final regulations since more than 1 
year has transpired since the turtles 
were formally proposed for listing.

Lastly, the final regulations provide 
procedures for processing permit ap­
plications based on the MOU between 
NMFS and FWS on sea turtle jurisdic­
tion.

Effect of the R ulemaking
Section 7 of the act provides:
The Secretary shall review other pro­

grams administered by him and utilize such 
programs in furtherance of the purposes of 
this act. All other Federal departments and 
agencies shall, in consultation with and with 
the assistance of the Secretary, utilize their 
authorities in furtherance of the purposes 
of this act by carrying out programs for the 
conservation of endangered species and 
threatened species listed pursuant ot section 
4 of this act and by taking such action nec­
essary to insure that actions authorized, 
funded, or carried out by them do not jeop­
ardize the continued existence of such en­
dangered species and threatened species or 
result in the destruction or modification of 
habitat of such species which is determined 
by the Secretary, after consultation as ap­
propriate with the affected States, to be 
critical.

The National Marine Fisheries Serv­
ice and the U.S. Fish and Wildlife 
Service prepared, in consultation with 
an ad hoc interagency committee, 
guidelines for Federal agencies for the 
application of section 7 of the act. 
These guidelines were superseded by 
final regulations governing Inter­
agency Cooperation published by 
NMFS and FWS and January 4, 1978, 
in the F ederal R egister (43 FR 870) 
to assist Federal agencies in complying 
with section 7.

The National Marine Fisheries Serv­
ice will propose in, August 1978, the 
Cape Canaveral ship channel as Criti­

cal Habitat for loggerhead and Atlan­
tic ridley sea turtles. Other areas may 
be considered as a result of the gear 
research program currently in pro­
gress.

Sections 9 and 10 of the act and en­
dangered species regulations already 
published in title 50 of the Code of 
Federal Regulations set forth a series 
of general prohibitions and exceptions 
which apply to all endangered species. 
The regulations which pertain to the 
threatened sea turtles are now con­
tained in parts 220 and 227 of title 50 
and are set forth below.

International Effects

All three species of sea turtles are 
listed on Appendix I of the Conven­
tion with the exception of the Austra­
lian population of green sea turtles. 
The Convention prohibits internation­
al trade in Appendix I species (with 
limited exceptions) conducted primar­
ily for commercial purposes. Appendix 
I species taken on the high seas 
cannot be landed commercially under 
the provisions of the Convention. 
However, the Convention does not 
apply to the taking of sea turtles 
within any nation’s jurisdiction. Many 
countries (e.g., Mexico, Japan, and a 
number of European countries where 
markets exist) have not ratified the 
Convention. Mexico has protective leg­
islation of green turtles but adequate 
enforcement is questionable. Further, 
because Mexico has signed but not 
ratified the Convention it can engage 
in unregulated trade in sea turtles or 
sea turtle products with other coun­
tries not formally implementing the 
Convention (nonmember or nonratify­
ing members). United States-Mexican 
trade primarily in these sea turtles for 
commercial purposes is prohibited.

The National Marine Fisheries Serv­
ice and the U.S. Fish and Wildlife 
Service will continue to encourage in­
ternational Cooperation in the conser­
vation of these species.

National Environment P olicy Act

Both a draft and a final EIS have 
been prepared by NMFS and are on 
file in the offices of the Division of 
Marine Mammal and Endangered Spe­
cies, NMFS, Washington, D.C.

Because this final rulemaking lists 
green, loggerhead, and Pacific ridley 
sea turtles in their own right, the simi­
larity of appearance proposal of June 
16, 1976, by NMFS and FWS (41 FR 
24378) is withdrawn.

The primary author of this rule is 
Robert B. Gorrell, Acting Endangered 
Species Program Manager, Division of 
Marine Mammal and Endangered Spe­
cies, NMFS, 202-634-7471.

R egulation P romulgation

Accordingly, 50 CFR § 17.11, 17.42(b) 
and 50 CFR Chapter II are amended 
as follows:
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2. A new special rule § 17.42(b) is 
added to 50 CFR reading as follows:
§ 17.42 Special rules—reptiles.

* * * * *
(b) Green sea turtle (Chelonia 

mydas), loggerhead sea turtle ( Caretta 
caretta), olive ridley sea turtle (Lepi- 
dochelys olivacea) (these do not in­
clude the populations listed as endan­
gered in § 17.11).

(1) Prohibitions. Subject to the per­
mits allowable under the following 
paragraph (b)(2) of this section, all of 
the provisions set forth in § 17.31 
(which incorporate portions of § 17.21) 
shall apply to this wildlife with the 
following exceptions:

(1) Section 17.21(c)(2) (self-defense) 
is not applicable.

(ii) In § 17.21(c)(3)(i), the word “or­
phaned” is replaced by the word 
“stranded.”

(iii) Delete § 17.21(c)(3)(iv) (Wildlife 
threatening human safety).

(iv) Sections 17.21 (e) and (f) do not 
apply to any delivery, receipt, carriage, 
transportation, shipment, sale or offer 
for sale in interstate commerce which 
takes place within 1 year after the ef­
fective date of this regulation and 
which involves specimens taken prior 
to such effective date.

(v) The prohibition against taking 
shall not apply to incidental catches, 
as specified in 50 CFR 227.72(e).

(vi) The prohibition against taking 
within the United States or the terri­
torial sea of the United States shall 
not apply to subsistence taking, as 
specified in 50 CFR 227.72(f).

(2) Permits, (i) For those activities 
which come under the jurisdiction of 
the Service, only permits for scientific 
purposes, enhancement of propagation 
or survival, zoological exhibition or 
educational purposes, are available 
under § 17.32. Procedures for issuance 
of permits are found in § 17.32 and, for 
those activities which come under the 
jurisdiction of the National Marine 
Fisheries Service, Subpart E of Part 
220. All the provisions of § 17.32 apply 
to permits issued by the Service.

(ii) Activities which are ongoing on 
the effective date of this regulation 
and which are for scientific purposes 
or for enhancement of propagation or 
survival may continue without permit 
for up to 90 days as specified in 50* 
CFR 227.72(a).

3. 50 CFR Part 220 is amended by 
adding the following new Subpart E:

Subpart E-—Permits Invo lv ing  Endangered or 
Threatened Sea Turtles

Sec.
220.50 Purpose.
220.51 Permit applications.
220.52 Issuance of permits.
220.53 Other requirements.
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A u t h o r i t y : Endangered Species Act of 
1973, section 11(f), 87 Stat. 884, Pub. L. 93- 
205; act of August 31,1951.

Subpart E— Permits Involving Endan­
gered or Threatened Sea Turtles

§ 220.50 Purpose.
This subpart establishes procedures 

for issuance of permits for scientific 
purposes or to enhance the propaga­
tion or survival of “endangered” or 
“threatened” sea turtles and zoologi­
cal exhibition or educational purposes 
for “threatened” sea turtles.
§ 220.51 Permit applications.

Applications for permits to take, 
import, export or engage in any other 
prohibited activity involving any spe­
cies of sea turtle listed in 50 CFR 
§ 17.11 shall be submitted to the Wild­
life Permit Office (WPO) of the U.S. 
Fish and Wildlife Service in accord­
ance with either, 50 CFR § 17.22(a) 
(Endangered Species) or 50 CFR 
§ 17.32(a) (Threatened Species) as ap­
propriate. Applications involving activ­
ities under the jurisdiction of the Na­
tional Marine Fisheries Service 
(NMFS) as defined in 50 CFR 
§ 222.23(a) and 50 CFR § 227.4 shall be 
forwarded by the WPO to NMFS.
§ 220.52 Issuance of permits.

(a) Applications under the jurisdic­
tion of the WPO shall be reviewed and 
acted upon in accordance with 50 CFR 
§ 17.22 or 50 CFR § 17.32 as appropri­
ate.

(b) NMFS shall make a complete 
review of applications forwarded to it 
by the WPO in accordance with 
§ 220.51 and determine the appropriate 
action to be taken in accordance with 
50 CFR § 220.21(b) and § 222.23(c). In 
instances where the application in­
volves activities solely within NMFS 
jurisdiction, NMFS shall issue permits 
or letters of denial and provide WPO 
with copies of its actions.

(c) Where a permit application in­
volves activities under both NMFS and 
FWS jurisdiction, each agency will 
process the application for activities 
under its jurisdiction. WPO will issue 
either a permit or a letter of denial.

(d) Where a permit application for
activities under NMFS jurisdiction 
also requires a permit under the Con­
vention on International Trade in En­
dangered Species of Wild Fauna and 
Flora (TIAS 8249, July 1, 1975)
(CITES) (50 CFR Part 23), NMFS will 
process the application for activities 
under its jurisdiction. WPO will issue 
the final document by means of a com­
bination ESA/CITES permit or a 
letter of denial.
§ 220.53 Other requirements.

Permits issued by NMFS under this 
Subpart shall be administered and
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comply with the provisions of 50 CFR 
§ 217-§ 227 as appropriate.
§ 222.23 [Amended].

4. 50 CFR § 222.23(a) is amended by 
deleting the period after the words, 
“Atlantic ridley sea turtle <.Lepidoche- 
lys kempii)” and inserting the follow­
ing: Green sea turtle (Chelonia mydas) 
breeding colony populations in Florida 
and on the Pacific coast of Mexico, 
and the olive ridley sea turtle (Lepido- 
chelys olivacea) breeding colony popu­
lation on the Pacific coast of Mexico.”

5. Sections 222.23(a), 222.23(b), and 
222.23(c)(13) of 50 CFR Chapter II are 
amended by deleting the following 
language set off by quotation marks—

(a) * * * «<of these, the National 
Marine Fisheries Service and the U.S. 
Fish and Wildlife Service presently 
share endangered species jurisdiction­
al responsibility for sea turtles.” * * *

(b) * * * “A copy of each application 
for a permit involving sea turtle(s) will 
be forwarded by the National Marine 
Fisheries Service to the U.S. Fish and 
Wildlife Service.” * * *

(c) * * *
(13) “If the permit application in­

volves a sea turtle(s), both the Nation­
al Marine Fisheries Service and the 
U.S. Fish and Wildlife Service must 
concur prior to issuance since these 
two agencies presently share jurisdic­
tion on sea turtles.”

Substitute the following language 
for that deleted above in section 
222.23(a), and amend paragraph (b) by 
adding the material set forth below to 
the end of the first full sentence:
§ 222.23 Permits for scientific purposes or 

to enhance the propagation or survival 
of the affected endangered species.

(a) * * * Of these, the National 
Marine Fisheries Service has sole 
agency jurisdiction for sea turtles 
while the turtles are in the water and 
the U.S. Fish and Wildlife Service has 
jurisdiction for sea turtles while the 
turtles are on land.

* ♦ * * *
(b) * * * except for permits involv­

ing sea turtles in which case the appli­
cant shall follow the procedures set 
out in 50 CFR Part 220 Subpart 
E. * * *

6. 50 CFR Chapter II is amended by 
adding a new Part 227, as follows:

PART 227— THREATENED FISH AND 
WILDLIFE

Subpart A — G eneral Previsions

Sec.
227.1 Purpose.
227.2 Scope.
227.3 Definitions.
227.4 Enumeration of threatened species. 
227.5-227.10 [Reserved]
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Subpart B— Threatened M arine  Mam m als  

227.11-227.30 [Reserved]
Subpart C— Threatened M arine  Fish 

227.31-227.70 [Reserved]
Subpart D— Threatened M arine  Reptiles

227.71 Prohibitions.
227.72 Exceptions to prohibitions.

Authority: Endangered Species Act o f  
1973 (as amended), Pub. L. 93-205, 16 U.S.C. 
1531 et seq.

Subpart A— General Provisions 

§ 227.1 Purpose.
The regulations contained in this 

part identify the species, subspecies, or 
any other group of fish and wildlife of 
the same species or smaller taxa in 
common spatial arrangement that in­
terbreed when mature, under the ju­
risdiction of the Secretary of Com­
merce which have been determined to 
be threatened species under the En­
dangered Species Act of 1973 and pro­
vide for the conservation of such spe­
cies by establishing rules and proce­
dures to govern activities involving the 
species.
§ 227.2 Scope.

(a) The regulations contained in this 
part apply only to the threatened spe­
cies enumerated in § 227.4.

(b) The provision of this part are in 
addition to, and not in lieu of other 
regulations of Parts 217-222 and Part 
225 of this Chapter II which prescribe 
additional restrictions or conditions 
governing threatened species.

(c) Certain of the threatened fish or 
wildlife listed in 50 CFR 17.11 and 
enumerated in 50 CFR 227.4 are in­
cluded in Appendix I or II to the Con­
vention on International Trade in En­
dangered Species of Wild Fauna and 
Flora. The importation, exportation, 
and reexportation of such species are 
subject to additional regulations pro­
vided in Part 23, Chapter I (Title 50).
§ 227.3 Definitions.

In addition to the definitions con­
tained in the Act, and in Parts 217 and 
225 of this Chapter, and unless the 
context otherwise requires, in this 
Part 227:

(a) “Act” means the Endangered 
Species Act of 1973, as amended, 16 
U.S.C. § 1531-1547;

(b) “Assistant Administrator” means 
the Assistant Administrator for Fish­
eries, National Oceanic and Atmos­
pheric Administration, Department of 
Commerce, or his authorized delegate. 
The Assistant Administrator for Fish­
eries is in charge of the National 
Marine Fisheries Service;

(c) “Ongoing project(s)” means an 
activity for scientific purposes or to 
enhance the propagation or survival of
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such species which are not conducted 
in the course of a commercial activity 
initiated before the listing of the ef­
fected species;

(d) “Plastron” means the ventral 
part of the shell of a sea turtle consist­
ing typically of nine symmetrically 
placed bones overlaid by homy plates; 
and

(e) “Sea Turtle(s)” means those sea 
turtle species enumerated in § 227.4 
and any part(s), product(s), egg(s) or 
offspring thereof, or the dead body or 
parti s) thereof.
§ 227.4 Enumeration of Threatened Spe­

cies.
The species listed as threatened 

under the act which are under the ju­
risdiction of the Secretary of Com­
merce are:

(a) Green sea turtle (Chelonia 
mydas) except for those populations 
listed under 50 CFR § 222.23(a).1

(b) Loggerhead sea turtle (Caretta 
caretta )f

(c) Pacific ridley sea turtle (Lepido- 
chelys olivacea) except for those popu­
lations listed under 50 CFR 222.23(a).1
§§ 227.5-227.10 [Reserved]

Subpart B— Threatened Marine 
Mammals

§§ 227.11-227.30 [Reserved]
Subpart C— Threatened Marine Fish 

§§ 227.31-227.70 [Reserved]
Subpart D— Threatened Marine 

Reptiles

§ 227.71 Prohibitions.
Except as provided in § 227.72 it is 

unlawful for any person subject to the 
jurisdiction of the United States to 
commit, to attempt to commit, to solic­
it another to commit or to cause to be 
committed in any of the following acts 
with respect to any species enumer­
ated in § 227.4:

(a) import any such species into, or 
export any such species from, the 
United States;

(b) take any such species within the 
United States or the territorial sea of 
the United States;

(c) take any such species upon the 
high seas;

(d) possess, sell, deliver, carry, trans­
port, or ship by any means whatso­
ever, any such species taken in viola­
tion of the prohibitions in paragraphs
(b) and (c) of this section;

(e) deliver, receive, carry, transport, 
or ship in foreign commerce by any 
means whatsoever, and in the course 
of a commercial activity, any such spe­
cies;

‘Department of Commerce, National Oce­
anic and Atmospheric Administration, Na­
tional Marine Fisheries Service, jurisdiction 
for sea turtles is limited to turtles while in 
the water.

(f) sell, or offer for sale, in foreign 
commerce any such species;

(g) deliver, receive, carry, transport, 
or ship in interstate commerce, by any 
means whatsoever, and in the course 
of commercial activity; provided that 
this paragraph (g) shall not apply to 
any such species taken prior to the ef­
fective date of the listing of the spe­
cies for 1 year after such listing; or

(h) sell, or offer for sale, in inter­
state commerce any such species; pro­
vided that this paragraph (h) shall not 
apply to any such species taken prior 
to the effective date of the listing of 
the species for 1 year after such list­
ing.
§ 227.72 Exceptions to prohibitions.

(a) Scientific, propagation, or sur­
vival permits. (1) The Assistant Ad­
ministrator may issue permits autho­
rizing activities which would otherwise 
be prohibited under § 227.71 for scien­
tific purposes or to enhance the propa­
gation or survival of such species. Ap­
plications for these permits are sub­
ject to the provisions of Part 220 of 
this Chapter II.

(2) Ongoing scientific, propagation, 
or survival projects, which would oth­
erwise be prohibited by § 227.71 may 
continue without a permit until an ap­
plication for a permit has been denied 
or 90 days from the effective date of 
the listing of the effected species, 
whichever comes first. If a permit has 
not been denied, ongoing projects may 
continue beyond this 90-day period 
provided that the individual responsi­
ble for such project(s) has applied for 
a permit and receives a letter from the 
Assistant Administrator stating that 
the application is complete and suffi­
cient for processing within the 90-day 
period. Projects not receiving a permit 
or letter indicating sufficiency by the 
90th day must cease. Within 30 days 
of receipt of an application, the Assist­
ant Administrator will determine the 
completeness and sufficiency of the 
application for processing. If an appli­
cation is deemed complete and suffi­
cient for processing, a permit will be 
issued or denied within the next 90 
days beginning with the date of the 
letter informing the applicant that the 
application is sufficient. Approved pro­
jects shall continue in accordance with 
the conditions of the permit.

(b) Permits for Zoological Exhibi­
tion or Educational Purposes. The As­
sistant Administrator may issue per­
mits authorizing activities which 
would be otherwise prohibited under 
§ 227.71 for zoological exhibition or 
educational purposes. Applications for 
these permits are subject to the provi­
sions of Part 220 of this Chapter II.

(c) Exceptions for injured, dead, or 
stranded specimens. If any member of 
any threatened species listed in § 227.4 
is found injured, dead, or stranded,
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any agent or employee of the National 
Marine Fisheries Service, the Fish and 
Wildlife Service, the U.S. Coast 
Guard, or any other Federal land or 
water management agency, or any 
agent or employee of a State agency 
responsible for fish and wildlife who is 
designated by his or her agency for 
such purposes, may, when acting in 
the course of his or her official duties, 
take such specimens without a permit 
if such taking is necessary to aid a 
sick, injured, or stranded specimen or 
dispose of a dead specimen or salvage 
a dead specimen which may be useful 
for scientific study. Wherever possible, 
live specimens shall be returned to 
their aquatic environment as soon as 
possible. Every action shall be report­
ed in writing to the Assistant Adminis­
trator within 30 days, and reports of 
further occurrence shall be made as 
deemed appropriate by the Assistant 
Administrator until the specimen is 
either returned to its environment or 
disposed of. Reports shall be mailed by 
registered or certified mail, return re­
ceipt requested, to the Assistant Ad­
ministrator for Fisheries, National 
Marine Fisheries Service, Washington, 
D.C. 20235, and shall contain the fol­
lowing information:

(1) Name and position of the official 
or employee involved;

(2) Description of the specimen(s) 
involved;

(3) Date and location of disposal;
(4) Circumstances requiring the 

action;
(5) Method of disposal;
(6) Disposition of the specimen(s), 

including, where the specimen(s) has

RULES AND REGULATIONS

been retained in captivity, a descrip­
tion of the place and means of con­
finement, and the measures taken for 
its maintenance and care; and

(7) Such other information as the 
Assistant Administrator may require.

(d) Exception for research or conser­
vation. Any employee or agent of the 
National Marine Fisheries Service, the 
Fish and Wildlife Service, or a State 
fish and wildlife agency operating a 
conservation program pursuant to the 
terms of a Cooperative Agreement 
with the National Marine Fisheries 
Service or the Fish and Wildlife Serv­
ice in accordance with Section 6(c) of 
the Act, designated by his or her 
agency for such purposes, may, when 
acting in the course of his or her offi­
cial duties, take any threatened spe­
cies to carry out scientific research or 
conservation programs. All such tak­
ings shall be reported within 30 days 
of the taking to the Assistant Adminis­
trator who may request additional re­
ports of the taking and research at his 
discretion.

(e) Exception for incidental taking—
(1) General. Except as provided in 
paragraphs (e)(2) and (e)(3) of this 
section, the incidental taking of any 
member of any species listed in § 227.4 
during fishing or scientific research 
activities not directed toward such 
members of such species is allowed 
under the following conditions:

(i) any*specimen so taken must be 
handled with due care to prevent 
injury to live specimens, and must be 
returned to the water immediately 
whether it is dead or alive unless it is a 
sea turtle which is alive and uncon-
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scious, in which case before returning 
it to the water, resuscitation must be 
attempted by turning the turtle on its 
back and pumping its plastron by 
hand or foot; and

(ii) any specimen so taken must not 
be consumed, sold, landed, offloaded, 
transshipped, or kept below deck.

(2) Restricted Fishing Areas. [Re­
served]

(3) Gear. [Reserved]
(f) Subsistence. The prohibition in 

§ 227.71(b) shall not apply with respect 
to the taking of any member of the 
species of green sea turtle (Chelonia 
my das) in waters seaward of mean low 
tide for personal consumption by resi­
dents of the Trust Territory of the Pa­
cific Islands if such taking is custom­
ary, traditional and necessary for the 
sustenance of such resident and his 
immediate family. Sea turtles so taken 
cannot be transferred to non-residents 
or sold.

N o t e .—The National Marine Fisheries 
Service and the U.S. Fish and Wildlife Serv­
ice have determined that this document 
does not contain a major action requiring 
preparation of an economic impact state­
ment under Executive Order 11949 and 
OMB Circular A-107.

Dated: July 25,1978.
T erry L. Leitzell, 

Assistant Administrator 
for Fisheries.

Dated: July 25,1978.
Ly n n  A. G reenwalt, 

Director, U.S. Fish 
and Wildlife Service.

[FR Doc. 78-21047 Filed 7-27-78; 8:45 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.

[ 1620- 01]
COST ACCOUNTING STANDARDS 

BOARD
[4  CFR Parts 403 , 410 , 4 22 ]

A CC O U N TIN G  FOR INDEPENDENT RESEARCH 
A N D  DEVELOPMENT A N D  BID A N D  PROPOS­
AL COSTS

AGENCY: Cost Accounting Standards 
Board.
ACTION: Proposed rule.
SUMMARY: The Cost Accounting 
Standards Board is proposing a stand­
ard which, if adopted, would be one of 
a series of cost accounting standards 
which the Board is promulgating to 
achieve increased uniformity and con­
sistency in the cost accounting princi­
ples followed by defense contractors 
and subcontractors under Federal con­
tracts. This proposed rule would pro­
vide criteria for the accumulation of 
costs of independent research and de­
velopment (I.R. & D.) and bid and pro­
posal (B. & P.) projects and the alloca­
tion of such costs to cost objectives, 
based on the beneficial or causal rela­
tionship between such costs and cost 
objectives. The application of these 
criteria should increase the probabil­
ity that I.R. & D. and B. & P. costs are 
allocated to final cost objectives in a 
uniform and consistent manner.
DATE: Written comments must be re­
ceived on or before October 2,1978.
ADDRESS: Written comments should 
be sent to the Cost Accounting Stand­
ards Board, 441 G Street NW., Room 
4836, Washington, D.C. 20548.
FOR FURTHER INFORMATION 
CONTACT:

Clark* G. Adams, Project Director, 
Cost Accounting Standards Board, 
441 G Street NW., Room 4836, 
Washington, D.C. 20548, 202-275- 
5418.

SUPPLEMENTARY INFORMATION: 
In addition to the proposed standard, 
related amendments to standards 4 
CFR Part 403 and 4 CFR 410 are being 
proposed.

The Board solicits comments on the 
proposed cost accounting standard and 
related amendments. During the 
course of research, comments were re­
ceived stating objections to the prohi­
bition of allocating deferred I.R. <Sc D. 
costs. Those voicing objections, howev­
er, did not provide sufficient criteria

to determine when an I.R. & D. pro­
ject’s costs should be deferred and 
when they should not. The Board, 
therefore, requests that anyone ob­
jecting to the prohibition in this 
standard provide to the Board objec­
tive criteria for making this determi­
nation.

Also, in addition to your comments 
and suggestions relative to the pro­
posed standard, we would appreciate 
your providing us with the following 
information:

(1) To what extent would the provi­
sions of the proposed standard affect 
the dollar amount of I.R. & D. and B. 
& P. costs allocable to Government 
contracts for 1 year as compared to 
present practices and regulations? To 
the extent practical, please relate any 
such differences in allocable costs to 
the specific section of the standard.

(2) Would the implementation of the 
proposed standard result in increased 
or decreased administrative costs? If 
so please provide details as to the 
nature of such costs and show how 
much of any increased or decreased 
costs would be one-time and how much 
would be continuing. By increased or 
decreased costs, we mean incremental 
costs.

(3) What function(s), if any, would 
be added or deleted from the contrac­
tor’s activities as a result of this stand­
ard?

N o t e .—All written submissions made pur­
suant to this notice will be made available 
for public inspection at the Board’s office 
during regular business hours.
(Sec. 719, Defense Production Act of 1950, 
as amended, Pub. L. 91-379, 50 U.S.C. app. 
2168.)

Arthur Schoenhaut, 
Executive Secretary.

It is proposed to amend 4 CFR Part 
403, Allocation of home office expense 
to segments, by deleting paragraph 
(b)(5) of §403.40 and inserting the fol­
lowing in lieu thereof.
§ 403.40 Fundamental requirement.

*  *  *  *  *

(b) * * *
(5) Independent research and devel­

opment and bid and proposal costs. 
The costs of independent research and 
development and bid and proposal ef­
forts allocated by a home office shall

be allocated in accordance with the 
provisions of 4 CFR Part 422.

* * * * *

It is proposed to amend 4 CFR Part 
’410, Allocation of business unit gener­
al and administrative expenses to 
final cost objectives, by deleting para­
graph (d) of § 410.40 in its entirety and 
inserting the following in lieu thereof.
§ 410.40 Fundamental requirement.

* * * * *
(d) Any costs which do not satisfy 

the definition of G. & A. expense in 
this standard, but which have been 
classified by a business unit as G. & A. 
expenses, can remain in the G. & A. 
expense pool unless they can be allo­
cated to business unit cost objectives 
on a beneficial or causal relationship 
which is best measured by a base 
other than a cost input base.

It is proposed to amend 4 CFR chap­
ter III by adding a new Part 422 to 
read as follows:
PART 422— COST A CC O U N TIN G  STANDARD  

A CC O U N TIN G  FOR INDEPENDENT RESEARCH 
A N D  DEVELOPMENT A N D  BID A N D  PROPOS­
AL COSTS

Sec.
422.10 General applicability.
422.20 Purpose.
422.30 Definitions.
422.40 Fundamental requirement.
422.50 Techniques for application.
422.60 Illustrations.
422.70 Exemption.
422.80 Effective date.

A u t h o r i t y : Sec. 719, Defense Production 
Act of 1950, as amended, Pub. L. 91-379, 50 
U.S.C. app. 2168.

§ 422.10 General applicability.
General applicability of this cost ac­

counting standard is established by 
§ 331.30 of the Board’s regulations on 
applicability, exemption, and waiver of 
the requirement to include the cost ac­
counting standards contract clause in 
negotiated defense prime contracts 
and subcontracts. (§331.30 of this 
chapter.)
§ 422.20 Purpose.

The purpose of this cost accounting 
standard is to provide criteria for accu­
mulation of independent research and
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development and bid and proposal 
costs and for the allocation of such 
costs to cost objectives based on the 
beneficial or causal relationship be­
tween such costs and cost objectives. 
Consistent application of these criteria 
will improve cost allocation.
§ 422.30 Definitions.

(a) The following are definitions of 
terms prominent in this standard.

(1) Allocate. To assign an item of 
cost, or a group of items of cost, to one 
or more cost objectives. This term in­
cludes both direct assignment of cost 
and the reassignment of a share from 
an indirect cost pool.

(2) Bid and proposal (B. & P.) costs. 
The costs incurred in the effort of pre­
paring, submitting, and supporting 
bids and proposals (whether or not so­
licited) on potential contracts which 
effort is neither sponsored by a grant, 
nor required in performance of a con­
tract and which falls within the fol­
lowing:

(i) Administrative costs including 
the cost of the nontechnical effort for 
the physical preparation of the techni­
cal proposal documents and also the 
cost of the technical and nontechnical 
effort for the preparation and publica­
tion of the cost data and other admin­
istrative data necessary to support the 
contractor’s bids and proposals, and

(ii) Technical costs incurred to spe­
cifically support a contractor’s bid or 
proposal, including the costs of system 
and concept formulation studies and 
the development of engineering and 
production engineering data.

(3) Business un it Any segment of an 
organization, or an entire business or­
ganization which is not divided into 
segments.

(4) Cost input. The cost, except G. &
A. expenses, which for contract cost­
ing purposes is allocable to the pro­
duction of goods and services during a 
cost accounting period.

5. General and administrative (G. &
A.) expenses. Any management, finan­
cial, and other expense which is in­
curred by or allocated to a business 
unit and which is for the general man­
agement and administration of the 
business unit as a whole. G. & A. ex­
pense does not include those manage­
ment expenses whose beneficial or 
causal relationship to cost objectives 
can be more directly measured by a 
base than a cost input base represent­
ing the total activity of a business unit 
during a cost accounting period.

(6) Home office. An office responsi­
ble for directing or managing two or 
more, but not necessarily all, segments 
of an organization. It typically estab­
lishes policy for, and provides guid­
ance to the segments in their oper­
ations. It usually performs manage­
ment, supervisory, or administrative 
functions, and may also perform serv­

ice functions in support of the oper­
ations of the various segments. An or­
ganization which has intermediate 
levels, such as groups, may have sever­
al home offices which report to a 
common home office. An intermediate 
organization may be both a segment 
and a home office.

(7) Independent research and devel­
opment (.I.R. & D.) costs. The costs of 
effort which is neither sponsored by a 
grant, nor required in performance of 
a contract of the organization, and 
which falls within any of the following 
three areas: (i) Basic and applied re­
search, (ii) Product or service develop­
ment, and (iii) Systems and other con­
cept formulation studies.

(8) Indirect cost. Any cost not direct­
ly identified with a single final cost ob­
jective, but identified with two or 
more final cost objectives or with at 
least one intermediate cost objective.

(9) Segment One of two or more di­
visions, product departments, plants, 
or other subdivisions of an organiza­
tion reporting directly to a home 
office, usually identified with responsi­
bility for profit and/or producing a 
product or service. The term includes 
Government-owned contractor-operat­
ed (GOCO) facilities, and joint ven­
tures and subsidiaries (domestic and 
foreign) in which the organization has 
a majority ownership. The term also 
includes those joint ventures and sub­
sidiaries (domestic and foreign) in 
which the organization has less than a 
majority of ownership, but over which 
it exercises control.
§ 422.40 Fundamental requirement.

(a) I.R. & D./B. & P. projects shall 
be treated as if they were final cost ob­
jectives, except that business unit gen­
eral and administrative expenses are 
not allocable to such projects.

(b) Each IR&D/B&P project shall 
be accounted for separately, and the 
costs of all such projects shall in turn 
be accumulated in a separate pool(s) 
apart from other costs.

(c) (1) Costs incurred clearly and ex­
clusively for a particular IR&D/B&P 
project shall be allocated only to that 
project and shall be accounted for as a 
direct cost of that project,

(2) The IR&D/B&P cost pool(s) at 
the home office shall be allocated to 
segments by means of a base repre­
senting the total activity of all the seg­
ments reporting to that home office.

(3) The IR&D/B&P cost pool(s) of a 
segment shall be allocated to final cost 
objectives of that segment by means 
of a base representing the total activi­
ty of that segment. The base selected 
shall be the one that best represents 
the total activity of a typical cost ac­
counting period.

§ 422.50 Techniques for application.
(a) IR&D/B&P cost pool(s) of a 

home office or segment shall include 
any IR&D/B&P costs incurred in that 
home office or segment less any such 
costs that are directly allocated from a 
home office or segment.

(b) Only those types of cost which 
would befc treated as direct costs of a 
final cost objective shall be treated as 
direct costs of IR&D/B&P projects.

(c) The costs of IR&D/B&P projects 
performed at a segment at the request 
of another segment or a home office 
shall be directly allocated to the re­
questing organization. The cost of 
such projects shall include an alloca­
tion of the general and administrative 
expenses of the performing segment, 
in accordance with the provisions of 4 
CPR Part 410. The cost of IR&D/ 
B&P projects performed at a home 
office at the request of a segment 
shall be directly allocated to the re­
questing segment.

(d) IR&D/B&P costs accumulated in 
a home office pool(s) shall be allo­
cated to all segments under the home 
office by means of a cost input base 
representative of the total activity of 
such segments except where para­
graph (e) below applies.

(e) Where a particular segment re­
ceives significantly more or less bene­
fit from IR&D/B&P costs than would 
be reflected by the allocation of such 
costs to the segment on a cost input 
base, the Government and the con­
tractor may agree to a special alloca­
tion of IR&D/B&P costs to such seg­
ment commensurate with the benefits 
received. The amount of a special allo­
cation to any segment made pursuant 
to such an agreement shall be ex­
cluded from the pool(s) of IR&D/B&P 
costs to be allocated to the segment 
and the cost input data of any such 
segment shall be excluded from the 
base used to allocate the IR&D/B&P 
pool(s).

(f) The base used to allocate the 
IR&D/B&P cost pool(s) of a business 
unit to cost objectives shall be the 
same base used by the business unit to 
allocate its general and administrative 
expense in accordance with 4 CPR 
410.50.

(g) The IR&D/B&P cost pool(s) 
may be combined with the G&A ex­
pense pool for allocation to final cost 
objectives provided that provision is 
made to identify the IR&D/B&P cost 
separately from the G&A expenses in 
the combined pool.

(h) IR&D/B&P costs incurred in a 
cost accounting period shall not be al­
located to cost objectives of any other 
cost accounting period.
§ 422.60 Illustrations.

(a) Segment A receives a request to 
provide support for an IR&D project 
of Segment B. Segment A performs
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the requested project but does not di­
rectly allocate the costs for such proj­
ect to Segment B. As a result, the costs 
are included in the IR&D pool of Seg­
ment A and allocated to final cost ob­
jectives of Segment A. This accounting 
practice is not in compliance with the 
requirements of § 422.50(a)..

(b) Segment C, in accordance with 
its established accounting practice, 
charges administrative efford includ­
ing typing to an indirect cost pool. The 
costs of typing are included as an indi­
rect cost of the department assigned 
to prepare the proposal. In submitting 
a major proposal, Segment C assigns 
several typists to the proposal project 
on a full-time basis and charges the 
typists’ time direct to the proposal 
project, rather than to the depart­
mental overhead pool. Because the 
segment charges the cost of the typing 
effort incurred for this one proposal 
on a different basis from that used to 
charge typing effort in the depart­
ment, the accounting practice is not in 
compliance with the requirements of 
§ 422.50(b).

(c) Segment D requests that Seg­
ment E provide support for an IR&D 
project. Segment E allocates to the 
project requested by Segment D all 
the incurred direct and related indi­
rect costs, including an allocation of 
the performing segments’ G&A ex­
pense. Segment E then directly allo­
cates the cost of the project to Seg­
ment D. Since Segment D requested 
Segment E’s support and Segment E 
directly allocated the direct and relat­
ed indirect costs (including G&A) to 
Segment D, Segment E’s accounting 
practice is in compliance with the re­
quirements of § 422.50(c) and 4 CFR 
Part 410.

(d) (1) Contractor P has six operat­
ing segments and a research labora­
tory, which is not part of the home 
office but is a separate segment. The 
research laboratory performs effort 
under R&D contracts, performs IR&D 
projects for the benefit of the contrac­
tor as a whole, and performs IR&D for 
the advancement of its own technical 
expertise. It also performs work on 
IR&D projects as specifically request­
ed by any one of the six segments. The 
laboratory directly allocates the IR&D 
costs of the requested project to the 
requesting segment. The IR&D costs 
incurred for the advancement of its 
own technical expertise is allocated to 
the final cost objectives of the labora­
tory. The remaining IR&D costs of 
the laboratory are for the general 
benefit of the research laboratory and 
of the six operating segments and are 
accumulated at the home office, and 
allocated to the segments on a cost 
input base representing the total activ­
ity of all the segments. This account­
ing practice is in compliance with the 
requirements of § 422.50(d).

(2) Company G has two research 
laboratories; one established as an in­
tegral part of a group home office and 
a second established as a segment re­
porting to the group home office. 
Both laboratories only perform IR&D 
which is for the general benefit of the 
other segments of the company. The 
IR&D costs incurred by the group 
home office and the segment (labora­
tory) are pooled at the group home 
office for allocation purposes to the 
other segments reporting to that 
home office. The group home office 
uses a total cost input base which con­
sists of the total cost input of the 
other segments to allocate the pooled 
IR&D costs. This accounting practice 
is in compliance with the requirements 
of § 422.50(d).

(e) Company H has a research labo­
ratory established at the home office 
which performs primarily applied re­
search. All segments reporting to the 
home office are reseach-oriented 
except one. The nature of the business 
activity of the one segment is such 
that the applied research performed 
by the home office laboratory provides 
no benefit to that segment. The com­
pany uses a total cost input base 
which is representative of the total ac­
tivity of all the segments for alloca­
tion purposes. The company, however, 
removes the total cost input of the 
non-research segment from the base 
for allocation of the applied research 
costs as there is no beneficial or casual 
relationship between the applied re­
search costs and that segment. This 
accounting practice is in compliance 
with the requirements of § 422.50(e).

(f) Business Unit I allocates its G&A 
expense pool by means of a total cost 
input base in accordance with the pro­
visions of 4 CFR Part 410. The Busi­
ness Unit, however, establishes a base 
for the allocation of its IR&D/B&P 
cost pool by removing certain major 
subcontracts. The base with the sub­
contracts removed is not the same 
biase used to allocate its G&A expense 
pool, and therefore is not representa­
tive of the total activity of the cost ac­
counting period. The accounting prac­
tice is not in compliance with the re­
quirements of 9422.50(f).
§ 422.70 Exemption.

This Standard shall not apply to 
contractors who are subject to the pro­
visions of Federal Management Circu­
lar 74-4 (Principles for Determining 
Cost Applicable to Grants and Con­
tracts with State and Local Govern­
ments).
§ 422.80 Effective date.

(a) The effective date of this Cost 
Accounting Standard is [reserved].

(b) This Cost Accounting Standard 
shall be followed by each contractor 
on or after the start of his next fiscal

year beginning after the receipt of a 
contract to which this Cost Account­
ing Standard is applicable.

[FR Doc. 78-20999 Filed 7-27-78; 8:45 am]

[6740-02]
DEPARTMENT OF ENERGY

Federal Energy Regulatory Commission 

[1 8  CFR Parts 1, 2 ]

[Docket No. RM78-16]

REVIEW OF SETTLEMENT AGREEMENTS 

Proposed Rule

J uly 24,1978.
AGENCY: Federal Energy Regulatory 
Commission.
ACTION: Proposed rule.
SUMMARY: This rule amends the 
Federal Energy Regulatory Commis­
sion’s (Commission) regulations to fa­
cilitate Commission review of settle­
ment agreements. It provides that, 
once a hearing has been ordered, set­
tlement agreements will be received by 
the Commission only upon certifica­
tion by the presiding administrative 
law judge, who is to determine wheth­
er the settlement is in the public inter­
est or, if contested, whether the con­
tested issues can be decided on their 
merits on the basis of substantial evi­
dence.
DATE: Comments must be received on 
or before August 31,1978.
ADDRESSES: Send comments to the 
Federal Energy Regulatory Commis­
sion, 825 North Capitol Street NE., 
Washington, D.C. 20426. Written sub­
missions will be available for public in­
spection at the Commission’s Office of 
Public Information, Room 1000, 825 
North Capitol Street NE., Washing­
ton, D.C., during regular business 
hours.
FOR FURTHER INFORMATION 
CONTACT:

Kenneth F. Plumb, 202-275-4166. 
SUPPLEMENTARY INFORMATION:

A. Background

It has been the policy of the Federal 
Power Commission and the Federal 
Energy Regulatory Commission1 to 
accept for filing, both directly and by 
way of certification by a presiding ad­
ministrative law judge, settlement 
agreements containing wholly and par­
tially settled matters, 18 CFR 1.18. 
The submittal and consideration of 
settlement agreements permits expedi­
tious resolution of cases where those

‘The “Commission” when used in the con­
text of an action taken prior to October 1, 
1977, refers to the FPC; when used other­
wise, the reference is to the FERC.
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settlements are found to be in the gen­
eral interest of the public. Considera­
tion of settlements to which the par­
ties have not unanimously agreed but 
which are supported by substantial 
evidence on the record and meet the 
standards enunciated in the Federal 
Power Act or Natural Gas Act also 
permits a more expeditious resolution 
of an ongoing proceeding. Mobil Oil 
Corporation v. F.P.C., 417 U.S. 283 
(1973).

Nevertheless, the need for more 
fully developed records, or records on 
which a reasoned decision can be 
made, has become apparent in recent 
cases in which offers of settlement 
with certain contested issues were sub­
mitted to the Commission before the 
parties had the opportunity, or having 
been presented the opportunity chose 
not to exercise it, to submit testimony 
or to cross-examine those witnesses 
who submitted testimony.2

In an effort to alleviate this prob­
lem, and, more importantly, to expe­
dite the issuance of final decisions and 
to provide the assurance that partici­
pants are afforded due process of law 
in presenting and litigating their views 
before this Commission, the Commis­
sion is hereby proposing new proce­
dures for certifying settlement agree­
ments to the Commission once a hear­
ing has been ordered. Before that 
time, the parties may submit an offer 
of settlement to the Commission. The 
Commission invites interested persons 
to comment on this proposed rulemak­
ing.

B . S u m m a r y  o p  t h e  C o m m is s io n ’s  
P r o p o se d  R e g u l a t io n s

The proposed procedures are intend­
ed to assure that offers of settlement 
certified to the Commission are either 
unanimously supported or, if contest­
ed by any participants to the proceed­
ings, that the presiding administrative 
law judge has determined that all par­
ties have had an opportunity to pres­
ent evidence or have waived their 
right to do so, as to issues which they 
contest. The Commission may thereby 
render a decision on contested issues 
on the basis of substantial record evi­
dence, consistent with the require­
ments of due process.

In cases where a hearing has been 
ordered by the Commission, the Com­
mission proposes to review offers of

2 See, for example, North Penn Gas Co., 
docket No. RP76-158, order granting rehear­
ing, establishing procedures, and granting 
motion to vacate order, issued on Nov. 30, 
1977. After the Commission completed its 
analysis of the record before it and issued a 
decision based on the evidence presented, a 
certain party requested a hearing on the 
contested issues, thereby withdrawing uni­
laterally from the agreements. The Commis­
sion therefore was required to remand the 
proceeding to the presiding administrative 
law judge.

settlement only upon certification of 
the offer of settlement and all perti­
nent documents, testimony, and exhib­
its by the presiding administrative law 
judge. If the offer of settlement is con­
tested, the judge shall certify the offer 
of settlement together with his find­
ing that the contested issues are sever­
able and either his decision on the 
merits of contested issues, or, if a 
waiver of the initial decision is re­
quested, his determination that the 
record contains substantial evidence to 
enable the Commission to reach a de­
cision on the merits of contested 
issues. The participants shall outline 
the scope of the offer of settlement, 
including applicable contracts, sched­
ules, or documents filed with the Com­
mission in current and, if applicable, 
prior proceedings.

Comments. The Commission cur­
rently receives comments from the 
parties upon the filing of an offer of 
settlement with the Commission. The 
Commission proposes that, where a 
hearing has been ordered by the Com­
mission, the settlement shall be filed 
with the presiding officer. The Secre­
tary shall thereupon issue a notice of 
the offer of settlement and provide for 
the filing of initial comments (and 
reply comments, if deemed appropri­
ate by the presiding officer) with the 
presiding officer. The purpose of filing 
comments with the presiding officer is 
to allow him to determine prior to cer­
tification whether an offer of settle­
ment is unanimously supported and 
ripe for Commission review as a settle­
ment, or, if portions of it are contest­
ed, to determine if the participants 
wish to present further evidence on 
the record, and to render a decision on 
the contested portions of the offer of 
settlement in the absence of a request 
for waiver of the initial decision.

Contested issues. If there are con­
tested issues, the presiding officer 
shall provide the participants an op­
portunity to present evidence or to 
cross-examine opposing witnesses. He 
may defer certification until he con­
cludes the hearing and renders a deci­
sion on the contested issues, or he may 
certify the uncontested portion of the 
agreement to the Commission, or, as a 
third alternative, if waiver of his deci­
sion is requested, he may certify the 
record together with his determina­
tion that the record contains substan­
tial evidence from which the Commis­
sion may reach a reasoned decision on 
the contested issues and that the dis­
position of the contested issues will 
not affect the settled issues.

The Commission will, by the pro­
posed rule, no longer accept offers of 
settlement certified by the presiding 
officer which are accompanied by con­
tested issues, unless the parties have 
either exhausted or waived their 
rights to further proceedings before

the presiding officer, including the in­
troduction of evidence in support of 
their positions, and the presiding offi­
cer has either determined that sub­
stantial evidence has been presented 
to support the settlement offer or ren­
dered an initial decision on the merits 
of the severable contested issues. 
Briefs on exceptions and briefs oppos­
ing exceptions would be submitted to 
the Commission upon an initial deci­
sion.

The participants may request a 
waiver of the requirement for an ini­
tial decision on the contested portions 
of the offer of settlement. (See 18 
CFR 1.30(c).) In that event, the presid­
ing officer shall certify to the Commis­
sion the motion for waiver of his ini­
tial decision, the entire offer of settle­
ment, with pertinent documents and 
supporting portions of the record, and 
the comments of the participants, 
upon his determination that the dispo­
sition of the contested issues will not 
affect the settlement, that the record 
contains substantial evidence from 
which the Commission may reach a 
reasoned determination on the merits 
of the contested issues, and that the 
participants have either exhausted or 
waived their rights to present addi­
tional evidence in the proceeding 
before the presiding officer. The par­
ticipants will be bound by the Com­
mission’s ultimate decision on the 
merits of the contested issues. This 
does not preclude any party from seek­
ing rehearing of the Commission’s 
order on the contested issues, nor does 
anything in the rule preclude any 
party from requesting a hearing in the 
event that the Commission rejects or 
substantially alters the terms of the 
settlement agreement by accepting it 
subject to conditions.

In consideration of the foregoing, it 
is proposed to amend Part I, Sub­
chapter A, Chapter I of Title 18, Code 
of Federal Regulations, as set forth 
below.

Any interested person may submit to 
the Federal Energy Regulatory Com­
mission, 825 North Capitol Street NE., 
Washington, D.C. 20426, to be received 
no later than August 31, 1978, views, 
comments, and suggestions in writing 
concerning all or part of the amend­
ments proposed herein. Written sub­
mittals will be placed in the Commis­
sion’s public files and will be available 
for public inspection at the Commis­
sion’s Office of Public Information, 
Room 1000, 825 North Capitol Street 
NE., Washington, D.C. 20426, during 
regular business hours. The Commis­
sion will consider all such written sub­
mittals before acting on the matters 
herein proposed. An original and 14 
conformed copies should be filed with 
the Secretary of the Commission. Sub­
mittals to the Commission should indi­
cate the name, title, mailing address,
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and telephone number of the person 
to whom communications concerning 
the proposal should be addressed.

Comments on all aspects of the pro­
posal are solicited.

Issued in Washington, D.C., on July 
24, 1978.

By order of the Commission.
K e n n e t h  F. P l u m b , 

Secretary.
1. Code of Federal Regulations, 

chapter I of title 18, part 1, subchapter 
A, § 1.1(f), is amended by adding new 
subparagraph (23) reading as follows:
§ 1.1 The Commission.

* * * # *

(f) Definitions. * * *
(23) Offer of settlement. For the pur­

pose of this paragraph and §§ 1.18, 
1.36, and 1.4(d)(2)(v), an offer of set­
tlement shall include all documents, 
testimony, and exhibits, which provide 
support for the offer of settlement, a 
list of all schedules, contracts, docu­
ments, or data within the scope of the 
settlement, and a proposed notice suit­
able for publication in the F ed er a l  
R e g is t e r .

2. Code of Federal Regulations, 
chapter I of title -18, part 1, Sub­
chapter A, § 1.18(e), is revised to read 
as follows:
§ 1.18 Conferences; offers of settlement. 

* * * * *

(e) Procedures for submission of 
offers of settlement to Commission.—
(1) General rule. Any participant to a 
proceeding may submit an offer of set­
tlement, as defined by § l.l(f)(23) to 
all participants and to the presiding 
officer, and may request a conference 
for such purpose. If the Commission 
has ordered a hearing at the time the 
offer of settlement is submitted, the 
offer of settlement shall be filed with 
the presiding officer. The participant 
submitting the offer of settlement 
shall state whether the settlement is a 
package, with no severable parts, or 
whether any specific issues may be 
separated from the settlement for sep­
arate decision, should the need for a 
separate decision arise. An unaccepted 
offer of settlement shall be privileged 
and shall not be admissible in evidence 
against any person claiming such 
privilege.

(2) Comments. The presiding officer 
shall fix the time and order for filing 
comments with him, and may permit 
the filing of reply comments. These 
procedures shall be set forth in a 
notice to be published in the F e d er a l  
R e g is t e r  by the Commission Secre­
tary.

(3) Unopposed offer of settlement If 
the offer of settlement is unopposed, 
the presiding officer shall certify to 
the Commission the offer of settle­
ment, his statement that the offer of 
settlement is unopposed, and the evi­
dentiary record, which shall include 
support for the offer of settlement.

(4) Contested offers of settlement If 
the offer of settlement is opposed in 
whole or in part, the presiding officer 
shall either: (i) Defer his certification 
of the offer of settlement until he has 
reached a decision supported by sub­
stantial record evidence on the re­
maining contested issues; or (ii) upon a 
determination that the disposition of 
the remaining contested issue or issues 
will not affect the settlement, certify 
to the Commission the uncontested 
portion of the offer of settlement, as 
provided in subparagraph (3) of this 
paragraph, specifying issues which are 
contested and are severable from the 
offer of settlement, and proceed with 
hearing procedures on the remaining 
contested issue or issues; (iii) in lieu of 
the procedures set forth in § 1.30(c), 
the participants may file with the pre­
siding officer a motion for waiver of 
an initial decision on the contested 
portions of the offer of settlement, 
with the request that he certify the 
motion to the Commission. The presid­
ing officer shall only certify to the 
C o m m is s io n  the motion, the entire 
offer of settlement, including the con­
tested portions, the record, and the 
comments of the parties if he deter­
mines that: (a) The disposition of the 
contested issues will not affect the un­
contested portions of the settlement,
(b) the record contains substantial evi­
dence from which the Commission 
may reach a reasoned decision on the 
merits of the contested issues, and (c) 
all participants either have had or 
have waived the opportunity to pres­
ent evidence and/or cross-examine op­
posing witnesses. If these three condi­
tions are not met, the presiding officer 
shall establish such further proce­
dures as he deems appropriate.

(5) Reservation of rights. Any par­
ticipant may reserve its right to a 
hearing if the Commission does not 
accept and approve the unopposed 
portion of the offer of settlement, or 
approves it subject to conditions 
which substantially alter the result of 
the offer of settlement or the underly­
ing intent of the participants.

3. Code of Federal Regulations, 
Chapter I of Title 18, Part 1, Sub­
chapter A, § 1.30(c)(1) and § 1.30(c)(3) 
are amended to read as follows:
§ 1.30 Decisions.

* * * * *

(c) Waiver and omission of interme­
diate decision procedure. (1) In lieu of

any intermediate decision (initiated by 
presiding officer, recommended by 
presiding officer or designated respon­
sible officer, or tentative by the Com­
mission), any party or staff counsel in 
any proceeding may request that the 
Commission forthwith render the final 
decision. Except as provided in 
§ 1.18(e)(4)(iii), if all other parties and 
staff counsel join or concur in such re­
quest, it shall be deemed to have been 
granted unless the Commission denies 
such request within 10 days next fol­
lowing its submission or filing. Except 
as provided in § 1.18(e)(4)(iii), such re­
quests for omitting the intermediate 
decision procedure shall specify:

(i) The concurrence of the other par­
ties and staff counsel;

(ii) Whether opportunity for pre­
senting oral argument of filing briefs 
before the presiding officer or Com­
mission is desired or waived;

(iii) Whether opportunity for pre­
senting proposed findings and conclu­
sions with supporting reasons there­
for, is desired or waived; and

(iv) Whether the parties reserve 
only their rights to apply to the Com­
mission for rehearing and to petition 
for judicial review of the Commission’s 
decision or order as may be provided 
for by the statute under which the 
proceeding was initiated and conduct­
ed.

* * * * *

(3) Except as provided in 
§ 1.18(e)(4)(iii), requests for waiver and 
omission of the intermediate decision 
procedure shall be by motion filed 
with the Commission at any time 
during, but not later than five days 
next following, the conclusion or ad­
journment sine die of the hearing; 
shall be in writing under oath, sub­
scribed and verified; and shall in all 
other respects conform to the require­
ments of §§ 1.12 and 1.15 to 1.17, inclu­
sive: Provided, however, That during 
sessions of hearings in proceedings, 
motions for such waiver and omission 
may be made orally on the record 
before the presiding officer, who shall 
forthwith report the same to the Com­
mission.
§ 2.1 [Amended]

4. Code of Federal Regulations, 
Chapter I of Title 18, CFR Part 2, 
§ 2.1(a)(l)(i)(H) is deleted.

[FR Doc. 78-20868 Filed 7-27-78; 8:45 am]
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[4 8 1 0 -2 2 ]

DEPARTMENT OF THE TREASURY
Customs Service  

[1 9  CFR Port 123]
CUSTOMS RELATIONS W ITH C A N A D A  A N D  

MEXICO

Proposed Rulem aking Am ending the  Customs 
Regulations R elating to  V io lations in M an i­
fests fo r Vehicles and  C ertain Vessels A rriv ­
ing From C anada or M exico

AGENCY: U.S. Customs Service, De­
partment of the Treasury.
ACTION: Proposed rule.
SUMMARY: This proposed rule would 
establish uniform procedures for han­
dling discrepancies in the manifests of 
vehicles and certain vessels arriving 
from Canada or Mexico. The proposed 
rule is intended to provide instructions 
for the public and Customs officers to 
insure uniform treatment of all cases 
involving a discrepancy in a manifest.
DATES. Comments must be received 
on or before: August 28,1978.
ADDRESSES: Written comments 
should be addressed to the Commis­
sioner of Customs, Attention: Regula­
tions and Legal Publications Division, 
1301 Constitution Avenue NW., Wash­
ington D.C. 20229.

Comments submitted will be availa­
ble for public inspection in accordance 
with § 103.8(b) of the Customs regula­
tions (19 CFR 103.8(b)) during regular 
business hours at the Regulations and 
Legal Publications Division, Headquar­
ters, U.S. Customs Service, 1301 Con­
stitution*" Avenue NW., Washington, 
D.C. 20229.
FOR FURTHER INFORMATION 
CONTACT:

Donald H. Reusch, Carriers, Draw­
back and Bonds Division, U.S. Cus­
toms Service, 1301 Constitution 
Avenue NW., Washington, D.C. 
20229, 202-566-5706.

SUPPLEMENTARY INFORMATION: 
The U.S. Customs Service proposes to 
amend §123.9 of the Customs regula­
tions (19 CFR 123.9). The present reg­
ulations do not satisfactorily state the 
applicable statutory provisions or out­
line the procedures to be followed in 
situations involving incorrect mani­
fests. The proposed amendment is de­
signed to promote uniform treatment 
in cases involving discrepancies in min- 
ifests for vessels of less than 5 net tons 
arriving otherwise than by sea from 
Canada or «Mexico and all vehicles ar­
riving from Canada or Mexico.

For the purposes of the Customs 
regulations, vessels which arrive in the 
United States “otherwise than by sea” 
generally are those which arrive via 
the Great Lakes or via rivers or other 
inland waters. However, no precise 
definition of the term “otherwise than

by sea” governs every case. The Cus­
toms Service has ruled that a vessel 
arriving from Mexico via the Falcon 
Reservior arrives “otherwise than by 
sea.” On the other hand, in “Border 
Line Transportation Co. v. Haas,” 128
F. 2d 192 ninth circuit 1942), cert. den. 
318 U.S. 763, the court held that a 
vessel arriving from British Columbia 
via the Strait of Juan de Fuca arrived 
“by sea.”

Interested parties desiring specific 
information with regard to whether a 
particular arrival will be considered as 
“otherwise than by sea” may contact 
the district director of Customs in the 
customs district where the intended 
port of arrival is located. A list of cus­
toms districts and ports is found in 
§101.3 of the Customsiregulations (19 
CFR 101.3). A ruling with respect to a 
particular arrival also may be obtained 
from Customs Service Headquarters, 
Attention: Carriers, Drawback and 
Bonds Division, Washington, D.C. 
20229, by following the procedures 
outlined in Part 177 of the Customs 
regulations (19 CFR Part 177).

D isc u ssio n  of P roposed Changes

CHANGING THE SECTION HEADING
The heading of §123.9 of the Cus­

toms regulations (19 CFR 123.9) enti­
tled “Correction of manifest” implies 
that the filing of the descrepancy 
report and declaration, Customs form 
5931, corrects a manifest so as to re­
lieve a person from a penalty. The pro­
posed amendment would change the 
heading to read “Explanation of a dis­
crepancy in a manifest.” This change 
is intended to avoid creating any im­
plication that the filing of the discrep­
ancy report and declaration, Customs 
form 5931, corrects the manifest and 
cancels any liability arising under sec­
tion 460 or 584, Tariff Act of 1930, as 
amended (19 U.S.C. 1460,1584).

STATUTORY BASIS OF A VIOLATION
Section 123.9 of the Customs regula­

tions (19 CFR 123.9) applies to vessels 
of less than 5 net tons arriving other­
wise than by sea from Canada or 
Mexico and to all vehicles arriving 
from Canada or Mexico. Those vessels 
and vehicles are required to file a cor­
rect manifest with the U.S. Customs 
Service on arrival in the United States. 
Paragraph (a) of §123.9 cites section 
440 of the Tariff Act of 1930, as 
amended (19 U.S.C. 1440), as prescrib­
ing the penalty for failing to correct a 
manifest by a post entry and section 
584 of the Tariff Act of 1930, as 
amended (19 U.S.C. 1584), as prescrib­
ing the penalty for filing an incorrect 
manifest. The citation of section 440 is 
incorrect, and the citation of section 
584 is misleading, for the following 
reasons.

Section 440 concerns the filing of a 
post entry to correct a manifest on a 
vessel from a foreign port required to 
make entry. That section does not 
apply to vessels of less than 5 net tons 
arriving otherwise than by sea from 
Canada or Mexico or to vehicles arriv­
ing from Canada or Mexico. Accord­
ingly, the reference to section 440 is 
deleted from proposed § 123.9.

Section 460 of the Tariff Act of 1930, 
as amended (19 U.S.C. 1460) is applica­
ble to vessels of less than 5 net tons ar­
riving otherwise than by sea from 
Canada or Mexico and to vehicles ar­
riving from Canada or Mexico. For vio­
lations involving those vehicles and 
vessels, section 460 rather than section 
584 is the proper authority for viola­
tions that are covered by both statutes 
because section 460 is more specific in 
scope. Paragraph (a) of proposed 
§123.9 details the specific situations 
covered by sections 460 and 584.

Penalties should be assessed under 
section 460 if a manifest is not filed or 
if it fails to include all of the merchan­
dise imported or brought in on those 
vessels or vehicles. On the other hand, 
a penalty would be assessed under sec­
tion 584 if a manifest listed merchan­
dise that is not found on board a vehi­
cle or a vessel of less than 5 net tons 
arriving otherwise than by sea from 
Canada or Mexico.

REPORT OF DISCREPANCY
Paragraph (b) of § 123.9 of the 

Cusoms regulations (19 CFR 123.9(b)) 
establishes a procedure for reporting 
discrepancies in a manifest to the Cus­
toms Service. The present procedure is 
limited to the situation where a pri­
vate individual discovers the discrep­
ancy.

Proposed § 123.9(b) is divided into 
two parts. The first part concerns the 
situation where a private individual 
discovers the discrepancy. The propos­
al states the 60-day time period from 
the date of arrival for a private indi­
vidual to report the discrepancy to the 
district director of Customs who re­
ceived the original manifest. Previous­
ly, § 123.9 referred to the time limits 
set in § 4.12 of the Customs regula­
tions (19 CFR 4.12). Stating the time 

. limit in the proposed section will elim­
inate the need to refer to another sec­
tion. The second part of proposed 
§ 123.9(b) concerns the situation where 
a Customs officer discovers the dis­
crepancy before it is reported to the 
Customs Service. In this part of the 
proposed section there is a require­
ment for the district director con­
cerned to notify the private individual 
of the discrepancy. The proposal also 
requires the private individual to 
exlain the discrepancy within 30 days 
of the district director’s notification or 
within 60 days after arrival, whichever 
is later.
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ACTION ON DISCREPANCY REPORT
The proposal would add a new para­

graph (d) to § 123.9 of the Customs 
regulations (19 CFR 123.9). This new 
paragraph establishes guidelines for 
remitting a penalty assessed for viola­
tion of section 460 of the Tariff Act of 
1930, as amended (19 U.S.C. 1460). 
These guidelines would also be used in 
determining whether to assess a penal­
ty under section 584 of the Tariff Act 
of 1930, as amended (19 U.S.C. 1584).

SETTING PENALTY AMOUNT
Proposed new paragraph (e) of 

§ 123.9 of the Customs regulations (19 
CFR 123.9), provides instructions for 
setting the amount of the penalty. 
The proposed paragraph cross-refer­
ences § 162.43 of the Customs regula­
tions (19 CFR 162.43) which estab­
lishes rules for appraising merchan­
dise subject to a penalty under the 
Customs laws. The cross-reference to 
§ 162.43 is used because the appraise­
ment rules themselves are too lengthy 
to repeat in proposed paragraph (e). 
Previously, § 123.9(a) contained a ref­
erence to § 4.12 of the Customs regula­
tions (19 CFR 4.12) which, in turn, re­
ferred to § 162.43. The new paragraph 
would reduce the amount of cross-re­
ferencing.

EFFECT OF LACK OF KNOWLEDGE
Proposed new paragraph (f) of 

§ 123.9 of the Customs regulations (19 
CFR 123.9) makes it clear that lack of 
knowledge of a discrepancy by a pri­
vate individual does not relieve that 
individual from a penalty. This con­
cept is a carryover from present 
§123.§(a). Previously § 123.9(a) refer­
enced" § 4.12 of the Customs regula­
tions (19 CFR 4.12) which contained 
the concept. The proposed paragraph 
would eliminate the need for that 
cross-reference.
DEFINITION OF CLERICAL ERROR OR OTHER 

MISTAKE
The proposed amendment provides a 

definition of the term "clerical error 
or other mistake". That term is al­
ready defined in §§ 4.12(a)(5) and 
6.7(h)(5) of the Customs regulations 
(19 CFR 4.12(a)(5), 6.7(h)(5)). Howev­
er, although the definition of clerical 
error or other mistake is important 
with respect to handling cases involv­
ing discrepancies in manifests, the 
term has not been defined in § 123.9 of 
the Customs regulations (19 CFR 
123.9). The proposed amendment 
would add a new paragraph (g) to 
§ 123.9 that would contain the defini­
tion of “clerical error or other mis­
take" used in §§ 4.12(a)(5) and 
6.7(h)(5).

Accordingly, the U.S. Customs Serv­
ice proposes to amend § 123.9 of the 
Customs regulations (19 CFR 123.9)

and the heading of that section to 
read as follows:
§ 123.9 Explanation of a discrepancy in a 

manifest.
(a) Provisions applicable—(1) Fail­

ure to file a manifest; overages. If 
there is a failure to file a manifest in 
accordance with § 123.5 or merchan­
dise is found that is not listed on the 
manifest filed in accordance with 
§ 123.5 (an overage), the merchandise 
and the vessel or vehicle in which it 
was brought or imported into the 
United States are Subject to forfeiture 
and the master of the vessel or the 
person in charge of the vehicle is 
liable, in addition to any other penalty 
equal to the value of the merchandise 
under section 460, Tariff Act of 1930, 
as amended (19 U.S.C. 1460).

(2) Shortages. If merchandise is 
manifested but not found on board (a 
shortage), the master of the vessel or 
other person in charge or the owner of 
that vessel or vehicle shall be subject 
to a penalty of $500 under section 584, 
Tariff Act of 1930, as amended (19 
U.S.C. 1584).

(b) Report of discrepancies.—(1) Dis­
crepancies discovered by master or 
person in charge. The master, person 
in charge, or agent of the vessel or ve­
hicle shall report all discrepancies to 
the district director within 60 days 
after the date of arrival by completion 
of a report for an overage or a declara­
tion for a shortage. The overage 
report or shortage declaration may be 
made on the appropriate manifest 
form, as listed in § 123.4, or on Cus­
toms form 5931, discrepancy report 
and declaration. If no manifest had 
been filed, an original copy of the ap­
propriate form, as listed in § 123.4 
should be used. In each case where a 
manifest form is used, it shall be 
marked or stamped "Overage Report" 
or "Shortage Declaration," as appro­
priate. The form used shall list the 
merchandise involved and state the 
reasons for the discrepancy.

(2) Discrepancies discovered by Cus­
toms. The district director shall imme­
diately advise the master, person in 
charge, owner, or agent of any discrep­
ancies discovered by Customs officers 
which have not been reported by the 
master, person in charge, owner, or 
agent. Thereafter, such master, person 
in charge, owner, or agent shall file an 
explanation of the discrepancy as re­
quired by paragraph (b)(1) of this sec­
tion within 30 days of that notification 
or within 60 days after arrival of the 
vessel or vehicle, whichever is later. 
The district director may notify the 
master, person in charge, owner, or 
agent of a discrepancy by furnishing a 
copy of Customs form 5931 to that 
person, or by any other appropriate 
means.

(c) Statement on report of discrepan­
cy required. The overage report' or 
shortage declaration shall bear the 
following statement signed by the 
master of the vessel, the person in 
charge of the vehicle, the owner of the 
vessel or vehicle or an authorized 
agent:

I declare to the best of my knowledge and 
belief that the discrepancy described herein 
occurred for the reasons stated. I also certi­
fy that evidence to support a claim of non­
importation or proper disposition of mer­
chandise will be retained in the carrier’s 
files for a period of at least 1 year from the 
date of this report of discrepancy and will 
be made available to Customs upon demand.

(d) Action on the discrepancy report. 
Any penalty or liability to forfeiture 
incurred under 19 U.S.C. 1460 shall be 
remitted under section 618, Tariff Act 
of 1930, as amended (19 U.S.C. 1618), 
and in accordance with the proviso of 
19 U.S.C. 1584, no penalty or liability 
to forfeiture shall be incurred under 
19 U.S.C. 1584, if— *

(1) There is a timely filing of the 
manifest discrepancy report;

(2) There has been no loss of reve­
nue;

(3) The district director is satisfied 
that the discrepancy resulted from 
clerical error or other mistake; and

(4) In the case of a discrepancy not 
initially reported by the master, 
person in charge, owner, or agent, the 
district director is satisfied that there 
was a valid reason for the failure to so 
report.
Otherwise, applicable penalties under 
19 U.S.C. 1460 and 1584 shall be as­
sessed and the vessel or vehicle shall 
be liable to forfeiture (see § 162.31 of 
this chapter).

(e) Penalty assessment For the pur­
pose of assessing penalties under 19 
U.S.C. 1460 or 1584, the value of the 
merchandise shall be determined as 
prescribed in § 162.43 of this chapter.

(f) Lack of knowledge does not re­
lieve liability. The fact that the 
master of the vessel, the person in 
charge of the vehicle, or the owner of 
the vessel or vehicle had no knowledge 
of a discrepancy shall not relieve the 
master, the person in charge, or the 
owner from a penalty, or the vessel or 
vehicle from liability to forfeiture, in­
curred under 19 U.S.C. 1460 and 1584.

(g) Clerical error or other mistake 
defined. For the purpose of this sec­
tion, the term “clerical error or other 
mistake” is defined as a non-negligent, 
inadvertent, or typographical mistake 
in the preparation, assembly, or sub­
mission of manifests. However, repeat­
ed similar manifest discrepancies by 
the same individuals may be consid­
ered the result of negligence and not 
clerical error or other mistake.

This amendment is proposed under 
the authority of R.S. 251, as amended
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(19 U.S.C. 66), and section 624, 46 Stat. 
759 (19 U.S.C. 1624).

R . E . C h a s e n , 
Commissioner of Customs.

Approved: July 18,1978.
R ic h a r d  J .  D a v is ,

Assistant Secretary 
of the Treasury.

[PR Doc. 78-20884 Filed 7-27-78; 8:45 am]

[4 8 1 0 -2 2 ]

[1 9  CFR Part 141]

ENTRY OF MERCHANDISE

Proposed A m endm ent to  the  Customs Regula­
tions Relating to  A dditional In form ation Re­
quired on Invoices fo r Footw ear

AGENCY: United States Customs 
Service, Treasury.
ACTION: Proposed rule.
SUMMARY: This document proposes 
to amend the Customs Regulations by 
consolidating and updating the infor­
mation required on invoices of import­
ed footwear. Customs has determined 
that much of the information now re­
quired, which generally is descriptive 
of footwear, no longer is necessary, 
and other information, relating to the 
construction of footwear, is necessary. 
The information is used to establish 
the correct tariff classification of im­
ported footwear and to assist in its ap­
praisement.
DATE: Comments must be received on 
or before September 26,1978.
ADDRESS: Comments (preferably in 
triplicate) may be addressed to the 
Commissioner of Customs, Attention: 
Regulations and Legal Publications 
Division, U.S. Customs Service, 1301 
Constitution Avenue NW., Washing­
ton, D.C. 20229.
FOR FURTHER INFORMATION 
CONTACT:

Benjamin J. Mahoney, Entry Proce­
dures and Penalties Division, U.S. 
Customs Service, 1301 Constitution 
Avenue NW., Washington, D.C. 
20229, 202-566-5778.

SUPPLEMENTARY INFORMATION:
B a c k g r o u n d

Invoices of merchandise imported 
into the United States are required by 
section 481 of the Tariff Act of 1930 
(19 U.S.C. 1481) to include certain 
specified information and “any other 
facts deemed necessary to a proper ap­
praisement, examination, and classifi­
cation of the merchandise that the 
Secretary of the Treasury may re­
quire.” Section 141.89, Customs Regu­
lations (19 U.S.C. 141.89), requires ad­
ditional information on invoices of

footwear classifiable under schedule 7, 
part 1A, Tariff Schedules of the 
United States (19 U.S.C. 1202).

The additional information enables 
the Customs Service to establish the 
correct tariff classification of imported 
footwear and assists Customs in deter­
mining whether or not an imported ar­
ticle of footwear is like or similar to 
footwear made in the United States 
for purposes of appraisement under 
the American selling price procedure 
described in section 152.24, Customs 
Regulations (19 CFR 152.24).

Because footwear manufacturing 
methods have changed since the addi­
tional reporting requirements were es­
tablished, much of the information 
now required, which generally is de­
scriptive of footwear, no longer is nec­
essary, and other information, relating 
to the construction of footwear, is 
needed. It is proposed to amend sec­
tion 141.89 to reflect these changes 
and to consolidate and simplify the in­
formation reporting requirements.

C o m m e n t s

The Customs Service invites written 
comments from all interested parties 
on the proposed amendment. Com­
ments submitted will be available for 
public inspection in accordance with 
§ 103.8(b), Customs Regulations (19 
CFR 103.8(b)), during regular business 
hours at the Regulations and Legal 
Publications Division, room 2335, 
Headquarters, U.S. Customs Service, 
1301 Constitution Avenue NW., Wash­
ington, D.C. 20229.

D r a f t in g  I n f o r m a t io n

The principal author of this docu­
ment was Paul G. Hegland, Regula­
tions and Legal Publications Division, 
Office of Regulations and Rulings, 
U.S. Customs Service. However, per­
sonnel from other Customs offices 
participated in its development.

A u t h o r it y

This amendment is proposed under 
the authority of R.S. 251, as amended 
(19 U.S.C. 66), sections 481, 484, 624, 
46 Stat. 719, 722, as amended, 759 (19 
U.S.C. 1481, 1484, 1624), and 77A Stat. 
14 (19 U.S.C. 12Q2 (General Headnote 
11, Tariff Schedules of the United 
States)).

P r o p o s e d  A m e n d m e n t

It is proposed to amend § 141.89 of 
the Customs Regulations (19 CFR 
141.89) by substituting a new para­
graph for footwear, in appropriate al­
phabetical order, to read as follows:

Part 141— Entry o f Merchandise

§ 141.89 Additional information for cer­
tain classes of merchandise.

* * * * *

Footwear classifiable under schedule 
7, part 1A, Tariff Schedules of the 
United States—

(I) The manufacturer’s style 
number.

_ (2) The importer’s style number.
(3) Component materials of upper 

with percentage (value) of each com­
ponent (if fiber, and if fiber plus 
rubber and/or plastic is less than 50 
percent, state the percentage by 
weight and value of each fiber used).

(4) Component materials of entire 
article with percentage (value) of each

, component. If the materials in (3) and
(4) are primarily of leather, answer 
only (10) and (11). Otherwise answer 
all questions.

(5) Component materials of sole 
with percentage (value) of each com­
ponent.

(6) Percentage of weight of entire ar­
ticle.

(a) Fiber.
(b) Rubber and/or plastic.
(c) Other (specify material).
(7) Percentage of exterior surface 

area of upper:
(a) Leather.
(b) Rubber and/or plastic.
(c) Other (specify material).
(8) Whether there is a foxing-like 

band around bottom of upper.
(9) Whether the upper extends over 

the ankle.
(10) Type of construction:
(a) Cement.
(b) Molded or vulcanized.
(c) Turned.
(d) Unsoled moccassin.
(e) Welt.
(f) Other.
(II) If the component material of 

chief value of the entire article is 
leather, state if made on a male or 
female last. Customs Form 5523 may 
be used for furnishing the additional 
information.

Approved: July 17, 1978.
G. R. D ickerson, 

Acting Commissioner of Customs.
R ichard J. D avis,

Assistant Secretary 
of the Treasury.

[FR Doc. 78-20937 Filed 7-27-78; 8:45 am]

[4110-03]
DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE
Food and Drug Adm inistration  

[21 CFR Parts 172 and 182]

[Docket No. 78N-0153]

G U M  G U A IA C

Rem oval as a  Gras Ingred ient and R egulated  
Food A d d itiv e  fo r Direct Hum an use in Foods

AGENCY: Food and Drug Administra­
tion.
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ACTION: Proposed rule.
SUMMARY: This proposal would 
remove gum guaiac from the list of 
direct human food ingredients that 
are generally recognized as safe 
(GRAS) and from the list*of approved 
direct food additives. The safety of 
this substance has been evaluated as 
part of the comprehensive review of 
all GRAS ingredients currently being 
conducted by FDA. There is no evi­
dence to indicate that gum guaiac is 
used in foods at this time, and it is 
therefore impossible to evaluate fully 
potential food uses.
DATE: Comments by September 26, 
1978.
ADDRESSES: Written comments to 
the Hearing Clerk (HFA-305), Food 
and Drug Administration, Room 4-65, 
5600 Fishers Lane, Rockville, Md. 
20857.
FOR FURTHER INFORMATION 
CONTACT:

Corbin I. Miles, Bureau of Foods
(HFF-335), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 200 C Street
SW., Washington, D.C. 20204, 202-
472-4750.

SUPPLEMENTARY INFORMATION: 
A comprehensive safety review of 
human food ingredients classified as 
generally recognized as safe (GRAS) 
or subject to a prior sanction is being 
conducted by the Food and Drug Ad­
ministration. The Commissioner of 
Food and Drugs has issued several no­
tices and proposals initiating this 
review (see the F ed er a l  R e g is t e r  of 
July 26, 1973 (38 FR 20040)). The 
safety of gum guaiac has been evaluat­
ed as part of this review. In accord­
ance with the provisions of § 170.35 (21 
CFR 170.35), the Commissioner pro­
poses to remove this ingredient from 
the GRAS list and from food additive 
regulations permitting direct food uses 
of the ingredient.

Gum guaiac is obtained from Guaia- 
cum officinale L. (lignum vitae) and
G. Sanctum L. (bastard lignum vitae 
or holywood). The gum is found as an 
exudate on the trunks of the trees 
which are native to tropical America. 
Gum guaiac was used extensively in 
the 1930’s and 1940’s as an antioxidant 
in lard. However, it was reported in 
the 1951 edition of Bailey’s Industrial 
Oil and Fat Products1 that use of gum 
guaiac as an antioxidant in lard had 
been discontinued.

Gum guaiac is listed in § 182.3336 (21 
CFR 182.3336) as GRAS for use in 
edible fats and oils- as a chemical pre­
servative under a regulation published 
in the F e d er a l  R e g is t e r  of November

•Bailey, A. E., “Gum guaiac” in “Industri­
al Oil and Fat Products,” 2d ed., Inters­
cience Publishers, Inc., Ne.w York, pp. 230- 
232, 308, and 309, 1951.

20, 1959 (24 FR 9368). It is also listed 
in § 172.510 (21 CFR 172.510) as a nat­
ural flavoring substance.

The indirect uses of gum guaiac are 
listed in § 181.24 (21 CFR 181.24) as a 
prior-sanctioned substance for use as a 
antioxidant in the manufacture of 
food-packaging material, and in 
§ 175.300 (21 CFR 175.300) as an an­
tioxidant in the production of resinous 
and polymeric coatings.

A representative cross section of 
food manufacturers was surveyed by 
the National Academy of Sciences/Na- 
tional Research Council (NAS/NRC) 
to determine the specific food in 
which gum guaiac toas used and the 
levels of usage. This survey showed no 
indication that gum guaiac was used in 
food products in 1970.

Gum guaiac has been the subject of 
a search of the scientific literature 
from 1920 to the present. The criteria 
used in the search were chosen to dis­
cover any articles that considered (1) 
chemical toxicity, (2) occupational 
hazards, (3) metabolism, (4) reaction 
products, (5) degradation products, (6) 
any reported carcinogenicity, terato­
genicity, or mutagenicity, (7) dose re­
sponse, (8) reproductive effects, (9) 
histology, (10) embryology, (11) beha- 
vorial effects, (12) detection and (13) 

, processing. A total of 49 abstracts on 
gum guaiac was reviewed, and 7 par­
ticularly pertinent reports from the 
literature survey have been summa­
rized in a scientific literature review.

The scientific literature review 
shows the following information as 
summarized in the report of the select 
committee on GRAS Substances (the 
select committee), selected by the Life 
Sciences Research Office of the Feder­
ation of American Societies for Experi­
mental Biology:

Most of the pertinent biological data on 
gum guaiac was reported in 1938 by John­
son et al. and in 1951 by Lehman et al. This 
information was reviewed in 1962 by the 
Joint FAO/Who Expert Committee on Food 
Additives.

According to Johnson et al., little if any 
ingested gum guaiac is absorbed into the 
blood of rats, dogs, and man. Much is passed 
out in the feces, although an appreciable 
Quantity may be destroyed in the colon. For 
example, in one experiment with 4 dogs fed 
2, 20, or 40 g of gum guaiac mixed in the 
food, 67 to 99 percent was recovered in the 
feces over the ensuing 2 to 4 days. Other in 
vitro experments showed that no destruc­
tion of gum guaiac occurred in gastric or 
pancreatic juice but most of the gum guaiac 
added feces was not recoverable after 24 
hoxn*s of incubation.

The LD so of gum guaiac in three species 
of animals has been reported as follows:

Animal Route LD m
(mg/kg body weight)

Rats....................... ..... Oral >5000
Rats....................... ..... Oral >2000
Mice....................... .....Oral >2000
Mice....................... ...... i.p. >2000

Animal Route LD s»
(mg/kg body weight)

Guinea pigs.......... . 1120

Six human subjects were given a total of 
10 doses of 2 or 3 grams of gum guaiac at a 
time, over an unspecified period. In some in­
stances, one or two loose stools were passed: 
otherwise, there were no untoward effects.

Lehman et al. reported that when young 
male rats were fed gum guaiac as 0.5 per­
cent of the diet (about 500 mg per kg body 
weight) for 6 months, the mean growth rate 
was 80 to 85 percent of the rate for control 
rats.

The effect of gum guaiac ingestion was 
studied in 11 adult dogs over a period of 62 
to 103 weeks. Five dogs received 0.5 to 1 g of 
gum guiac daily, in addition to a standard 
diet. Three dogs received 1 g daily (about 
100 mg per kg body weight), and three dogs 
served as controls. At the end of the test, all 
but one dog had gained weight, and in the 
exception, the loss apparently was not sig­
nificant. Histological examination of intes­
tines, lungs, kidneys, livers, and spleens 
from three dogs fed 1 g gum guaiac daily for 
75 weeks showed that these tissues and 
organs were normal. Red cell and white cell 
counts were normal, as were hemoglobin 
levels.

A similar experiment was condufcted with 
eight adult cats for 34 to 117 weeks. Three 
received no gum guaiac, and five were fed 
0.5 to 1.0 g of gum guaiac daily (about 600 
mg per kg body weight). Only one cat, re­
ceiving 1 g of gum guaiac daily, failed to 
gain weight. Gross and histological exami­
nation of the lungs, kidneys, livers, and 
spleens revealed no untoward effects. The 
intestinal mucosa was not inflamed.

Four women and seven men ingested 0.05 
of 0.10 g of gum guaiac (about 1 to 2 mg per. 
kg of body weight) mixed in chocolate pel­
lets, daily for periods of 18 to 104 weeks; five 
subjects continued for another 90 weeks. 
Red and white blood cell counts, hemoglo­
bin determinations, and Fishberg’s (1930) 
modification of Volhard’s urine-concentra­
tion test for kidney function were per­
formed each month. Stool consistency and 
body weight were noted. No abnormalities 
in these parameters were detected and all 
subjects remained healthy.

Lehman at al cited an unpublished 2-year 
study of R.N. Bieter in which one group of 
10 rats was fed a diet containing 0.5 percent 
gum guaiac (about 500 mg per kg of body 
weight), and another group of 10 rats re­
ceived no gum guaiac. There was no discer- 
nable difference between the two groups as 
determined by mortality and pathological 
examination.

In a lifetime study, four groups of 10 rats 
each were fed a basal diet containing 0.005, 
0.05, 0.5 percent (estimated to be in range of 
5 to 500 mg per kg body weight) of gum 
guaiac. The second and third generation de­
scendants (80 in number) of the original 
rats were maintained throughout their lives 
on the same diet as their parents. No differ­
ences were observed between the experi­
mental groups and the controls in regard to 
body weight, growth rate, life span, repro­
duction, or pathological examination. In all 
three generations, there were no significant 
differences between the treated and .control 
groups with respect to number of pregnan­
cies, number of young bom, and number of 
young weaned.

FEDERAL REGISTER, V O L  43 , N O . 146— FRIDAY, JULY 28 , 1978



PROPOSED RULES 32821

No reports on the teratogenicity, muta­
genicity, carcinogenicity, or allergic reac­
tions due to gum guaiac have come to the 
attention of the Select Committee.

All the available safety information 
on gum guaiac has been carefully eval­
uated by qualified scientists of the 
Select Committee. It is the opinion of 
the Select Committee that:

The literature on the biological activity of 
gum guaiac indicated that it is a substance 
of very low acute toxicity. A number of 
short- and long-term feeding studies in ex­
perimental animals at levels orders of mag­
nitude greater than those to which humans 
might be exposed indicate the absence of 
chronic effects. Daily ingestion by human 
subjects for nearly four years resulted in no 
observable adverse effects.

It is the conclusion of the Select 
Committee that there is no evidence in 
the available information on gum 
guaiac that demonstrates, or suggests 
reasonable grounds to suspect, a 
hazard to the public if it is used as an 
antioxidant at levels compatible with 
current limitations. Based upon the 
Commissioner’s own evaluation of all 
available information on gum guaiac, 
the Commissioner concurs with this 
conclusion.

However, the Commissioner is not 
aware of any current direct food uses 
of gum guaiac. In the absence of such 
use information, it is not possible to 
evaluate fully the safety of present or 
potential food uses of this ingredient. 
Because of the lack of knowledge con­
cerning the uses of gum guaiac in 
food, the Commissioner concludes that 
affirmation of the GRAS status of 
this ingredient would not be appropri-

Also, on April 13, 1973 (38 FR 9310), 
the Commissioner proposed to delete 
gum guaiac and 51 other GRAS sub­
stances from the GRAS list because 
the NAS/NRC survey of food manu­
facturers indicated that these sub­
stances were not being used in food. 
No comments were received on gum 
guaiac in response to that proposal, 
thus confirming that gum guaiac is 
not used in human foods. The propos­
al was withdrawn on July 26, 1973 (38 
FR 20041) because many of the other 
GRAS substances included in the pro­
posal elicited a large enough response 
to retain the entire group in the cur­
rent GRAS review.

If evidence of direct food use of gum 
guaiac (foods to which it is added, in­
tended technical effects as defined in 
§ 170.3 (21 CFR 170.3), and amounts 
added to food) is submitted during the 
comment period, however, further 
consideration will be given to affirm­
ing the GRAS status of gum guaiac. 
Alternatively, the substance may be 
considered for GRAS affirmation on 
the basis of a petition submitted in ac­
cordance with § 170.35 (21 CFR
170.35). Food uses of gum guaiac not 
specifically authorized by regulations

will result in adulteration of the food 
in violation of section 402 of the Fed­
eral Food, Drug, and Cosmetic Act.

The prior-sanctioned use of gum 
guaiac as an antioxidant in food-pack- 
aging materials (21 CFR 181.24) and 
the specific regulated indirect use of 
the substance (21 CFR 175.300) are 
not affected by this proposal. This 
proposal also does not affect the pres­
ent use of gum guaiac in pet food or 
animal feed.

Copies of the scientific literature 
review of gum guaiac and the report of 
the Select Committee are available for 
review at the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad­
ministration, room 4-65, 5600 Fishers 
Lane, Rockville, Md. ,20857, and may 
be purchased from the National Tech­
nical Information Service, 5285 Port 
Royal Road, Springfield, Va. 22151, as 
follows:

Title Order No. Price
code Price*

Gum guaiac (scientificPB-228-547/AS A02 $4.00 
literature review).

Gum guaiac (Select PB-274-474/AS A02 $4.00
Committee report).

•Price subject to change.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 201(s), 
409, 701(a), 52 Stat. 1055, 72 Stat. 
1784-1788 as amended (21 U.S.C. 
321(s), 348, 371(a))) and under authori­
ty delegated to the Commissioner (21 
CFR 5.1), it is proposed that parts 172 
and 182 be amended as follows:
§ 172.510 [Amended]

1. In part 172 by deleting the entry 
for “guaiac” from the table in para­
graph (b) of § 172.510 Natural flavor­
ing substances and natural substances 
used in conjunction with flavors.

§ 182.3336 [Deleted]
2. In part 182 by deleting § 182.3336 

Gum guaiac.
The Commissioner hereby gives 

notice that he is unaware of any prior 
sanction for the use of this ingredient 
in food under conditions different 
from those stated in part 181 (21 CFR 
part 181). Any person who intends to 
assert or rely on such a sanction shall 
submit proof of its existence in re­
sponse to this proposal. The proposed 
regulation will constitute a determina­
tion that excluded uses would result in 
adulteration of the food in violation of 
section 402 of the act (21 U.S.C. 342), 
and the failure of any person to come 
forward with proof of such an applica­
ble prior sanction in response to this 
proposal constitutes a waiver of the 
right to assert or rely on such sanction 
at any later time. This notice also con- 
titutes a proposal to establish a regula­
tion under part 181, 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 
sanction in response to this proposal.

Interested persons may, on or before 
September 26, 1978, vsubmit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
written comments regarding this pro­
posal. Four copies of all comments 
shall be submitted, except that indi­
viduals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this document. Received comments 
may be seen in the above office be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. .

N o t e .— The Food and Drug Administra­
tion has determined that this proposal will 
not have a major economic impact as de­
fined by Executive Order 11821 (amended 
by Executive Order 11949) and OMB Circu­
lar A-107.

Dated: July 18, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-20626 Filed 7-27-78; 8:45 am]

[4 1 1 0 -0 3 ]

[21 CFR Parts 369  and 429 ]

[Docket No. 78N-0181]

INSULIN PRODUCTS

W ithdraw al and Reissuance o f Proposal to  Dis­
continue C ertification o f a ll 8 0 -U n it Insulin 
Products

AGENCY: Food and Drug Administra­
tion.
ACTION: Proposed rule.
SUMMARY: This agency is withdraw­
ing its original proposal and is repro­
posing to discontinue the certification 
of all 80-unit (U-80) insulin products. 
In addition, it is requesting comments 
on (1) the suitability of 100-unit (U- 
100) insulin as the only standard 
strength, and (2) the need for the con­
tinued certification of a low-potency 
insulin product for pediatric use. The 
purpose of this proposal is to reduce 
the potential for patient errors that 
results from having insulin available 
in two high concentrations and sy­
ringes calibrated for use with more 
than one concentration.
DATES: Comments by November 27, 
1978. The agency proposes that the 
final rule based on this proposal 
become effective 180 days after date of 
publication in the F e d er a l  R e g is t e r .
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ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Pood and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION 
CONTACT:

Marc H. Hoffman, Bureau of Drugs
(HFD-30), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857, 301-443-
5220.

SUPPLEMENTARY INFORMATION: 
In the F ed er a l  R e g is t e r  of November 
15, 1974 (39 FR 40301), the Commis­
sioner of Food and Drugs proposed to 
discontinue certification of all insulin 
products containing 80 USP units per 
milliliter (ml) (U-80 insulin). None of 
the comments responding to the origi­
nal proposal objected to its intent. 
Some of the comments, however, ques­
tioned the proposed discontinuance of 
U-80 insulin at a time when sufficient 
supplies of suitable syringes for ad­
ministration of U-100 insulin were not 
available. In addition, some comments 
questioned whether diabetics using U- 
80 insulin and their physicians had 
sufficient knowledge of the proposed 
action to effect an orderly transition 
to U-100 usage.

Statistics compiled by the Food and 
Drug Administration’s (FDA’s) Certifi­
cation Services Branch, on file in the 
office of the Hearing Clerk, reveal 
that in the past few years, there has 
been a definite trend toward greater 
acceptance of U-100 insulin and away 
from use of U-80 insulin. The most 
current figures available, those for 
January 1975 through October 1977, 
show that significantly more batches 
of U-100 insulin have ¿been and are 
currently being certified (and conse­
quent vials produced) than is the case 
with U-80 insulin.

In view of this wide acceptance of U- 
100 insulin, and with the understand­
ing that sufficient supplies of syringes 
are available for the administration of 
U-100 insulin, the Director of the 
Bureau of Drugs to whom the Com­
missioner has delegated the authority 
to amend the insulin regulations be­
lieves it appropriate to propose discon­
tinuance of the certification of U-80 
insulin products. Because of the 
length of time since the November 15, 
1974 proposal, and because of the 
changes referred to above, the Direc­
tor has decided to issue another pro­
posal on this matter. Accordingly, the 
November 15, 1974 proposal is with­
drawn and replaced by this document.

Also in the F e d er a l  R e g is t e r  of No­
vember 15, 1974 (39 FR 40284), the 
Commissioner issued a final regulation 
providing for the certification of modi­
fied insulin products in the 100-unit 
strength (U-100 insulin). This was 
done with the intention of later phas­

ing out the U-80 insulin concentra­
tions already on the market and possi­
bly phasing out the U-40 concentra­
tions, also at some later date.

Section 506(a) of the Federal Food, 
Drug, and Cosmetic Act states that a 
batch of insulin shall be certified if it 
has such characteristics of identity, 
strength, quality, and purity as pre­
scribed in the regulations as necessary 
to adequately insure safety and effica­
cy of use. Insulin products are present­
ly available over-the-counter in the 
United States in concentrations of 40, 
80, and 100 units of insulin per ml. 
(This proposal does not affect the 
status of 500-unit insulin, available 
only on a prescription basis.) It should 
be noted that "insulin” is used 
throughout this document to refer to 
both regular and modified insulin 
products available over-the-counter.

There have been reports of adverse 
reactions as a result of patient errors 
due to confusion in matching the pre­
scribed concentration to the correct 
syringe or to the correct calibration. A 
single concentration of U-100 for gen­
eral use would be expected to elimi­
nate such patient errors. The advan­
tage of the 100-unit concentration is 
that its numerical relationship to the 
decimal system makes the dosage 
easier to calculate and measure. In ad­
dition, with the higher concentration, 
a smaller volume per injection is 
needed, which can reduce the discom­
fort of the injection.

This proposal does not call for re­
voking the certification of any batches 
of U-80 insulin certified prior to the 
effective date of the final rule. 
Batches certified prior to that date 
would remain on the market until 
they became outdated. The agency is 
proposing that the final rule become 
effective 180 days after publication in 
the F ed er a l  R e g is t e r . Such a delay in 
the effective date is intended to pro­
vide a sufficient phase-over and ad­
justment period for the insulin and sy­
ringe manufacturers involved, as well 
as for the affected public. Because 
many diabetics and private physicians 
who may be affected by the final 
order do not normally have access to 
the F ed er a l  R e g is t e r , FDA plans to 
distribute this proposal as widely as 
possible through an educational pro­
gram conducted in cooperation with 
trade and professional groups.

It should be noted that American 
manufacturers export U-80 insulin for 
sale abroad. Under the provisions of 
section 801(d) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 
381(d)), shipments of uncertified insu­
lin to foreign countries are lawful. 
Consequently, discontinuance of certi­
fication for U-80 used in this country 
would still permit production of that 
insulin concentration for sale abroad.

U-100 insulin is now available only 
in the United States and Canada. The 
lack of U-100 insulin available outside 
of North America, however, should 
pose virtually no problem for Ameri­
cans traveling abroad as the increased 
concentration of insulin, combined 
with its stability at room temperature, 
make it possible for most travelers to 
take along an adequate supply. The 
main concern would be to protect the 
vials from extremes of heat and cold.

Revoking the provisions for certify­
ing U-80 insulin, as proposed here, 
could be an action taken on its own or 
could be the first step toward making 
insulin available in only one high con­
centration. Although the Director is 
not now proposing to stop the certifi­
cation of U-40 insulin, such a proposal 
may be published in the future. First, 
however, the Director would like to re­
ceive comments from interested per­
sons, particularly insulin users and 
their physicians, pertaining to the 
basic policy of stopping the certifica­
tion of U-80 and, perhaps, U-40 insu­
lin. In particular, the Director is inter­
ested in obtaining comments on the 
suitability of having only one strength 
of insulin available as well as the need 
for the continued certification of a low 
concentration insulin product for pedi­
atric use. Responses to the following 
questions will be especially valuable:

1. Should the ultimate goal be to 
have only one strength of insulin 
available?

2. If only one strength of insulin is 
available, should it be insulin contain­
ing 100 units per milliliter?

3. Is there a demonstrated need for a 
low-potency insulin, such as U-10, U- 
20, or U-40, for pediatric use?

The Director of the Bureau of Drugs 
has determined that this document 
does not contain an agency action cov­
ered by § 25.1(b) (21 CFR 25.1(b)); 
therefore, consideration by the agency 
of the need for preparing an environ­
mental impact statement is not re­
quired.

Accordingly, under the Federal 
Food, Drug, and Cosmetic Act (sec. 
506, 55 Stat. 851 (21 U.S.C. 356)) and 
under authority delegated to the Com­
missioner (21 CFR 5.1) and redele­
gated to the Director of the Bureau of 
Drugs (21 CFR 5.73), the Director pro­
poses to amend parts 369 and 429 by 
removing all references to 80-unit in­
sulin as follows:
§ 369.21 [Amended]

1. In part 369, § 369.21 Drugs; warn­
ing and caution statements required 
by regulations is amended in the entry 
for insulin by deleting the number 
"80” and the commas immediately pre­
ceding and following it.
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§429.11 [Amended]
2. In part 429, §429.11 Labeling is 

amended in paragraph (c) by deleting 
the number “80” and the commas im­
mediately preceding and following it.
§ 429.12 [Amended]

3. Section 429.12 Distinguishing 
colors on packages is amended:

(a) In paragraph (a) by deleting the 
phrases “Green, if it contains 80 
U.S.P. Units of insulin per milliliter” 
and “Green and gray, if it contains 80 
U.S.P. Units of insulin per milliliter.”

(b) In paragraph (b) by deleting the 
phrase “Green and white, if it con­
tains 80 U.S.P. Units of insulin per 
milliliter.”

(c) In paragraph (c) by deleting the 
phrase “Green and brown, if it con­
tains 80 U.S.P. Units of insulin per 
milliliter.”

(d) In paragraph (d) by deleting the 
phrase “Green and blue, if it contains 
80 U.S.P. Units of insulin per millili­
ter.”

(e) In paragraph (e) by deleting the 
phrase “Green and lavender, if it con­
tains 80 U.S.P. Units of insulin per 
milliliter.”
§ 429.40 [Amended]

4. Section 429.40 Requests for certifi­
cation; samples; storage; approvals 
preliminary to certification is amend­
ed in paragraph (g)(1) by deleting the 
phrase “80 or” preceding the number 
“100” each time it appears.

Interested persons may, on or before 
November 27, 1978, submit to the 
Hearing Clerk (HFA-305), Pood and 
Drug Administration, room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
written comments regarding this pro­
posal. Four copies of all comments 
shall be submitted, except that indi­
viduals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this document. Received comments 
may be seen in the above office be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. "

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economic consequences as de­
fined by that order. A copy of the reg­
ulatory analysis assessment support­
ing this determination is on file with 
the Hearing Clerk, Food and Drug Ad­
ministration.

Dated: July 24,1978.
J . R ic h a r d  C r o u t , 

Director, Bureau of Drugs.
[FR Doc. 78-20865 Filed 7-27-78; 8:45 am]

[ 4 8 3 0 -0 1 ]

DEPARTMENT OF THE TREASURY
In ternal Revenue Service 

[2 6  CFR Part 1]

[LR-152-76]

INTEREST RELATED TO EXEMPT-INTEREST 
DIVIDENDS

Proposed Rulemaking

AGENCY: Internal Revenue Service, 
Treasury.
ACTION: Notice of proposed rulemak­
ing.
SUMMARY: This document contains 
proposed regulations concerning inter­
est related to exempt-interest divi­
dends. Changes to the applicable law 
were made by the Tax Reform Act of
1976. The regulations would provide 
the public with the guidance needed to 
comply with that Act and would affect 
certain taxpayers who own shares of 
stock in certain regulated investment 
companies.
DATES: Written comments and re­
quests for a public hearing must be de­
livered or mailed by September 26, 
1978. The amendments are proposed 
to be effective for taxable year begin­
ning after December 31,1975.
ADDRESS: Send comments and re­
quests for a public hearing to: Com­
missioner of Internal Revenue, Atten­
tion: CC:LR:T (LR-152-76), Washing­
ton, D.C. 20224.
FOR FURTHER INFORMATION 
CONTACT:

Robert H. Waltuch of the Legisla­
tion and Regulations Division, Office 
of the Chief Counsel, Internal Reve­
nue Service, 1111 Constitution 
Avenue NW., Washington, D.C. 
20224, Attention: CC:LR:T 202-566- 
3328, not a toll-free number).

SUPPLEMENTARY INFORMATION:
B a c k g r o u n d

This document contains proposed 
amendments to the Income Tax Regu­
lations (26 CFR Part 1) under section 
265 of the Internal Revenue Code of 
1954. These amendments are proposed 
to conform the regulatons to section 
2137(e) of the Tax Reform Act of 1976 
(90 Stat. 1932) and are to be issued 
under the authority contained in sec­
tion 7805 of the Internal Revenue 
Code of 1954 (68A Stat. 917; 26 U.S.C. 
7805).

The Tax Reform Act of 1976 added a 
new paragraph (4) to section 265. This 
new paragraph denies a deduction to a 
taxpayer for interest in indebtedness 
incurred or continued to purchase or 
carry shares of stock of a regulated in­
vestment company which during the

taxable year of the holder thereof dis­
tributes exempt-interest dividends.
C o m m e n t s  a n d  R e q u e s t s  f o r  a P u b l ic  

H e a r in g

Before adopting these proposed reg­
ulations, consideration will be given to 
any written comments that are sub­
mitted (preferably six copies) to the 
Commissioner of Internal Revenue. 
All comments will be available for 
public inspection and copying. A 
public hearing will be held upon writ­
ten request to the Commissioner by 
any person who has submitted written 
comments. If a public hearing is held, 
notice of the time and place will be 
published in the F ed er a l  R e g is t e r .

D r a f t in g  I n f o r m a t io n

The principal author of these regu­
lations was Robert H. Waltuch of the 
Legislation and Regulations Division 
of the Office of Chief Counsel, Inter­
nal Revenue Service. However, person­
nel from other offices of the Internal 
Revenue Service and Treasury Depart­
ment participated in developing the 
regulations, both on matters of sub­
stance and style.

P r o p o se d  A m e n d m e n t s  t o  t h e  
R e g u l a t io n s

The proposed amendments to 26 
CFR Part 1 are as follows:

Paragraph 1. The following new sec­
tion is added immediately after 
§ 1.265-2:
§ 1.265-3 Nondeductibility of interest re­

lating to exempt-interest dividends.
(a) In general. No deduction is al­

lowed for the interest on indebtedness 
that relates to exempt-interest divi­
dends distributed by a regulated in­
vestment company.

(b) Interest relating to exempt-inter­
est dividends. (1) If an indebtedness is 
either incurred or continued to pur­
chase or carry shares of stock in a reg­
ulated investment company which 
during the shareholder’s taxable year 
distributes exempt-interest dividends 
(as defined in section 852(b)(5) of the 
Code), then all or a portion of the in­
terest on the indebtedness relates to 
the exempt-interest dividends. If the 
regulated investment company distrib­
utes only exempt-interest dividends to 
the shareholder during that share­
holder’s taxable year, then all of the 
interest paid or accrued relates to 
exempt-interest dividends. If the regu­
lated investment company distributes 
exempt-interest dividends in addition 
to taxable dividends (excluding captial 
gain dividends distributed or captial 
gains required to be included in the 
shareholder’s computation of long­
term capital gains under section 
852(b)(3)(D)) to the shareholder 
during the shareholder’s taxable year, 
then a portion of the interest paid or
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accrued by the shareholder during 
that shareholder’s taxable year relates 
to exempt-interest dividends.

(2) To determine the portion of the 
interest that relates to the exempt-in­
terest dividends the total amount of 
interest paid or accrued on the indebt­
edness is multiplied by a fraction. The 
numerator of the fraction is, the 
amount of exempt-interest dividends 
received. The denominator of the frac­
tion is the sum of the exempt-interest 
dividends and taxable dividends re­
ceived (excluding capital gain divi­
dends received or capital gains re­
quired to be included in the sharehold­
er’s computation of long-term capital 
gains under section 852(b)(3)(D)).

J erome K urtz,
Commissioner of Internal Revenue.

[PR Doc. 78-20840 Piled 7-27-78; 8:45 am]

[ 4 8 3 0 -0 1 ]

[2 6  CFR Part 1]

[LR-2-78]

REQUIREMENTS RELATING TO CERTAIN EX­
CHANGES IN V O L V IN G  A  FOREIGN CORPO­
RATION

Extension o f comment period; hearing request

AGENCY: Internal Revenue Service, 
Treasury.
ACTION: Extension of time for com­
ments and requests for a public hear­
ing.
SUMMARY: This document provides 
notice of an extension of time for sub­
mitting comments and requests for a 
public hearing concerning the notice 
of proposed rulemaking with respect 
to requirements relating to certain ex­
changes involving a foreign corpora­
tion. The extended deadline for sub­
mission of comments and requests for 
a public hearing is October 2, 1978.
DATES: Written comments and re­
quests for a public hearing must be de­
livered or mailed by October 2,1978.
ADDRESS: Send comments and re­
quests for a public hearing to: Com­
missioner of Internal Revenue, Atten­
tion: CC:LR:T (LR-2-78), Washington, 
D.C. 20224.
FOR FURTHER INFORMATION 
CONTACT:

Katherine A. Newell of the Legisla­
tion and Regulations Division, Office 
of Chief Counsel, Internal Revenue 
Service, 1111 Constitution Avenue 
NW., Washington, D.C. 20224, 
CC:LR:T, 202-566-3289, not a toll- 
free call.

SUPPLEMENTARY INFORMATION: 
By a notice of proposed rulem aking 
published in th e  F ederal R egister for

PROPOSED RULES

Friday, December 30, 1977 (42 FR 
65152 and 65204), comments and re­
quests for a public hearing with re­
spect to the proposed rules were to be 
delivered or mailed to the Commis­
sioner of Internal Revenue, Attention: 
CC:LR:T (LR-2-78), Washington, D.C. 
20224, by February 28, 1978. By a 
notice published in the F ederal R egis­
ter for Tuesday, February 21, 1978 (43 
FR 7245), this date was extended to 
May 1, 1978, and was additionally ex- * 
tended to August 1, 1978, by a notice 
published in the F ederal R egister for 
Monday, May 1, 1978 (43 FR 18570). 
The date by which such comments 
and requests must be delivered or 
mailed is hereby further extended to 
October 2,1978.

This document does not meet the 
criteria for significant regulations set 
forth in paragraph 8 of the proposed 
Treasury directive appearing in the 
F ederal R egister for Wednesday, 
May 24, 1978.

R obert A. Bley, 
Director, Legislation 

and Regulations Division.
[FR Doc. 78-21028 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 6 ]

DEPARTMENT OF LABOR
Occupational S a fety  and H ealth  Adm inistration  

[2 9  CFR Part 1956]

CONNECTICUT

Notice o f the Connecticut State Plan fo r Public 
Employees O n ly  and Its A v a ila b ility  fo r  
Public Comment

AGENCY: Occupational Safety and 
Health Administration, Department of 
Labor.
ACTION: Proposed rule.
SUMMARY: This document gives 
notice of the submission by Connecti­
cut of a State plan for the enforce­
ment of occupational safety and 
health standards applicable to public- 
sector employment only. After an op­
portunity for public comment, the As­
sistant Secretary of Labor for Occupa­
tional Safety and Health will approve 
the plan if it meets the criteria set 
forth in the Occupational Safety and 
Health Act of 1970 and applicable reg­
ulations.
DATES: Interested person(s) are 
hereby given until August 24, 1978, to 
submit in writing data, views, and ar­
guments concerning the plan.
ADDRESSES: Written comments and 
requests for a hearing should be sub­
mitted to the Director, Federal Com­
pliance and State Programs, Occupa­
tional Safety and Health Administra­
tion, Department of Labor, room 
N3101, Third and Constitution Avenue 
NW., Washington, D.C. 20210.

FOR FUTHER INFORMATION 
CONTACT:

Ms. Rrencie V. McGlown, Project 
Officer, U.S. Department of Labor, 
Occupational Safety and Health Ad­
ministration, 2100 M Street NW., 
room 149, Washington, D.C. 20210, 
phone 202-653-5377.

Location of Plan for Inspection and 
Copying

A copy of the plan may be inspected 
and copied during normal business 
hours at the following locations: 
Office of State Programs, 2100 M 
Street NW., room 149, Washington, 
D.C. 20210; Office of the Regional Ad­
ministrator, Occupational Safety and 
Health Administration, room 1804, 
John F. Kennedy Federal Building, 
Boston, Mass. 02203; Connecticut De­
partment of Labor, 200 Folly Brook 
Boulevard, Wethersfield, Conn. 06109.
SUPPLEMENTARY INFORMATION:

Authority

Section 18 of the Occupational 
Safety and Health Act of 1970 (“the 
Act,” 29 U.S.C. 667) provides that a 
State which desires to assume reponsi- 
bility for the development and en­
forcement of standards relating to any 
occupational safety and health issue 
with respect to which a Federal stand­
ard has been promulgated may submit 
a plan to the Assistant Secretary of 
Labor for Occupational Safety and 
Health (“Assistant Secretary”) de­
scribing in detail the proposed pro­
gram. Regulations promulgated pursu­
ant to the act at 29 CFR part 1956 pro­
vide that a State may submit a State 
plan for the development and enforce­
ment of occupational safety and 
health standards applicable only to 
employees of the State and its politi­
cal subdivisions (“public employees”). 
Under these regulations the Assistant 
Secretary will approve a State plan for 
public employees if, in her judgement, 
the plan provides for the development 
and enforcement of standards relating 
to hazards in employment covered by 
the plan which are or will be at least 
as effective in providing safe and 
healthful employment and places of 
employment for public employees as 
standards promulgated and enforced 
under section 6 of the Federal act. In 
making this determination the Assist­
ant Secretary will consider, among 
other things, the criteria and indices 
of effectiveness set forth in 29 CFR 
1956, subpart B.

Background

A State plan for the enforcement of 
occupational safety and health stand­
ards in Connecticut was approved by 
the Assistant Secretary on December 
28, 1973 (39 FR 1013; 29 CFR 1952.300 
et seq.). This plan included coverage of
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private workplaces as well as a pro­
gram for public employees. By an act 
of the Connecticut General Assembly, 
effective July 1, 1978 (P.A. 77-610), 
the Connecticut Occupational Safety 
and Health Act was amended to ex­
clude coverage of private sector em­
ployees. This change in the extent of 
State safety and health coverage ne­
cessitates withdrawal of the original 
State plan and submission for the As­
sistant Secretary’s approval of a State 
plan for public employees only. In a 
letter from Gov. Ella Grasso to the As­
sistant Secretary, dated September 19, 
1977, the State has agreed to withdraw 
the existing State plan upon approval 
of the plan for public employees only.

Description of the P lan

The plan designates the Connecticut 
Department of Labor as the State 
agency responsible for administering 
the plan throughout the State. The 
State has adopted all Federal stand­
ards promulgated as of September 
1977 and pledges to continue to adopt 
all Federal standards, revisions, and 
amendments. The plan includes legis­
lation, Public Act 73-379, passed by 
the Connecticut Legislature in 1973 
and amended as follows: P.A. 74-176, 
P.A. 75-285, P.A. 77-107, and P.A. 77- 
610. Under the legislation the Con­
necticut Department of Labor, Occu­
pational Safety and Health Division, 
has full authority to enforce and ad­
minister all laws and rules protecting 
the safety and health of employees of 
the the State and its political subdivi­
sions. In addition, the legislation is ac­
companied by a statement of the Gov­
ernor’s support and a legal opinion 
that it meets the requirements of the 
Occupational Safety and Health Act 
of 1970 and is in accord with the con­
stitution of the State.

The plan establishes procedures for 
variances and the protection of em­
ployees from hazards under a vari­
ance; insures inspection in response to 
complaints; provides employer and em­
ployee representatives an opportunity 
to accompany inspectors and to call at­
tention to possible violations before, 
during, and after inspections; notifica­
tion to employees of their representa­
tives when no compliance action is 
taken as a result of alleged violations, 
including informal review; notification 
of employees of their protection; pro­
tection of employees against discharge 
or discrimination in terms and condi­
tions of employment; adequate safe­
guards to protect trade secrets; provi­
sion for prompt notices to employers 
and employees of violations of stand­
ards and abatement requirements; 
sanctions against employers for viola­
tion of standards and orders; employ­
ers’ right to appeal citations for viola­
tions, abatement periods and proposed 
penalties; employees’ right to appeal

PROPOSED RULES

abatement periods; and employee par­
ticipation in review proceedings. Also 
included are provisions for right of 
entry for inspection, prohibition of ad­
vance notice of inspection, and the re­
quirement for both employers and em­
ployees to comply with the applicable 
rules, standards, and orders, and em­
ployer obligations to maintain records 
and provide reports as required. Fur­
ther, the plan provides assurances of a 
fully trained adequate staff and suffi­
cient funding.

Any interested person(s) may re­
quest an informal hearing concerning 
the proposed plan or any part thereof. 
If the Assistant Secretary finds that 
substantial objections are filed, she 
may'hold a hearing on the subjects 
and issues involved.

Decision

The Assistant Secretary will consid­
er all relevant comments, arguments, 
and requests submitted in accordance 
with this notice or any hearing afford­
ed pursuant to 29 CFR part 1902.11. 
She will thereafter issue her decision 
on the approvability of the plan, 
which decision will be published in the 
F ederal R egister.

Signed at Washington, D.C., this 
20th day of July 1978.

Eula B ingham, 
Assistant Secretary of Labor.

[FR Doc. 78-20645 Filed 7-27-78; 8:45 am]

[ 1 4 1 0 -0 1 ]

COPYRIGHT ROYALTY TRIBUNAL 
[3 7  CFR Part 3 02 ]

FILING OF CLAIMS TO CABLE ROYALTY FEES;
PROOF OF F IXATIO N

Proposed Rule W ith  Respect to  Proof o f  
Fixation o f C opyrighted W orks

AGENCY: Copyright Royalty Tribu­
nal.
ACTION: Proposed rule.
SUMMARY: The proposed rule estab­
lishes the policy and procedures of the 
Copyright Royalty Tribunal concern­
ing the submission to the Tribunal 
during proceedings for the distribu­
tion of cable royalty fees of evidence 
of the fixation of works in a tangible 
medium as required by section 102(a) 
of the Copyright Act. Under the pro­
posed rule, the filing of tangible fix­
ations would not be required, and con­
troversies concerning the fixation of 
works would be resolved on the basis 
of other appropriate evidence. It is 
necessary that the proposed rule be 
adopted so that claimants to cable roy­
alty fees Will have timely knowledge of 
the evidence of fixation that may be 
required by the Tribunal.

32825

DATES: Comments must be received 
on or before August 21,1978.
ADDRESS: Interested persons should 
submit 10 copies of their comments to 
Chairman, Copyright Royalty Tribu­
nal, 1111 20th Street NW., Washing­
ton, D.C. 20036.
FOR FURTHER INFORMATION 
CONTACT:

Thomas C. Brennan, Chairman,
Copyright Royalty Tribunal, 202-
653-5175.

SUPPLEMENTARY INFORMATION: 
Section 111(d)(5) of the act for Gener­
al Revision of the Copyright Law dir­
ects the Copyright Royalty Tribunal 
to provide for the distribution of cable 
royalty fees, and to resolve controver­
sies concerning the distribution of 
such fees among copyright owner 
claimants. Section 102(a) establishes 
as one of the conditions of copyright 
protection that a work be fixed in a 
tangible medium of expression.

Shortly after the constitution of the 
Copyright Royalty Tribunal, . the 
agency was requested to establish a 
policy concerning the evidence that 
may be required to reçoive disputes as 
to whether a particular \york which is 
the subject of a claim was fixed in a 
tangible medium. In an advisory letter 
of January 31, 1978, the Copyright 
Royalty Tribunal stated that partici­
pation in the royalty distribution pro­
ceedings does not require copyright 
owners to preserve and submit to the 
Copyright Royalty Tribunal simulta­
neous fixations of live transmissions. 
Subsequently in the F ederal R egister 
of May 5, 1978 (43 FR 19424), in con­
nection with the publication of the 
proposed rule as to the filing of claims 
to cable fees, the Copyright Royalty 
Tribunal invited comments as to 
“what proof of fixation, other than 
the actual video tape or film, should 
be required in a royalty distribution 
proceeding.’’ Comments were request­
ed to consider “such form of proof as 
affidavits from authorized personnel, 
and the technical feasibility of pre­
serving an identifiable frame or 
frames from each program.’’ Seven 
comments were received by the Copy­
right Royalty Tribunal.

The majority of the comments ex­
pressed the view that any requirement 
that fixation of live transmissions be 
established by submission of frames, 
although technically feasible, would 
be burdensome, expensive, and of lim­
ited value as proof of actual fixation. 
However, the Motion Picture Associ­
ation of America believes that “some 
material evidence should be required 
as independent affirmative proof of 
fixation.”

The proposed rule provides that in 
the event of a controversy as to 
whether a work was fixed in a tangible 
medium, the CRT will not require the
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submission of tangible fixations in 
whole or in part. Any such controversy 
would be resolved on the basis of affi­
davits, other documentary evidence, 
and such oral testimony as may be 
necessary.

Such proposed rule reads as follows:
Under 17 U.S.C. lll(d)<5)(A), 37 

CFR Chapter III, Part 302 is amended 
by adding a new § 302.9, as follows:
§ 302.9 Proof of fixation of works.

The Copyright Royalty Tribunal 
shall not require in any proceeding for 
the distribution of cable royalty fees 
the filing by claimants of tangible fix­
ations of works in whole or in part. In 
the event of a controversy concerning 
the actual fixation of a work in a tan­
gible medium as required by the Copy­
right Act, the Copyright Royalty Tri­
bunal shall resolve such controversy 
for purposes of the distribution pro­
ceeding solely on the basis of affida­
vits and other appropriate documen­
tary evidence, and such oral testimony 
as the Copyright Royalty Tribunal 
may deem necessary. Affidavits sub­
mitted by claimants should establish 
that the work for which the claim is 
submitted was fixed in its entirety, 
and should state the nature of the 
work, the title of the program, the du­
ration of the program, and the date of 
fixation. No such affidavits need be 
filed with the Copyright Royalty Tri­
bunal unless requested by the Tribu­
nal.

T h o m a s  C. B r e n n a n , 
Chairman, Copyright 

Royalty Tribunal.
[PR Doc. 78-20935 Piled 7-27-78; 8:45 am]

[1 4 1 0 -0 1 ]

[3 7  CFR. Part 3 05 ]

CLAIMS TO PHONORECORD PLAYER 
(JUKEBOX) ROYALTY FEES

AGENCY: Copyright Royalty Tribu­
nal.
ACTION: Proposed rule.
SUMMARY: The proposed rule pre­
scribes procedures whereby persons 
claiming to be entitled to compulsory 
license fees for public performances of 
nondramatic musical works by coin-op­
erated phonorecord (jukebox) players 
shall file claims with the Copyright 
Royalty Tribunal. The rule prescribes 
the content and time of filing of such 
claims. The rule is necessary to imple­
ment provisions of the Act for General 
revision of the Copyright Law.
DATES: Comments must be received 
on or before August 21,1978.
ADDRESS: Interested persons should 
submit 10 copies of their comments to 
Chairman, Copyright Royalty Tribu­
nal, 1111 20th Street NW., Washing­
ton, D.C.20036.

FOR FURTHER INFORMATION 
CONTACT:

Thomas C. Brennan, Chairman, 
Copyright Royalty Tribunal, 202- 
653-5175.

SUPPLEMENTARY INFORMATION: 
Section 116(c)(2) directs the Copyright 
Royalty Tribunal to adopt regulations 
whereby persons claiming to be enti­
tled to compulsory license fees for the 
performance of nondramatic musical 
works by coin-operated phonorecord 
players may file claims to such fees. 
The Tribunal in the F e d er a l  R e g is t e r  
of February 14, 1978 (43 FR 6262), 
published an advance notice of pro­
posed rulemaking. The proposed rule 
is to be distinguished from the pro­
posed rule published on May 12, 1978 
(43 FR 20513), concerning access to es­
tablishments in which phonorecord 
players are located.

Such proposed rule reads as follows: 
Under 17 U.S.C. 116(c)(2), 37 CFR 

Chapter III is amended as follows:
By adding a new Part 305, to read as 

follows:

PART 305— CLAIMS TO PHONORECORD  
PLAYER (JUKEBOX) ROYALTY FEES

Sec.
305.1 General.
305.2 Time of filing.
305.3 Content of claims.
305.4 Justification of claims.
305.5 Forms.

Authority: 17 U.S.C. 116(c)(2).

§ 305.1 General.
This regulation prescribes proce­

dures pursuant to 17 U.S.C. 116(c)(2), 
whereby persons claiming to be enti­
tled to compulsory license fees for 
public performances of nondramatic 
musical works by means of coin-oper­
ated phonorecord players shall file 
claims with the Copyright Royalty 
Tribunal.
§ 305.2 Time of filing.

During the month of January in 
each year every person claiming to be 
entitled to phonorecord player fees for 
performances of nondramatic musical 
works during the preceding calendar 
year shall file a claim with the Copy­
right Royalty Tribunal. Claimants 
may file jointly or as a single claim. A 
performing rights society shall not be 
required to obtain from its affiliates 
separate authorizations, apart from 
their standard affiliation agreements, 
for purposes of this filing and fee dis­
tribution.
§ 305.3 Content of claims.

The claims filed shall include the 
following information:

(a) The full legal name of the person 
or entity claiming compulsory license 
fees. Performing rights societies are

not required to include lists of affili­
ates to whom distributions would be 
made by such societies.

(b) The full address, including a spe­
cific number and street name or rurat 
route, of the place of business of the 
person or entity.

(c) A specific agreement to accept as 
final the determination of the Copy­
right Royalty Tribunal in any contro­
versy concerning the distribution of 
royalty fees, except for the judicial 
review provided in 17 U.S.C. 810.
§ 305.4 Justification of claims.

(a) Not later than the first day of 
November of each year, every person 
or entity which has filed a claim pur­
suant to §305.2 shall file with the 
Copyright Royalty Tribunal a state­
ment claiming the proportionate share 
of compulsory license fees to which 
such person or entity believes it is en­
titled. The statement shall include a 
detailed justification for the requested 
entitlement and shall also include 
such specific information as the Copy­
right Royalty Tribunal may require by 
regulation or order.

(b) The entitlement justification 
statement required by subsection (a) 
need not be filed with the Copyright 
Royalty Tribunal if it has been deter­
mined by the Tribunal that there is no 
controversy as to the distribution of 
royalty fees.
§ 305.5 Forms.

The Copyright Royalty Tribunal 
does not provide printed forms for the 
filing of claims.

T h o m a s  C. B r e n n a n , 
Chairman, Copyright 

Royalty Tribunal.
[FR Doc. 78-20936 Filed 7-27-78; 8:45 am]

[6560-01]
ENVIRONMENTAL PROTECTION 

AGENCY .
[4 0  CFR Part 6 5 ]

[FRL 933-2]

STATE A N D  FEDERAL ADMINISTRATIVE  
ORDERS PERMITTING A  DELAY IN  COMPLI­
ANCE W ITH STATE IMPLEMENTATION PLAN 
REQUIREMENTS

Proposed A pprova l o f an  A dm inistrative  O rder 
Issued by  the State o f Idaho Departm ent o f 
H ealth  and W e lfa re  to  FMC Corp.

AGENCY: Environmental Protection 
Agency.
ACTION: Proposed rule.
SUMMARY: EPA proposes to approve 
an administrative order issued by the 
State of Idaho Department of Health 
and Welfare to FMC Corp. The order 
requires the company to bring air 
emissions from its elemental phospho-
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rus plant in Pocatello, Idaho, into 
compliance with certain regulations 
contained in the federally approved 
Idaho State implementation plan 
(SIP) by July 1, 1979. Because the 
order has been issued to a major 
source and permits a delay in compli­
ance with provisions of the SIP, it 
must be approved by EPA before it be­
comes effective as a delayed compli­
ance order under the Clean Air Act 
(the act). If approved by EPA, the 
order will constitute an addition to the 
SIP. In addition, a source in compli­
ance with an approved order may not 
be sued under the Federal enforce­
ment *or citizen suit provisions of the 
act for violations of the SIP regula­
tions covered by the order. The pur­
pose of this notice is to invite public 
comment on EPA’s proposed approval 
of the order as a delayed compliance 
order.
DATE: Written comments must be re­
ceived on or before August 28,1978.
ADDRESSES: Comments should be 
submitted to Director, Enforcement 
Division, EPA, Region X, 1200 Sixth 
Avenue, Seattle, Wash. 98101. The 
State order, supporting material, and 
public comments received in response 
to this notice may be inspected and 
copied (for appropriate charges) at 
this address during normal business 
hours.
FOR FURTHER INFORMATION 
CONTACT:

John Pfänder, EPA, Idaho Oper­
ations Office, 422 West Washington,
Boise, Idaho 83702, 208-384-1450.

SUPPLEMENTARY INFORMATION: 
FMC Corp. operates an elemental 
phosphorus plant at Pocatello, Idaho. 
The order under consideration ad­
dresses emissions from the furnace 
stack scrubbers, the burden level, and 
ore crusher at the faciity, which are 
subject to regulations E and F, rules 
and regulations for the control of air 
pollution in Idaho. The regulations 
limit the emissions of particulate 
matter, visible emissions, and fugitive 
dust, and is part of the federally ap­
proved Idaho State implementation 
plan. The order requires final compli­
ance with the regulation by July 1, 
1979, through installation of second­
ary scrubbers on the furnace stacks. A 
medusa crossover system is to be in­
stalled for control of fugitive emis­
sions. The source has consented to the 
terms of the order and has satisfied all 
increments due at this time.

Because this order has been issued 
to a major source of particulate emis­
sions and permits a delay in compli­
ance with the applicable regulation, it 
must be approved by EPA before it be­
comes effective as a delayed compli­
ance order under section 113(d) of the 
Clean Air Act (the act). EPA proposes

to approve the order because it satis­
fies the appropriate requirements of 
this subsection.

If the order is approved by EPA, 
source compliance with its terms 
would preclude Federal enforcement 
action under section 113 of the act 
against the sources for violations of 
the regulation covered by the order 
during the period the order is in 
effect. Enforcement against the source 
under the citizen suit provisions of the 
act (section 304) would be similarly 
precluded. If approved, the order 
would also constitute an addition to 
the Idaho SIP.

All interested persons are invited to 
submit written comments on the pro­
posed order. Written comments re­
ceived by the date specified above will 
be considered in determining whether 
EPA may approve the order. After the 
public comment period, the Adminis­
trator of EPA will publish in the F e d ­
er al  R e g is t e r  the Agency’s final 
action on the order in 40 CFR Part 65.

The provisions of 40 CFR Part 65 
will be promulgated by EPA soon, and 
will contain the procedure for EPA’s 
issuance, approval, and disapproval of 
orders under section 113(d) of the act. 
In addition, part 65 will contain sec­
tions summarizing orders issued, ap­
proved, and disapproved by EPA. A 
prior notice proposing regulations for 
part 65, published at 40 FR 14876 
(April 2, 1975), will be withdrawn, and 
replaced by a notice promulgating 
these new regulations.
(42 U.S.C. 7413, 7601.)

Dated: July 5,1978.
D o n a l d  P. D u b o i s , 

Regional Administrator, 
Region X.

[FR Doc. 78-20859 Filed 7-27-78; 8:45 am]

[ 6 8 2 0 -3 5 ]

LEGAL SERVICES CORPORATION 
145 CFR Part 1602]

FREEDOM OF IN FO R M A TIO N  ACT  

Am endm ents to  the  Regulations  

AGENCY: Legal Services Corporation. 
ACTION: Proposed amendment.
SUMMARY: The Legal Services Cor­
poration proposes to amend regula­
tions issued in accordance with the 
Freedom of Information Act. The only 
substantive change would be in the 
fees charged for locating and repro­
ducing materials requested under the 
act. The fees have been adjusted to re­
flect actual cost to the Corporation. 
Other changes are technical or stylis­
tic in nature.
DATES: Comments must be received 
on or before September 11,1978.

ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite, 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION: 
Section 1005(g) of the Legal Services 
Corporation Act, 42 U.S.C. 2996d(g) 
provides that the Corporation shall be 
subject to the provisions of the Free­
dom of Information Act, 5 U.S.C. 552.

A final regulation was published in 
the F ederal R egister on November 
13, 1975 (40 FR 52847). The only sub­
stantive change the proposed amend­
ment is in section 1602.13, Fees. These 
have been adjusted to reflect the 
actual charge to the Corporation of lo­
cating and reproducing materials re­
quested under the Freedom of Infor­
mation Act. The provisions of section 
1602.13 authorizing waiver of fees 
under certain conditions remain in 
effect. Section 1602.6, Regional Rec­
ords Rooms has been revised to show 
the addresses of the Corporation’s re­
gional offices as of June 15, 1978. The 
phrases ta  be deleted from the Defini­
tions section are now included in Part 
1600, the general Definitions section 
that was published on May 5, 1976 (41 
FR 18511), and applies to all the regu­
lations. The other changes are stylis­
tic.

Accordingly, it is proposed that 45 
CFR Part 1602 be revised to read as 
follows:
PART 1602— PROCEDURES FOR DISCLOSURE 

OR PRODUCTION OF IN FO R M A TIO N  UNDER 
THE FREEDOM OF IN FO RM A TIO N  ACT

Sec.
1602.1 Purpose.
1602.2 Definitions.
1602.3 Policy.
1602.4 Index of Records.
1602.5 Central Records Room.
1602.6 Regional Records Rooms.
1602.7 Use of Records Rooms.
1602.8 Availability of Records on Request.
1602.9 Invoking Exemption to Withhold a 

Requested Record.
1602.10 Officials Authorized to Grant or 

Deny Requests for Records.
1602.11 Denials.
1602.12 Appeals of Denials.
1602.13 Fees.

Authority: Section 1005(g); 42 U.S.C. 
2996d(g).

§ 1602.1 Purpose.
This Part prescribes the procedures 

by which records of the Legal Services 
Corporation may be made available 
pursuant to section 1005(g) of the 
Legal Services Corporation Act, 42 
U.S.C. § 2996d(g), and the Freedom of 
Information Act, as amended in 1974, 
5 U.S.C. 552
§ 1602.2 Definitions.

As used in this Part—
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(a) “FOIA” means the Freedom of 
Information Act, as amended in 1974, 
5 U.S.C. 552;

(b) “Records” means books, papers, 
maps, photographs, or other documen­
tary materials, regardless of physical 
form or characteristics, made or re­
ceived by the Corporation in connec­
tion with the transaction of the Cor­
poration’s business and preserved by 
the Corporation as evidence of the or­
ganization, functions, policies, deci­
sions, procedures, operations, or other 
activities of the Corporation, or be­
cause of the informational value of 
data in them. The term does not in­
clude books, magazines, or other mate­
rials acquired solely lor library pur­
poses and available through any offi­
cially designated library of the Corpo­
ration.
§1602.3 Policy

The Corporation will make records 
concerning its operations, activities, 
and business available to the public to 
the maximum extent reasonably possi­
ble. Records will be withheld from the 
public only in accordance with the 
FOIA and this regulation. Records 
that may be exempt from disclosure 
may be made available as a matter of 
discretion when disclosure is not pro­
hibited by law, and it does not appear 
adverse to legitimate interests of the 
public, the Corporation, or any indi­
vidual.

The Corporation will attempt to pro­
vide assistance to requesting parties, 
including information about how a re­
quest may be submitted. The Corpora­
tion will act on requests for records in 
a timely manner.
§ 1602.4 Index of Records.

The Corporation will maintain a cur­
rent index identifying any matter 
within the scope of section 1602.5(b)
(l)-(3) which has been issued, adopted, 
or promulgated by the Corporation, 
and other information published or 
made publicly available. The index 
will be maintained and made available 
for public inspection and copying at 
the Corporation’s headquarters in 
Washington, D.Ç., and at each region­
al office. The Corporation will provide 
a copy of the index on request, at a 
cost not to exceed the direct cost of 
duplication/
§ 1602.5 Central records room.

(a) The Corporation will maintain a 
central records room at its headquar­
ters at 733 15th Street NW., Suite 700, 
Washington, D.C. 20005, 202-376-5100. 
This room will be supervised by a Rec­
ords Officer, and will be open during 
regular business hours of the Corpora­
tion for the convenience of members 
of the public in inspecting and copying 
records made available pursuant to 
this Part. Certain records, described in

paragraph (b) of this section, will be 
regularly maintained in or in close 
proximity to the records room, to fa­
cilitate access thereto by any member 
of the public.

(b) Subject to the limitation stated 
ih paragraph (c) of this subsection, 
there will be available in the central 
records room the following:

(1) All final opinions, including con­
curring and dissenting opinions, and 
orders made in the adjudication of 
cases;

(2) Statements of policy and inter­
pretations adopted by the Corpora­
tion;

(3) Administrative staff manuals and 
instructions to the staff that affect 
the public;

(4) To the extent feasible, guide­
lines, forms, published regulations, no­
tices, program descriptions, and other 
records considered to be of general in­
terest to members of the public in un­
derstanding activities of the Corpora­
tion or in dealing with the Corpora­
tion in connection with those activi­
ties;

(5) The current index required by 
§ 1602.4.

(c) Certain types of staff manuals or 
instructions, such as instructions to 
auditors or inspection staff, or instruc­
tions covering certain phases of con­
tract negotiation, that deal with the 
performance of functions that would 
automatically be rendered ineffective 
by general awareness of the Corpora­
tion’s techniques or procedures, may 
be exempt from mandatory disclosure 
even though they affect or may affect 
the public. These records will not be 
maintained in the central records 
room.

(d) Certain records maintained in 
the records room or otherwise made 
available pursuant to this Part may be 
“edited” by the deletion of identifying 
details concerning individuals, to pre­
vent a clearly unwarranted invasion of 
personal privacy. In such cases, the 
record shall have attached to it a full 
explanation of the deletion.
§ 1602.6 Regional Records Rooms.

(a) Each regional office shall have 
either a specially designated records 
room similar to the central records 
room described in § 1602.5 Or, if that is 
not feasible, a designated area within 
the office, a principal function of 
which is to serve the public in accord­
ance with this Part. The Corporation 
will endeavor to maintain and have 
readily available in its regional offices 
the records described in § 1602.5(b), 
and will designate a records officer in 
each regional office to receive and 
process requests submitted pursuant 
to this Part.

(b) The regional records Aoms as of 
June 15, 1978, are located at the fol­
lowing addresses:

Boston Regional Office, 84 State Street, 
Room 520, Boston, Mass. 02101.

New York Regional Office, 10 East 40th 
Street, Room 2010, New York, N.Y. 10016. 

Philadelphia Regional Office, 101 North 33d 
Street, Suite 404, Philadelphia, Pa. 19104. 

Northern Virginia Regional Office, 1730 
North Lynn Street, Suite 600—Rosslyn, 
Arlington, Va. 22209.

Chicago Regional Office, 310 South Michi­
gan Avenue, 24th Floor, Chicago, 111. 
60604.

Atlanta Regional Office, 615 Peachtree 
Street NE., Ninth Floor, Atlanta, Ga. 
30308.

San Francisco Regional Office, 177 Post 
Street, Suite 890, San Francisco, Calif. 
94104.

Denver Regional Office, 1726 Champa 
Street, Suite -500, Denver, Colo. 80202. 

Seattle Regional Office, 506 Second Avenue, 
Room 1621, Seattle, Wash. 98104.

§ 1602.7 Use of records rooms.
(a) Any member of the public who 

wishes to inspect or copy records regu­
larly maintained in the central or a re­
gional records room may secure access 
to these records by presenting himself 
or herself at the records room during 
business hours. No advance notice or 
appointment is required, although per­
sons wishing to make extended use of 
regional office facilities should take 
account of the possible limitations in 
these facilities.

(b) Each records room will also be 
available to any member of the public 
to inspect and copy records which are 
not regularly maintained in such 
room. To obtain such records a person 
should present his or her request iden­
tifying the records to the records offi­
cer. Because it will sometimes be im­
possible to produce these records or 
copies of them on short notice, a 
person who wishes to use records room 
facilities to inspect or copy such rec­
ords is advised to arrange a time in ad­
vance, by telephone or letter request 
made to the records officer of the fa­
cility which he or she desires to use. 
Persons submitting requests by tele­
phone will be advised by the records 
officer or another designated employ 
ee whether a written request would be 
advisable to aid in the identification 
and expeditious processing of the rec 
ords sought. Persons submitting writ 
ten requests should identify the rec­
ords sought in the manner provided in 
§ 1602.8(b) and should indicate wheth­
er they wish to use the records room 
facilities on a specific date. The rec­
ords officer will endeavor to advise the 
requesting party as promptly as possi­
ble if, for any reason, it may not be 
possible to make the records sought 
available on the date requested.
§ 1602.8 Availability of records on request.

(a) In addition to the records made 
available through the records rooms, 
the Corporation will make such rec­
ords available to any person in accord-
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ance with paragraphs (b) and (c) of 
this • section, unless it is determined 
that such records should be withheld 
and are exempt from mandatory dis­
closure under the FOIA and § 1602.9 of 
these regulations.

(b) Requests.
(1 )  A request will be acceptable if it 

identifies a record with sufficient par­
ticularity to enable officials of the 
Corporation to locate the record with 
a reasonable amoùnt of effort. Re­
quests seeking records within a reason­
ably specific category will be deemed 
to conform to the statutory require­
ment of a request which “reasonably 
describes” such records if professional 
employees of the Corporation who are 
familiar with the subject area of the 
request would be able, with a reason­
able amount of effort, to determine 
which particular records are encom­
passed within the scope of the request, 
and to search for, locate, and collect 
the records without unduly burdening 
or materially interfering with oper­
ations because of the staff time con­
sumed or the resulting disruption of 
files. If it is determined that a request 
does not reasonably describe the rec­
ords sought as specified in this para­
graph, the response denying the re­
quest on that ground shall specify the 
reasons why the request failed to meet 
the requirements of this paragraph 
and shall extend to the requesting 
party an opportunity to confer with 
Corporation personnel in order to at­
tempt to reformulate the request in a 
manner that will meet the needs of 
the requesting party and the require­
ments of this paragraph.

(2) To facilitate the location of rec­
ords by the Corporation, a requesting 
party should try to provide the follow­
ing kinds of information, if known: (i) 
the specific event or action to which 
the record refers; (ii) the unit or pro­
gram of the Corporation which may 
be responsible for or may have pro­
duced the record; (iii) the date of the 
record or the date or period to which 
it refers or relates; (iv) the type of 
record, such as an application, a grant, 
a contract, or a report; (v) personnel of 
the Corporation who may have pre­
pared or have knowledge of the 
record; (vi) citations to newspapers or 
publications which have referred to 
the record.

(3) The Corporation is not required 
to create a record to satisfy a request 
for information. When the informa­
tion requested exists in the form of 
several records at several locations, 
the requesting party should be re­
ferred to those sources if gathering 
the information would unduly burden 
or materially interfere with operations 
of the Corporation.

(4) All requests for records under 
this section shall be made in writing, 
with the envelope and the letter clear-
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ly marked: “Freedom of Information 
Request.” All such requests shall be 
addressed to the records officer at the 
headquarters of the Corporation or at 
any regional records office. Any re­
quest not marked and addressed as 
specified in this sub-paragraph will be 
so marked by Corporation personnel 
as soon as it is properly identified, and 
forwarded immediately to the records 
officer. A request improperly ad­
dressed will not be deemed to have 
been received for purposes of the time 
period set forth in paragraph (c) of 
this section until forwarding to the ap­
propriate office has been effected. On 
receipt of an improperly addressed re­
quest, the records officer shall notify 
the requesting party of the date on 
which the time period commenced to 
run.

(5) A person desiring to secure copies 
of records by mail should write to the 
records officer at the headquarters in 
Washington, D.C. The request must 
identify the records of which copies 
are sought in accordance with the re­
quirements of this paragraph, and 
should indicate the number of copies 
desired. Fees may be required to be 
paid in advance in accordance with 
§ 1602.13. The requesting party will be 
advised of the estimated fee, if any, as 
promptly as possible. If a waiver of 
fees is requested, the grounds for such 
request should be included in the 
letter.

(c) The records officer, upon request 
for any records made in accordance 
with this Part, shall make an initial 
determination of whether to comply 
with or deny such request and dis­
patch such determination to the re­
questing party within 10 days (except­
ing Saturdays, Sundays, and legal 
public holidays) after receipt of such 
request, except for unusual circum­
stances in which case the time limit 
may be extended for not more than 10 
working days by written notice to the 
requesting party setting forth the rea­
sons for such extension and the date 
on which a determination is expected 
to be dispatched. In determining 
whether to issue a notice of extension 
of time for a response to a request 
beyond the 10-day period, Corporation 
officials shall consult with the Office 
of the General Counsel. As used 
herein, “unusual circumstances” are 
limited to the following, but only to 
the extent reasonably necessary to the 
proper processing of the particular re­
quest:

(1) The need to search for and col­
lect the requested records from field 
facilities or other establishments that 
are separate from the office processing 
the request;

(2) The need to search for, collect, 
and appropriately examine a volumi­
nous amount of separate and distinct
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records which are demanded in a 
single request; or

(3) The need for consultation, which 
shall be conducted with all practicable 
speed, with another agency having a 
substantial interest in the determina­
tion of the request or among two or 
more components of the Corporation 
having substantial subject matter in­
terest therein.

(d) If no determination has been dis­
patched at the end of the 10-day 
period, or the last extension thereof, 
the requesting party may deem his re­
quest denied, and exercise a right of 
appeal in accordance with § 1602.12. 
When no determination can be dis­
patched within the applicable time 
limit, the records officer shall never­
theless continue to process the re­
quest. On expiration of the time limit, 
he shall inform the requesting party 
of the reason for the delay, of the date 
on which a determination may be ex­
pected to be dispatched, and of his 
right to treat the delay as a denial and 
to appeal to the President in accord­
ance with § 1602.12; and he may ask 
the requesting party to forego appeal 
until a determination is made.

(e) After it has been determined that 
a request will be granted, the Corpora­
tion will act with diligence in provid­
ing a substantive response.
§ 1602.9 Invoking Exemptions to Withhold 

a Requested Record.
(а) A requested record of the Corpo­

ration may be withheld from public 
disclosure only if one or more of the 
following categories exempted by the 
FOIA apply:

(1) Matter which is related solely to 
the internal personnel rules and prac­
tices of the Corporation;

(2) Matter which is specifically 
exempted from disclosure by statute;

(3) Trade secrets and commercial or 
financial information obtained from a 
person and privileged or confidential;

(4) Inter-agency or intra-agency 
memoranda or letters which would not 
be available by law to a party other 
than an agency in litigation with the 
Corporation;

(5) Personnel and medical files and 
similar files, the disclosure of which 
would constitute a clearly unwarrant­
ed invasion of personal privacy;

(б) Investigatory records compiled 
for enforcing the Act or any other law, 
but only to the extent that the pro­
duction of such records would (i) inter­
fere with enforcement proceedings, (ii) 
deprive a person of a right of a fair 
trial or an impartial adjudication, (iii) 
constitute an unwarranted invasion of 
personal privacy, (iv) disclose the iden­
tity 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
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national security intelligence investi­
gation, confidential information fur­
nished only by the confidential source,
(v) disclose investigative techniques 
and procedures, or (vi) endanger the 
life or physical safety of law enforce­
ment personnel;

(b) In the event that one or more of 
the above exemptions applies, any rea­
sonably segregable portion of a record 
shall be provided to the requesting 
party after deletion of the portions 
that are exempt. In appropriate cir­
cumstances, subject to the discretion 
of Corporation officials, it may be pos­
sible to provide a requesting party 
with: (1)A summary of information in 
the exempt portion of a record or (2) 
an oral description of the exempt por­
tion of a record. In determining 
whether any of the foregoing tech­
niques should be employed in accord­
ance with this paragraph or whether 
an exemption should be waived in ac­
cordance with paragraph (c) of this 
section, Corporation officials shall 
consult with the Office of General 
Counsel. No requesting party shall 
have a right to insist that any or all of 
the foregoing techniques should be 
employed in order to satisfy a request.

(c) Records that may be exempted 
from disclosure pursuant to paragraph
(a) of this section may be made availa­
ble as a matter of discretion when dis­
closure is not prohibited by law, if it 
does not appear adverse to legitimate 
interests of the Corporation, the 
public, or any person.
§ 1602.10 Official authorized to grant or 

deny requests for records.
The General Counsel shall furnish 

necessary advice to Corporation offi­
cials and staff as to their obligations 
under this Part and shall take such 
other actions as may be necessary or 
appropriate to assure a consistent and 
equitable application of the provisions 
of this Part by and within the Corpo­
ration. Other officials of the Corpora­
tion shall consult with the General 
Counsel before denying request under 
this Part, or before granting requests 
for waiver or modified application of 
an exemption or for categories of doc­
uments which the General Counsel de­
termines may present special or un­
usual problems. The General Counsel 
and, subject to consultation with him 
where required, the Records Officer, 
each Regional Director, and each Re­
gional Records Officer are authorized 
to grant or deny requests under this 
Part.
§ 1602.11 Denials.

(a) A denial of a written request for 
a record that complies with the re­
quirements of § 1602.8 shall be in writ­
ing and shall include the following:

(1 )  A reference to the applicable ex­
emption or exemptions in § 1602.9(a) 
upon which the denial is based;

(2) An explanation of how the ex­
emption applies to the requested rec­
ords;

(3) A statement explaining why it is 
deemed unreasonable to provide segre­
gable portions of the record after de­
leting the exempt portions;

(4) The name and title of the person 
or persons responsible for denying the 
request; and

(5) An explanation of the right to 
appeal the denial and of the proce­
dures for submitting an appeal, includ­
ing the address of the official to whom 
appeals should be submitted.

(b) Whenever the Corporation 
makes a record available subject to the 
deletion of a portion of the record, 
such action shall be deemed a denial 
of a record for purposes of paragraph
(a) of this section.

(c) All denials shall be treated as 
opinions and shall be maintained and 
indexed accordingly, subject only to 
the necessity of deleting identifying 
details the release of which would con­
stitute a clearly unwarranted invasion 
of personal privacy.
§ 1602.12 Appeals of denials.

(a) Any person whose written re­
quest has been denied is entitled to 
appeal the denial within 90 days by 
writing to the president of the Corpo­
ration at the headquarters in Wash­
ington, D.C. The envelope and letter 
should be clearly marked: “Freedom of 
Information Appeal.” An appeal need 
not be in any particular form, but 
should adequately identify the denial, 
if possible, by describing the requested 
record, identifying the official who 
issued the denial, and providing the 
date on which the denial was issued.

(b) No personal appearance, oral ar­
gument, or hearing will ordinarily be 
permitted on appeal of a denial. Upon 
request and a showing of special cir­
cumstances, however, this limitation 
may be waived and an informal confer­
ence may be arranged with the presi­
dent, or the president’s specifically 
designated representative, for this 
purpose.

(c) The decision of the president on 
an appeal shall be in writing and, in 
the event the denial is in whole or in 
part upheld, shall contain an explana­
tion responsive to the arguments ad­
vanced by the requesting party, the 
matters described in § 1602.11(a)(1)-
(4), and the provisions for judicial 
review of such decision under section 
552(a)(4) of the FOIA. The decision 
shall be dispatched to the requesting 
party within 20 working days after re­
ceipt of the appeal, unless an addition­
al period is justified pursuant to 
§ 1602.8(c) and such period taken to­
gether with any earlier extension does

not exceed 10 days. The president’s de­
cision shall constitute the final action 
of the Corporation. All such decisions 
shall be treated as final opinions 
under § 1602.5(b).
§1602.13 Fees.

(a) Information provided routinely 
in the normal course of doing business 
will be provided at no charge.

(b) The records officer may waive or 
reduce fees where special circum­
stances, including but not limited to 
the benefit of the general public, war­
rant. A records officer shall waive fees 
where the requesting party is indigent 
unless the fees would exceed $25 and 
may waive or reduce fees for the re­
quest of an indigent where the fees 
would exceed $25. These provisions 
will be subject to appeal in the same 
manner as appeals frdm denial under 
§ 1602.12.

(c) There shall be no fee charged for 
services rendered by the Corporation 
pursuant to this part, unless the 
charges, as calculated in paragraph (e) 
of this section, exceed $6.50. Where 
the charges are calculated to exceed 
$6.50, the fee shall be the difference 
between $6.50 and the calculated 
charges.

(d) Ordinarily, no fee shall be levied 
where the records requested are not 
provided or made available. However, 
if the time expended in processing the 
request is substantial, and if the re­
questing party has been notified of 
the estimated cost pursuant to para­
graph (f) of this section, and has been 
specifically advised that it cannot be 
determined in advance whether any 
records will be made available, fees 
may be charged.

(e) The schedule of charges for ser­
vices regarding the production or dis­
closure of the Corporation’s records is 
as follows:

(1) Search for records and produc­
tion of information based on the fol 
lowing schedule of direct laboi 
charges: (a) Programer=$6.25/quartei 
hour; (b) Analyst=$3.50/quarter hour 
and (c) Processor=$1.50/quarter hour

(2) Computer time: Actual charges 
as incurred.

(3) Reproduction, duplication, o: 
copying of records: $0.10 per page.

(4) Reproduction, duplication, o 
copying of microfilm: Actual charge 
as incurred.

(5) Certification of true copies: $ 
each.

(f) Where it is anticipated that th 
fee chargeable under this part wi] 
amount to more than $25, and the r« 
questing party has not indicated in ac 
vance his willingness to pay so high 
fee, the requesting party shall be not 
fied of the amount of the anticipate 
fee or such portion thereof as ca 
readily be estimated. In such cases, 
request will not be deemed to ha*
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been received until the requesting 
party is notified of the anticipated 
cost and agrees to bear it. Such a noti­
fication shall be transmitted as soon 
as possible, but in any event within f> 
working days, giving the best estimate 
then available. The notification shall 
offer the requesting party the oppor­
tunity to confer with appropriate rep­
resentatives of the Corporation for the 
purpose of reformulating the request 
so as to meet his needs at a reduced 
cost.

(g) Where the anticipated fee 
chargeable under this part exceeds 
$25, an advance deposit of 25 percent 
of the anticipated fee may be required. 
Where a requesting party has previ­
ously failed to pay a required fee, an 
advance deposit of the full amount of 
the anticipated fee together with the 
fee then due and payable may be re­
quired.

(h) The Corporation reserves the 
right to limit the number of copies 
that will be provided of any document 
to any one requesting party, or to re­
quire that special arrangements for 
duplication be made' in the case of 
bound volumes or other records repre­
senting unusual problems of handling 
or reproduction.

A l ic e  D a n ie l , 
General Counsel, 

Legal Services Corporation.
[PR Doc. 78-21009 Piled 7-27-78; 8:45 am]

[6 8 2 0 -3 5 ]

[4 5  CFR Part 1620]

PRIORITIES IN  ALLOCATION OF RESOURCES 

AGENCY; Legal Services Corporation. 
ACTION: Proposed amendment.
SUMMARY; The Corporation pro­
poses to revise its regulation concern­
ing the priority-setting procedures for 
recipients who provide legal assist­
ance. This proposal would require that 
recipients set priorities in a more sys­
tematic way and involve clients in 
every step. This rule is being proposed 
after the Corporation has considered 
public comments which were received 
in response to a previously published 
proposed rule.
DATES; Comments must be received 
on or before September 11,1978.
ADDRESS: Legal Services Corpora­
tion, 733 15th Street NW., Suite 700, 
Washington, D.C. 20005.
FOR FURTHER INFORMATION 
CONTACT:

Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION: 
Section 1007(a)(2)(C) of the Legal Ser­
vices Corporation Act requires the 
Corporation to insure that recipients 
adopt procedures for determining and

implementing priorities in the alloca­
tion of their resources for the provi­
sion of legal assistance. Section 9(b)(1) 
of the 1977 amendments to the Legal 
Services' Corporation Act requires 
that, in setting and implementing pri­
orities, recipients take into account 
the relative needs of eligible clients 
“including particularly the needs for 
service on the part of significant seg­
ments of the population of eligible cli­
ents with special difficulties of access 
to legal services or special legal prob­
lems * * The elderly and handi­
capped are cited as examples of groups 
with such problems. The legislative 
history of this provision makes clear 
that it was not intended to establish a 
preference for certain groups of eligi­
ble clients. Rather, it is intended to 
insure that the needs of all significant 
segments of the client community are 
considered, and that the consideration 
addresses the need for expanded 
access to service as well as substantive 
problems.

A proposed amendment to part 1620 
was published for comment on March 
17, 1978 (43 FR 11241). Many of the 
comments received urged revision of 
the regulation to require recipients to 
approach the setting of priorities in a 
more systematic way, and to involve 
clients in every step. The Corporation 
recognizes the validity of these con­
cerns and has made substantial revi­
sions in response to them.

Some comments urged that an addi­
tional step be added to the priority­
setting process, that is, a requirement 
that the views of clients be document­
ed and a written statement of reasons 
be prepared whenever those reasons 
are departed from. Others vièw such a 
requirement as inconsistent with the 
draft’s attempt to set out only the 
basic elements of priority-setting, leav­
ing the details to be worked out by in­
dividual recipients in light, of their 
particular needs. The documentation 
requirement is set forth in the brack­
eted provision 1620.2(d). The Corpora­
tion is particularly interested in re­
ceiving comments on the wisdom and 
helpfulness of including or excluding 
that section.

At present, Part 1620 reads as fol­
lows:

Sec.
1620.1 Purpose.
1620.2 Procedure.

Authority: Sec. 1007(a)(2); 42 U.S.C. 
2996(a)(2).

Section 1620.1 Purpose. This Part is de­
signed to insure that a recipient will allo­
cate its resources in an economical and ef­
fective manner.

Section 1620.2 Procedure, (a) A recipient 
shall adopt procedures for establishing pri­
orities in the allocation of its resources. The 
procedures adopted shall insure participa­
tion by clients and employees of the recipi­
ent, and shall provide opportunity for com­

ment by interested members of the public. 
Priorities shall be reviewed periodically.

(b) The following factors shall be among 
those considered in establishing priorities:

(1) The resources of the recipient;
(2) The population of eligible clients in 

the geographic area served by the recipient;
(3) The availability of another source of 

free or low-cost legal assistance in a particu­
lar category of cases or matters;

(4) The urgency of particular legal prob­
lems of the clients of the recipient; and

(5) The general effect of the resolution of 
a particular category of cases or matters on 
persons least able to afford legal assistance 
in the community served.

* * * * *
The proposed revision of Part 1620 

reads as follows:
PART 1620— PRIORITIES IN  ALLO CATION OF 

RESOURCES

Sec.
1620.1 Purpose.
1620.2 Procedure.
1620.3 Review.

Authority: Sec. 1007(a)(2); 42 U.S.C. 
2996(a)(2).

§ 1620.1 Purpose.
This Part is designed to insure that 

a recipient, through policies adopted 
by its governing body, takes into ac­
count the views of eligible clients, 
staff and other interested persons in 
establishing priorities for allocating its 
resources in an economical and effec­
tive manner, consistent with the pur­
poses and requirements of the act and 
other provisions of Federal law.
§ 1620.2 Procedure.

(a) A recipient shall adopt proce­
dures for establishing priorities in the 
allocation of its resources. The proce­
dure adopted shall:

(1) Provide for an assessment of the 
needs of eligible clients in the geo­
graphic area served by the recipient, 
and their relative importance, based 
on comments from eligible clients so­
licited in a manner reasonably calcu­
lated to reflect the attitudes of all sig­
nificant segments of the eligible client 
population. The assessment shall de­
termine the need for outreach, train­
ing of the recipient’s employees, and 
support services, as well as substantive 
legal problems; and

(2) Insure participation by all signifi­
cant segments of the client community 
and the recipient’s employees in the 
setting of priorities, in the develop­
ment of the work plan required by 
subsection (c), and in the review re­
quired by section 1620.3, and provide 
the opportunity for comment by inter­
ested members of the public.

(b) The following factors shall be 
among those considered by the recipi­
ent in establishing priorities:

(1) The needs assessment described 
in subsection (a)(1) above;
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(2) The population of eligible clients 
in the geographic area served by the 
recipient, including all significant seg­
ments of that population with special 
legal problems, or with special difficul­
ties of access to legal services;

(3) The resources of the recipient;
(4) The availability of another 

source of free or low-cost legal assist­
ance in a particular category of cases 
or matters;

(5) The relative importance of par­
ticular legal problems of the clients of 
the recipient;

(6) The general effect of the resolu­
tion of a particular category of cases 
or matters on eligible clients in the 
area served; and

(7) The availability of other sources 
of training, support, and outreach ser­
vices.

(c) The recipient shall develop a 
work plan describing each of its prior­
ities in detail and the manner in which 
those priorities will be implemented. 
The plan shall be available to the 
public, and the recipient shall report 
on its success in achieving the plan 
prior to its next review of priorities, 
but in no event less often than annual­
ly.

[(d) The recipient shall record the 
results of the needs assessment, the 
priorities, the reasons for adopting pri­
orities which are different from the 
needs assessment, the work plan and 
the review of priorities, all of which 
shall be available to the public.]
§ 1620.3 Review.

Priorities shall be reviewed regular­
ly. The following factors shall be 
among those considered in determin­
ing whether the recipient’s priorities 
should be changed;

(a) The extent to which the objec­
tives of the recipient’s work plan have 
been accomplished;

(b) Changes in the resources of the 
recipient; and,

(c) Changes in the size or needs of 
the eligible client population.

^  A l ic e  D a n ie l , 
General Counsel, 

Legal Services Corporation.
[FR Doc. 78-21019 Filed 7-27-78; 8:45 am]

[6 7 1 2 -0 1 ]

FEDERAL COMMUNICATIONS 
COMMISSION
[4 7  CFR Port 1]

[Gen. Docket No. 78-167; FCC 78-517]

POLICIES A N D  PROCEDURES REGARDING EX 
PARTE C O M M U N IC A TIO N S  DURING INFOR­
M A L RULEMAKING PROCEEDINGS

Proposed Rulem aking and  Extension o f Time

AGENCY: Federal Communications 
Commission.

ACTION: Further Notice of Inquiry.
SUMMARY: In the June 27,1978 issue 

.of the F ed er a l  R e g is t e r  (4 3  FR 
27868), the FCC published a Notice of 
Inquiry and Interim Policy Statement 
permitting ex parte communications 
in most informal (notice and com­
ments) rulemaking proceedings, but 
requiring that such contacts be public­
ly disclosed. This document gives fur­
ther notice of inquiry and contains 
five minor modifications or clarifica­
tions of the original notice: Those 
clarifications or modifications are:

1. The reference to “channel alloca­
tions” is changed to “channel assign­
ments”.

2. The definition of participants in 
rulemaking is changed to “all interest­
ed persons”.

3. Memoranda from outsiders must 
include the substance of proposed dis­
cussion, not just lists of topics, and

4. No date certain for response to ex 
parte presentation will be established.

5. No prior notice of cut off.
DATES: Non-applicable.
ADDRESS: Federal Communications 
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION 
CONTACT:

Keith H. Fagan, Office of General
Counsel, 202-632-7112.

O r d e r  a n d  F u r t h e r  N o t ic e  o f  
I n q u ir y

Adopted: July 17,1978.
Released: July 18,1978.

In the matter of: Policies and proce­
dures regarding Ex Parte Communica­
tions during informal rulemaking pro­
ceedings, Gen. Docket No. 78-167.

In reviewing our original Notice of 
Inquiry in this docket, FCC 78-405, re­
leased June 14, 1978, some matters 
have come to our attention which we 
believe require clarification or modifi­
cation. These are as follows:

1. In paragraphs 3, 10, and 15, we re­
ferred to cases involving FM or TV 
channel allocations. We should have 
said channel assignments. Both under 
our former procedures and our pro­
posed new procedures, ex parte con­
tacts are prohibited only in the those 
rulemakings involving changes in the 
FM or TV table of assignments. Such 
contacts are not barred (although 
they must now be disclosed) in rule- 
makings involving spectrum allocation.

2. In paragraph 17, we stated that 
the persons outside the Commission to 
be governed by the new procedures in­
cluded “Participants in the rulemak­
ing, i.e., those filing or intending to 
file formal comments.” It has been 
pointed out that this definition is too 
narrow, since not all participants in 
rulemakings do file formal comments.

Accordingly, we are substituting for 
the above language the words “Partici­
pants in the rulemaking, i.e., all inter­
ested persons.” It should be noted, 
however, that this category still in­
cludes public as well as private enti­
ties. Also, the representatives of these 
interested persons, as well as inter- 
ceders on their behalf, are still covered 
by the new procedures.

3. In paragraph 18, we stated that a 
person wishing to discuss the merits of 
a proceeding with a Commissioner or 
staff member should bring with him a 
“memorandum of the subjects he 
wishes to discuss.” One of the pur­
poses of this requirement is to make it 
possible for other interested persons 
to comment on the matters discussed 
at such meetings. Therefore, this 
memo should not simply be a list of 
the topics to be discussed; rather, it 
should reflect the substance of what 
the writer actually intends to say 
about these topics.

4. In paragraph 23, we said that we 
would give notice of a “date certain” 
by which responses to ex parte presen­
tations should be made. Upon further 
reflection, we have decided that it is 
unnecessary to require that responses 
be made within a certain time. Accord­
ingly, responses to ex parte presenta­
tions will be permissible at any time 
prior to cut-off.

5. In paragraph 24, we N said that 
there would be “short prior notice” of 
the date after which ex parte contact 
would be cut off. Upon reconsider­
ation, we have determined that any 
prior notice would defeat the purpose 
of the cut-off requirement. Therefore, 
our notice for each docket will simply 
state that ex parte contacts have been 
cut off as of the date of the notice.

It is ordered, That the Notice of In­
quiry, FCC 78-405, released June 14, 
1978, is amended in accordance with 
the preceding paragraphs.

F ed er a l  C o m m u n ic a t io n s  
C o m m is s io n ,

W il l ia m  J. T r ic a r ic o , 
Secretary.

[FR Doc. 78-20888 Filed 7-27-78; 8:45 am]

[ 6 7 1 2 -0 1 ]

[4 7  CFR PART 7 3 ]

[BC Docket No. 78-220; RM-3063]

FM BROADCAST STATIONS IN  MAYFLOWER, 
C O N W A Y  A N D  JACKSONVILLE, ARKANSAS

Proposed Changes in Table o f Assignments

AGENCY: Federal Communications 
Commission.
ACTION: Notice of proposed rulemak­
ing.
SUMMARY: Action taken herein pro­
poses the assignment of a class A FM 
channel to Conway, Ark. It also de-

FEDERAL REGISTER, V O L  43, N O . 146— FRIDAY, JULY 28 , 1978



PROPOSED RULES 32833

letes a class C channel from Conway 
and reassigns it to Jacksonville, Ark., 
to reflect the fact that it already is 
being used there.
DATES: Comments must be received 
on or before September 15, 1978, reply 
comments must be received on or 
before October 5,1978.
ADDRESS: Federal Communications 
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION 
CONTACT:

Mildred B. Nesterak, Broadcast
Bureau, 202-632-7792.

SUPPLEMENTARY INFORMATION: 
In the matter of amendment of 
§ 73.202(b), table of assignments, FM 
broadcast stations. (Mayflower and 
Conway, Ark. BC Docket No. 78-220, 
RM-3063. Notice of Proposed Rule- 
making.
Adopted: July 17,1978.
Released: July 24,1978.

By the Chief, Broadcast Bureau:
1. Petitioner, proposal, comments. 

(a) Notice of Proposed Rulemaking is 
given concerning amendment of sec­
tion 73.202(b) of the Commission’s 
rules as concerns Mayflower, and 
Conway, Ark.

(b) Petition for rulemaking1 was 
filed by Michael D. Harrison (“peti­
tioner”), requesting the assignment of 
FM channel 224A to Mayflower, Ark. 
No responses to the petition were 
made.

2. Community Data, (a) Location— 
Mayflower, in Faulkner County, is lo­
cated approximately 27 kilometers (17 
miles) northwest of Little Rock, Ark.

(b) Population—Mayfower—469; 
Faulkner County—31,578.2

(c) Present local aural service— 
There is no local aural broadcast serv­
ice in Mayflower:

3. Economic data. Petitioner states 
that Mayflower is primarily an agri­
cultural area whose major industries 
are food packaging, microfilm and 
manufacturing. He asserts that there 
is a particular need for providing local 
weather information to the farmers 
and workers. In addition, he states 
that a locak facility would fill an im­
portant need for coverage of general 
events in the community such as 
nighttime sports, musical programs, 
school announcements, and discussion 
of controversial subjects of interest 
and importance to the community. We 
are told that Mayflower is served by 
no local newspapers.

4. Preclusion study. Preclusion 
would occur only on the cochannel in 
two areas: one small area contains the 
proposed transmitter site and Conway

‘Public Notice of the petition was given 
on March 7, 1978, report No. 1106.

* Population figures are taken from the  
1970 U.S. Census.

which has an FM assignment; the 
other is a larger area surrounding Hot 
Springs, Ark., which has three FM sta­
tions.

5. Other considerations. In order to 
avoid short-spacing to station KOTN- 
FM, channel 222, Pine Bluff, Ark., a 
channel 224A station at Mayflower 
would have to use a site 12.8 kilome­
ters (8 miles) north of Mayflower. 
This would place the station 1.6 kilo­
meters (l' mile) southwest of Conway, 
Ark. (pop. 15,510), which has two class 
C assignments (channels 262, 286) 
with one of the assignments used at 
Jacksonville, Ark., some 38 kilometers 
(24 miles) distant.

6. Although petitioner proposes the 
assignment of channel 224A to the 
small community of Mayflower, 
Conway, seat of Faulkner County, is 
clearly the population center for this 
area. It appears that, with transmitter 
site restriction, the proposed channel’s 
principal service area is Conway 
rather than Mayflower. We believe, 
therefore, that it might be more ap­
propriate to assign channel 224A to 
Conway. This, however, does not fore­
close use of the channel at Mayflower, 
since the proximity of the two commu­
nities would permit the channel to be 
licensed as a Mayflower facility under 
the provisions of § 73.203(b), the “10- 
mile rule.”

7. The proposed assignment appears 
to raise the question of whether a 
third assignment to a community of 
15,510 population wpuld be warranted. 
However, since one of the presently as­
signed channels is used at Jackson­
ville, Conway only really has one FM 
station. Therefore, we are proposing to 
amend thé FM table to reflect the cur­
rent usage of the channel at Jackson­
ville. Conway is large enough to quali­
fy for assignment of a second channel 
under the Commission’s population 
guidelines. However, assignment of the 
proposed class A channel would result 
in the intermixture in classes of as­
signments. In the absence of availabil­
ity of class C assignments, the Com* 
mission has permitted such intermix­
ture if an interest has been shown to 
operate under such conditions. 
Yakima, Wash., 45 FCC 2d 548, 550 
(1973); Key West, Fla., 45 FCC 2d 142, 
145 (1974). Petitioner should indicate 
his willingness to operate a class A FM 
station.

8. Since a second FM assignment is 
being proposed for Conway, petitioner 
should submit in his comments a Roa­
noke Rapids, 9 FCC 2d 672 (1967) 
study showing the number of people 
who would receive a first or second 
FM service. In addition, petitioner 
should show the extent of nighttime 
service provided by standard broadcast 
stations so that we can determine 
whether any first and second aural

service would be provided. Anamosa- 
Iowa City, Iowa, 46 FCC 520 (1974).

9. Comments are invited on the pro­
posal to amend the FM table of assign­
ments (§ 73.202(b) of the rules), as fol­
lows:

City and Channel No.
Conway, Ark.; Present: 262, 286; Proposed:

224A, 286.
Jacksonville, Ark.; Present: —; Proposed:

262.
10. The Commission’s authority to 

institute rulemaking proceedings; 
showings required; cutoff procedures 
used; and filing requirements are set 
forth below and are incorporated 
herein. NOTE: A showing of continu­
ing interest is required by paragraph 2 
below before a channel will be as­
signed.

11. Interested parties may file com­
ments on or before September 15, 
1978, and reply comments on or before 
October 5,1978. -

F e d er a l  C o m m u n ic a t io n s  
C o m m is s io n ,

W allace  E . J o h n s o n ,
Chief, Broadcast Bureau.

1. Pursuant to authority found in 
sections 4(i), 5(d)(1), 303 (g) and (r), 
and 307(b) of the Communications Act 
of 1934, as amended, and § 0.281(b)(6) 
of the Commission’s rules, it is pro­
posed to amend the FM table of as­
signments, § 73.202(b) of the Commis­
sion’s rules and regulations, as set 
forth in the Notice of Proposed Rule- 
making to which this appendix is at­
tached.

2. Showings required. Comments are 
invited on the proposal(s) discussed in 
the Notice of Proposed Rulemaking to 
which this appendix is attached. 
Proponent(s) will be expected to 
anwer whatever questions are present­
ed in initial comments. The proponent 
of a proposed assignment is also ex­
pected to file comments even if it only 
resubmits or incorporates by reference 
its former pleadings. It should also re­
state its present intention to apply for 
the channel if it is assigned, and, if au­
thorized, to build the station prompt­
ly. Failure to file may lead to denial of 
the request.

3. Cutoff procedures. The following 
procedures will govern the considera­
tion of filings in this proceeding.

(a) Counterproposals advanced in 
this proceeding itself will be consid­
ered, if advanced in initial comments, 
so that parties may comment on them 
in reply comments. They will not be 
considered if advanced in reply com­
ments. (See § 1.420(d) Of Com m ission  
rules.)

(b) With respect to petitions for ru­
lemaking which conflict with the 
proposal(s) in this notice, they will be 
considered as comments in the pro­
ceeding, and public notice to this
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effect will be given as long as they are 
filed before the date for filing initial 
comments herein. If they are filed 
later than that, they will not be con­
sidered in connection with the decision 
in this docket.

4. Comments and reply comments; 
service. Pursuant to applicable proce­
dures set out in §§ 1.415 and 1.420 of 
the Commission’s rules and regula­
tions, interested parties may file com­
ments and reply comments on or 
before the dates set forth in the 
Notice of Proposed Rulemaking to 
which this appendix is attached. All 
submissions by parties to this proceed­
ing or persons acting on behalf of such 
parties must be made in written com­
ments, reply comments, or other ap­
propriate pleadings. Comments shall 
be served on the petitioner by the 
person filing the comments. Reply 
comments shall be served on the 
person(s) who filed comments to 
which the reply is directed. Such com­
ments and reply comments shall be ac­
companied by a certificate of service. 
(See §1.420 (a), (b), and (c) of the 
Commission rules.)

5. Number of copies. In accordance 
with the provisions of § 1.420 of the 
Commission’s rules and regulations, an 
original and four copies of all com­
ments, reply comments, pleadings, 
briefs, or other documents shall be 
furnished the Commission.

6. Public inspection of filings. All fil­
ings made in this proceeding will be 
available for examination by interest­
ed parties during regular business 
hours in the Commission’s Public Ref­
erence Room at its headquarters, 1919 
M Street NW., Washington, D.C.

[PR Doc. 78-20857 Piled 7-27-78; 8:45 am]

[6 7 1 2 -0 1 ]

[4 7  CFR Port 7 3 ]

[BC Docket No. 78-221; RM-3060]

FM BROADCAST STATION IN  A TLANTA, M IC H . 

Proposed Changes in Table o f Assignments

AGENCY: Federal Communications 
Commission.
ACTION: Notice of Proposed Rule- 
making.
SUMMARY: Action taken herein pro­
poses the assignment of a class C FM 
channel to Atlanta, Mich. Petitioner, 
Wilderness Broadcasting, Inc., states 
the proposed channel would bring the 
first local aural broadcast service to a 
three county area.
DATES: Comments must be filed on 
or before September 15, 1978, reply 
comments must be filed on or before 
October 5,1978.
ADDRESS: Federal Communications 
Commission, Washington, D.C. 20554.

FOR FURTHER INFORMATION 
CONTACT:

Mildred B. Nesterak, Broadcast
Bureau, 202-632-7792.

SUPPLEMENTARY INFORMATION: 
In the matter of amendment of 
§ 73.202(b), table of assignments, FM 
broadcast stations. (Atlanta, Mich.), 
BC Docket No. 78-221, RM-3060. 
Notice of Proposed Rulemaking.
Adopted: July 17,1978.
Released: July 24,1978.

1. Petitioner, proposal, comments. 
(a) Petition for rulemaking 1 filed Jan­
uary 5, 1978, by Edward S. Solomon
d.b.a. Wilderness Broadcasting, Inc. 
(“petitioner”), proposing the assign­
ment of class C FM channel 223 to At­
lanta, Mich.

(b) This channel could be assigned 
without affecting any existing FM as­
signments.

(c> Petitioner, the only responding 
party, states it will apply for the chan­
nel,if assigned.

2. Demographic data, (a) Location— 
Atlanta, seat of Montmorency Coirnty, 
is located in the northeastern part of 
Michigan’s lower peninsula, 300 kilo­
meters (188 miles) northwest of De­
troit.

(b) Population—Atlanta—800; Mont­
morency County—5,247.2

(c) Local aural service—There is no 
local aural broadcast service in Atlan­
ta.

3. Economic considerations. Peti­
tioner states that, according to the 
Northeast Michigan Council, Atlanta’s 
economy is primarily devoted to gov­
ernmental activities and related ser­
vices. We are informed that forest re­
lated activities, tourism, and some 
m inim al agricultural activity are also 
factors in the area’s economy. Peti­
tioner adds that the largest industrial 
enterprise in the Atlanta area is Essex 
Wire Corp. which employs about 400 
employees.

4. Additional considerations. Peti­
tioner asserts that the counties of 
Montmorency, Oscoda, and Alcona 
have no local aural broadcast service. 
It claims that the proposed station 
would cover the news and community 
affairs of this area.

5. Preclusion study. Assignment of 
class C channel 223 to Atlanta, Mich., 
would cause preclusion to two commu­
nities in Michigan with populations 
greater than 1,000, namely, St. Ignace 
(pop. 2,892) and Onaway (pop. 1,262). 
St. Ignace has an FM station on its 
own assignment. Onaway does not 
have an assigned channel. Petitioner 
should indicate in its comments 
whether an alternate FM channel is 
available for assignment to Onaway.

»Public notice of the petition was given on 
March 7,1978, report No. 1106.

Population figures are taken from the  
1970 U.S. Census.

6. In this case where the community 
has a population of only 800 persons, 
it would be the usual practice to assign 
a class A channel. However, the peti­
tioner requested a class C channel. 
Such an exception has been made 
where the class C proposal woud bring 
service to unserved or underserved 
areas. However, before the Commis­
sion is able to determine whether the 
requested assignment would be in the 
public interest, additional information 
is needed. Petitioner should submit in 
its comments a Roanoke^ Rapids- 
Goldsboro, N.C., 9 FCC 2d 672 (1967), 
study showing the figures for the area 
and number of people who would re­
ceive a first and second FM service 
from a class C station in Atlanta. In 
addition, petitioner should show the 
extent of nighttime service provided 
by standard broadcast stations in the 
context of first and second aural serv­
ice. Anamosa-Iowa City, Iowa, 46 FCC 
2d 520 (1974). Both first and second 
FM and first and second aural services 
should be shown apart from any non­
commercial educational FM stations.

7. Comments are invited on the fol­
lowing proposal to amend the table of 
assignments with, regard to the com­
munity of Atlanta, Mich.

City and Channel-No.
Atlanta, Mich.; Present: —; Proposed: 223.

8. The Commission’s authority to 
institute rulemaking proceedings; 
showings required; cut-off procedures 
used; and filing requirements are set 
forth below and are incorporated 
herein.

Note.—A showing of continuing interest is 
required by paragraph 2 below before a 
channel will be assigned.

7. Interested parties may file com­
ments on or before September 15, 
1978, and reply comments 6n or before 
October 5,1978.

F ederal Communications 
Co m m issio n ,

W allace E. J ohnson ,
Chief, Broadcast Bureau.

1. Pursuant to authority found in 
sections 4(i), 5(d)(1), 303 (g) and (r), 
and 307(b) of the Communications Act 
of 1934, as amended, and § 0.281(b)(6) 
of the Commission’s rules, it is pro­
posed to amend the FM table of as­
signments, § 73.202(b) of the Commis­
sion’s rules and regulations, as set 
forth in the Notice of Proposed Rule- 
making to which this appendix is at­
tached.

2. Showings required. Comments are 
invited on the proposal(s) discussed in 
the Notice of Proposed Rulemaking to 
which this appendix is attached. 
Proponent(s) will be expected to 
answer whatever questions are pre­
sented in initial comments. The propo­
nent of a proposed assignment is also
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expected to file comments even if it 
only resubmits or incorporates by ref­
erence its former pleadings. It should 
also restate its present intention to 
apply for the channel if it is assigned, 
and, if authorized, to build the station 
promptly. Failure to file may lead to 
denial of the request.

3. Cut-off procedures. The following 
procedures will govern the considera­
tion of filings in this proceeding.

(a) Counterproposals advanced in 
this proceeding itself will be consid­
ered, if advanced in initial comments, 
so that parties may comment on them 
in reply comments. They will not be 
considered if advanced in reply com­
ments. (See § 1.420(d) of Commission 
rules.)

(b) With respect to petitions for ru­
lemaking which conflict with the 
proposal(s) in this Notice, they will be 
considered as comments in the pro­
ceeding, and public notice to this 
effect will be given as long as they are 
filed before the date for filing initial 
comments herein. If they are filed 
later than that, they will not be con­
sidered in connection with the decision 
in this docket.

4. Comments and reply comments; 
service. Pursuant to applicable proce­
dures set out in §§ 1.415 and 1.420 of 
the Commission’s rules and regula­
tions, interested parties may file com­
ments and reply comments on or 
before the dates set forth in the 
Notice of Proposed Rulemaking to 
which this appendix is attached. All 
submissions by parties to this proceed­
ing or persons action on behalf of such 
parties must be made in written com­
ments, reply comments, or other ap­
propriate pleadings. Reply comments 
^hall be served on the person(s) who 
filed comments to which the refcly is 
directed. Such comments and reply 
comments shall be accompanied by a 
certificate of service. (See § 1.420 (a), 
(b), and (c) of the Commission rules.)

5. Number of copies. In accordance 
with the provisions of § 1.420 of the 
Commission’s rules and regulations, an 
original and four copies of all com­
ments, reply comments, pleadings, 
briefs, or other documents shall be 
furnished the Commission.

6. Public inspection of filings. All fil­
ings made in this proceeding will be 
available for examination by interest­
ed parties during regular business 
hours in tjie Commission’s Public Ref­
erence Room at its headquarters, 1919 
M Street NW., Washington, D.C.

[FR Doc. 78-20858 Filed 7-27-78; 8:45 am]

[6 7 1 2 -0 1 ]

[4 7  CFR Parts 81 and 8 3]

[Gen. Docket No. 78-208; FCC 78-487]

PR O VID IN G  FOR THE USE OF SINGLE SIDE­
BAND EMISSION A3J (SUPPRESSES CARRI­
ER) O N  THE M ARITIM E MOBILE SERVICE RA­
DIOTELEPHONE FREQUENCY 2182 kHz

Proposed Rulem aking

AGENCY: Federal Communications 
Commission.
ACTION: Proposed rulemaking.
SUMMARY: Amendment of the rules 
to provide for the use of single side­
band (SSB) emission A3J (suppressed 
carrier) on the maritime mobile serv­
ice radiotelephone frequency 2182 
kHz, effective November 1, 1978. This 
action completes a Commission pro­
gram to shift from double sideband 
(DSB) to single sideband emission in 
the band 2000-2850 kHz, initiated in 
1968, except for certain communica­
tions (see supplementary informa­
tion). This amendment also provides 
improvement in the maritime mobile 
service radio distress system.
DATES: Comments must be received 
on or before August 28, 1978, and 
reply comments must be received on 
or before September 8,1978.
ADDRESSES: Federal Communica­
tions Commission, Washington, D.C. 
20554.
FOR FURTHER INFORMATION 
CONTACT:

Walter E. Weaver, Safety and Spe­
cial Radio Services Bureau, 202-632- 
7197.

SUPPLEMENTARY INFORMATION: 
Adopted: July 12, 1978.
Released: July 21,1978.

In the matter of amendment of 
parts 81 to 83 to provide for the use of 
single sideband emission A3J (sup­
pressed carrier) on the maritime 
mobile service radiotelephone frequen­
cy 2182 kHz, effective November 1, 
1978, Gen. Docket No. 78-208.

1. Notice of proposed rulemaking in 
the above-captioned matter is hereby 
given.

2. In this notice of proposed rule- 
making the Commission is proposing 
amendment of parts 81 and 83 to pro­
vide for the use of single sideband 
(SSB) emission A3J (suppressed carri­
er) on the maritime mobile service ra­
diotelephone frequency 2182 kHz, ef­
fective November 1, 1978. Effective on 
that date use of SSB emission A3H 
(full carrier) on 2182 kHz will be dis­
continued, except for communications:
(1) Between a coast station and vessels 
of foreign registry; (2) between a ship 
station and foreign coast stations; (3) 
between a ship station and vessels of

foreign registry; and (4) between sur­
vival craft and coast or ship stations. 
Matters pertinent thereto are dis­
cussed in the paragraphs which follow:

B a c k g r o u n d — C u r r e n t  S t a t u s

3. In the proceedings in dockets Nos. 
17295, 18307, 18632, and 18633 1 the 
Commission, in 1967 and 1968, initiat­
ed a two-part program to effect 
needed improvements in radio- tele­
phony communications in the mari­
time mobile service. One part con­
cerned the use of VHF, replacing 2 
MHz for short distance communica­
tions, and channel splitting to approxi­
mately double the number of VHF 
channels. The second part concerned 
conversion of the 2 MHz frequencies 
from double sideband (DSB) to single 
sideband (SSB).

4. The objectives of the 2 MHz part 
of the program were concisely stated 
by the Commission in its notice of pro­
posed rulemaking (docket No. 18307, 
FCC 68-894, 33 FR 14121), excerpted 
as follows:

14. * * • to increase the number of chan­
nels, to reduce congestion and interference, 
to establish VHF as the short-distance com­
munication system in U.S. waters, to effect 
needed improvements in communications, to 
enhance the maritime radio safety system, 
and to provide for future use of radiotele­
phony by vessels unable to fulfill their com­
munication needs by use of VHF • * *”

5. In the proceedings of docket 21089
to implement an Inter-Governmental 
Maritime Consultative Organization’s 
(IMCO) resolution pertaining to the 
Safety of Life at Sea Convention, the 
continued use of A3 emission was au­
thorized for distress and safety pur­
poses of 2182 kHz under certain condi­
tions. These conditions provided for 
portable survival craft equipment, and 
DSB transmitters authorized prior to 
January 1, 1972, as described in 
§§ 83.106(a), 83.132(c)(3), and
83.132(c)(4). The continued use of A3 
emission is primarily responsive to 
emergency needs when beyond range 
of VHF communications, and where 
outdated DSB equipment may be 
available only for distress and safety 
communications.

6. In the intervening 9 years since 
implementing the objectives of the 2 
MHz and VHF programs, substantial 
improvements have been achieved par­
ticularly by enhanced service provided 
through VHF and the shift of users to 
VHF for coastal and inland communi­
cations. In addition, an engineered 
safety system has been installed by

1 Docket No. 17295, report and order, re­
leased July 25, 1968, FCC 68-740, 33 FR 
10849. Docket No. 18307, first report and 
order, released June 16, 1970, FCC 70-608, 
35 FR 10212. Docket No. 18632, report and 
order, released October 26, 1971, FCC 71- 
1044, 36 FR 20949. Docket No. 18633, first 
report and order, released June 28, 1971, 
FCC 71-663, 36 FR 12502.

FEDERAL REGISTER, V O L  43 , N O . 146— FRIDAY, JULY 28 , 1978



32836 PROPOSED RULES

the U.S. Coast Guard to provide VHF 
coverage around the periphery of the 
United States, and on the Great Lakes 
and major U.S. waterways. The serious 
congestion on 2 MHz radiotelephone 
which made it literally ineffective in 
1968 has been greatly alleviated by 
this two-part program, and the longer 
range capabilities of 2 MHz frequen­
cies made more dependable for those 
maritime users beyond VHF range 
who require 2 MHz coverage.

7. While these programs have sub­
stantially improved 2 MHz operations, 
they are not in our opinion satisfac­
tory as concerns the maritime radio 
system on 2182 kHz. The current diffi­
culty results from transitional meas­
ures in using SSB with carrier (A3H) 
in order to permit intercommunica­
tions between various configurations 
of received and transmitted emissions 
and receiver detectors. This compro­
mise solution was necessary during the 
period of SSB implementation, and to 
satisfy the requirement to intercom­
municate with those foreign ships in 
U.S. coastal areas and survival equip­
ment that still employ A3 emission. 
The current difficulties affect 2182 
kHz safety service through two im­
pacts:

(1) Decreased communications range.
(2) Decreased intelligibility where one sta­

tion transmits on DSB and the other re­
ceives on a SSB receiver.

It is our view that measures must be 
implemented to correct these difficul­
ties as early as practicable.

C u r r e n t  D if f ic u l t ie s

8. In examining the two general type 
complaints referred to above, it is ap­
propriate to note that they both occur 
when the transitional (A3H) mode of 
operation is in use, that is, to effect 
the shift from DSB to SSB it was nec­
essary to provide a mode of operation 
(À3H) whereby a vessel fitted with 
SSB can communicate with vessels 
fitted with DSB. The A3H SSB mode 
was selected because the DSB receiver 
can demodulate the A3H SSB signal 
and, conversely, the SSB receiver, set 
in the A3H mode, can demodulate the 
DSB signal. (The DSB signal must be 
on frequency, or close thereto.) The 
A3H SSB mode is not relatively effi­
cient, as compared to the A3A or A3J 
modes, nor are there any merits to its 
use other than that it provides a nec­
essary technical vehicle to effect tran­
sition from DSB to SSB. An analysis 
conducted by the Coast Guard indicat­
ed that A3H transmissions on 2182 
kHz suffer severe degradations at even 
moderate distances. For example, if a 
ship is capable of transmitting 80 nau­
tical miles by SSB (A3J), the corre­
sponding predicted coverage by A3H 
would be 26 nautical miles. These cov­
erage estimates are being validated by 
the Coast Guard during day-to-day op­

erations. Thus, if confined to A3H 
emission, the resulting service range of 
2182 kHz merely duplicates the dis­
tress and safety coverage being pro­
vided by VHF instead of serving those 
intended users beyond VHF range in 
the offshore area.

9. In the first case listed above, de­
creased communications range, trans­
mission on SSB (A3H), reception on a 
DSB receiver;

The SSB signal suffers in excess of a 3 dB 
noise power degradation in the DSB receiv­
er. (The DSB receiver bandwidth is more 
than twice that required to pass the SSB 
signal.) The SSB (A3H) signal is demodulat­
ed by the envelope detector in the DSB re­
ceiver, resulting in a 3 dB power loss over 
that of the DSB signal. In summary, recep­
tion of A3H SSB on a DSB receiver suffers 
at least a 6 dB degradation, as compared to 
reception of DSB on the same receiver.

10. In the second case listed above, 
lack of or decrease in intelligibility, 
transm ission  on DSB, reception on a 
SSB (A3H) receiver:

With voice communications, when the 
DSB carried is off-frequency (different from 
the reinserted carrier), there is an equal and 
corresponding shift in voice register;

Frequency tolerances, ITU radio regula­
tions, permit ship stations to depart from 
2182 kHz by ±436.4 Hz, or survival craft and 
EPIRB’s to depart ±654.6 Hz;

Speech will be unintelligible when DSB 
carrier is off-frequency by a value of sub­
stantially less than 436 Hz. A departure of 
this magnitude may be beyond the range of 
the receiver “clarifier” control, or, if pro­
vided, circuitry in receivers for automatic 
frequency control. Distortion and unintelli­
gibility occur also under a number of other 
conditions, dependent upon the selectivity, 
detection, and audio systems employed in 
the particular receiver under consideration, 
for example: When the DSB sideband is 
only partially within the pass band of the 
SSB receiver; or when the DSB carrier falls 
within the SSB receiver pass band; etc.
In summary, in order to be intelligible 
on a SSB (A3H) receiver, the carrier of 
the DSB transmission on 2182 kHz 
must be within reasonable proximity 
to the frequency 2182 kHz.

It is apparent that both of the above 
types of difficulty will disappear once 
all ships employ the same mode of op­
eration. While this was not possible 
prior to January 1, 1977, due to the 
large number of DSB users, it will be 
possible to do so now as concerns U.S. 
registry vessels operating in the U.S. 
coastal areas.

11. The major impediment to U.S. 
implementation of A3J operation on 
2182 kHz is the impact this action may 
have upon those remaining users not 
yet converted (waivered U.S. vessels 
(FCC docket 21089), non-SSB 
equipped foreign vessels, survival craft 
radios, and emergency position indi­
cating radio beacons (EPIRB’s)). It 
should be noted that SSB (A3J)2 emis-

2 Further, SSB emission A3 A (reduced car­
rier) is also authorized for use for public 
correspondence.

sion is authorized on all other MF and 
HF maritime radiotelephone frequen­
cies. Further, those vessels that trans­
mit A3H (single sideband with carrier) 
as presently authorized on 2182kHz do 
so by electrically reinserting the carri­
er to the output of the single sideband 
circuits internal to the equipment. 
This connection is included in the 
channel selection switch that auto­
matically provides for reinsertion 
when set to 2182 kHz, or by any emis­
sion mode switch. At issue is whether 
to proceed with full implementation of 
single sideband in U.S. waters to real­
ize its improved performance in dis­
tress and calling coverage on 2182 kHz, 
or to continue to delay this achievable 
improvement in U.S. waters until all 
potential foreign and U.S. DSB users 
are fully converted. In this respect, 
the final dates for which A3 or A3H 
may continue to exist pursuant to in­
ternational agreement are interpreted 
as final targets in the international 
improvement program rather than a 
prohibition to orderly implementation. 
The decisions are influenced by the 
extent of pon-SSB equipment in U.S. 
waters, and the relative risks in detec­
tion of emergency non-SSB transmis­
sions. In any case, the ultimate world 
conversion to SSB (A3J) on 2182 kHz 
is being pursued. The following sub­
sections discuss the rationale and im­
pacts pertinent to implementing A3J 
operation on 2182 kHz.

U.S. W a t e r s

GENERAL

12. The rule amendments adopted by 
the Commission in the above refer­
enced proceedings 1 provide: (1) That 
the use of DSB on 2182 kHz, and on 
other 2 MHz frequencies, be discontin­
ued aboard U.S. registry vessels effec­
tive January 1, 1977; and (2) that all 
coast and shipboard transmitters 
typed accepted for SSB radiotele­
phony be capable of operation in all 
three SSB modes, that is for A3 A, 
A3H, and A3J emissions. Thus, with 
the exception of DSB equipment re­
tained for emergency and safety use 
within the provisions of docket 21089, 
equipment fitted aboard any U.S. reg­
istry vessel for use on 2 MHz after 
January 1, 1977, is capable of SSB op­
eration and of adjustment to one or 
the other of all three SSB modes. As 
of the implementation date of this ru­
lemaking, shore stations of the U.S. 
Coast Guard and Federal Communica­
tions Commission'licensed public coast 
stations3 will be fitted with SSB 
equipment (receivers) capable of re­
ceiving the SSB operating modes.

13. The rule amendments in the 
above-reference proceedings1 also pro-

3 Not applicable to those public coast sta­
tions which have outstanding a rule waiver 
of the requirement to guard 2182 kHz.
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vide, generally, the vessels within VHP 
range of shore will use VHP and that 
vessels at greater distances will use the 
2 MHz frequencies. The communica­
tion range over which VHP is usable is 
subject to a number of variables, how­
ever, a rounded figure of 20 nautical 
miles is used here to coincide with the 
distance designed into VHP shore fa­
cilities to the U.S. Coast Guard 
(USCG), which serve the VHP mari­
time radio safety system on 156.8 
MHz. With the VHP maritime radio 
safety system extending out from 
shore for a distance of 20 nautical 
miles, it is reasonable to assume that 
any vessel in need of assistance will 
call the USCG on VHP if less than 20 
nautical miles from shore or on 2182 
kHz if more than 20 nautical miles 
from shore.

COAST

14. Population estimates of civil 
ships and vessels beyond 20 nautical 
miles but within 200 nautical milts 
offshore of the continental United 
States on an average day approximate 
1750. The statistical distribution4 of 
this population by class and flag is es­
timated as follows:

Type/class Total United
States

Foreign

Commercial ships... 750 500 250
Pishing vessels.......
Recreational and

900 700 200
party..................... 100 100

Totals............. 1,750 1,300 450

Percent..................... 74 26

These estimates may vary by season, 
geography, and operational research 
methodology; however, they are con­
sidered generally valid as an average 
projection. For example, fishing ves­
sels move widely in following particu­
lar fish species and foreign fishing ves­
sels may concentrate offshore of New 
England to increase observed popula­
tions in particular areas. Recreational 
boating similarly may concentrate in 
offshore races but normally only 0.1 
percent are beyond approximately 20 
nautical miles of shore. Commençai 
ships in international transit generally 
are outfitted to utilize high frequency 
voice and/or telegraph because of ex­
tended ranges of movement. Foreign 
commercial ships primarily call at 
major ports such as Boston, New York, 
Norfolk/Baltimore, New Orleans, Gal- 
veston/Houston, Los Angeles, San 
Francisco, and Seattle. As a result, 
predominant commercial carriage 
along the U.S. coasts in the zone of in­
terest is by U.S. ships.

15. Whereas essentially all U.S. ships 
and vessels are SSB equipped pursu­
ant to the program covered by these

4 Provided by the U.S. Coast Guard.

rules, the population in the offshore 
zone that may have DSB-only capa­
bilities is unknown other than the as­
sumption that the majority are for­
eign ships. Based on the 26 percent es­
timated foreign flags within the off­
shore zone, some rationale may be ap­
plied to estimate the actual DSB popu­
lation. Commercial foreign ships by 
nature of their extended voyage may 
be assumed to be outfitted with HP in 
a significant majority. Where this is 
voice, SSB equipment has been in­
stalled for the HP spectrum area in 
consonance with high seas telephone 
and regulatory patterns. Further, for­
eign-flag ships include those owned by 
U.S. parent companies (total estimated 
as 660) where the company, for stand­
ardization, outfits to conform with 
U.S. communication trends. With 
regard to foreign fishing vessels in the 
zone of consideration, it is observed 
that they operate by groups within 
range of supporting logistics or pro­
cessing ships. The communications 
aboard supporting ships are sophisti­
cated and it is assumed that SSB capa­
bilities for 2182 kHz distress or guard 
is again in a significant majority. In 
examination of all 2182 kHz calls to 
the USCG in 1975 concerning emer­
gencies, only 1.1 percent of all calls 
were from foreign flag ships or ves­
sels. 8 Further, through informal dis­
cussions with a major operator of 2 
MHz public correspondence stations, 
no calls were received on DSB in the 
last year. Accordingly, the DSB- 
equipped population offshore of the 
U.S. coasts is indeed a low percentage 
and considered less than 5 percent.

16. Accordingly, as we assess the sit­
uation at this time, an overwhelming 
majority (95 percent) of the vessels in­
volved are capable of operating in the 
SSB A3J mode and the remaining 5 
percent are not capable of operating in 
that mode. If we continue to retain 
the DSB watch on 2182 kHz for the 
minority, the majority will receive an 
inferior service from decreased range 
and intelligibility difficulties discussed 
in paragraphs 8, 9, and 10, above. On 
the other hand, if we shift to the SSB 
A3J mode on November 1, 1978, 6 im­
proved service will be provided to the 
majority, the decreased range and in­
telligibility difficulties will be re­
moved, and the technical benefits of 
SSB can be realized. In brief, it is our 
opinion that regardless of the ap­
proach taken to solve the needs of the 
minority, the public interest cannot be

5 The trend in the use of 2182 kHz by for­
eign vessels to the Coast Guard is as follows: 
Year and Number of distress calls—1971, 
164; 1972, 148; 1973, 100; 1974, 94; 1975, 56; 
and 1976, 25.

6 The U.S. Coast Guard suggests the shift 
be made on May 1, 1978. To provide time in 
which to complete the rulemaking process, 
we have changed that date to November 1, 
1978.

served by disregarding the needs of, or 
by forcing an inferior service upon, 
the majority. We believe that the 
public interest demands that first con­
sideration be given to providing a sat­
isfactory service to the large majority 
of 95 percent. We are, therefore, pro­
posing that effective November 1, 
1978, all FCC licensed coast stations 
involved shift the guard on 2182 kHz 
to the SSB A3J mode. The DSB user 
situation (foreign vessels, waivered 
U.S. vessels, etc.) in the 20-200 nauti­
cal mile area is discussed below.

17. A coast station fitted with an 
SSB A3J mode receiver will be able to 
satisfactorily demodulate DSB trans­
missions on 2182 kHz from a ship sta­
tion if the carrier of the DSB trans­
mission is on frequency, or close there­
to. This condition ceases when the 
DSB transmission is excessively dis­
placed from 2182 kHz. A ship station 
fitted with a DSB receiver will not, 
however, be able to receive the SSB 
A3J mode transmissions from the 
coast station. In general, we expect 
that the majority (about 62 percent) 
of foreign registry vessels will be close 
enough to 2182 kHz (within approxi­
mately 45 Hz) to be clearly demodulat­
ed by an SSB A3 J mode receiver. Most 
of the remaining 40 percent also will 
be within an acceptable range and can 
be satisfactorily demodulated by the 
SSB A3J mode receiver. In regard to 
waivered U.S. vessels, the provisions of 
docket 21089 that permit retention of 
DSB equipment authorized prior to 
January 1, 1972, do not include means 
to evaluate the compatibility of such 
equipment with an SSB (A3J) system. 
Accordingly, the Coast Guard will 
accept short communication checks on 
2182 kHz from boaters who continue 
to rely upon DSB equipment for emer­
gency purposes.7 Moreover, it should 
be noted that in 2-month evaluation of 
watchkeeping using only A3J recep­
tion concluded September 30, 1977, by 
the Third and Fifth Coast Guard Dis­
tricts, no major problem were detected 
or reported. Similar tests show that 
autoalarm signals are totally recogniz­
able from DSB transmitters noting 
that the Coast Guard uses operator 
guards rather than autoalarm receiv­
ers, In regard to EPIRB’s of foreign 
vessels, the Coast Guard has never ex­
perienced a 2182 kHz EPIRB case in 
U.S. responsible waters. However, tests 
have shown them to be extremely 
stable and therefore detectable with 
SSB systems. In tests with DSB (A3) 
signals as detected by Coast Guard re­
ceivers, signals are either understanda­
ble or provide sufficient alerting to 
permit receiver shifts as appropriate.

7We are amending § 83.365(a)(4) to bring 
that section into accord with this revised 
USCG policy, as set forth in the attached 
appendix.
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I n t e r n a t io n a l  W a t e r s  a n d  N a t io n a l  
W a t e r s  o f  O t h e r  C o u n t r ie s

18. The situation in international 
waters is expected to differ from the 
situation in U.S. waters in Tegard to 
the proportion of foreign registry to 
U.S. registry vessels, that is, the 
number of foreign registry vessels will 
substantially increase as compared to 
the number of U.S. registry vessels. 
Thus, the number of vessels fitted 
with DSB may be proportionally 
greater than the number of SSB-fitted 
vessels. As far as intership communica­
tions and the capability to communi­
cate is concerned, the situation will be 
unchanged from that described in 
paragraph 17, above.

19. In national waters of other coun­
tries, the situation in regard to inter­
ship communications is unchanged 
from that described in paragraph 17, 
above. As concerns communication be­
tween U.S. registry vessels fitted with 
SSB and the coast stations of the con­
cerned foreign administration, fitted 
probably with SSB A3H mode trans­
mitters and DSB receivers, we doubt 
that any such station will be off-fre­
quency from 2182 kHz by a sufficient 
amount to present difficulty in demo­
dulating the coast SSB transmission in 
the ships SSB A3J receiver. As dis­
cussed above, it will be necessary that 
the ship station transmit to these 
coast stations using the SSB A3H 
mode.

I n t e r n a t io n a l  R a d io  R e g u l a t io n

20. The radio regulations in No.
1323.1 permit where coast stations pro­
vide a watch on 2182 kHz for receiving 
A3A and A3J emissions, that ship sta­
tions may call for safety purposes on 
A3A and A3J after first calling using 
A3 or A3H emission. In this proceed­
ing we are recommending that A3J be 
used for all calling, whether for safety 
purposes or otherwise, in U.S. waters. 
This would not be in conformity with 
the procedures set forth in No. 1323.1 
of the radio regulations. This is based 
on a choice between two basic situa­
tions: First, whether to serve the 
needs of the majority of affected ves­
sels using a system which is technical­
ly capable of providing communica­
tions over the range (20 to 200 miles); 
or second, to attempt to serve the mi­
nority of affected vessels using a 
system which is technically not capa­
ble of providing effective communica­
tions. The Commission, of course, does 
not take lightly international proce­
dures; however, when a situation is 
clearly inimical to safety we must 
choose a course of action which will 
provide greater safety. As discussed 
herein the U.S. Coast Guard also rec­
ognizes the need for our present pro­
posed changes. It must be recognized 
that the Commission in its MF radio­
telephone conversion program to SSB

starting in 1968 and completed in 1977, 
except for 2182 kHz, has been keeping 
pace with the state of the art while in­
ternational procedures reflect some­
thing less than current technology 
and were not intended for an SSB en­
vironment.

R ela ted  M a t t e r s

21. The International Radio Consul­
tative Committee (CCIR), of the Inter­
national Telecommunication Union, 
prepared document 8/1063-E which 
was adopted at the CCIR XIII Plenary 
Assembly, 1974, on the subject of 
“Equivalent Powers of Double-Side­
band and Single-Sideband Radiotele­
phone Emissions (Maritime Mobile 
Service).” This document represents 
the first internationally coordinated 
and agreed opinion on the relative 
merits of the various DSB and SSB 
emissions. The benefits from use of 
SSB emission A3J, as compared to 
DSB emission A3 and SSB emission 
A3H, are readily apparent. It is also 
apparent that if the maritime mobile 
service is to have a first class safety 
system on 2182 kHz, that system must 
be converted to SSB emission A3 J.

22. The 1974 WMARC adopted reso­
lution MAR 2-20 which includes the 
following:

Resolves (1) That study of the use of class 
A3A and A3J emissions for distress and 
safety purposes is required;

(2) That this study should be completed in 
time for a decision on the date for the final 
conversion to class A3 A and A3J emissions 
on the carrier frequency 2182 kHz to be 
made by the next competent World Admin­
istrative Radio Conference;

Requests the C.C.I.R. to study the above- 
mentioned subject as a matter of urgency 
and, if possible, to issue \ Recommendations 
sufficiently in advance of the above men­
tioned conference;

Invites the Inter-Governmental Maritime 
Consultative Organization to consider the 
matter as part of the study currently being 
undertaken of the maritime distress and 
safety system.

23. It will be noted that the matter 
of emissions and frequencies to be pro­
vided in survival craft equipment has 
hot been treated in the proposed rule 
amendments. That matter is under 
continuing study and will be treated at 
a future date.

24. The proposed amendments to the 
rules, as set forth in the appendix are 
issued pursuant to the authority con­
tained in section 303 (c), (f), (g), and 
(r) of the Communications Act of 
1934, as amended.

25. Pursuant to applicable proce­
dures set forth in § 1.415 of the Com­
mission’s rules, interested persons may 
file comments on or before August 28, 
1978, and reply comments on or before 
September 8, 1978. All relevant and 
timely comments and reply comments 
will be considered by the Commission 
before final action is taken in this pro­

ceeding, the Commission may also 
take into account other relevant infor­
mation before it, in addition to the 
specific comments invited by this 
notice.

26. In accordance with the provisions 
of § 1.419 of the Commission’s rules, 
an original and five copies of all state­
ments, briefs, or comments filed shall 
be furnished to the Commission. Re­
sponses will be available for public in­
spection during regular business hours 
in the Commission’s public reference 
room at its headquarters in Washing­
ton, D.C.

F ederal Communications 
Commission,

W illiam J. T ricarico,
Secretary.

Parts 81 and 83 of chapter I of title 
47 of the Code of Federal Regulations 
are amended as follows:
PART 81— STATIONS O N  LAND IN  THE M ARI­

TIME SERVICES A N D  ALASKA-PUBLIC FIXED
STATIONS

1. Section 81.104, paragraphs (b) and
(d) are amended to read as follows:
§ 81.104 Facilities required for coast 
stations.

'* * ~ * * *
(b) Each coast station using tele­

phony on frequencies in the band 
1605-3500 kHz shall be equipped and 
licensed to transmit on the frequency 
2182 kHz and at least one working fre­
quency in that band.

* * * * *

(d) Each coast station licensed to 
transmit on frequencies in the band 
1605-3500 kHz shall be capable of re­
ceiving A3J emission on the frequency 
2182 kHz and at least one working fre­
quency in that band.

*  *  - *  *

2. In §81.132, paragraph (a)(2)(i) is 
amended to read as follows:
§ 81.132 Authorized classes of emission.

* * * * *
Frequency Band and Classes of Emission
(a) * * *
(2) Coast stations using radiotelephony:
(i) For frequencies below 23' MHz in 

§ 81.304(a): 2182 kHz—A3J as specified in 
§ 81.304 (c) and (d).

* * * * *

3. In §81.304, paragraphs (c)(5) and
(d)(5) are amended to read as follows:
§ 81.304 Frequencies available.

* * * * *
(c) * * *
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(5) Public coast stations are required 

to have the capability to receive A3J 
emission on 2182 kHz.

* * * * *

(d) * * *
(5) Public coast stations are required 

to have the capability to receive A3J 
emission on 2182 kHz.

* * * * *
4. In §81.360, paragraphs (a)(1) (iii) 

and (v) are amended to read as fol­
lows:
§81.360 Frequencies available below 4000 

kHz.
(a) * * *
(1) * * * (iii) Except as provided in 

§ 81.142(d), the capability of using A3J 
emission;

* * * * *
(v) Limited coast stations are re­

quired to have the capability to re­
ceive A3 J emission;

• * * # *
5. In §81.708, paragraph (b)(7) is 

amended to read as follows:
§ 81.708 Frequencies available.

* * * * *

(b) * * * (7) Except as provided in 
§ 81.142(d), the capability of using A3J 
emission is required on frequencies 
shared with the maritime mobile serv­
ice below 4000 kHz.

* * * * «

PART 83— STATIONS O N  SHIPBOARD IN  THE 
M ARITIM E SERVICES

§ 83.104 [Amended]
1. In §83.104, paragraph (h)(2)(i) is 

deleted.
2. In § 83.106, paragraph (a) is 

amended to read as follows:
§ 83.106 Required frequencies for radiote­

lephony.
(a) Each ship radiotelephone station 

licensed to operate in the band 1605 to 
3500 kHz shall be able to transmit and 
receive A3J1 emission on the .carrier 
frequency 2182 kHz, and, if the station 
is used for other than safety communi­
cation, it shall be capable also of 
transmitting and receiving class A3J1 
emission on at least two other fre­
quencies within that band.

* * * * *

‘Ship stations are, additionally, author­
ized to receive and transmit using emission 
A3H for communication with foreign coast 
stations and with vessels of foreign registry.

3. In §83.132, paragraph (a)(2)(i) is 
amended to read as follows:
§ 83.132 Authorized classes of emission.

* * * * *
Frequency Band and Classes of Emission
(a) * * *
(2) Stations using radiotelephony:
(i) For frequencies below 23 MHz desig­

nated in § 83.351(a): 2182 kHz A3J.2

* * * * *

4. In § 83.201, paragraph (b) is 
amended to read as follows:
§ 83.201 Watch required during silence pe­

riods.

* * * * *
(b) Except for stations on board ves­

sels required by law to be fitted with 
radiotelegraph equipment, each ship 
station licensed to transmit by tele­
phony on one or more frequencies 
within the band 1605 to 3500 kHz 
shall, during its hours of service for te­
lephony, maintain an efficient watch 
for the reception of A3J emissions on 
the authorized carrier frequency 2182 
kHz, whenever such station is not 
being used for transmission on that 
frequency or for communication on 
other frequencies in this band. Such 
watch shall, insofar as is possible, be 
maintained at least twice each hour 
for 3 minutes commencing at x h. 00 
and x h. 30, Greenwich mean time. 
Except for messages of distress, urgen­
cy, and vital navigational warnings, 
ship stations shall not transmit on 
2182 kHz during the silence periods.

5. In §83.233, the table is amended 
to read as follows:
§ 83.233 Frequencies for use in distress.

In case of distress, mobile stations 
shall, in the bands set forth below, use 
the frequencies specified when re­
questing assistance from the maritime 
service. The preferred types of emis­
sion are shown. When a ship station 
cannot transmit on the designated fre­
quency, it shall use any available fre­
quency on which attention might be 
attracted.

Frequency band Emission Carrier
frequency

405-535 kHz.............. . A2................. _ 3500 kHz
1605-3500 kHz.......... . A3H.A3J..... . 2182 kHz.
118-135 MHz............. . A2, A3, A 9..... 121.5 MHz.

A3................. . 123.1MHz
156-162 MHz............. . F 3 ................. . 156.8 MHz.
225-399.9 MHz.......... . A9................. . 243 MHz.

3 The maximum transmitter power obtainable 
shall be used.

2 Ship stations are, additionally, author­
ized to receive and transmit using emission 
a3H for communication with foreign coast 
stations and with vessels of foreign registry.

6. In §83.242, paragraph (b) is 
amended to read as follows:
§ 83.242 Transmission of distress message 

by a station not itself in distress.
(a) * * *
(b) The transmission of a distress 

message under the conditions pre­
scribed in paragraph (a) of this section 
shall be made on either or all of the 
international distress frequencies (500 
kHz radiotelegraph; 2182 kHz or 156.8 
MHz radiotelephone) or on any other 
available frequency on which atten­
tion might be attracted.

*  *  *  *  : *

7. In § 83.248, paragraph (a) is 
amended to read as follows:
§ 83.248 Urgency message.

(a) The urgency signal and call, and 
the message following it, shall be sent 
on one of the international distress 
frequencies (500 kHz radiotelegraph; 
2182 kHz Or 156.8 MHz radiotele­
phone). However, stations which 
cannot transmit on a distress frequen­
cy may use any other available fre­
quency on which attention might be 
attracted.

* * * * *
8. In §83.249, paragraph (d) is 

amended to read as follows:
§ 83.249 Safety signals.

* * * * •
(d) The safety signal and call shall 

be sent on one Vf the international dis­
tress frequencies (500 kHz radiotele­
graph; 2182 kHz or 156.8 MHz radiote­
lephone). However stations which 
cannot transmit on a distress frequen­
cy may use any other available fre­
quency on which attention might .be 
attracted.

9. In §83.365, subparagraph (4) of 
paragraph (a) is amended to read as 
follows:
§ 83.365 Procedure in testing.

(a )* * *
(4) Testing of transmitters shall, in­

sofar as practicable be confined to 
working frequencies without two-way 
communications; however, 2182 kHz 
and 156.8 MHz may be used to contact 
other ship or coast stations when 
signal reports are necessary. U.S. 
Coast Guard stations may be contact­
ed on 2182 kHz for test purposes only:

(i) When tests are being conducted 
during inspections by Commission rep­
resentatives or when qualified radio 
technicians are installing equipment 
or correcting deficiencies in the sta­
tion radiotelephone equipment. In 
these cases the test shall be identified
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as “FCC” or “technical” and logged 
accordingly; or

(ii) (As an interim measure pending 
final resolution in Docket No. 21089). 
When short tests, by vessels which 
continue to rely upon the use of DSB 
equipment for distress and safety pur­
poses, are required as a means to 
evaluate the compatibility of that 
equipment with an SSB emission A3J 
system.

10. In §83.484, paragraphs (a) and
(d)(2) are amended to read as follows:
§ 83.484 Radiotelephone transmitter.

(a) The transmitter shall be capable 
of effective transmission of A3H and 
A3J emissions on 2182 kHz, 2638 kHz, 
in accordance with §83.351, and at 
least two other frequencies within the 
band 1605 to 3500 kHz available for 
ship-to-shore or ship-to-ship communi­
cation.

* * * * *
(d) The transmitter shall be consid­

ered as capable of complying with the 
range requirement specified in para­
graph (c) of this section when:

( D *  * *
(2) The transmitter has been demon­

strated, or is of a type which has been 
demonstrated, to the satisfaction of 
the Commission as capable, with 
normal operating voltages applied, of 
delivering not less than 50 watts peak 
envelope power for A3H and A3J emis­
sions on each of the frequencies 2182 
and 2638 kHz into either an artificial 
antenna consisting of a series network 
of 10 Ohms effective resistance and 
200 picofarads capacitance or an artifi­
cial antenna of 50 Ohms nominal im­
pedance: Provided, however, That an 
individual demonstration of the power 
output capability of the transmitter, 
with the radiotelephone installation 
normally installed on board ship, may 
be required whenever in the judgment 
of the Commission this is deemed nec­
essary.

* * * * *
11. In §83.488, paragraph (a) is 

amended to read as follows:
§ 83.488 Radiotelephone receivers.

(a) The receiver used for maintain­
ing the watch required by §§ 83.202(b) 
and 83.203(b) shall be capable of effec­
tive reception of A3H and A3J emis­
sions, shall be connected to the anten­
na system specified by §83.494, and 
shall be present to, and capable of ac­
curate and convenient selection of, the 
frequencies 2182 kHz, 2638 kHz, and 
the receiving frequencies associated 
with the transmitting frequencies pro­
vided pursuant to § 83.484(a).

* * * * *

PROPOSED RULES

12. In §83.514, paragraph (a)(1) is 
amended to read as follows:
§ 83.514 Radiotelephone installation.

(a)(1) The radiotelephone installa­
tion shall include a transmitter capa­
ble of effective transmission of A3H 
and A3 J emissions and a receiver capa­
ble of effective reception of A3H and 
A3J emissions within the band 1605 to 
2850 kHz; or alternatively, if the vessel 
is within communication range of a 
public coast station or U.S. Coast 
Guard station operating in the band 
156 to 162 MHz which maintains an ef­
ficient watch for the reception of F3 
emission on 156.8 MHz at all times 
while the vessel is navigated in waters 
specified in §83.511, and the vessel 
while so navigated is never more than 
20 nautical miles from a 156.800 MHz 
receiving location of such station, the 
radiotelephone installation may, in 
lieu of medium frequency equipment, 
include a transmitter and receiver ca­
pable of effective transmission and re­
ception of F3 emission within the 
band 156 to 162 MHz.

* * * * *
13. In §83.517, paragraphs (a) and

(c)(2) are amended to read as follows:
§ 83.517 Medium frequency transmitter.

(a) The transmitter shall have a 
peak envelope output power of at least 
50 watts for A3H and A3 J emissions on 
2182 kHz, in accordance with §83.351, 
and at least one ship-to-shore working 
frequency within the band 1605 to 
2850 kHz enabling communication 
with a public coast station serving the 
region in which the vessel is navigated.

* * * * *
(c) * * *
(2) The transmitter has been, demon­

strated, or is of a type which has been 
demonstrated, to the satisfaction of 
the Commission as capable, with 
normal operating voltages applied, of 
delivering not less than 50 watts peak 
envelope power for A3H and A3J emis­
sions on each of the frequencies 2182 
and 2638 kHz into either an artificial 
antenna consisting of a series network 
of 10 Ohms effective resistance and 
'200 picofarads capacitance or an artifi­
cial antenna of 50 Ohms nominal im­
pedance: Provided, however, That an 
individual demonstration of the power 
output capability of the transmitter, 
with the radiotelephone installation 
normally installed onboard ship, may 
be required whenever in the judgment 
of the Commission this is deemed nec­
essary.

14. In §83.519, paragraph (a) is 
amended to read as follows:

§ 83.519 Radiotelephone receiver.
(a) If a medium frequency radiotele­

phone installation is provided, the re­
ceiver used for maintaining the watch 
required by § 83.202(c) shall be capable 
of effective reception of A3H and A3J 
emissions, shall be connected to the 
antenna system specified by §83.526, 
and shall be present to, and capable of 
accurate and convenient selection of, 
the frequencies 2182 kHz, 2638 kHz, 
and the receiving frequency(s) associ­
ated with the ship-to-shore transmit­
ting frequency(s) provided pursuant to 
§ 83.517(a).

♦ * * ♦ *
[PR Doc. 78-2086.6 Piled 7-27-78; 8:45 am]

[3510-22]
DEPARTMENT OF COMMERCE

N ationa l Oceanic and Atmospheric  
Adm inistration

[5 0  CFR Part 6 56 ]

ATLANTIC BILLFISHES A N D  SHARKS

Final Environm ental Im pact S tatem ent/P re lim i- 
nary  Fishery M anagem ent Plan; Hearings

AGENCY: National Oceanic and At­
mospheric Administration (NMFS), 
Commerce.
ACTION: Notice of public hearings.
SUMMARY: The National Marine 
Fisheries Service will conduct a series 
of hearings on the proposed amend­
ment to the Final Environmental 
Impact Statement/Preliminary Fish­
ery Management Plan for Atlantic 
Billfishes and Sharks that was pub­
lished in the F ederal R egister on Jan­
uary 27, 1978 (43 FR 3818).1 The pre­
liminary fishery management plan 
governs foreign fishing for billfishes 
and sharks within the U.S. Fishery 
Conservation Zone of the Atlantic 
Ocean, Gulf of Mexico, and Caribbean 
Sea. The plan prohibits the retention 
of bill fishes and other nontarget spe­
cies taken incidental to directed fisher­
ies for tunas and sharks, and identifies 
a surplus of 1,150 metric tons of 
sharks for allocation among foreign 
nations. The amendment proposes to 
extend the preliminary fishery man­
agement plan into the 1979 fishing 
season, and to institute procedures for 
minimizing the capture and subse­
quent mortality of nontarget species 
in directed foreign shark fisheries. No 
change is proposed in the surplus of 
sharks (1,150 metric tons) for alloca­
tion to foreign nations in 1979. No sig­
nificant adverse economic or environ­
mental effects are anticipated as a 
result of the proposed amendment.

‘This document appeared in the Notices 
section of the F ederal R egister. Future 
documents of this type will appear in the 
Proposed Rules section.
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DATES AND ADDRESSES: Hearings 
are open to the public and will be held 
in accordance with the following 
schedule:

1978 Date, Location and Time
August 14, Marine Resources Center, Pine 

Knoll Shores, Morehead City, N.C., 7:30 
p.m.-9 p.m.

August 15, Downtowner Motor Inn, 201 
West Oglethorpe Ave„ Savannah, Ga„ 
7:30 p.m.-9 p.m.

August 16, Ramada Inn, Highway A1A, 
Treasure Island, Port Pierce, Fla., 7:30 
p.m.-9 p.m.

August 21, Texas A&M University, Agricul­
ture Research and Extension Center, 
Texas Highway 44, 5 miles west of Corpus 
Christi, Corpus Christi, Tex., 7-10 p.m.

August 21, Quality Inn, Lake Wright, 6280 
Northampton Boulevard, Box 2048, Nor­
folk, Va. 23502, 7:30 p.m.

August 22, City Council Chambers, City 
Hall, 1300 Perdido, New Orleans, La., 7-10 
p.m.

August 23, City Commission Meeting Room, 
City Hall, 9 Harrison Ave., Panama City, 
Fla., 7-10 p.m.

August 23, South Carolina Wildlife and 
Marine Resources, Department Building, 
Fort Johnson Rd., Charleston, S.C., 7:30 
p.m.-9 p.m.

August 23, Asbury Avenue Pavillion, South 
Asbury and Ocean Ave., Asbury Park, N.J. 
07712, 7:30 p.m.

August 24, Marathon High School (Cafete­
ria), Sombrero Rd., Marathon, Fla., 7-10 
p.m.

August 24, Narragansett Laboratory, Na­
tional Marine Fishery Service, RR 7A, 
Box 522A, Narragansett, R.I. 02882, 7:30 
p.m.
Written comments should be submit­

ted to the contact person listed below 
prior to September 2, 1978, to receive 
full consideration in the amendment 
process.
FOR FURTHER INFORMATION 
CONTACT:

Jack T. Brawner, Chief, Fisheries 
Management Division, National 
Marine Fisheries Service, Southeast 
Regional Office, 9450 Koger Boule­
vard, St. Petersburg, Fla. 33702, tele­
phone 813-893-3721.
Dated: July 21, L978.

W infred H. M eibohm , 
Associate Director, 

National Marine Fisheries Service.
[FR Doc. 78-20845 Filed 7-27-78; 8:45 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.

[3410-02]
DEPARTMENT OF AGRICULTURE

Federal G ra in  Inspection Service  

G R A IN  STANDARDS

Request fo r  Transfer o f Designation b y  the  
C edar Rapids Cham ber o f Commerce G rain  
Service, In c , C edar Rapids, Io w a

AGENCY: Federal Grain Inspection 
Service.
ACTION: Notice.
SUMMARY: Notice that the Cedar 
Rapids Chamber of Commerce Grain 
Service, Inc., Cedar Rapids, Iowa, has 
requested transfer of its designation as 
an official agency to perform grain in­
spection services under the authority 
of the U.S. Grain Standards Act, as 
amended, to Mr. Florian E. Polaski, 
who has filed an application for such 
designation. This notice also requests 
comments on the proposed transfer 
and invites other interested persons to 
make application for designation as an 
official agency at Cedar Rapdis.
DATE: Comments and/or applications 
must be received by August 28,1978.
FOR FURTHER INFORMATION 
CONTACT:

Edith A. Christensen, Federal Grain 
Inspection Service, Compliance Divi­
sion, Delegation and Designation 
Branch, 201 14th Street SW., Room 
2405, Auditors Building, Washing­
ton, D.C. 20250, 202-447-8525.

.SUPPLEMENTARY INFORMATION: 
The U.S. Grain Standards Act, as 
amended (7 U.S.C. 71 et seq.) (herein­
after the “act”), has been amended to 
extensively modify the official grain 
inspection system. Pursuant to sec­
tions 7 and 7A of the act, the Adminis­
trator of the Federal Grain Inspection 
Service (FGIS) has the authority to 
designate any State or local govern­
mental agency, or any person, as an 
official agency for the conduct of all 
or specified functions involved in offi­
cial inspection (other than appeal in­
spection), weighing and supervision of 
weighing of grain, at inland locations 
where the Administrator determines 
there is a need for such services (7 
U.S.C. 79 and 7 U.S.C. 79a). Under the 
act, such designation shall terminate 
triennially but may be renewed in ac­
cordance with the criteria and proce­

dure prescribed (7 U.S.C. 79(g)(1) and 
79a(c)).

The Cedar Rapids Chamber of Com­
merce Grain Service, Inc. (Chamber of 
Commerce), Cedar Rapids, Iowa, has 
requested that its designation under 
the act to operate as an official agency 
at Cedar Rapids, Iowa, be transferred 
to Mr. Florian E. Polaski, the present 
Chief Inspector of the Chamber of 
Commerce. Mr. Florian E. Polaski has 
applied for designation in accordance 
with section 7(f)(1) of the act (7 U.S.C. 
79(f)(1)) to operate as the official 
agency at Cedar Rapids, Iowa, to be 
known as the Cedar Rapids Grain 
Service, Inc. This application does not 
preclude other interested persons 
from making similar application.

N o t e .—Section 7(f)(2) of the act (7 U.S.C. 
79(f)) provides that not more than one offi­
cial agency shall be operative at one time 
for any geographic area as determined by 
the Administrator.

Interested persons are hereby given 
opportunity to submit written views or 
comments with respect to the request­
ed transfer of official agency designa­
tion. All views or comments should be 
submitted in writing, in duplicate, and 
mailed to the Director’s Office, Com­
pliance Division, Federal Grain In­
spection Service, 201 14th Street SW., 
Room 2405, Auditors Building, Wash­
ington, D.C. 20250, not later than 
August 28,1978.

Under the provisions of section 
7(f)(1), interested persons are also 
given opportunity to make application 
for designation to operate as an offi­
cial agency, at Cedar Rapids, Iowa, 
pursuant to the requirements in sec­
tion 7(f)(1)(A) of the act, as amended 
(7 U.S.C. 79(f)(1)(A)) and § 26.96 of the 
regulations (7 CFR 26.96). Persons 
wishing to apply for designation to op­
erate as an official agency at Cedar 
Rapids should contact the Compliance 
Division, Federal Grain Inspection 
Service, U.S. Department of Agricul­
ture, Washington, D.C. 20250, for the 
appropriate forms and mail their ap­
plications to the Director’s Office at 
the above cited address, not later than 
August 28,1978.

Consideration will be given to the 
views-and comments filed and to any 
applications submitted and to all other 
information available to the U.S. De­
partment of Agriculture before a final 
determination is made with respect to 
the official agency designation. All 
views, comments and applications sub­

mitted pursuant to this notice will be 
made available for public inspection at 
the above office of the Director during 
regular business hours (7 CFR 
1.27(b)).
(Sec. 8, Pub. L. 94-582, 90 Stat. 2870 (7 
U.S.C. 79); sec. 9, Pub. L. 94-582, 90 S tat.’ 
2875 (7 U.S.C. 79a); sec. 27, Pub. L. ®4-582, 
90 Stat. 2889 (7 U.S.C. 74 note).)

Done in Washington, D.C. on: July
24,1978.

L. E . B artelt, 
Administrator.

[PR Doc. 78-20944 Piled 7-27-78; 8:45 am]

[3410-11]
Forest Service

BURLINGTON NORTHERN IN C . LAND EX­
CHANGE PROPOSAL OFFERED LANDS; BEA­
VERHEAD A N D  GALLATIN N A T IO N A L FOR­
EST’S SELECTED LANDS; WESTERN M O N ­
T A N A

N orthern Region— U.S.F.S.; In ten t to  Prepare an  
Environm ental S tatem ent

Pursuant to 102(2)(c) of the Nation­
al Environmental Policy Act of 1969, 
the Forest Service, Department of Ag­
riculture, will prepare an environmen­
tal statement for Burlington Northern 
Inc. (BN) proposal to offer its approxi­
mately 177,000 acres of land within 
the Gallatin and Beaverhead National 
Forests in exchange for national forest 
lands in western Montana.

In an April 1977 news release, BN 
Vice President Bud Merryman says 
the trade is sought since BN is inhibit­
ed from developing its timber re­
sources because of its checkboard pat­
tern of ownership mingled with public 
lands mainly in the Madison and Gal­
latin Mountain ranges of southwest 
Montana. Issues and concerns identi­
fied thus far are: effect on programed 
allowable timber harvest; effect on 
county revenues, effect on resources; 
effect on existing rights (mining 
claims, special uses, etc.); effect on 
public use; and social effects.

Forest Service Chief John McGuire 
is the responsible official; Robert Tor- 
heim is the regional forester, northern 
region; and Vic Standa is the project 
leader working with personnel from 
the Bitterroot, Custer, Gallatin, Bea­
verhead, Lolo, Flathead, and Kootenai 
National Forests.
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The draft environmental statement 
is scheduled for completion by July 
1979, with a 60-day review period, and 
the final environmental statement is 
scheduled for filing in December 1979.

Comments on the notice of intent or 
on the land exchange proposal should 
be sent to Robert Torheim, Regional 
Forester, Northern Region, Federal 
Building, Missoula, Mont. 59807.

J ames E. R eid , 
Acting Regional Forester, 

Forest Service, Northern Region.
J uly  21,1978.

[FR Doc. 78-20869 Filed 7-27-78; 8:45 am]

[3410-01]
O ffice  o f the  Secretary  

PRIVACY ACT OF 1974  

Notice o f Systema o f Records

Notice is hereby given that the De­
partment of Agriculture, in accordance 
with 5 U.S.C. 552a(e) (4) and (11), in­
tends to amend the notice of an exist­
ing system of records as set forth 
below.

This notice was originally published 
in the F ederal R egister 40 F R  38919 
(August 27, 1975). All the proposed 
amendments are administrative and 
are based on operational experience 
under the Privacy Act. The changes 
will provide more accurate informa­
tion for the public.

The amendments to the notice will 
be adopted July 28,1978.

System USDA/FS-14, Grazing Per­
mittees, Individual, National Forest 
System, is amended to adequately de­
scribe system location, category of rec­
ords in the system, policies and prac­
tices for storing and retrieving records 
in the system, and record source cate­
gories.

The paragraphs are amended to 
read:

Security location: The records in 
this system are maintained in the Re­
gional Foresters’s office as pertains to 
special limits of some grazing permit­
tees, in the headquarters offices of the 
Forest Supervisors for all permittee 
records, and offices of District Rang­
ers for duplicate records of those kept 
by Forest Supervisors. Records are 
also stored on magnetic tape at the 
Fort Collins Computer Center. The 
addresses for Regional Foresters and 
Forest Supervisors are listed in 36 
CFR 200.2, Subpart A, and the ad­
dresses for District Rangers are in the 
telephone directory of the applicable 
locality under the heading, U.S. Gov­
ernment, Department of Agriculture, 
Forest Service.

Categories of records in the system: 
The system contains information on 
names and post office addresses of

permittees; number, kind, and brands 
of livestock owned; acres, by kind, of 
land owned which is declared as base 
property; number and kinds of live­
stock permitted; race and sex of per­
mittee; type of permits, periods of use, 
grazing allotments (areas) involved, 
and whether or not an escrow waiver 
of term permit privileges exists.

Also included ase acres of land 
owned or leased in addition to base 
property; tons of dry feed produced or 
purchased, Bureau of Land Manage­
ment permits held by Forest Service 
permittees (number and kind of live­
stock, periods of use), names of other 
parties who own an interest in permit­
ted livestock, identification of other 
grazing permits on National Forest 
System lands in which the permittee 
holds an interest. For private land per­
mits, system identifies owned or leased 
property offered as a basis for grazing 
permits, specifying legal subdivision, 
section, township, range, and number 
of acres.

Storage: Records are maintained in 
file folders and on magnetic tape.

Retrievability: Records in file hold­
ers are indexed by name of permittee; 
records on magnetic tape are retriev­
able by name, by identification 
number assigned by Forest Supervisor, 
characteristics of permittee, or type of 
grazing use.

Safeguards: Records are kept in 
locked government offices. Magnetic 
tape files are available only to persons 
having authorized access codes.

Record source categories: Informa­
tion in the system comes from individ­
ual grazing permittees, or grazing asso­
ciations, and from Forest Service rec­
ords concerning grazing allotments 
and permitted livestock. Race and sex 
of permittee is included by District 
Ranger based on observation.

In consideration of the foregoing, 
notice is hereby given that the revised 
system will read as set forth below.

Dated: July 24,1978.
B ob B ergland, 

Secretary.
USDA/FS-14

System name:
Grazing Permittees, Individual, Na­

tional Forest System, USDA/FS.
Security location:

The records in this system are main­
tained in the Regional Forester's 
office as pertains to special limits of 
some grazing permittees, in the head­
quarters offices of the Forest Supervi­
sors for all permittee records, and of­
fices of District Rangers for duplicate 
records of those kept by Forest Super­
visors. Records are also stored on mag­
netic tape at the Fort Collins Comput­
er Center. The addresses for Regional 
Foresters and Forest Supervisors are

listed in 36 CFR 200.2, Subpart A, and 
addresses for District Rangers are in 
the telephone directory of the applica­
ble locality under the heading, U.S. 
Government, Department of Agricul­
ture, Forest Service.
Categories of individuals covered by the 
system:

Parties who hold permits to graze 
livestock on Forest Service adminis­
tered lands are included in this system 
of records.
Categories of records in the system:

The system contains information on 
names and post office addresses of 
permittees; number, kind, and brands 
of livestock owned; acres, by kind, of 
land owned which is declared as base 
property; number and kinds of live­
stock permitted; race and sex of per­
mittee; type of permits, periods of use, 
grazing allotments (areas) involved, 
and whether or not an escrow waiver 
of term permit privileges exists.

Also included are acres of land 
owned or leased in addition to base 
property, tons of dry feed produced or 
purchased, Bureau of Land Manage­
ment permits held by Forest Service 
permittees (number and kind of live­
stock, periods of use), names of other 
parties who own an interest in permit­
ted livestock, identification of other 
grazing permits on National Forest 
System lands in which the permittee 
holds an interest. For private land per­
mits, system identifies owned or leased 
property offered as a basis for grazing 
permits, specifying legal subdivision, 
section, township, range, and number 
of acres.
Authority for maintenance of the system:

5 U.S.C. 301; 36 CFR 222.3.
Routine uses of records maintained in the 
system, including categories of users and 
the purposes of such uses:

None.
Policies and practices for storing, retriev­
ing, accessing, retaining, and disposing of 
records in the system:
Storage:

Records are maintained in file fold­
ers and on magnetic tape.
Retrievability:

Records in file folders are indexed 
by name of permittee; records on mag­
netic tape are retrievable by name, by 
indentification number assigned by 
Forest Supervisor, characteristics of 
permittee, or type of grazing use.
Safeguards:

Records are kept in locked govern­
ment offices. Magnetic tape files are 
available only to persons having au­
thorized access codes.
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Retention and disposal:
Records are maintained in current 

file while permit is active, transferred 
to closed files for 3-year period follow­
ing cancellation, and then sent to Fed­
eral Records Center for permanent re­
tention.
System managers) and address:

Director of Range Management, 
USDA-Forest Service, P.O. Box 2417, 
Washington, D.C. 20013; and/or the 
appropriate Regional Forester or 
Forest Supervisor.
Notification procedure:

Any party may request information 
as to what the system contains per­
taining to himself/herself from the 
appropriate System Manager. If spe­
cific locations are known, requests 
should be made to the Forest Supervi­
sor involved.
Record access procedures:

Use the same procedure as for re­
questing Notification.
Contesting record procedures:

Use the same procedure as for re­
questing Notification.
Record source categories:

Information in the system comes 
from individual grazing permittees, or 
grazing associations, and from Forest 
Service records concerning grazing al­
lotments and permitted livestock. 
Race and sex of permittee is included 
by District Ranger based on observa­
tion.

[FR Doc. 78-20882 Filed 7-27-78; 8:45 am]

[6320-01]
CIVIL AERONAUTICS BOARD

[Docket No. 32162]

DALLAS/FORT W ORTH-TUCSON  
INVESTIGATIO N

Hearing

Notice is hereby given, pursuant to 
the provisions of the Federal Aviation 
Act of 1958, as amended, that a hear­
ing in the above-entitled proceeding 
will be held on Tuesday, August 22, 
1978, at 10 a.m. (local time) at the ball­
room of the Doubletree Inn, 445 South 
Alvemon Way, Tucson, Ariz. 85711, 
before the undersigned. For informa­
tion concerning the issues involved 
and other details in this proceeding, 
interested persons are referred to the 
documents which are in the docket of 
this proceeding on file in the Docket 
Section of the Civil Aeronautics 
Board.

NOTICES

Dated at Washington, D.C., July 24, 
1978.

B u r t o n  S. K o l k o , 
Administrative Law Judge. 

[FR Doc. 78-20939 Filed 7-27-78; 8:45 am]

[6320-01]
[Order No. 78-7-96; Docket Nos. 32617, 

32618]

PA N  AM ERICA N  WORLD A IR W A YS, IN C  

O rder To Show Cause and G ranting Exemption

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C. 
on the 21st day of July 1978. Applica­
tion of Pan American World Airways, 
Inc. for Detroit-Washington fill-up au­
thority. Application of Pan American 
World Airways, Inc. for an exemption 
under section 416(b) for Detroit-Wash- 
ington fill-up authority.

By application dated May 5, 1978, 
Pan American seeks authority to carry 
local traffic between Detroit and 
Washington, D.C., on flights serving 
London. On the same date, it asked for 
exemption authority to carry fill-up 
passengers on one daily round trip 
pending final action on its 401 applica­
tion. Pan American has also petitioned 
for an order to show cause why its cer­
tificated application should not be 
granted.

In support of its applications, Pan 
American asserts that on May 1, 1978, 
it inaugurated one daily Detroit-Wash­
ington ( Dulles )-London round trip, 
and that it is economically inefficient 
to operate the Detroit-Washington 
portion of the flights without carrying 
local traffic; it can no longer route its 
Detroit-London flights over Boston, as 
it has done in the past, because it no 
longer has Boston-London authority;1 
in order to continue its Detroit- 
London one-stop service economically 
it must operate over a strong interme­
diate point and the new routing in­
sures continuation of a service greatly 
benefiting Detroit-London/Europe 
passengers; since there is no Detroit 
service to Washington's Dulles Inter­
national Airport, the proposed fill-up 
service will fill a gap in the existing 
Detroit-Washington/Northem Virgin­
ia service pattern and will cause little 
or no diversion from the incumbents, 
all of whom serve National Airport or 
BWI; and it will offer a range of stim­
ulative low fares in the market.

The Commonwealth of Virginia sup­
ports the application.

United Air Lines opposes our grant 
of the application by means of show- 
cause proceedings, alleging that the 
Board cannot legally act on it in this 
way. United also opposes Pan Ameri-

‘We recently recommended that TWA be 
designated by the President as the sole 
Boston-London carrier (see our opinion in 
78-5-146, May 24,1978).

can's request for exemption, stating 
that it would not be in the public in­
terest; the proposed operations are not 
of limited extent since they will in­
crease the frequency of service in the 
market by approximately 10 percent; 
and Pan American has not demon­
strated any unusual circumstances in­
dicating a need for the requested ex­
emption.

Pan American filed a motion for 
leave to file an unauthorized docu­
ment, accompanied by a reply to Unit­
ed’s answer. Because Pan American 
has not provided adequate justifica­
tion for our receiving the reply, we 
have decided to deny the motion.2

We tentatively conclude that the 
public convenience and necessity re­
quire the issuance of an order to show 
cause why we should not grant Pan 
American fill-up authority in this 
market. We will also grant the carrier 
an exemption to carry fill-up passen­
gers on one daily round trip pending 
our final action on the section 401 ap­
plication.

Our tentative conclusion to issue a 
show cause order is supported by the 
following tentative findings. The re­
quested authority will benefit Pan 
American by enabling it to fill some of- 
its empty seats. It will also benefit the 
traveling public by providing them 
with first Detroit service to and from 
Dulles International Airport, and at 
low fares. We recognize that Pan 
American does not have a history of 
Detroit-Washington operations, and 
most of our previous orders have con­
sidered fill-up rights only in markets 
in which the applicants have provided 
service for a sustained period of time.3 
On the basis of Pan American’s previ­
ous Detroit-Boston-London oper­
ations,4 however, we are confident 
that the carrier is providing Detroit- 
London one-stop service primarily to 
serve the needs of international traffic 
rather than Detroit domestic passen­
gers. As a result of circumstances 
beyond its control, Pan American can 
no longer serve the Boston-London

2 In its motion, Pan American did not raise 
any new facts nor did it demonstrate that 
United’s answer contained new material it 
could not have anticipated.

3 See Orders 77-10-16, October 6, 1977 and 
77-4-153, April 29, 1977. See, however, 
Order 78-1-135, January 31, 1978 (made 
final by Order 78-5-25, May 5, 1978) where 
we granted Delta local fill-up rights between 
Houston and New Orleans, on flights serv­
ing Venezuela, in advance of Delta’s inaugu­
ration of the Houston extension of its New 
Orleans-Venezuela flights. We based our de­
cision on the facts that Delta already had 
domestic authority between Houston and 
New Orleans and that the extension of its 
New Orleans-Venezuela flights to include 
Houston would primarily serve the needs of 
international traffic.

* Pan American has served the Detroit- 
Boston-London market for approximately 
three decades.
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market, so it must find another inter­
mediate point for its Detroit-London 
operations. Accordingly, we believe 
that we should extend to it this fill-up 
authority.8

Our decision to grant an exemption 
is justified by the unusual circum­
stances surrounding the loss of Pan 
American’s Detroit-Boston-London 
routing. We find that enforceihent of 
section 401 of the act, to the extent it 
would otherwise prevent Pan Ameri­
can from providing the services au­
thorized here, would be an undue 
burden on it by reason of the unusual 
circumstances surrounding its oper­
ations and is not in the public interest.

We will give interested persons 30 
days following adoption of this order 
to show cause why the tentative find­
ings and conclusions we have stated 
here should not be made final. We 
expect such persons to support their 
objections with detailed economic 
analysis. Any objector requesting an 
oral evidentiary hearing should state, 
in detail, why such a hearing is neces­
sary and what relevant and material 
facts it would expect to establish 
through such a hearing that it cannot 
establish by written pleadings. We will 
not entertain general, vague, or unsup­
ported objections.6

Accordingly, i t  is ordered, That:
1. All interested persons be directed 

to show cause why the Board should 
not issue an order making final the 
tentative findings and conclusions we 
have reached in this order and autho­
rize Pan American World Airways to 
transport persons, property, and mail 
in interstate air transportation be­
tween Detroit and Washington, D.C., 
on flights in overseas or foreign air 
transportation;

2. Any interested persons who object 
to the issuance of an order m aking 
final the proposed findings, conclu­
sions, and certificate amendments set 
forth here shall, within 30 days after 
the date of adoption of this order, file

5 In past orders (e.g., 78-3-43, March 9, 
1978, at 2, 77-11-10, November 3, 1977 at 3- 
4, 77-4-153, April 29, 1977, at pp. 3 and 7, 
and 75-1-77, January 17,1975, at 2), we have 
rejected the general arguments made by 
United against our use of show-cause proce­
dures for grant of fill-up rights, and United 
has presented no new arguments on this 
point.

6 We also tentatively find that Pan Ameri­
can is a citizen of the United States w ithin  
the meaning of the Act and is fit,' willing 
and able within the intent of the Act.

We have considered Pan American’s envi­
ronmental evaluation of Detroit-Washing- 
ton fill-up authority. We tentatively find 
that our action does not constitute a major 
Federal action significantly affecting the 
Quality of the human environment within 
the meaning of the National Environmental 
Policy Act of 1969 and will not constitute a 
major regulatory action under the Energy 
Policy and Conservation Act of 1975 as de­
fined in Part 313 of the Board’s Regula­
tions.

and serve on all persons listed in para­
graph 7 below a statement of objec­
tions together with a summary of tes­
timony, statistical data, and such evi­
dence they expect to rely on to sup­
port the stated objections; answers 
may be filed 10 days after that;

3. If timely and properly supported 
objections are filed, we will consider 
fully the matters and issues raised in 
them before taking further action;7

4. In the event no one files objec­
tions, all further procedural steps will 
be deemed to have been waived, and 
the case will be submitted to the 
Board for final action;

5. Pan American be exempted from 
section 401 of the Act and the terms, 
conditions, and limitations of its certif­
icate for Route 132 to the extent nec­
essary to permit it to transport per­
sons, property, and mail in interstate 
air transportation between Detroit 
and Washington, D.C., on one daily 
round trip in overseas or international 
air transportation;

6. The authority granted in para­
graph 5 above shall be effective imme­
diately and continue until 60 days 
after final Board decision in Docket 
32617;

7. The motion of Pan American for 
leave to file an unauthorized docu­
ment be denied; and

8. This order shall be served on Pan 
American World Airways, United Air 
Lines, and the Commonwealth of Vir­
ginia.

This order shall be published in the 
F ederal R egister.

By the Civil Aeronautics Board.8
P h yllis T . K aylor, 

Secretary.
[FR Doc. 78-20940 Filed 7-27-78; 8:45 am]

[6325-01]
CIVIL SERVICE COMMISSION

DEPARTMENTS OF HEALTH, EDUCATION A N D  
WELFARE, TRANSPORTATION, H O U SIN G  
A N D  URBAN DEVELOPMENT

G rant o f  A u tho rity  to  M a ke  Noncareer 
Executive Assignm ent

Under authority of §9.20 of Civil 
Service rule IX (5 CFR 9.20), the Civil 
Service Commission authorizes the fol­
lowing agencies to fill by noncareer ex­
ecutive assignment in the excepted 
service the positions listed below: 

Department of Health, Education, 
and Welfare—(1) Deputy Assistant 
Secretary for Health Policy, Research 
and Statistics, Immediate Office, 
Office of Health Policy, Research and

7 All motions or petitions for reconsider­
ation shall be filed within the period al­
lowed for filing objections and we will enter­
tain no further motions, requests, or peti­
tions for reconsideration of this order.

8 All Members concurred.

Statistics, Office of the Assistant Sec­
retary for Health, Public Health Serv­
ice; (2) Director, Office of Bilingual 
Education, Office of Education.

Department of Transportation—En­
gineer and Science Adviser (Deputy 
Under Secretary), Office of the 
Deputy Secretary, Office of the Secre­
tary.

Department of Housing and Urban 
Development—Deputy Assistant Sec­
retary for Urban Policy, Immediate 
Office of the Assistant Secretary, 
Office of the Assistant Secretary for 
Community Planning and Develop­
ment.

U nited  S tates Civ il  S erv­
ice Co m m issio n ,

J ames C. S pry ,
Executive Assistant 
to the Commissioners.

[FR Doc. 78-20920 Filed 7-27-78; 8:45 am]

[6325-01]
DEPARTMENT OF THE TREASURY

Title Change in Noncareer Executive  
Assignm ent

By notice of April 13, 1973, FR Doc. 
73-7184 the Civü Service Commission 
authorized the Department of the 
Treasury to fill by noncareer executive 
assignment the position of Special As­
sistant to the Secretary (Debt Man­
agement), Office of the Assistant Sec­
retary (Capital Markets and Debt 
Management), Office of the Secretary. 
This is notice that the title of this po­
sition is now being changed to Deputy 
Assistant Secretary (Debt Manage­
ment), Office of the Assistant Secre­
tary (Domestic Finance), Office of the 
Secretary.

For the U.S. Civil Service Commis- 
° sion.

James C. S pr y , 
Executive Assistant 
to the Commissioners.

[FR Doc. 78-20921 Filed 7-27-78; 8:45 am]

[3510-07]
DEPARTMENT OF COMMERCE

Bureau,of the  Census

NUMBER OF EMPLOYEES, PAYROLLS, RE­
CEIPTS, GEOGRAPHIC LO CATION, CURRENT 
STATUS, A N D  K IN D  OF BUSINESS FOR THE 
ESTABLISHMENTS OF MULTIESTABLISHMENT 
COMPANIES

Consideration fo r Surveys

Notice is hereby given that the 
Bureau of the Census is considering a 
proposal under the provisions of title 
13, United States Code, sections 182, 
224, and 225, to conduct a 1978 compa­
ny organization survey. It is designed 
to collect information on the number 
of employees, payrolls, receipts, geo-
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graphie location, current status, and 
kind of business for the establish­
ments of multiestablishment compa­
nies. The information will be used to 
update company and establishment 
changes to the multiestablishment 
companies in the Standard Statistical 
Establishment List. The data will have 
significant application to the needs of 
the public and to governmental agen­
cies, and are not publicly available 
from nongovernmental or governmen­
tal sources.

The survey, if conducted, shall begin 
not earlier than December 1,1978.

Copies of the proposed forms are 
available on request to the Director, 
Bureau of the Census, Washington, 
D.C. 20233.

Any suggestions dr recommenda­
tions concerning the subject matter of 
the proposed survey submitted to the 
Director in writing on or before 
August ¡28, 1978, will receive considera­
tion.

Dated: July 25, 1978.
M a n u e l  D .  P l o t k in , 

Director,
Bureau of the Census.

[FR Doc. 78-20890 Filed 7-27-78; 8:45 am]

[3510-25]
Industry and Trade A dm inistration  

DARTMOUTH COLLEGE, ET A L

Applications fo r Duty Free Entry o f Scientific 
Articles

The following are notices of the re­
ceipt of applications for duty-free 
entry of scientific articles pursuant to 
section 6(c) of the Educational, Scien­
tific, and Cultural Materials Importa­
tion Act of 1966 (Pub. L. 89-651; 80 
Stat. 897). Interested persons may 
present their views with respect to the 
question of whether an instrument pr 
apparatus of equivalent scientific 
value for the purposes for which the 
article is intended to be used is being 
manufactured in the United States. 
Such comments must be filed in tripli­
cate with the Director, Statutory 
Import Programs Staff, Bureau of 
Trade Regulation, U.S. Department of 
Commerce, Washington, D.C. 20230, 
on or before August 17,1978.

Regulations (15 CFR 301.9) issued 
under the cited act prescribed the re­
quirements for comments.

A copy of each application is on file, 
and may be examined between 8:30
a.m. and 5 p.m., Monday through 
Friday, in Room 6886C of the Depart­
ment of Commerce Building, 14th and 
Constitution Avenue NW., Washing­
ton, D.C. 20230.

Docket fto. 78-00287. Applicant: 
Dartmouth College, Chemistry De­
partment, Steele Hall, Hanover, N.H. 
03755. Article: Temperature Jump Ap­

paratus, Model 120-S. Manufacturer: 
Hartley Measurements, Ltd., United 
Kindgom. Intended use of article: The 
article will be used in the course Chem 
72—Chemical Dynamics to train chem­
istry major juniors and seniors in 
theory and practice of chemical kinet­
ics. Application received by Commis­
sioner of Customs: June 26,1978.

Docket No. 78-00288. Applicant: Uni­
versity of California, San Diego 
Scripps Institute of Oceanography, 
Deep Sea Drilling Project A-031, La 
Jolla, Calif. 92093. Article: ROCK- 
EVAL Source Rock Analyzer, IFP- 
FINA Process and Spare Parts. Manu­
facturer: Technip Geoproduction,
France, Intended use of article: The 
article is intended to be used to deter­
mine the genetic potential of sampled 
rocks to produce hydrocarbons there­
by providing a measure useful for 
safety considerations which are prima­
ry in those drilling operation areas 
which are deemed to have a geologic 
setting conducive to hydrocarbon gen­
eration and/or accumulation. Applica­
tion received by Commissioner of Cus­
tomers: June 26,1978.

Docket No. 78-00289. Applicant: Cor­
nell University, 161 Day Hall, Ithaca,
N.Y. 14853. Article: Scanning Trans­
mission Electron Microscope, Model 
HB5 and accessories. Manufacturer: 
Vacuum Generators, United Kingdom. 
Intended use of article: The article is 
intended to be used for the study of 
polymeric resists, silicon based and 
compound semiconductor structures, 
superconductors (niobium, lead), insu­
lators (oxides) and structures at the 
submicrometer scale. The phenomena 
to be investigated will include chemi-- 
cal and electronic structure at spatial 
structures at patterns down to 5A and 
interaction of electrons with meterials 
as preparatory to electron beam lith­
ography. Application received by Com­
missioner of Customs: June 26,1978.

Docket No. 78-00290. Applicant: Pro­
fessional Staff Association of the L.A. 
County Harbor General Hospital, 1124 
West Carson Street, Torrance, Calif. 
90502. Article: HN A200 Electrophore­
tic Apparatus Safety Model complete 
with accessories. Manufacturer: V. 
Holm, Denmark. Intended use of arti­
cle: The article is intended to be used 
to separate serum and brain protein in 
an electric field during the study of 
immunological response to the ner­
vous system to viral infection. Applica­
tion received by Commissioner of Cus­
toms: June 21,1978.

Docket No. 78-00293. Applicant: 
Bureau of Biologies Food and Drug 
Administration, Building 29, Room 
514, 8800 Rockville, Pike, Bethesda, 
Md. 20014. Article: H-5010 Scanning 
Attachment for Electron Microscope. 
Manufacturer: Hitachi Ltd., Japan. In­
tended use of article: The article is an 
accessory to an electron microscope

which is being used in conducting ul- 
trastructural studies pertinent to con­
trol and research activities concerned 
with biological products including 
viral, rickettsial and bacterial vaccines, 
allergenic products, blood and blood 
fractions and diagnostic reagents. Ap­
plication received by Commissioner of 
Customs: June 23,1978.

Docket No. 78-00304. Applicant: Uni­
versity of California, Los Angeles, 405 
Hilgard Avenue, Los Angeles, Calif. 
90024. Article: Gas Chromatograph 
Mass Spectrometer, Model MS25 and 
accessories. Manufacturer: KRATOS 
Inc., United Kingdom. Intended use of 
article: The foreign article is intended 
to be used in research studies in envi­
ronmental chemistry and insect phero­
mones. This article will also be used by 
graduate students in their educational 
advance toward a Ph. D. degree. Appli­
cation received by Commissioner of 
Customs: June 26, 1978.

Docket No. 78-00305. Applicant: Col­
lege of Medicine and Dentistry of New 
Jersey, P.O. Box 10146, Newark, N.J. 
07101. Article: LKB 2128-010 Ultro- 
tome IV Ultramicrotome and Accesso­
ries. Manufacturer: LKB Produkter 
AB, Sweden. Intended use of article: 
The article is intended to be used to 
cut sections for electron microscopy of 
biological material including plant, 
animal and fungal specimens. Normal 
and disease biological tissues will be 
embedded in hardened epoxy resins, 
and other resins and embedding mate­
rials for sectioning." Investigations will 
include chiefly ultrastructural studies 
of the morphology of normal and dis­
eased plant and animal tissues, and 
electron cytochemical studies aimed at 
detecting and localizing certain pro­
teins in diseased tissue. The major cy­
tochemical studies proposed are de­
signed to: (a) Detect vascular damage 
and (b) precisely localize immunoglo­
bulins in natural and experimental au­
toimmune disorders of the kidney and 
central nervous system using the 
immuno-peroxide technique. The arti­
cle will also be used in the courses Ul­
trastructure and Cytochemistry which 
will involve a study of general princi­
ples on techniques and the use of the 
electron microscope to study the fine 
structure of cells and various cellular 
organelles and the employment of cy­
tochemical staining methods to local­
ize various enzymes. The objetives of 
these courses will be to train students 
in the use and application of electron 
microscopy and to use the electron mi­
croscope in solving individual research 
problems. Application received by 
Commissioner of Customs: June 28, 
1978.

Docket No. 78-00306. Applicant: Uni­
versity of California, Los Angeles, 
School of Engineering and Applied 
Science, 405 Hilgard Avenue, Los An­
geles, Calif. 90024. Article: Lumonics
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TEA 600A, C 02 Laser. Manufacturer: 
Lumonics Research Ltd., Canada. In­
tended use of article: The article is in­
tended to be used for far-infrared 
lasers development, a program which 
consists of using C02 lasers to optical­
ly pump molecular gases such as 
Methyl Fluoride, Deuterium Oxide 
and obtain laser action around 5mm. 
These far-infrared lasers are to be 
used for Takomak plasmas diagnostics. 
This is part of a line of research in an 
attempt to find an alternative to oil 
and other fossil fuels as a source of 
electrical power. Application received 
by Commissioner of Customs: June 28, 
1978.

Docket No. 78-00307. Applicant: Uni­
versity of Chicago, Operator of Ar- 
gonne National Lab., 9700 South Cass 
Avenue, Argonne, 111. 60439. Article: 
No. 512 Eulerian Cradle (Huber) with 
offset Phi circle, and accessory. Manu­
facturer: Robert Huber, Dissrakpion- 
spechnick, West Germany. Intended 
use of article: The article is intende to 
be used for measurement of Bragg in­
tensities during studies of single crys­
tal inorganic and organic materials,
e.g., platinocyanide complexes, TCNQ 
derivatives, etc. Application received 
by Commissioner of Customs: June 28, 
1978.

Docket No. 78-00308. Applicant: Uni­
versity of Washington, Department of 
Ophthalmology RJ-10, RR 735 HSB, 
Seattle, Wash. 98195. Article: Ultrami­
crotome, Model LKB 8800A and acces­
sories. Manufacturer: LKB Produkter 
AB, Sweden. Intended use of article: 
The article is intended to be used to 
prepare brain, nerve and eye speci­
mens for ultrastructural studies on 
normal physiological tissues, develop­
mental studies on animal systems, cyto 
and histochemical studies on enzyme 
and subcellular organelle localization 
in cells and tissues, morphology, inter­
faces, and subcellular changes in cells 
induced by changes in their biochemi­
cal and physical environments. The ar­
ticle will also be used in courses to 
train students in the use and applica­
tion of electron microscopy and to use 
the electron microscope in solving in­
dividual research problems. Applica­
tion received by Commissioner of Cus­
toms: June 29, 1978.

Docket No. 78-00309. Applicant: In­
diana University, Department of Biol­
ogy, Bloomington, Ind. 47401. Article: 
Ultramicrotome, Model LKB 2128-010 
and accessories. Manufacturer: LKB 
Produkter AB, Sweden. Intended use 
of article: The article is intended to be 
used for ultrastructural studies on 
normal and pathologic plant tissues, 
developmental studies on laticifer cell 
systems, cyto and histochemical stud­
ies on enzyme and subcellular organ­
elle localization in laticifer cells and 
gland tissues, membrane interactions 
at organelle-cytoplasm interfaces, and
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subcellular changes in cells induced by 
changes in their biochemical and 
physical environments. This research 
will be conducted to further basic 
knowledge on cell and tissue ultras­
tructure and to reveal, at the ultras­
tructural level, the enzyme localiza­
tion and distribution of alkaloids and 
terpenoids in cells and tissues develop­
ing under normal and pathological 
conditions. In addition, the article will 
be used in the courses Cell Ultrastruc­
ture and Cell Cytochemistry which 
will involve a study of general princi­
ples on techniques and the use of the 
electron microscope to study the fine 
structure of cells and various subcellu­
lar organelles and the employment of 
cytochemical staining methods to lo­
calize various enzymes and other cellu­
lar compounds. Application received 
by Commissioner of Customs: June 29, 
1978.

Docket No. 78-00310. Applicant: St. 
Francis Hospital, 2230 Liliha Street, 
Honolulu, Hawaii 96817. Article: Elec­
tron Microscope, Model EM 9S-2. 
Manufacturer: Carl Zeiss, West Ger­
many. Intended use of article: The ar­
ticle is intended to be used as an inte­
gral part of a training program for un­
dergraduate, graduate, and medical 
students as well as pathology resi­
dents. The article is needed for elec­
tron microscopic instruction in the fol­
lowing courses: Courses 601 and 602 in 
Human Pathology which provide a 
comprehensive review of the patholo­
gic basis of disease, and Course 699 en­
titled “Directed Research” provides an 
in-depth study of the pathology of 
aging, nutrition, alcoholism, and im­
munology. Application received by 
Commissioner of Customs: June 29, 
1978.
(Catalog of Federal Domestic Assistance 
Program No. 11.105, Importation of Duty- 
Free Educational and Scientific Materials.)

R ichard M. S eppa, 
Director, Statutory Import 

Programs Staff 
[FR Doc. 78-20943 Filed 7-27-78; 8:45 am]

[3510-25]
JOHNS HOPKINS UNIVERSITY

Decision on A pplication fo r D uty-Free Entry o f  
Scientific Article

The following is a decision on an ap­
plication for duty-free entry of a scien­
tific article pursuant to section 6(c) of 
the Educational, Scientific, and Cul­
tural Materials Importation Act of 
1966 (Pub. L. 89-651, 80 Stat. 897) and 
the regulations issued thereunder as 
amended (15 CFR 301).

A copy of the record pertaining to 
this decision is available for public 
review between 8:30 a.m. and 5 p.m. in 
Room 6886C of the Department of 
Commerce Building, at 14th and Con-

32847

stitution Avenue NW., Washington, 
D.C. 20230.

Docket No. 76-00410. Applicant: The 
Johns Hopkins University, Depart­
ment of Anatomy, 725 North Wolfe 
Street, Baltimore, Md. 21205. Article: 
Scanning Electron Microscope, Model 
JSM-35U and accessories. Manufactur­
er: JEOL, Japan. Intended use of arti­
cle: The article is intended to be used 
to study biological specimens drawn 
from the blood, blood producing tis­
sues, and immune system tissues in ex­
periments to be conducted on animals 
in which these tissues will be selective­
ly treated with drugs, chemicals, and 
irradiation. In addition, diseased tis­
sues from humans and animals will be 
studied to gain an understanding of 
the structure and function of these tis­
sues and to obtain information neces­
sary for treatment and cure of leuke­
mia, anemia, multiple myeloma, and 
related diseases. The article will also 
be used in graduate and medical 
courses in cell biology and histology. 
Comments: No comments have been 
received with respect to this applica­
tion. Decision: Application denied. An 
instrument or apparatus of equivalent 
scientific value to the foreign article, 
for such purposes as this article is in­
tended to be used, was being manufac­
tured in the United States at the time 
the foreign article was ordered 
(August 28, 1975). Reasons: This appli­
cation is a resubmission of Docket No. 
76-00195-33-46070 which was denied 
without prejudice to resubmission on 
April 1, 1976, for informational defi­
ciencies. In reply to question 8 in this 
application the applicant alleged that 
the foreign article provides the follow­
ing pertinent features:

I. A new standard option Lanthanum Hex- 
aboride (LaB6) electron gun source which 
provides a guaranteed resolution of 50A res­
olution;

II. A longlife LaBs electron source (500+ 
hours) with an ability to be easily changed 
(filament change takes about half an hour 
and can be done by most users) and aligned 
by students;

III. Electronic systems for astigmatism, 
focusing, and brightness and contrast con­
trol which enables users with varying exper­
tise to obtain maximum performance from 
the article; and

IV. Reliability.
The National Bureau of Standards 

(NBS) advises in its memoranda dated 
February 8, 1977, and January 25, 
1978, respectively that only resolution 
(feature I above) is pertinent to the 
applicant’s intended purposes within 
the meaning of subsection 301 2(n) of 
the regulations. In addition, NBS ad­
vises that the domestic Model 50A 
Scanning Electron Microscope (SEM) 
manufactured by Coates and Welter 
Instrument Corp. (CWIC) is of equiva­
lent scientific value to the foreign arti­
cle for the applicant’s intended use. As 
to the specific allegations of the appli-
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rant in response to question 8, in the 
order listed above, the following is 
noted1

I. Resolution. The CWIC Model 50A pro­
vides a guaranteed resolution of 50A with  
its brighter field emission gun which more 
than matches the foreign article. In its rec­
ommendation NBS discusses the resolution 
for the foreign article because such a resolu­
tion is very close to the theoretical limit of a 
thermionic instrument (as opposed to a field 
emission system) and. upon researching the 
issue, found no evidence of 50A resolution 
being obtained through the use of an LaB« 
source on biological material. We know of 
no evidence to the contrary. Based on the 
foregoing the Department finds that the 
v^WIC Model 50A matches the foreign arti­
cle with respect to this pertinent feature.

II. Longlife LaBe Source. In the initial 
submission, Docket No. 76-00195 33-46070, 
the applicant alleged that the article’s long 
tip life (500+ hrs) is a definite teaching aid, 
because “students cannot be expected to be 
able to change the tip” and must summon 
the technician to replace it. In this submis­
sion (Docket No. 76.00410) the applicant re­
peats verbatim his response to question 7 in 
the first submission and in his response to 
question 8 states, “* * * A point which was 
made in the original application but which 
must be emphasized here is that we require 
an instrument which can be heavily used by 
both advanced researchers and by medical 
and veterinary students, graduate students, 
clinicians, and post-doctoral fellows. Prom 
our own experience with the Coates and 
Welter machine we learned that a filament 
change and subsequent realignment takes 
about 7 hours and can only be performed by 
highly trained personnel. This is due to the 
bake time and cooling period required by 
the Vac-Ion pumps and the complex tip in­
stallation procedure. [The article] does not 
employ Vac-Ion pumps and tip alignment is 
electromagnetic, and so that equivalent pro­
cedure takes about half an hour and can be 
done by most users.” Further, in response to 
question 8 the applicant alleges that “the 
extraordinary lifetime of the LaB« tip (500+ 
hours) and its ability to be easily changed 
and aligned by students” [emphasis added] 
is an important advantage of the article.

The Department notes that in the 
denial without prejudice to resubmis­
sion of the initial submission the ap­
plicant was informed that the CWIC 
Model 50A provided a matching guar­
anteed resolution and that other fea­
tures cited were not shown to be perti­
nent, because although they might 
relate to the operation of the SEM 
they were not related to the scientific 
requirements for performance of the 
work. As noted above, the applicant in 
this second submission did not add any 
additional details to the description of 
his purposes, for example, how the in­
tended research cannot be performed 
on the CWIC, in  support of justifica­
tion for duty-free entry. Moreover, the 
1 »epartment notes a significant differ­
ence in the applicant’s two submis­
sions. In the second submission, the 
applicant no longer alleges that a 
technician is necessary to replace the 
article’s long life tip but now states

that it can be easily changed and 
aligned by students.

In accordance with subsection 
301.11(a) of the regulations, the deter­
mination of scientific equivalency is 
based on a comparison of the guaran­
teed specifications of the article and 
the most closely comparable domestic 
instrument for those specifications 
found to be pertinent. Neither the ar­
ticle nor the model 50A specify guar­
anteed times for a filament change 
and subsequent realignment or specify 
that these operations can be done by 
most users. However, the Department 
has learned that these functions can 
be performed in both instruments in 
15 to 20 minutes with the help of con­
venient external tip alignment con­
trols for the X, Y, Z, axis by personnel 
who are not highly trained (i.e., prior 
demonstration is sufficient training 
for skill in tip replacement). The do­
mestic instrument’s literature also in­
dicates that automatic bakeout for 
convenient tip replacement is pro­
vided. Since signs of tip breakdown 
precede actual failure by a significant 
period of time, users can usually plan 
for an automatic overnight pumpdown 
with bakeout.

The Department also notes that 
both instruments provide built-in fea­
tures which are conducive to usage by 
large numbers of investigators. The 
domestic Model 50A provides a prea­
ligned permanent “stay clean” apera- 
ture, permanent scintillator, ultra­
clean ultra-high vacuum system which 
provides a three minute pumpdown 
time with normal specimens, and a 
long life (2 months to 1 year) field 
emission gun which operates at room 
temperature. The article provides a 
heated aperture, vacuum system 
which pumps down in 10 minutes, and 
a long life LaB« gun (500+hours). NBS 
advises that the life expectancy of any 
electron source is essentially a factor 
based on many variables such as 
vacuum, current saturation, tempera­
ture control, alignment, quality of ma­
terials and aperture control. NBS ad­
vises and the Department concurs that 
the service and maintainability of the 
LaB« tip in the article is a convenience 
feature within the meaning of Subsec­
tion 301.2 (n) of the regulations and 

‘ not pertinent for the described work.
Finally, the applicant’s claims con­

cerning an SEM loaned by CWIC must 
be addressed. The applicant states 
that “while the Coates and Welter Co. 
offered the same resolution, their mi­
croscope was consistently unable to 
perform to specifications eyen with 
constant maintainence by the compa­
ny.” This statement implies that the 
applicant was loaned a CWIC Model; 
50A SEM (the only CWIC instrument 
with a 50A guarantee available at that 
time). The Department has deter­
mined that the applicant was actually

loaned a Model 104A, a less expensive 
instrument with lower capability than 
the article and a guaranteed resolu­
tion of 90A. Apparently, this particu­
lar instrument had seen much use 
(and possible abuse) as a demonstrator 
in various areas of the country. It was 
in the applicant’s possession for less 
than 2 months.

Although the applicant’s experience 
(7 hour filament change with realign­
ment) has been covered above, it must 
be noted that this experience was 
gained on an instrument that might 
not be expected to perform nearly so 
well as one that has been accepted as 
meeting specifications after purchase 
(as had been the case with many 
CWIC instruments). In any event, 
while an institution's previous experi­
ence with the products of a particular 
manufacturer may enter into its 
buying decisions, such experience is 
not an objective criterion that the De­
partment can rely on in making the 
requisite equivalency determination 
under Pub. L. 89-651.

III. Astigmatism, Focus, Brightness and 
Contrast.

A. Astigmatism and Focus.—The CWIC 
Model 50A provides for rapid correction of 
changes in astigmatism, tip x and y position, 
and focus which are immediately observable 
on a 12-inch CRT monitor. This feature 
helps enable users with varying expertise to 
obtain maximum performance from the 
Model 50A. Further, NBS advises that an 
electronic system for astigmatism control is 
helpful (but not essential and, therefore, 
not pertinent within the meaning of Subsec­
tion 301.2(n) of the regulations) in adjusting 
astigmatism to an acceptable level for high 
quality micrographs (high resolution). In 
this connection, NBS points out that the 
ability to correct the causes of astigmatism 
is more important and that such causes of 
astigmatism as aperture contamination, ap­
plied kilovolts, working distance, specimen 
interaction, and lens adjustment are all fac­
tors which may relate to astigmatism under 
operator control. But aside from the ques­
tion of pertinency, NBS advises that the 
CWIC Model 50A is a precision instrument 
which is capable of providing a high depth 
of focus and astigmatism control matching 
that of the foreign article. NBS reinforces 
this advice by pointing out that micro­
graphs of biological material available from 
CWIC show excellent quality, which is di­
rectly related to astigmatism and focusing. 
Thus, the Department finds that the astig­
matism and focusing aspects of feature III 
are not grounds for duty-free entry.

B. Brightness and Contrast—The Model 
50A provides an Automatic Gain Control 
(AGC) amplifier that automatically sets the 
brightness and contrast to accommodate a 
wide range of specimen characteristics, 
manual overrides on the gamma control, 
edge enhancer as well as brightness and 
contrast controls which provide the opera­
tor with the capability to optimize desired 
micrograph parameters. Thus, the Depart­
ment finds that the Model 50A matches the 
article with respect to brightness and con­
trast control. Moreover, the Department 
notes that the optional automatic contrast 
and brightness (ACB) control the only 
system for controlling brightness and con-
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trast in the literature supplied by the appli­
cant, was not ordered with the foreign arti­
cle. Therefore, in accordance with Subsec­
tions 301.2(d) and 301.6(a)(3) of the regula­
tions, this feature cannot be a factor in our 
deliberation.

IV. Reliability.—In response to Question 
8, the applicant describes his “on loan” use 
for about 2 months before the article was 
ordered of a CWIC SEM on which he could 
not get publication quality pictures. The ap­
plicant summarizes this experience by stat­
ing that while CWIC offered the same reso­
lution [as the article] the CWIC SEM was 
consistently unable to perform to specifica­
tions, even with constant maintenance by 
the domestic firm which was unable to cor­
rect serious problems with the loan instru­
ment’s photographic and stage assemblies. 
As noted in our coverage of feature II above 
the loan instrument was the Model 104A. As 
previously stated, the loan instrument 
which had poorer guaranteed resolution 
than the article, might be expected to have 
problems not found in a new instrument ac­
cepted after purchase as meeting its guaran­
teed specifications. In this connection, it is 
noted that this has been the case with many 
CWIC SEM’s, including the Model 50A. 
Also, NBS advises that micrographs of bio­
logical materials available from the domes­
tic manufacturer show excellent quality.

In a prior case, Docket No. 75-00213- 
65-46070, in which that applicant simi­
larly claimed that domestic manufac­
turers (including CWIO were not reli­
able, NBS advised that the applicant’s 
claims regarding the unreliability of 
domestic manufacturers’ SEM’s are 
not found in fact and are not a matter 
of general understanding in the field 
of scanning electron microscopy. In 
connection with this prior case, our 
scientific consultants at HEW pointed 
out that reliability is a cost of owner­
ship associated with the level of main­
tenance and is not a pertinent specifi­
cation within the meaning of Subsec­
tion 301.2(n) of the regulations. This 
position is one which has beèn consist­
ently followed by the Department 
over the years.

In general, information which can 
lead to a direct quantitative compari­
son of the reliability (i.e., ability to 
conform to specifications without ex­
cessive breakdown) of two instruments 
is seldom available. When a specifica­
tion is “guaranteed” the manfucturer 
is stating, in effect, that necessary 
steps have been taken to verify ability 
to meet this obligation. Thus a guar­
anteed specification presupposes a de­
termination of reliability to some “en- 
gineered-in” degree. Customarily, 
manufacturers neither issue quantita­
tive specifications on reliability nor 
guaranteed reliability.

Without strong and substantive sup­
porting evidence in the record, which 
is not available here, that the reliabil­
ity of the two instruments were mea­
surably different and the difference in 
reliability precluded performance of 
the work intended, reliability cannot 
be considered a justifiable basis for

duty-free entry under Pub. L. 89-651. 
While reputations with respect to reli­
ability which are derived from person­
al experience or word-of-mouth claims 
may enter into a person’s decision to 
buy a particular instrument, such 
cannot serve as objective basis for 
duty-free entry.

Based on the foregoing consider­
ations, the NBS advice and our own 
review of the application, as well as 
other factual information in our pos­
session (specifications, textbooks, etc.), 
we find that at the time the foreign 
article was ordered the CWIC. Model 
50A was of equivalent scientific value 
to the foreign article for such pur­
poses as the foreign artilce is intended 
to be used.
(Catalog of Federal Domestic Assistance 
Program No. 11.105, Importation of Duty- 
Free Educational and Scientific Materials.)

R ichard M. S eppa, 
Director, Statutory Import 

Programs Staff.
[FR Doc. 78-20941 Filed 7-27-78; 8:45 am]

[3 5 1 0 -2 5 ]

NORTH C AR O LIN A  STATE UNIVERSITY, ET AL.

Applications fo r Duty-Free Entry o f Scientific 
Articles

The following are notices of the re­
ceipt of applications for duty-free 
entry of scientific articles pursuant to 
section 6(c) of the Educational, Scien­
tific, and Cultural Materials Importa­
tion Act of 1966 (Pub. L. 89-651; 80 
Stat. 897). Interested persons may 
present their views with respect to the 
question of whether an instrument or 
apparatus of equivalent scientific 
value for the purposes for which the, 
article is intended to be used is being 
manufactured in the United States. 
Such comments must be filed in tripli­
cate with the Director, Statutory 
Import Programs Staff, Bureau of 
Trade Regulation, U.S. Department of 
Commerce, Washington, D.C. 20230, 
on or before August 17,1978.

Regulations (15 CFR 301.9) issued 
under the cited act prescribe the re­
quirements for comments.

A copy of each application is on file, 
and may be examined between 8:30 
a.m. and 5 p.m., Monday through 
Friday, in Room 6886C of the Depart­
ment of Commerce Building, 14th and 
Constitution Avenue NW., Washing­
ton, D.C. 20230.

Docket No. 78-00311. Applicant: 
North Carolina State University, De­
partment of Geosciences, 228 Withers 
Hall, Raleigh, N.C. 27650. Article: Five
(5) recording current meters, model 4. 
Manufacturer: Aanderaa Instruments 
Co., Norway. Intended use of article: 
The article is intended to be used for 
studies of Gulf Stream meanders and 
eddies along the North Carolina conti­

nental sheld and slope. The phenom­
ena to be investigated will include 
dominant periods and wavelengths of 
Gulf Stream fluctuations, and their 
relation to satellite surface infrared 
and altimétrie images of the stream. 
These investigations will be conducted 
to understand the cause(s) of the 
wave-like Gulf Stream meanders off 
the Carolinas. Application received by 
Commissioner of Customs: July 5, 
1978.

Docket No. 78-00312. Applicant: In­
diana University, Purchasing Depart­
ment, 1101 East 17th Streets Bloo­
mington, Ind. 47401. Article: Universal 
Camera for Elmiskop 1 Electron mi­
croscope. Manufacturer: Siemens AG, 
West Germany. Intended use of arti­
cle: The article is an accessory to an 
existing electron microscope manufac­
tured by the same manufacturer 
which will be used in research and 
teaching applications. Specifically, the 
article will be used for (a) examination 
of fine structural changes in various 
experimental ocular disease condi­
tions, (b) recognition of fine tissue 
changes in experimental animal retina 
research, and (c) the teaching of grad­
uate students and residents in ad­
vanced training. Application received 
by Commissioner of Customs: July 5, 
1978.

Docket No. 78-00313. Applicant: 
Purdue University, ADMS Building, 
West Lafayette, Inc. 47907. Article: Su­
perconducting 8.5 T solenoid with 
power supply. Manufacturer: Oxford 
Instrument, Ltd., United Kingdom. In­
tended use of article: The article is in­
tended to be used to apply state-of-the 
art NMR instrumentation for the solu­
tion of certain well-defined problems 
in protein chemistry. The general 
goals are two-fold: (i) To learn more 
about the structure and function of 
particular proteins and (ii) to refine 
and develop NMR techniques along 
with other methods of protein chemis­
try for use in future studies. Five spe­
cific problems under investigation are: 
(1) The active sites of serine protéin­
ases, (2) the mechanisms of interac­
tions between protein proteinase in­
hibitors and proteinases, (3) the struc­
tures of glycoproteins, (4) the mecha­
nism of folding of staphylococcal nu­
clease, and (5) the mechanism of elec­
tron transport in photosynthesis.

The article will also be used for edu­
cational purposes in the course— 
Chemistry 696B which is designed as 
an introduction to the theory of NMR 
spectroscopy and its applications to 
biochemical problems. Application re­
ceived by Commissioner of Customs: 
July 5, 1978.

Docket No. 78-00314. Applicant: Vet­
erans Administration Hospital, 500 
Foothill Boulevard, Salt Lake City, 
Utah 84148. Article: Electron micro­
scope,'model JEM 100CX and accesso-
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ries. Manufacturer: JEOL Ltd., Japan. 
Intended use of article: The article is 
intended to be used for diagnosis of 
most renal glomerular diseases, for 
identification of certain poorly differ­
entiated neoplastic cells of origin, and 
for identification of viral particles, cer­
tain liver diseases, certain diseases of 
hematopoetic cells and certain envi­
ronmental elements in lungs of the af­
fected patients. The article will also be 
used to study and identify the light 
and heavy element in clinical cases of 
environmental lung diseases and in ex­
perimentally induced pulmonary le­
sions as well as to study and trace be­
ryllium in cellular immunity, both in 
vivo and in vitro experimental models. 
In addition, the article will be used to 
familiarize the student or resident 
with the principles, operation and ap­
plications of the techniques of TEM, 
SEM, STEM, and X-ray microanalysis. 
Application received by Commissioner 
of Customs: July 5, 1978.

Docket No. 78-00315. Applicant: 
Yale University, Biology Department, 
Kline Biology Tower, New Haven, 
Conn. 06520. Article: LKB 8800A Ul- 
trotome III Ultramicrotome and Ac­
cessories. Manufacturer: LKB Pro- 
dukter AB, Sweden. Intended use of 
article: The article is intended to be 
used to section specimens of plant and 
animal tissues which have been frozen 
in liquid freon. Investigations to be 
conducted will include studies of cell 
ultrastructure and intracellular local­
ization of elements in: (a) Plant cells 
that undergo large rhythmic and 
light-regulated changes in turgor; (b) 
protoplasts isolated from cereals and 
regenerating new walls; (c) cells of 
plants subjected to environmental pol­
lutants; (d) cells of plants subjected to 
gravitational stimulation; and (e) 
pathological and normal tissue from 
animals and plants. The article will 
also be used in a course entitled Cell 
Biology in which students will be 
taught standard electron microscopy. 
Application received by Commissioner 
of Customs: July 5, 1978.

Docket No. 78-00316. Applicant: The 
Medical College of Wisconsin, 561 
North 15th Street, Milwaukee, Wis. 
53233. Article: LKB 2128-010 Utro- 
tome IV Ultramicrotome. Manufactur­
er: LKB Produkter AB, Sweden. In­
tended use of article: The article is in­
tended to be used for the development 
of sets of slides of a variety of animal 
and human tissues for class use in his­
tology. Studies will be conducted to 
learn about cell structure and func­
tion. Students will be trained in the 
use and application of electron misros- 
copy and learn light and electron mi­
croscopy of human tissue in courses 
entitled Histology and Ultrastructure 
Technique. Application received by 
Commissioner of Customs: July 5, 
1978.

Docket No. 78-00317. Applicant: Ellis 
Fischel State Cancer Hospital, 115 
Business Loop 70 West, Columbia, Mo. 
65201. Article: LKB 8800A Ultrotome 
III Ultramicrotome. Manufacturer: 
LKB Produkter AB, Sweden. Intended 
use of article: The article is intended 
to be used to prepare tissue specimens 
for the study of cellular structure of 
various cancer tumors. Application re­
ceived by Commissioner of Customs: 
July 5, 197Q.

Docket No. 78-00318. Applicant: 
Southern California College of Op­
tometry, 2001 Associated Road, Fuller­
ton, Calif. 92631. Article: Nagel Ano­
maloscope. Manufacturer: Schmidt 
and Haensch, West Germany. Intend­
ed use of article: The article is intend­
ed to be used to identify persons with 
deficiencies of color vision through 
quantitative assessment of the type 
and degree of severity of a color vision 
deficiency. The article will be used in 
Visual Science 322, a course devoted to 
the theories, experimental basis, and 
testing of human color vision. In addi­
tion, the article will be used in the 
teaching clinics of the college for diag­
nosis of color vision anomalies. Appli­
cation received by Commissioner of 
Customs: July 5, 1978.
(Catalog of Federal Domestic Assistance 
Program No. 11.105, Importation of Duty- 
Free Educational and Scientific Materials.)

R ichard M. S eppa, 
Director,

Statutory Import Programs Staff.
[FR Doc. 78-20942 Filed 7-27-78; 8:45 am]

[3 5 1 0 -2 5 ]

COMMITTEE FOR THE IMPLEMENTA­
TION OF TEXTILE AGREEMENTS

BILATERAL TEXTILE NEGOTIATIO NS W ITH THE 
GO VERNM ENT OF IN D IA

Soliciting Public Comment

J uly  25, 1978.
On April 21,1974, the Committee for 

the Implementation of Textile Agree­
ments published a notice in the F eder­
al R egister (39 FR 13307) conveying 
the Committee’s intention to an­
nounce, and solicit comment on, U.S. 
Government actions implementing the 
GATT Arrangement Regarding Inter­
national Trade in Textiles and the bi­
lateral textile agreements entered into 
thereunder.

Pursuant to the terms of the Ar­
rangement and the Bilateral Cotton, 
Wool and Man-Made Fiber Textile 
Agreement of December 30, 1977, as 
amended, between the Governments 
of the United States and India, the 
Committee anticipates holding consul­
tations with the Government of India 
beginning early in September 1978. 
Any party wishing to express a view or

provide data or information with 
regard to the treamtment of any prod­
uct under the bilateral agreement and 
any other aspects thereof, or comment 
on production or availability of domes­
tic textile products, is invited to 
submit such in ten copies to Mr. 
Robert E. Shepherd, Chairman of the 
Committee for the Implementation of 
Textile Agreements and Deputy As­
sistant Secretary for Domestic Busi­
ness Development, U.S. Department of 
Commerce, Room 3826, 14th Street 
and Constitution Avenue NW., Wash­
ington, D.C. 20230.

Views, data or information submit­
ted under this procedure will be avail­
able for public inspection in the Office 
of Textiles, Room 2815, U.S. Depart­
ment of Commerce, 14th and Constitu­
tion Avenue NW., Washington, D.C. 
20230, and may be obtained upon writ­
ten request. Whenever practicable, 
public comment may be invited con­
cerning views, comments or informa­
tion received from the public which 
the Committee for the Implementa­
tion of Textile Agreements considers 
appropriate for further consideration.

The solicitation of comments on any 
negotiation, consultation, market dis­
ruption or any other matter pursuant 
to this notice is not a waiver in any re- 

. spect of the exemption contained in 5 
U.S.C. 553(a)(1) and 554(a)(4) relating 
to matters which constitute “a foreign 
affairs function of the United States.”

R obert E. S hepherd, 
Chairman, Committee for the 

Implementation of Textile 
Agreements, and Deputy As­
sistant Secretary for Domestic 
Business Development.

[FR Doc. 78-20912 Filed 7-27-78; 8:45 am]

[ 6 8 2 0 -3 3 ]

COMMITTEE FOR PURCHASE FROM 
THE BLIND AND OTHER SEVERELY 
HANDICAPPED

PROCUREMENT LIST 1978  

Proposed A dditions

AGENCY: Committee for Purchase 
from the Blind and Other Severely 
Handicapped.
ACTION: Proposed additions to pro- 

! curement list.
SUMMARY: The Committee has re­
ceived proposals to add to Procure­
ment List 1978 commodities to be pro­
duced by workshops for the blind and 
other severely handicapped.
COMMENTS MUST BE RECEIVED 
ON OR BEFORE: August 30,1978.

! ADDRESS: Committee for Purchase 
| from the Blind and Other Severely
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Handicapped, 2009 14th Street North, 
Suite 610, Arlington, Va. 22210.
FOR FURTHER INFORMATION 
CONTACT:

C. W. Fletcher, 703-557-1145.
SUPPLEMENTARY INFORMATION: 
This notice is published pursuant to 41 
U.S.C. 47(a)(2), 85 Stat. 77.

If the Committee approves the pro­
posed additions, all entities of the Fed­
eral Government will be required to 
procure the commodities listed below 
from workshops for the blind or other 
severely handicapped.

It is proposed to add the following 
commodities to Procurement List 1978, 
November 14, 1977 (42 FR 59015):
Class 6510

Bandage, Muslin, Compressed 
6510-00-201-1755 

Class 7210
Pillow, Bed, Feather 
7210-01-015-5190 

Class 8415
Apron, Food Handler’s 
8415-01-04500587

C. W. F letcher, 
Executive Director. 

[FR Doc. 78-20892 Filed 7-27-78; 8:45 am]

[3 8 1 0 -7 1 ]

DEPARTMENT OF DEFENSE
Departm ent o f the  N a v y

BOARD OF VISITORS TO THE U.S. N A V A L  
ACADEM Y

M eeting

Pursuant to the provisions of the 
Federal Advisory Committee Act (5 
U.S.C. app. 1), notice is hereby given 
that the Board of Visitors to the U.S. 
Naval Academy will meet on Septem­
ber 27, 1978, in room 301, Rickover 
Hall, at the U.S. Naval Academy, An­
napolis, Md. The meeting will com­
mence at 8:30 a.m. and terminate at 
approximately 4 p.m.

The purpose of the meeting is to 
make such inquiry as the Board shall 
deem necessary into the state of 
morale and discipline, the curriculum, 
instruction, physical equipment, fiscal 
affairs, and academic methods of the 
U.S. Naval Academy.

For further information concerning 
this meeting contact: Rear Ad. Robert 
W McNitt, U.S. Navy (retired), Secre­
tary to the Board of Visitors, Dean of 
Admissions, U.S. Naval Academy, An­
napolis, Md. 21402. Telephone 301- 
267-2188.

Dated: July 21, 1978.
P. A. WlLLE,

Captain, JAGC, U.S. Navy, 
Deputy Assistant Judge Advo­
cate General (Administrative 
Law).

[FR Doc. 78-20870 Filed 7-27-78; 8:45 am]

NOTICES

[3 1 2 8 -0 1 ]

DEPARTMENT OF ENERGY
ISSUANCE OF DECISIONS A N D  ORDERS BY
THE OFFICE OF HEARINGS A N D  APPEALS

W eek o f June 5  through June 9 , 1978

Notice is hereby given that during 
the week of June 5 through June 9, 
1978, the decisions and orders summa­
rized below were issued with respect to 
appeals and applications for exception 
or other relief filed with the Office of 
Hearings and Appeals of the Depart­
ment of Energy. The following sum­
mary also contains a list of submis­
sions which were dismissed by the 
Office of Hearings and Appeals and 
the basis for the dismissal.

Appeals

R. D. Bowerman d.b.a. Executive Center
Gulf, San Antonio, Tex., FRA-1354, motor
gasoline
R. D. Bowerman d.b.a. Executive Center 

Gulf (Bowerman) appealed from a Remedial 
Order which was issued to the firm by FEA 
Region VI on May 23,1977^ In the Remedial 
Order, FEA Region VI found that during 
the period November 1, 1973 through July 
24, 1974 Bowerman sold motor gasoline to 
its customers at prices which exceeded the 
maximum permissible levels calculated in 
accordance with 10 CFR 212.93. In its 
Appeal, Bowerman challenged the Remedial 
Order on several procedural grounds. 
Bowerman’s first claim was that any action 
by the DOE to collect the overcharges was 
barred by the Texas statute of limitations. 
The DOE found that although the Emer­
gency Petroleum Allocation Act (EPAA) did 
not contain a relevant statute of limitations, 
the application of a State statute of limita­
tions to enforcement action of this type 
would be inconsistent with the national 
policy expressed in the EPAA. In this con­
nection, the DOE found that its enforce­
ment activities, a crucial element of the reg­
ulatory program which was intended to 
achieve the EPAA’s policy objectives, would 
be seriously jeopardized if the agency were 
precluded from instituting compliance ac­
tions as a result of peculiarities and differ­
ences arising under local law. In this regard, 
the DOE found that the enforcement pro­
ceeding against Bowerman was part of a 
program which was designed to further the 
objective of promoting equitable distribu­
tion of petroleum products at equitable 
prices among all regions of the country. 
Moreover, the DOE noted that the public 
itself would be the direct beneficiary of the 
enforcement action inasmuch as the Reme­
dial Order required Bowerman to offer for 
sale all grades of gasoline at reduced prices. 
Consequently, the DOE held that the Texas 
statue of limitations was not applicable to 
the enforcement action against Bowerman. 
Bowerman also claimed that he' never re­
ceived the Notice of Probable Violation 
(NOPV) which was issued to him by the 
FEA prior to the issuance of the Remedial 
Order and as a result was not accorded the 
full procedural safeguards to which he was 
entitled. The DOE rejected this contention, 
noting that the agency possessed a signed 
written United States Postal Service receipt 
indicating that Bowerman had received the

32851

NOPV. Finally, Bowerman contended that 
the DOE previously made a determination 
not to proceed against him for violating the 
price regulations and therefore should be 
barred from reopening this matter in the 
absence of a showing that the agency now 
possessed new information regarding those 
violations. This argument was similarly re­
jected. The DOE determined that even 
though an investigation of a firm’s compli­
ance with the price regulations during a 
particular period may have been closed, the 
agency’s regulations permitted a further in­
vestigation at any time that circumstances 
so warranted. The DOE concluded that in 
the present proceeding the circumstances 
justified the reissuance of the NOPV. Ac­
cordingly, the Bowerman Appeal was 
denied.

Gulf Oil Corp., Tulsa, OJcla., DEE-0612, 
crude oil

Gulf Oil Corp. filed an Application for Ex­
ception from the provisions of 10 CFR, Part 
212, Subpart D which, if granted, would 
permit Gulf to sell the crude oil produced 
from the Kiefer Unit located in Creek 
County, Okla., at upper tier ceiling prices. 
In considering the exception application, 
the DOE found that the cost of producing 
crude oil from the Kiefer Unit had in­
creased to a level where it now exceeds the 
revenue that the firm can obtain from the 
sale of the crude oil at the lower tier ceiling 
price. The DOE therefore concluded that 
Gulf had no economic incentive to continue 
to produce crude oil from the property, and 
that it was highly unlikely that the crude 
oil from the reservoir underlying the Kiefer 
Unit could be recovered by any other firm 
in the absence of exception relief. The DOE 
therefore concluded that the application of 
the ceiling price rule resulted in a gross in­
equity to Gulf and the other working inter­
est owners. In order to provide the working 
interest owners with an incentive to contin­
ue to produce, the DOE granted exception 
relief which permits Gulf to sell 34.88 per­
cent of the crude oil produced from the 
Kiefer Unit for the benefit of the working 
interest owners at upper tier ceiling prices 
for a six month period of time.

Texaco, Inc., Westchester, N.Y., DFA-0177, 
Freedom of Information

Texaco, Inc. (Texaco) appealed from a 
partial denial by the Information Access Of­
ficer of a Request for Information which 
the firm had submitted under the Freedom 
of Information Act (FOIA). In its Appeal, 
Texaco requested that the DOE order the 
release of six documents which the Infor­
mation Access Officer had withheld from 
the firm. The Information Access Officer 
denied the firm access to those documents 
on the grounds that they are intra-agency 
memoranda which are exempt from manda­
tory public disclosure under the provisions 
of 5 U.S.C. 552(b)(5). In considering the 
Appeal, the DOE found that the documents 
which were withheld from the firm general­
ly summarize and analyze a number of prob­
lems associated with the application of the 
Mandatory Petroleum Price Regulations to 
crude oil producers and that' the material 
was predecisional in nature. The DOE also 
determined that the material which was 
withheld is precisely the type of informa­
tion which Exemption 5 of the FOIA was 
designed to protect from disclosure. In addi­
tion, the DOE determined that there were 
no portions of the documents which contain

FEDERAL REGISTER, VO L. 43, N O . 146— FRIDAY, JULY 28 , 1978



32852 NOTICES

purely factual material which could be 
easily segregated from the policy discus­
sions contained in the documents and re­
leased to Texaco. Finally, the DOE deter­
mined that the Information Access Officer’s 
response to the Texaco Request for Infor­
mation adequately set forth the grounds 
upon which the six documents were with­
held. Accordingly, the Texaco Appeal was 
denied.
Texas Gas Exploration Corp., Washington,

D.C., FEE-4460, propane
Texas Gas Exploration Corp. (Explora­

tion) filed an Application for Exception 
from the provisions of 10 CFR, Part 212, 
Subpart K, which if granted, would permit 
the firm to increase the banks of ynreco- 
vered product costs which it is generally 
permitted to reflect in price increases in 
future months. In its Application, Explora­
tion stated that because of the ambiguity 
surrounding the correct application of the 
definition of “transaction” prior to the issu­
ance of Ruling 1977-5, it incorrectly calcu­
lated its May 15, 1973, weighted average 
selling price for propane produced at its 
Eunice, Louisiana gas plant. According to 
the firm, this resulted in its adoption of a 
maximum permissible selling price for pro­
pane which was lower than its correct maxi­
mum price under the Price Regulations, and 
a consequent loss of substantial revenues on 
its sales of this product during the period 
from 1975 through 1977. Exploration re­
quested that its banks of unrecovered prod­
uct costs be increased by an amount equal 
to the revenues which it lost during the 
1975-1977 period.

In considering the Exploration request, 
the DOE noted that in Quincy Oil Co., Inc., 
1 DOE Par. 81,030 (November 23, 1977), it 
had held that due to the confusion sur­
rounding the proper application of the term 
“transaction” to variabie-price contracts, 
the standard for retroactive relief should 
not be applied in evaluating applications for 
exception from the definition of transaction 
set forth in Ruling 1977-5. The DOE deter­
mined that the application of the transac­
tion definition to the fixed-price contract in 
the present case was ambiguous as well. The 
DOE further found that Exploration had 
adopted a conservative interpretation of the 
Price Regulations and had thereby charged 
lower prices than it was lawfully permitted 
to charge under the Regulations. The DOE 
also determined that market conditions 
during the relevant period would have per­
mitted the firm to charge the lawful higher 
prices. Under these circumstances, the DOE 
concluded that the firm should be permit­
ted to recover the revenues which it had 
foregone. However, since only one customer 
was undercharged as result of the firm’s in­
terpretation of transaction, the exception 
relief approved was limited to the prospec­
tive prices charged to that customer.

R e q u e s t s  f o r  E x c e p t i o n

Charter OH Co., Jacksonville, Fla., DXE- 
0491, Crude oil

Charter Oil Co. (Charter) filed an Appli­
cation for Exception ~ from the provisions of 
10 CFR 211.67 (the Entitlements Program) 
which, if granted, would relieve the firm of 
its obligation to purchase entitlements be­
ginning with the month of March 1978. In 
support of its Application Charter submit­
ted projected financial and operating mate­
rial for its current fiscal year ending Dec.

31, 1978. Based on the Charter submission, 
the DOE determined that Charter would 
incure an obligation to purchase entitle­
ments during its current fiscal year which 
would prevent it from achieving either its 
historical profit margin or its historical 
return on invested capital (ROIC). The 
DOE therefore concluded that exception 
relief was warranted under the criteria set 
forth in Delta Refining Co., 2 FEA Par. 
83,275 (Sept. 11, 1975), and Beacon Oil Co., 
3 FEA Par. 83,209 (June 8, 1976). The DOE 
found that Charter’s projections indicated 
that even if the firm were relieved of its 
entire entitlement purchase obligation for 
the current fiscal year it would still not 
attain either its historical profit margin or 
ROIC. Accordingly, in a Proposed Decision 
and Order issued to the firm on Mar. 20, 
1978, the DOE tentatively granted Charter 
an exception which relieved it of any obliga­
tion to purchase entitlements during the 6- 
month period Mar. 31 through Aug. 31, 
1978. Since no Notice of Objection was filed 
to the Proposed Decision in accordance with 
the regulations which govern exception 
matters, the Decision and Order was issued 
to Charter in final form on Mar. 20,1978.

Standard Oil Co. (.Indiana), Chicago, IU., 
FXE-4813, Natural Gas Liquids

On Oct. 28, 1977, the DOE issued a Pro­
posed Decision and Order to the Standard 
Oil Co. (Indiana) (Standard) which denied 
the firm’s request for exception from the 
provisions of 10 CFR 212.165. The Proposed 
Decision refused to extend the exception 
relief which Standard had previously been 
granted which permitted it to increase its 
selling prices for the natural gas liquids pro­
duced at its Elmwood natural gas processing 
plant. See Standard Oil Co. (Indiana), 5 
FEA Par. 82,057 (Jan. 25, 1977). The deter­
mination in the Proposed Decision was 
based on a comparison of the non-product 
costs which the firm incurred at its Elm­
wood plant during the calendar quarter in­
cluding May 15, 1973 and the three calendar 
quarters ending June 30, 1977. On Dec. 8, 
1977, Standard filed a Statement of Objec­
tions to the Proposed Decision. Standard 
contended that it did not seek an extension 
of the Jan. 25,1977 exception determination 
prior to its expiration on June 1, 1977 be­
cause the firm’s costs would not have justi­
fied an extension of relief at that time. Con­
sequently, Standard claimed that its current 
application should have been construed by 
DOE as an initial request for exception and 
that the calculation of the amount of relief 
therefore should have been based upon a 
comparison of only the most recently com­
pleted quarter’s costs with those of the base 
period. In considering the firm’s contention, 
the DOE noted that it had previously con­
sidered and rejected a virtually identical ar­
gument in Shell Oil Co., 1 DOE Par. 80,222 
(Mar. 13,1978). As indicated in the Shell De­
cision, if the DOE permitted firms to selec­
tively utilize their costs from interim peri­
ods to justify the magnitude of the excep­
tion relief which they seek, the amount of 
relief granted could be unrepresentatively 
high because of factors such as the timing 
of accounting record entries. In order to 
avoid this result, the DOE typically deter­
mines the amount of unrecovered nonpro­
duct costs which have been incurred at a 
particular plant on the basis of a compari­
son of base quarter costs with those in­
curred during a current period which en­
compasses all of the quarters which have

elapsed since a previous grant of exception 
relief. Since Standard failed to present any 
convincing evidence that the principles of 
Shell should be reversed or that their appli­
cation would be inappropriate in this case, 
the Proposed Decision and Order was issued 
in final form.
Sun Co., Inc., Dallas, Tex., FXE-4780, FXE-

4785, FXE-4806, FXE-4823, FXE-4826,
FXE-4833, FXE-4847, Natural Gas Liq­
uids
On Sept. 30, 1978, the Sim Co., Inc. (Sun) 

fras issued a Proposed Decision and Order 
which tentatively extended previously 
granted exception relief permitting Sun to 
increase its selling prices above maximum 
levels permitted under 10 CFR 212.165 for 
natural gas liquids and natural gas liquid 
products which it produces at several of its 
natural gas processing plants. On Nov. 15,
1977, Sun filed a Statement of Objections to 
the Proposed Decision and Order. In its 
Statement of Objections, Sun contended 
that the DOE erred in utilizing the most re­
cently completed six month period for pur­
poses of comparison with May 15, 1973, cost 
levels in order to determine the level of ex­
ception relief. Instead, Sun argued that only 
the most recently completed 3-month period 
should have been used to calculate the level 
of relief. In this regard, Sun contended that 
utilization of the most recent 3-month 
period results in a better approximation of 
the plants’ future nonproduct cost levels 
which the relief is intended to defray. In 
considering Sim’s contentions, the DOE 
noted that it had previously rejected an 
identical argument which Sun had raised in 
an Appeal involving exception relief granted 
to other of its plants. See Sun Company, 
Inc., 6 FEA 80,557 (Sept. 19, 1977). In that 
Decision the DOE stated that the utiliza­
tion of a 6-month period is rational since it 
takes into consideration all of the data 
which has become available since the previ­
ous grant of exception relief. Since Sun 
failed to present any convincing evidence 
that the use of a 6-month period is errone­
ous or that its application to this case is in­
appropriate, the DOE issued the Proposed 
Decision and Order in final form on June 5,
1978.

S upplemental O rders

Arizona Fuels Corp., Salt Lake City, Utah, 
DEX-0075, Crude Oil

On Jan. 16, 1978, the DOE issued a Pro­
posed Decision and Order to the Arizona 
Fuels Corp. (Arizona Fuels) which tentative­
ly concluded that an Application for Excep­
tion which the firm had submitted from the 
provisions of 10 CFR 211.67 (the Entitle­
ments Program) should be granted. On Jan. 
17, 1978, the DOE issued a further Decision 
and Order to the firm staying its obligation 
to purchase entitlements to the extent spec­
ified in the Proposed Decision and Order. 
Arizona Fuels subsequently filed a State­
ment of Objections to the January 16 Pro­
posed Decision. No final determination had 
as yet been issued with respect to the Pro­
posed Decision. However, under the specific 
terms of the January 17 Stay Order Arizona 
Fuels would continue to receive stay relief 
even though the 6-month exception relief 
period specified in the Proposed Decision 
and Order had expired. Accordingly, the 
January 17 Stay Order was amended to 
specify that the stay relief was applicable 
only to the 6-month period January
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through June 1978 pending the issuance of 
a final determination with respect to the 
Proposed Decision and Order.

Laketon Asphalt Refining, Inc., Evansville, 
Ind., DEX-0076, Crude Oil

On Peb. 10, 1978, the DOE issued a Pro­
posed Decision and Order to Laketon As­
phalt Refining, Inc. (Laketon) which tenta­
tively concluded that an Application for Ex­
ception which the firm had submitted from 
the provisions of 10 CPR 211.67 (the Enti­
tlements Program) should be granted. On' 
Peb. 10, 1978, the DOE issued a further De­
cision and Order to the firm staying its obli­
gation to purchase entitlements to the 
extent specified in the Proposed Decision 
and Order. Laketon subsequently filed a 
Statement of Objection^ to the February 10 
Proposed Decision. No final determination 
has as yet been issued with respect to the 
Proposed Decision. However, under the spe­
cific terms of the February 10 Stay Order, 
Laketon would continue to receive stay 
relief even though the 6-month exception 
relief period specified in the Proposed Deci­
sion and Order had expired. Accordingly, 
the February 10 Stay Order was amended to 
specify that the stay relief was applicable 
only to the six month period February 
through July 1978 pending the issuance of a 
final determination with respect to the Pro­
posed Decision and Order.

Newhall Refining Co., Inc., Dallas, Tex., 
DEX-0077, Crude Oil

On February 10, 1978, the DOE issued a 
Proposed Decision and Order to Newhall 
Refining Co., Inc. (Newhall) which tenta­
tively concluded that an Application for Ex­
ception which the firm had submitted “from 
the provisions of 10 CFR 211.67 (the Enti­
tlements Program) should be granted. On 
Feb. 10, 1978, the DOE also issued a Deci­
sion and Order to the firm staying its obli­
gation to purchase entitlements to the 
extent specified in the Proposed Decision 
and Order. Newhall subsequently filed a 
Statement of Objections to the February 10 
Proposed Decision. No final determination 
had as yet been issued with respect to the 
Proposed Decision. However, under the spe­
cific terms of the February 10 Stay Order, 
Newhall would continue to receive stay 
relief even though the 6-month exception 
relief period specified in the Proposed Deci­
sion and Order had expired. Accordingly, 
thè February 10 Stay Order was amended to 
specify that the stay relief was applicable 
only to the 6-month period February 
through July 1978 pending the issuance of a 
final determination with respect to the Pro­
posed Decision and Order.

No. 2 (.Home) Heating Oil, Washington,
D C., DEH—0050 through DEH—0056,

Evidentiary Hearing Home Heating Oil
The Office of Hearings and Appeals of the 

Department of Energy recently received 11 
Petitions to Intervene submitted by organi­
zations that wish to participate as parties in 
an evidentiary hearing which will be held in 
August 1978 concerning No. 2 (home) heat­
ing oil. Those Petitions were filed pursuant i 
to Rule 2 of the rules of procedure which ¡ 
the Office of Hearings and Appeals adopted ; 
on an interim basis on Apr. 18, 1978. In a 
previous Decision and Order, the Office of 
Hearings and Appeals granted the Petitions 
of three organizations, the Energy Policy | 
Task Force of the Consumer Féderation of ! 
America, the American Petroleum Institute, . 
and the Antitrust Division of the Depart­
ment of Justice. Accordingly, these petition­
ers were designated as parties to the August 
1978 evidentiary hearing. The Office of 
Hearings and Appeals also held a confer­
ence on June 6, 1978 in order to allow the j 
remaining petitioners to comment further 
on the reasons why they should be accorded 
party status. After considering the views 
which were presented at the June 6 confer­
ence and reviewing the eight pending Peti­
tions to Intervene, the DOE determined 
that two of the petitioners, the National Oil 
Jobbers Council (NOJC) and the Atlantic 
Richfield Company (ARCO), should be ac­
corded party status in this proceeding. In 
this regard, the DOE found that the written 
petitions and oral presentations made by 
NOJC and ARCO at the June 6 conference 
indicated that their participation in the evi­
dentiary hearing would contribute substan­
tially to the purpose and scope of the hear­
ing. With respect to the remaining petition­
ers, the Office of Hearings and Appeals de­
termined that they should not be accorded 
party status at the evidentiary hearing.

S u m m a r y  D e c i s i o n s

In the following case, stay relief from the | 
provisions of 10 CFR, Part 212 which had 
previously been granted to sellers of Gaso- i 
hoi in the State of Illinois and to members j 
of FS Services and Affiliated Companies 
that sell Gasohol in the States of Iowa and 
Wisconsin was extended to all sellers of Ga­
sohol in the State of Iowa: Iowa Develop­
ment Commission, Des Moines, Iowa. DES- 
0064.

D i s m i s s a l s

The following submissions were dismissed 
following a statement by the applicant indi­
cating that the relief requested was no 
longer needed: City of Long Beach Dept, of 
Oil Properties, Long Beach, Calif., FMR-

0124; Lewtex Oil & Gas Co., Austin, Tex., 
DEE-0435 & DEE-0437.

Copies of the full text of these Deci­
sions and Orders are available in the 
Public Docket Room of the Office of 
Hearings and Appeals, Room B-120, 
2000 M Street NW., Washington, D.C. 
20461, Monday through Friday, be­
tween the hours of 1 p.m. and 5 p.m., 
e.d.t., except Federal holidays. They 
are also available in Energy Manage­
m ent Federal Energy Guidelines, a 
commercially published loose leaf re­
porter system.

R ichard T . T edrow , 
Acting Director, 

Office of Hearings and Appeals.
J uly  24,1978.

[FR Doc 78-20871 Filed 7-27-78; 8:45]

[3 1 2 8 -0 1 ]

CASES FILED W ITH THE OFFICE OF HEARINGS  
A N D  APPEALS

W eek o f July 7  Through July 14, 1978

Notice is hereby given that during 
the week of July 7 through July 14, 
1978, the appeals and applications for 
exception or other relief listed in the 
appendix to this notice were filed with 
the Office of Hearings and Appeals of 
the Department of Energy.

Under the DOE’S procedural regula­
tions, 10 CFR, part 205, any person 
who will be aggrieved by the DOE 
action sought in this case may file 
with the DOE written comments on 
the application within 10 days of serv­
ice of notice, as prescribed in the pro­
cedural regulations. For purposes of 
those regulations, the date of service 
of notice shall be deemed to be the 
date of publication of this notice or 
the date of receipt by an aggrieved 
person of actual notice, whichever 
occurs first. All such comments shall 
be filed with the Office of Hearings 
and Appeals, Department of Energy, 
Washington, D.C. 20461.

J uly  19, 1978.
T homas L. W ieker , 

Acting Director, Office 
of Hearings and Appeals.
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Date

July 7,1978..........

Do.. ......... ,

July 10,1978...... ,

D o......... .........

Do...................

Do..................

Do...................

Do..................

Do...................

July 11,1978.......

Do..................

Do............... .

Do..................

July 12, 1978.......

D o..................

July 13,1978.......

Do..................

D o..................

D o..................

July 14,1978.......

D o..................

D o...................

Appe n d ix .—List of cases received by the Office of Hearings and Appeals 
[Week of July 7 through July 14 1978]

Name and location of applicant Case No. Type of submission

Pennzoil Producing Co., Houston, Tex........  DEX-0092 ....

Warrior Asphalt Co. of Alabama, Washing- DEX-0093 .... 
ton, D.C.

L . W. Babcock, Bakersfield, Calif................  DEE-1408....

Cities Service Co., Tulsa, Okla......................  DEE-1410
through
DEE-1412.

Eastern Shore Gas Co., Philadelphia, Pa .... DES-0086....

Keener Oil Co., Tulsa, Okla...........................  DXE-1407 ....

Lemer Oil Co., Inc., Gardena, Calif.............  DSG-0024 ....

Sidney E. Pinkston, Jr., Adams County, DEE-1409,
Miss.

Wyoming Refining Co., Denver, Colo..........  DED-0495....

A. Johnson & Co., New York, N.Y...... .........  DES-0087.....

Allied Chemical Corp., Houston, T ex ..........  DEE-1413
through
DEE-1415.-

Econ-o-Gas, Inc., Temple, T ex......................  DEE-1416.....

Powerine Oil Co., Los Angeles, Calif............  DMR-0027 ....

E. C. Johnson Co., Longview, T ex ............... ,  DXE-1418....

No. 2 (Home) Heating Oil (Wisconsin), DEH-0060 ..... 
Washington, D.C.

Arizona Fuels Corp., Salt Lake City, U tah.. DEX—0094....

DeMartin Truck Lines, Inc., Bakersfield, DRA-0198 
Calif. and DRS-

0198.

Northland Oil & Refining Co., Tulsa, Olda. DES-0089.

John Wight, Billings, Mont...........................  DEE-1417.

Champlin Petroleum Co., Fort Worth, Tex DRZ-0012.

Norco Oil Co., Cheboygan, M ich..................  DRH-0064

Texas City Refining, Inc., Washington, DEE-1418. 
D.C.

Supplemental order. If granted: The decision and order issued to Penn­
zoil Producing Co. on May 15, 1978, would be modified in certain tech­
nical respects (case No. FXE-4776).

Supplemental order. If granted: The DOE would review the entitlements 
exception relief granted to Warrior Asphalt Co. of Alabama during its 
1978 fiscal year in order to determine whether the level of relief ac­
corded the firm was appropriate.

Price exception (sec. 212.73). If granted: L. W. Babcock would be permit­
ted to sell the crude oil produced from the Union Avenue field at 
upper-tier ceiling prices.

Price exception (sec. 212.165). If granted: Cities Service Co. would be per­
mitted to increase its prices to reflect nonproduct cost increases in 
excess of $0.005 per gallon for natural gas liquid products produced at 
the Natomas, Selling, And Thunder Creek plants.

Stay request. If granted: Eastern Shore Gas Co. would be granted a stay 
of the provisions of 10 CFR 212.93 pending a determination on an ap­
plication for exception which the firm had filed (case No. DRC-0009).

Extension of relief granted in Keener Oil Company, 1 DOE Par. 81,008 
(Mar. 7,1978). If granted: Keener Oil Co. would be permitted to sell the 
crude oil produced from its Lizzie-Orwigf well No. 1 located in Seminole 
Comity, Okla., at upper-tier ceiling prices.

Request for special redress. If granted: An NOPV which was issued to 
MacMillan Ring-Free Oil Co. by DOE region IX and subsequently with­
drawn would be reissued.

Price exception (sec. 212.73). If granted: Sidney E. Pinkston, Jr., would be 
permitted to sell the crude oil produced in the Beaver Branch field at 
upper-tier ceiling prices.

Motion for discovery. If granted: Wyoming Refining would be entitled to 
discovery in connection with its statement of objections to a proposed 
decision and order issued to Little America Refining Co.

Request for stay. If granted: A. Johnson & Co. would receive a stay of 
the provisions of 10 CFR 211.67 pending a final determination on its 
application for exception.

Price exception (sec. 212.165). If granted: Allied Chemical Corp. would be 
permitted to increase its prices to reflect nonproduct cost increases in 
excess of $0.005 per gallon for natural gas liquid products produced at 
the Bumell-N. Pettus, N. Terrebonne-Tebone, and S. Fullerton plants.

Exception to change supplier. If granted: Econ-O-Gas, Inc., would be as­
signed a new, lower priced supplier of motor gasoline to replace its base 
period supplier, Foremost.

Request for modification of Powerine Oil Co., 6 FEA Par. 87,013 (July 7, 
1977). If granted: The decisions and order issued to Powerine Oil Co. on 
April 11, 1977, and July 7, 1977, would be modified with respect to the 
level of relief from purchases of entitlements to be afforded the firm 
during 1975.

Price exception (sec. 212.165). If granted: E. C. Johnson Co. would be per­
mitted to increase its prices to reflect nonproduct cost increases in 
excess of $0.005 per gallon for natural gas products produced at the R. 
M. Stephens plant.

Request for evidentiary hearing. If granted: The State of Wisconsin 
would be permitted to submit written comments to the Office of Hear­
ings and Appeals in connection with an evidentiary hearing being held 
with respect to No. 2 (home) heating oil. ,

Supplemental order. If granted: Arizona Fuels Corp. would receive a stay 
of a portion of its entitlement purchase obligations pending a final de­
termination on its application for exception.

Appeal of revised remedial order issued June 29, 1978. Stay request. If 
granted: The June 29, 1978, revised remedial order issued by DOE 
region IX would be rescinded and DeMartin Truck Lines, Inc., would 
not be required to refund overcharges made in its sales of propane and 
butane.

Stay request. If granted: Northland Oil & Refining Co. would be granted 
a stay of any entitlements purchase obligations pending a’ decision on 
its application for exception.

Allocation exception (sec. 214.21). If granted: The firm would be granted 
an allocation of crude oil under the provisions of 10 CFR 214.21.

Interlocutory order. If granted: The DOE would establish procedures 
with regard to an evidentiary hearing which might be held with respect 
to the remedial order issued to Champlin Petroleum Co.

Request for evidentiary hearing. If granted: An evidentiary hearing 
would be convened in connection with the Norco Oil Co.’s objections re­
garding the March 20, 1978, proposed remedial orders issued to the 
firm.

Exception to entitlements program. If granted: Texas City Refining, Inc., 
would receive an exception from the provisions of 10 CFR 211.67 with 
respect to its entitlements purchase obligations.

Notices of objection received 
[Week of July 7 through July 16,1978]

Date Name and location of applicant Case No.

July 7,1978. McCulloch Gas Processing Plant, Washington, D.C

Do.......................................  Lunday-Thagard Oil Co. Washington, D.C....
D o.......................................  San Joaquin Refining Co. Bakersfield, Calif

DXE-1087
through
DXE-1091

DXE-1057
DXE-1049
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Name and location of applicant Case No.

July 10,1978............................  Robert E. Hanson, Riverton, Wyo.........................................
Do.......................................  New England Petroleum Corp., New York, N.Y.................
Do.......................................  The Glenrock Refinery, Inc., Washington, D.C....... ..........
Do.......................................  Commonwealth Oil Refining Co., Inc., San Antonio, Tex

July 12,1978............................  Jack Halbert, Tyler, T ek.........................................................

July 13,1978............................  Saber Refining Co., Houston, T ex.........................................

DEE-0320 
DEE-0861 
FEE-4853 
DEE-1369 
FEE-4844 and 

FEE-4845 
DEE-0425

Proposed remedial orders

July 7,1978..............................  Ford Oil Co., Washington, D.C....................................................................
July 10,1978............................  Woodward Drilling Co., Columbus, Ohio...................... ..........................

Do.......................... ............. Monterrey Petroleum Corp., San Antonio, Tex......................................
Do.......................................  Crystal Petroleum Co., Corpus, Christi, Tex...........................................

July 12,1978......... ................... Gene L. Bolin, d.b.a. Gene Bolin’s Chevron Station Philomath, Oreg,
Do.......................................  Chevron U.S.A., Inc., San Francisco, Calif................................................

DRO-0078
DRO-0079
DRO-Ö080
DRO-0081
DRO-0082
DRO-0083

[PR Doc. 78-20872 Piled 7-27-78; 8:45 am]

[3128- 01]

PRIVACY ACT OF 1974  

Proposed Am endm ents to System o f Records

AGENCY: Department of Energy.
ACTION: Notice of Proposed Amend- I 
ments to a System of Records. j
SUMMARY: Notice is hereby given \ 
that the Department of Energy (DOE) 
is proposing to amend the categories 
of individuals and type of information 
covered by the system of records here­
tofore designated as FEA-23, Tele­
phone Numbers of PEA Officials. Con­
current with the publication of this ! 
Notice, a Report on New Systems is | 
being submitted to Congress and the I 
Office of Management and Budget, in 
accordance with 5 U.S.C. 552a(o) with 
respect to these proposed amend­
ments, since they alter the number 
and types of individuals on whom rec­
ords are maintained and expand the ! 
categories of information maintained j 
in the referenced system.

Written comments are invited with ' 
respect to this proposal; however, it is 
the intent of DOE to operate the ex­
isting system as proposed at the expi­
ration of the advance notice period if 
no comments to the contrary are re­
ceived. i
DATES: Comments by August 28, 
1978.
FOR FURTHER INFORMATION 
CONTACT:

John Treanor, Acting Director, Divi­
sion of Freedom of Information and 
Privacy Acts Activities, Federal 
Building, Room 2121, 12th and 
Pennsylvania Avenue NW., Washing­
ton, D.C. 20461, 202-566-9840.
Laura Rockwood, Office of General 
Counsel, Federal Building, Room 
6144, 12th and Pennsylvania Avenue 
NW., Washington, D.C. 20461, 202- 
566-9653.

SUPPLEMENTARY INFORMATION:
I. Narrative statement describing FEA-23,

as required by the Privacy Act of 1974
and OMB Circular A-108.

II. Comment Procedures.
I. Narrative statement as required by 

the Privacy Act of 1974 and OMB 
Circular A-108:

Background: This Report on New 
Systems is submitted by the Depart­
ment of Energy (DOE), as required by 
the Privacy Act of 1974, 5 U.S.C. 
552a(o), and paragraph 2a(2) of Trans­
mittal Memorandum No. 1 to Office of 
Management and Budget OOMB) Cir­
cular A-108. OMB Circular A-108 re­
quired that a government agency pub­
lish a Report on New Systems when­
ever a new system of records is pro­
posed or there occurs a change in the 
number or types of individuals about 
whom information is maintained; an 
expansion in the type or categories of 
information maintained; an alteration 
in the manner in which the records 
are organized, indexed, or retrieved so 
as to change the nature or scope of 
those records; an alteration in the pur­
poses for which the information is 
used; or a change in the equipment 
configuration on which the system is 
operated so as to create the potential 
for either greater or easier access. In 
this case, the amendments would alter 
the number of individuals covered and 
the types of information contained, as 
more fully described below.

The DOE was estimated by the De­
partment of Energy Organization Act 
(Pub. L. 95-91) (the Act), which was 
made effective October 1, 1977, by Ex­
ecutive Order 12009, dated September 
13, 1977 (42 FR 46267, September 15, 
1977). The act transfers to, and vests 
in, the DOE and the independent col­
legial body within the DOE, the Fed­
eral Energy Regulatory Commission 
(FERC), the functions of the former 
Federal Energy Administration, the 
former Energy Research and Develop­
ment Administration, the former Fed­
eral Power Commission, and certain

functions previously performed by sev­
eral other departments and programs.

The departments, agencies, and com- 
I missions, or components thereof,
; which, prior to the act, discharged the 

functions which the act vests in the 
DOE, established and proposed certain 

I systems of records in accordance with 
j the Privacy Act of 1974 and other au- 
I thority vested in them. Those systems 

of records (or portions thereof) either 
in existence or proposed prior to Octo­
ber 1, 1977, which relate to the func­
tions of any entity which was trans- 

j ferred to the DOE by the act to either 
I the Secretary or to the FERC (or dele- 
I gated to the FERC by the Secretary) 
I were formally transferred to the Sec- 
! retary and to the FERC, as appropri- 
I ate to their respective functions (42 
l FR 54856, October 11,1977).

The system designated as FEA-23, 
telephone numbers of FEA officials, is 
a system of records created and no- 

| ticed in 42 FR 52485, September 30, 
i 1977. The system contains the home 
! .telephone numbers of senior staff offi­

cials of the Federal Energy Adminis­
tration (FEA). The proposed amend­
ments to FEA-23 would expand both 
the number and types of individuals 
covered by the system and the type of 
information contained therein. These 
proposed amendments to FEA-23 are 
therefore being noticed in the F ederal 
R egister in accordance with section 
3(e)(ll) of the Privacy Act of 1974, 5 

i U.S.C. 552a(e)(ll).
B. Purpose: The system designated 

as FEA-23 was originally established 
as a necessary precaution to guard 
against an emergency situation during 
which the appropriate senior FEA of­
ficial could not otherwise be contact­
ed. The proposed amendments reflect 

I the expansion of the system to include 
| all DOE senior staff. The proposed 

amendments would also expand the 
; employees covered to include support 
; staff. This reflects the recognition of 
! the necessity of having such personnel 
I available to support senior officials by
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carrying out secretarial and adminis­
trative duties arising as a result of 
emergency situations. Additionally, 
the home addresses of all of the indi­
viduals covered are proposed to be in­
cluded to aid in determining the rela­
tive availability and accessability of of­
ficers and employees in the event of 
an emergency. As a result of these 
changes, the system will be renamed 
FEA-23, telephone numbers and ad­
dresses of DOE senior and support 
staff.

C. Authority: Section 641 of the De­
partment of Energy Organization Act 
authorizes the Secretary, to the extent 
necessary or appropriate in perform­
ing any function transferred by that 
act, to exercise any authority or part 
thereof available by law to the official 
or agency from which such function 
was transferred. Section 301 of the act 
transfers to the Secretary, among 
other functions, all of the functions 
vested by law in the Administrator of 
FEA. The authority for the FEA Ad­
ministrator to amend systems of rec­
ords was based upon the authority 
vested in him pursuant to Section 7(a) 
of the Federal Energy Administration 
Act of 1974 (Pub. L. 93-275) to promul­
gate such rules, regulations, and pro­
cedures as necessary to carry out his 
functions. Therefore, as a result of the 
transfer of functions pursuant to Sec­
tion 301 of the DOE Organization Act, 
the Secretary of DOE is vested with 
that authority to amend systems of 
records which was previously vested in 
the FEA Administrator.

Additionally, 5 U.S.C. 301 and sec­
tion 644 of the Department of Energy 
Organization Act authorize the Secre­
tary of the DOE to prescribe such pro­
cedural and administrative rules and 
regulations as he may deem necessary 
or appropriate to adminster and 
manage functions vested in him. 
Therefore, these provisions are also 
authority for the proposed amend­
ments.

D. Potential consequences on indi­
vidual privacy. Although the amend­
ments would expand the categories of 
individuals and the type of informa­
tion under this system, DOE does not 
deem that the maintenance of the 
amended FEA-23 will have any sub­
stantial effect on the privacy and 
other personal or property rights of 
individuals. No information is or will 
be retained in the system other than 
that which is given voluntarily to the 
agency by an individual. The use of 
FEA-23 is totally internal to DOE op­
erations, with no access to information 
contained therein allowed to any per­
sons other than those with a need to 
know for the purpose of conducting 
official DOE business. With DOE’S 
stringent access controls and limited 
use of the records contained in the 
FEA-23, the operation of the system

will have minimal effect on individual 
privacy and other personal or property 
rights.

E. Safeguards against unauthorized 
access. The risk of unauthorized 
access has been minimized by locating 
FEA-23 in a lockable container within 
a room secured when neither author­
ized users nor the system manager is 
present. Control over these facilities is 
given only to the system manager and 
those qualifying for access under the 
routine uses listed in the accompany­
ing proposed amended system notice. 
The lower risk alternative of maintain­
ing the system in a locked cabinet 
within secured rooms was considered; 
however, the presence of responsible 
DOE personnel was considered to be 
sufficient to prevent unauthorized 
access to the systems. No higher risk 
alternatives were considered.
II. Comment Procedures:

As provided by section 3(e)(ll) of 
the Privacy Act of 1974 (5 U.S.C. 
552a(eXll)), interested përsons are in­
vited to submit written data, views, or 
arguments related to these proposals 
to Public Hearing Management, De­
partment of Energy, Box SW, 2000 M 
Street, Room 2313, Washington, D.C. 
20461. Hand carried comments may be 
delivered to that same office between 
the hours of 8 a.m. to 4:30 p.m., 
Monday through Friday, except on 
legal public holidays.

Comments should be identified on 
the outside of the envelope and on the 
documents submitted to DOE with the 
designation “FEA-23, Privacy Act 
System of Records”. Fifteen copies 
should be submitted. All comments re­
ceived on or before August 28, 1978, 
will be available for public inspection 
in the DOE Reading Room, Room 
2107, Federal Building, 12th and Penn­
sylvania Avenue NW., Washington,
D.C., between the hours of 8 a.m. and 
4:30 p.m., Monday through Friday, 
except on legal public holidays. These 
comments and all other relevant infor­
mation will be considered by DOE 
before the amended system is adopted 
in its final form.

Any information or data considered 
by the person furnishing it to be confi­
dential must be so identified and sub­
mitted in writing, one copy only. The 
DOE reserves the right to determine 
the confidential status of the informa­
tion or data and to treat it according 
to that determination.

It is the intent of DOE to operate 
the amended system of records as pro­
posed at the expiration of the com­
ment period if no comments to the 
contrary are received.

The DOE has determined that this 
document does not contain a proposal 
requiring preparation of a regulatory 
analysis under Executive Order 12044.

(Privacy Act of 1974, Pub. L. 93-579; De­
partment of Energy Organization Act, Pub. 
L. 95-91; Executive Order 12009, 42 PR 
46267; Federal Energy Administration Act 
of 1974, Pub. L. 93-275, as amended; Execu­
tive Order 11790, 39 FR 23185.)

In consideration of the foregoing, 
the amendments to FEA-23 as de­
scribed above are proposed. An amend­
ed system description incorporating 
the proposed amendments is set forth 
below.

Issued in Washington, D.C., July 25, 
1978.

W illiam  P . D av is, 
Deputy Director 

of Administration.
FEA-23

System name:
Telephone numbers and addresses of 

DOE officials and support staff.
Security classification: «

Unclassified.
System location:

Office of the Secretary, Department 
of Energy, Forrestal Building, Wash­
ington, D.C. 20585.
Categories of individuals covered by the 
system:

DOE senior staff officials and sup­
port staff.
Categories of records in the system:

Name, home telephone number, and 
home address.
Authority for maintenance of the system:

5 U.S.C. 301; Federal Energy Admin­
istration Act of 1974; Executive Order 
11790; Department of Energy Organi­
zation Act; Executive Order 12009.
Routine uses of records maintained in the 
system, including categories of users and 
the purposes of such uses:

The records are available only to 
DOE staff within the office of the Sec­
retary and the energy policy staff 
within the Executive Office of the 
President. Telephone numbers will be 
given out on an individual basis from 
the list to those DOE officials or 
energy policy staff with a demonstrat­
ed need for the information in the 
course of their duties.
Policies and practices for storing, retriev­
ing, accessing, retaining, and disposing of 
records in thé system:
Storage:

Paper records.
Retrievability:

Name of DOE official or support 
staff.
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Safeguards:

Records are located in lockable 
drawers in secured rooms with access 
limited to those whose official duties 
require access.
Retention and disposal:

Records are revised when appropri­
ate, at which point the older records 
are destroyed.
System manager and address:

Director, Office of the Secretary, 
Department of Energy, Forrestal 
Building, Washington, D.C. 20585.
Notification procedure:

Requests by an individual to deter­
mine if a system of records contains 
information about him should be di­
rected to the Privacy Act Officer, De­
partment of Energy, Washington, D.C. 
20461, in accordance with DOE’s Pri­
vacy Act Regulations
Record access procedures:

Requests by an individual for access 
to a system of records that contains 
information about him should be di­
rected to the Privacy Act Officer, De­
partment of Energy, Washington, D.C. 
20461, in accordance with DOE’s Pri­
vacy Act Regulations (10 CFR 206.3, 
40 PR 45610 (October 2, 1976)).
Contesting record procedures:

Requests by an individual to correct 
or amend the content of a record con­
taining information about him should 
be directed to the Privacy Act Officer, 
Department of Energy, Washington, 
D.C. 20461, in accordance with Privacy 
Act Regulations (10 CFR 206.7, 40 FR 
45613 (October s , 1975)).
Record source categories:

The subject individuals.
System exempted from certain provisions 
of the act:

None.
[FR Doc. 78-20881 Filed 7-27-78; 8:45 am]

[6 5 6 0 -0 1 ]

ENVIRONMENTAL PROTECTION 
AGENCY

[FRL 910-6]

IDENTIFICATION OF C O N VENTIO N A L  
POLLUTANTS

Publication

Notice is hereby given that the Envi­
ronmental Protection Agency is pub­
lishing on this date a list of four con­
ventional pollutants in accordance 
with subsection 304(a)(4) of the Clean 
Water Act, 33 ILS.C. 1251 et seq. 
These four pollutants are required to 
be listed by the act and are therefore

published as a final list. Three addi­
tional pollutants are proposed today 
as conventional pollutants and public 
comment is invited.

Pursuant to section 304(a)(4) of the 
act, the Administrator is required 
within 90 days to publish information 
identifying conventional pollutants in­
cluding but not limited to, pollutants 
classified as biological oxygen demand­
ing, suspended solids, fecal coliform 
bacteria and pH. The thermal compo­
nent of any discharge is not to be iden­
tified as a conventional pollutant 
under section 304(a)(4).

For conventional pollutants, the ap­
plicable technology-based limitations 
for point sources are defined on the 
basis of the “best conventional pollu­
tion control technology” (BCT) pursu­
ant to section 304(b)(4)(B) and section 
301(b)(2)(E) of the act, and section 
301(b)(2)(E) provides that such limita­
tions must be achieved not later than 
July 1, 1984. The reasonableness as­
sessment required under section 
304(b)(4)(B) of the act for the deter­
mination of BCT may, in some cases, 
result in effluent limitations less strin­
gent than those established based 
upon “best available technology eco­
nomically achievable.” However, in no 
case shall BCT limitations be less 
stringent than those based on “best 
practicable technology currently avail­
able.”

The act and its legislative history 
state that the economic and water 
quality waivers provided in sections. 
301(c) and 301(g) will not be available 
for BCT limitations. It should be 
stressed that loss of these waivers by 
addition of a pollutant to the conven­
tional pollutant list will result in limi­
tation of the Agency’s authority to 
provide a permittee with effluent limi­
tations less stringent than BCT based 
on a case-by-case evaluation of eco­
nomic or water quality concerns. Thus 
establishment of BCT may result in 
some cases in the imposition of efflu­
ent limitations which are more strin­
gent than necessary for protection of 
local water quality. Since BCT will 
always be equal to or less stringent 
than BAT, BCT may be less protective 
of water quality. Such cases would 
result in a greater reliance on water 
quality standards.

Criteria Considered and Accepted

Because the act is silent on the defi­
nition of conventional pollutants, the 
Agency was allowed a great deal of dis­
cretion in determining criteria factors. 
However, the Agency tried to deter­
mine the act’s intent and used the act 
and the legislative history as a guide 
to establishing criteria which were 
used in the selection of conventional 
pollutants. Based on these consider­
ations the Agency has identified three 
classes of substances which may con­

tain conventional pollutants: oxygen 
demanding substances, solids and nu­
trients;

The overriding consideration in the 
Agency’s selection process is the envi­
ronmental effects of classes of pollut­
ants. The legislative history indicates 
that conventional pollutants are gen­
erally those pollutants which are nat­
urally occurring, biodegradable, 
oxygen demanding materials, and 
solids and which have similar charac­
teristics to naturally occurring biode­
gradable substances. This criterion is 
supported by Congress’ designation of 
BOD and TSS as conventional pollut­
ants. These classes of pollutants 
impact water quality and aquatic life 
and therefore are an appropriate crite­
rion to be used in the selection of con­
ventional pollutants.

The second criterion the Agency es­
tablished concerned those classes of 
pollutants that traditionally have 
been the primary focus of wastewater 
control. This criterion is supported in 
the act’s designation of pH and fecal 
coliform as conventional pollutants, 
neither of which is oxygen demanding 
or a solid. The Agency believes this is 
an appropriate criterion and is in 
keeping with the intent of the act.

Using these criteria, three classes of 
conventional pollutants have been 
identified: oxygen demanding sub­
stances, solids, and nutrients.

Criteria Considered and R ejected

There were two other criteria that 
were considered in the selection proc­
ess, but ultimately rejected.

First, although the cost and level of 
reduction of conventional pollutants 
from the discharge of publicly owned 
treatment works (POTW) is one factor 
used to establish the “reasonableness” 
of BCT limitations, the Agency con­
cluded that this does not require that 
a pollutant be regulated at secondary 
treatment levels in POTW in order to 
be identified as conventional.

Although most of the pollutants 
that Congress specified are treated by 
the secondary treatment, this is not 
true for every pollutant. For example, 
fecal coliform was included by Con­
gress although EPA does not require 
the control of fecal coliform as part of 
secondary treatment standards. Addi­
tionally, there is not necessarily a 
direct link between secondary treat­
ment levels and environmental im­
pacts, thus the criterion is inappropri­
ate.

Further, the concept of secondary 
treatment is nowhere identified by 
Congress as a requirement in defining 
this reasonableness test. If a pollutant 
is normally treated beyond secondary 
treatment by POTW, the Agency can 
use those costs and effluent reduction 
benefits as the basis of comparison for 
establishing BCT limitations.

FEDERAL REGISTER, VOL. 43, N O . 146— FRIDAY, JULY 28 , 1978



32858

If the three pollutants that EPA is 
proposing to add to the conventional 
pollutant list, phosphorus is the only 
pollutant which is not commonly 
treated by secondary treatment tech­
nology. It should be emphasized that 
in determining the “reasonableness” 
of BCT limitations for phosphorus, 
the Agency intends to use POTW ter­
tiary control costs and reduction as 
the basis for comparison to industrial 
point source dischargers of phospho­
rus, while for BOD and TSS, second­
ary treatment costs and reductions 
will be the basis for comparison.

Finally, although the act specifies 
that one factor in determining BCT 
limitations is the cost and effluent re­
ductions of conventional pollutants at 
POTW, it does not prohibit the 
Agency from using other tests to de­
termine the reasonableness of BCT 
limitations. Thus, if a pollutant is not 
commonly treated by POTW technol­
ogy but would otherwise meet the cri­
teria for a conventional pollutant, it 
may be designated as a conventional 
pollutant. The Agency believes that 
the treatability of a conventional pol­
lutant by a POTW should not be a 
factor in the selection of conventional 
pollutants.

The second criterion that the 
Agency considered and rejected was 
that the conventional pollutants are 
those not identified as toxic. Although 
the legislative history indicates that 
conventional pollutants are not toxic, 
the Agency does not interpret this to 
mean that because pollutants have 
toxic properties that they are pre­
cluded from being on the conventional 
pollutant list. If a pollutant meets the 
criteria for conventional pollutants 
and incidentally is toxic, the Agency 
believes that it has the flexibility to 
weigh the pollutant’s toxic properties 
against its conventional properties and 
assign the pollutants to the list (con­
ventional pollutant list or toxic list) 
which the Agency deems more appro­
priate.

The major impact of assigning a pol­
lutant to the conventional list rather 
than the toxic list is that the BCT 
limitations for conventional pollutants 
must meet the added test of reason­
ableness, while the limitation for a 
toxic pollutant must meet BAT. 
Therefore, the control of a conven­
tional may be less than that of a toxic.

Because the selection criteria are the 
major factors in the choice of conven­
tional pollutants, other than those 
mandated by the act, the Agency en- 
couraes interested parties tó comment 
on these and other criteria and their 
appropriateness in selecting conven­
tional pollutants. It must be empha­
sized that these criteria are the essen­
tial elements in the selection process. 
Public comments should emphasize 
the appropriateness of the criteria as

NOTICES

well as the appropriateness of a candi­
date pollutant.

Conventional P ollutant List

The act identifies four pollution pa­
rameters as conventional:

Biochemical oxygen demand (BOD) 
is a standardized laboratory test which 
is a measure of the quantity of dis­
solved oxygen used in the biochemical 
oxidation of organic matter in a speci­
fied time, at a specified temperature; 
and under other specified conditions. 
The test is a measure used to deter­
mine waste loadings to wastewater 
treatment plants and to evaluate the 
efficiency of such treatment systems.

Total suspended solids (TSS) (non- 
filterable residue) is a laboratory 
measure of the organic and inorganic 
particulate matter in wastewater 
which does not pass through a speci­
fied glass filter disk. The test does not 
differentiate specific types or sources 
of suspended solids. TSS is also used 
as a parameter in characterizing 
wastewaters and in determining the 
efficiency of wastewater treatment 
works.

Fecal coliform bacteria are measured 
to identify the bacteria which are nor­
mally present in the intestinal tract of 
warm-blooded animals including 
humans and are recognized universally 
as indicators of sanitary water quality. 
Fecal coliform bacteria are conven­
tionally held to indicate the potential 
presence of pathogenic intestinal or­
ganisms.

The term pH is a designation for the 
negative logarithm of the hydrogen 
ion concentration in water and is a 
measure of acidity and alkalinity 
achieved by various dissolved com­
pounds, salts and gases. It is ah impor­
tant factor in chemically characteriz­
ing water systems since changes in pH 
affect the degree of dissociation of 
weak acids or bases. This in turn af­
fects the toxicity and solubility of 
many compounds including metals and 
metallic salts. Biological systems are 
affected by the pH of the water. pH is 
widely recognized as a necessary mea­
surement in the control of chemical 
and biological wastewater treatment 
systems.

Section 304(a)(4) authorizes the Ad­
ministrator to specify conventional 
pollutants in addition to the four pa­
rameters identified as conventional by 
the act, and the Agency is now propos­
ing chemical oxygen demand (COD), 
phosphorus, and oil and grease as can­
didates for designation as conventional 
pollutants.

Chemical oxygen demand (COD) is a 
standard test typically used to charac­
terize certain industrial waste loads 
and for control of wastewater treat­
ment works. This determination pro­
vides a measure of the carbonaceous 
portion of the organic matter present

that is susceptible to oxidation by a 
strong chemical oxident such as potas­
sium dichromate. Thus, like BOD, 
COD is a measure of an oxygen de­
manding fraction in wastewater 
streams. However, with certain waste 
containing chemical substances, COD 
provides a means of determining the 
organic demand for oxygen where 
BOD may not provide such data.

Phosphorus also is a pollutant which 
traditionally has been of concern in 
wastewater control and treatment. It 
is a nutrient and the growth enhanc­
ing properties of phosphorus on aquat­
ic plants and the resultant environ­
mental degradation are well recog­
nized. Phosphorus is regarded as a 
controlling factor in accelerating nui­
sance aquatic plant growths and eutro­
phication, particularly in fresh water. 
Phosphorus means total phosphorus 
as defined at 40 CFR 136.

Oil and grease is defined by the mea­
surement method used. The method 
measures groups of oils of petroleum, 
animal and vegetable origin having 
similar physical characteristics based 
upon their mutual solubility in the or­
ganic solvent used (trichloro- trifluor- 
oethane). It is common practice to in­
stall oil and grease removal equipment 
for by-product recovery purposes or to 
prevent disruption of subsequent 
wastewater treatment. Substances 
found in this group of pollutants also 
represent oxygen demanding material 
and are of concern in wastewater 
treatment. ,

Concentrations of BOD, COD, TSS, 
and oil and grease may in some cases 
reflect the pollutional load of toxic 
pollutants in a wastewater. Where 
available data support this relation­
ship, it is the Agency’s intent that it 
may specify one or more of these pa­
rameters as an indicator of a toxic pol­
lutant. Effluent limitations for such 
indicators of toxic pollutants will be 
established pursuant to the provisions 
of best available treatment technol­
ogy, pretreatment, new source per­
formance standards, and best manage­
ment practices of the act. When a con­
ventional pollutant is used as an indi­
cator for a toxic pollutant or for a 
group of toxic pollutants in effluent 
limitations, such conventional pollut­
ant will be treated as a toxic pollutant 
for purposes of effluent limitation.

In high concentrations some conven­
tional pollutants may adversely affect 
the biological treatment process in 
publicly owned wastewater treatment 
plants. Thus, there is no intent to su­
persede any local ordinances for con­
trol of any of these conventional pol­
lutants through pretreatment require­
ments.

In summary, the pollutants and 
measurements of pollutants listed and 
proposed today as conventional pollut­
ants include:
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List  of Conventional P ollutants

biochemical oxygen demand (BOD); 
total suspended solids (nonfilterable) (TSS); 
fecal coliform bacteria; 
pH (hydrogen ion);

P roposed Additions to the List  of 
Conventional P ollutants

chemical oxygen demand (COD);
phosphorus;
oil and grease.

Comments on the proposed list of 
conventional pollutants are invited 
and all comments received on or 
before September 26, 1978, will be con­
sidered in developing a final notice 
identifying conventional pollutants. 
Suggestions for additions or deletions 
to this list accompanied by a rationale 
should be directed to Mr. Kenneth M. 
Mackenthun, Director, Criteria and 
Standards Division (WH-585), 401 M 
Street SW., Washington, D.C. 20460, 
202-755-0100.

Dated: July 21, 1978.
B arbara B lum , 

Acting Administrator. 
[PR Doc. 78-20850 Filed 7-27-78; 8:45 am]

[6 7 1 2 -0 1 ]

FEDERAL COMMUNICATIONS 
COMMISSION

[BC Docket Nos. 78-37, 78-38; Pile Nos. 
BPH-9,964; BPH-10,048]

KALTRIM BROADCASTING CO. A N D  
PENINSULA BROADCASTING, IN C

Memorandum O pinion and O rder Designating  
Applications fo r Consolidated H earing on 
Stated Issues

Adopted: July 6, 1978.
Released: July 25,1978.

In re Applications of: Kaltrim 
Broadcasting Co., Kalkaska, Mich., BC 
Docket No. 78-37, File No. BPH-9,964; 
Requests: 97.7 MHz, Channel No. 
249A, 3 kW (H&V), 300 feet (H&V) 
Peninsula Broadcasting, Inc., Kalk- 
saska, Mich., BC Docket No. 78-38, 
File No. BPH-10,048; Requests: 97.7 
MHz, Channel No. 249A, 1 kW (H&V), 
500 feet (H&V) for construction per­
mits.
By the Chief, Broadcast Bureau:

1. The Commission, by the Chief, 
Broadcast Bureau, acting pursuant to 
delegated authority, has before it the 
above-captioned applications of Kal­
trim Broadcasting Co. (hereinafter 
“Kaltrim”) and Peninsula Broadcast­
ing, Inc. (hereinafter “Peninsula”), 
which are mutually exclusive in that 
they seek the same FM broadcast 
channel in Kalkaska, Mich.1

1 Kaltrim also has pending before the 
Commission an application for a construc­
tion permit for a new commercial AM sta­
tion in Kalkaska, Mich, (file No. BP-20,329).

2. Analysis of Kaltrim’s financial 
data reveals that $64,3282 will be re­
quired to construct the proposed facili­
ty and operate for one year, without 
revenue, itemized as follows:
Down payment on equipment...................  $3,234
Lease payments on equipment (includ­

ing interest)..............................................  9,494
Building........................................................  3,600
Miscellaneous...............................................  2,000
Working capital (first year)......................  46,000

Total............................................ „.....  64,328

To attempt to meet this requirement, 
Kaltrim relies upon a stockholder loan 
of $55,000 from George E. Benko. 
However, the loan commitment does 
not state the rate of interest, the col­
lateral required, if any, or the terms of 
repayment as required by section III, 
Paragraph 4(a) of the application. 
Therefore, the Commission is unable 
to find that the proposed loan is avail­
able. Moreover, Mr. Benko's balance 
sheet submitted in support of his abili­
ty to honor the loan commitment is 
more than one year old. Without a 
current balance sheet, we are unable 
to determine whether Mr. Benko has 
the financial ability to comply with 
loan agreement.3 Accordingly, since 
Kaltrim has not shown any funds 
available, a financial issue will be spec­
ified.

3. Kaltrim has failed to comply with 
the Commission’s Primer on Ascer­
tainment of Community Problems by 
Broadcast Applicants, 27 FCC 2d 650, 
21 RR 2d 1501 (1971). Question and 
Answer 9 of the Primer requires that 
applicants show that they have deter­
mined the composition of their com­
munities by submitting “such data as 
is necessary to indicate the minority, 
racial, or ethnic breakdown of the 
community, its economic activities, 
governmental activities, public service 
organizations, and any other factors or 
activities that make the particular 
community distinctive.” Kaltrim has 
failed to provide information relating 
to Kalkaska’s public service organiza­
tions. Evaluation of the applicant’s list 
of community leaders in light of the 
demographic information submitted

2 Kaltrim’s financial proposal states, in 
part, that the FM station will utilize the 
proposed AM station’s program origination 
equipment. However, no amount has been 
specified in the FM application for this cost. 
Since this application is being processed 
prior to the AM application, the cost of this 
equipment has been included in our calcula­
tion of Kaltrim’s first year costs. Moreover, 
the first year operating costs for the pro­
posed AM station have been added to the 
FM operating cost estimate in light of Kal­
trim’s intention to duplicate all of the pro­
gramming of its proposed AM station.

3 Mr. Benko’s balance sheet suffers from a 
further infirmity for Mr. Benko proposes to 
loan $25,000 to Gladwin Broadcasting Co. 
for the construction and operation of an FM 
station in Gladwin, Mich. However, his bal­
ance sheet fails to reflect this current liabil­
ity.

shows that not all signifcant groups 
have been consulted. Voice of Dixie, 
Inc., 45 FCC 2d 1027, 29 RR 2d 1124 
(1974). For example, Kaltrim’s list of 
community leaders contacted includes 
no identifiable leaders of industry, 
labor, recreation, public service organi­
zations, the elderly, and the profes­
sions. Furthermore, the applicant has 
not provided a sufficient description of 
the methodology it employed in its 
sample of the general public for the 
Commission to determine whether 
genuinely random sample was 
achieved, in compliance with Question 
and Answer 13(b) of the Primer. An 
ascertainment issue will therefore be 
specified.

4. Analysis of Peninsula’s financial 
data reveals that it will require, 
$76,650 to construct its proposed facili­
ty and operate for 1 year, without rev­
enue, itemized as follows:
Equipment.... :................................    $29,650
Building........................................................  1,500
Miscellaneous...............................................  6,000
Working capital (first year)......................  39,500

Total....................................................  76,650

To meet this requirement, Peninsula 
plans to rely on $10,000 in stock sub­
scriptions and $80,000 in loans from 
two of its principals, Roy Henderson 
and Roger Watson.4 Peninsula has not 
satisfactorily established the availabil­
ity of the proposed commitment from 
Roy Henderson. Mr. Henderson relies 
on two bank loans from the Cadillac 
State Bank to support his $40,000 com­
mitment. Since the bank commitment 
letter has expired, the Commission is 
unable to find these funds available. 
Moreover, the Commission notes that 
while the Cadillac State Bank commit­
ment letter requires Mrs. Henderson’s 
cosignature for the loans and contem­
plates the pledge of certain assets of 
the corporate applicant and its stock­
holders, no indication of Mrs. Hender­
son’s agreement to co-sign the note or 
of any agreement to the collateraliza­
tion requirements have been present­
ed. Since Peninsula has, therefore, 
shown the availability of only $50,000 
to meet a $76,650 requirement, a fi­
nancial issue will be specified.

5. Peninsula proposes independent 
programing, while Kaltrim, should its 
‘pending AM application be granted, 
proposes to duplicate the programing 
of that station during 62 percent of its 
broadcast time. Therefore, evidence 
regarding program duplication will be 
admissible under the standard com­
parative issue in the event that the 
AM application is granted before the 
hearing in this proceeding has been 
terminated. When duplicated pro­
graming is proposed, the showing per-

4 Each stockholder has subscribed to 
$5,000 of stock. Furthermore, Roy Hender­
son and Roger Watson have committed to 
loan the applicant $35,000 and $45,000, re­
spectively.
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mitted under the standard compara­
tive issue will be limited to evidence 
concerning the benefits to be derived 
from the proposed duplication which 
would offset its inherent inefficiency. 
Jones T. Sudbury, 8 PCC 2d 360, 10 
RR 114 (1967).

6. Data submitted by the applicants 
indicates that there would be a signifi­
cant difference in the size of the areas 
and populations which would receive 
service from the proposals. Conse­
quently, for the pin-poses of compari­
son, the areas and populations which 
would receive PM service of 1 mV/m 
or greater intensity, together with the 
availability of other primary aural ser­
vices in such areas will be considered 
under the standard comparative issue, 
for the purpose of determining wheth­
er a comparative preference should 
accrue to either of the applicants.

7. Except as indicated by the issues 
specified below, the applicants are 
qualified to construct and operate as 
proposed. However, because the pro­
posals are mutually exclusive, they 
must be designated for hearing in a 
consolidated proceeding on the issues 
specified below.

8. It is ordered, That, pursuant to 
section 309(e) of the Communications 
Act of 1934, as amended, the applica­
tions are designated for hearing in a 
consolidated proceeding, at a time and 
place to be specified in a subsequent 
order, upon the following issues:

1. To determine whether Kaltrim 
Broadcasting Co. is financially quali­
fied to construct and operate its pro­
posed station.

To determine the efforts made by 
Kaltrim Bradcasting Co. to ascertain 
the community needs and interests of 
the area to be served and the means 
by which the applicant proposes to 
meet those needs and interests.

3. To determine with respect to the 
application of Peninsula Broadcasting, 
Inc.:

(a) The availability of additional 
funds in excess of the $50,000 indicat­
ed; and

(b) Whether, in light of the evidence 
adduced pursuant to (a) above, the ap­
plicant is financially qualified to con­
struct and operate as proposed.

4. To determine which of the propos­
als would, on a comparative basis, 
better serve the public interest.

5. To determine in light of the evi­
dence adduced pursuant to the forego­
ing issues, which, if either, of the ap­
plications for a construction permit 
should be granted.

9 It is further ordered, That no avail 
themselves of the opportunity to be 
heard, the applicants, pursuant to 
§ 1.221(c) of the Commission’s rules, in 
person or by attorney shall, within 20 
days of the mailing of this order, file 
with the Commission in triplicate, a 
written appearance stating an inten-

NOTICES

tion to appear on the date fixed for 
the hearing and present evidence on 
the issues specified in this order.

10. It is further ordered, That the ap­
plicants herein shall, pursuant to sec­
tion 311(a)(2) of the Communications 
Act of 1934, as amended, and § 1.594 of 
the Commission’s rules, give notice of 
the hearing, either individually or, if 
feasible and consistent with the rules, 
jointly, within the time and in the 
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 
Co m m issio n ,

W allace E. J ohnson ,
Chief, Broadcast Bureau.

[FR Doc. 78-20846 Filed 7-27-78; 8:45 ami

[ 6 7 1 2 -0 1 ]

TV  BROADCAST APPLICATIONS READY A N D  
AVAILABLE FOR PROCESSING

Adopted: July 17, 1978.
Released: July 21,1978.

By the Chief, Broadcast Facilities 
Division.

Notice is hereby given, pursuant to 
§ 1.572(c) of the Commission’s rules, 
that on September 8, 1978, the TV 
broadcast applications listed in the at­
tached appendix will be considered as 
ready and available for processing. 
Pursuant to § 1.227(b)(1) and § 1.591(b) 
of the Commission’s rules, an applica­
tion in order to be considered with any 
application appearing on the attached 
list or with any other application on 
file by the close of business on Sep­
tember 7, 1978, which involves a con­
flict necessitating a hearing with any 
application on this list, must be sub­
stantially complete and tendered for 
filing at the offices of the Commission 
in Washington, D.C., by the close of 
business on September 7,1978.

The attention of any party in inter­
est desiring to file pleadings concern­
ing any pending TV broadcast applica­
tion, pursuant to section 309(d)(1) of 
the Communication’s Act of 1934, as 
amended, is directed to § 1.580(i) of 
the Commissipn’s rules for provisions 
governing the time for filing and other 
requirements relating to such plead­
ings.

F ederal Communications 
Co m m issio n ,

W illiam  J. T ricarico,
Secretary.

BPCT-5171 (new), Tulsa, Okla., Oklahoma 
City Broadcasting Co. Channel 23. ERP. 
Vis. 2838 kW, HAAT: 1,480 ft.

BPCT-5172 (new), Tulsa, Okla., Western 
Area Bureau of Information Broadcasting 
Division, Channel 41. ERP. Vis. 2100 kW, 
HAAT: 291 ft.

BPCT-5173 (new), Galveston, Tex., The Old 
Time Religion Hour, Inc. (The O.T.R.H.;

Inc.) Channel 48. ERP. Vis. 2500 kW, 
HATT: 1,151 ft.

BPCT-5175 WTVX-TV, Ft. Pierce, Fla., 
Indian River Television, Inc. Channel 34. 
Change ERP. to Vis. 2846 kW, HAAT: 
1,486 ft.; change traiismitter location. 

BPCT-5176 <new), Newark, Ohio., Christian 
Television of Ohio, Inc. Channel 52. ERP. 
Vis. 21.5 kW, HAAT: 395 ft.; request 
waiver of §73.610 of the Commission’s 
rules.

BPCT-5179 (new), Tulsa, Okla., David Liv­
ingstone Missionary Foundation. Channel 
47. ERP. Vis. 344 kW, HAAT: 638 ft. 

BPCT-5183 (new), Hardin, Mont., KOUS 
TV, Inc. Channel 4. ERP. Vis. 91.45 kW, 
HAAT: 1,062 ft.

BPCT-5185 (new), West Chicago, 111., Lago 
Grande Television Co. Channel 60. ERP. 
Vis. 2390 kW, HAAT: 1,460 ft.

BPCT-5199 (new), Miami, Fla., Contempo­
rary Television Broadcasting, Inc. Chan­
nel 39. ERP. Vis. 2858 kW, HAAT: 649 ft.; 
request for waiver of § 73.610(d) of the 
Commission’s rules.

BPET-610 (new), Bismarck, N. Dak., Prairie 
Public Television, Inc. Channel *3. ERP. 
Vis, 100 kW, HAAT: 1,393 ft.

BPET-611 (new), Minot, N. Dak., Prairie 
Public Television, Inc. Channel *6. ERP. 
Vis. 100 kW, HAAT. 1,111 ft.
Application deleted from public notice re­

leased May 26, 1978, mimeo No. 1196, 43 FR 
24132.
BPET-600 (WNJB-TV), New Brunswick, 

N.J., New Jersey Public Broadcasting Au­
thority. Channel *58. Change transmitter 
location; change ERP. Vis. 3040.9 kW, 
HAAT 1,410.3 ft.; and request for waiver 
of § 73.610(d) of the Commission’s rules.
[FR Doc. 78-20848 Filed 7-27-78; 8:45 ami

[6 2 1 0 -0 1 ]

FEDERAL RESERVE SYSTEM
G U A RA N TY CORPORATION  

Form ation o f Bank Holding Co.

Guaranty Corporation, Denver, 
Colorado, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 
1842(a)(1)) to become a bank holding 
company by acquiring 80 per cent or 
more of the voting shares of Guaranty 
Bank & Trust Company, Denver, Colo­
rado. The factors that are considered 
in acting on the application 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 at the Federal Reserve Bank of 
Kansas City. Any person wishing to 
comment on the application should 
submit views in writing to the Secre­
tary, Board of Governors of the Feder­
al Reserve System, Washington, D.C. 
20551 to be received no later than 
August 15, 1978.

Board of Governors of the Federal 
Reserve System, July 25,1978.

G riffith  L. G arwood, 
Deputy Secretary of the Board.

[FR Doc. 78-20897 Filed 7-27-78; 8:45 am]
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[ 4 1 1 0 -8 9 ]

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE
Assistant Secretary fo r Inform ation

COMMENTS O N  COLLECTION OF IN FO R M A ­
TIO N  A N D  D ATA  A CQ UIS IT IO N  ACTIVITY

Pursuant to Section 406(g)(2)(B), 
General Education Provisions Act, 
notice is hereby given as follows:

The U.S. Office of Education has 
proposed collections of information 
and data acquisition activities which 
will request information from educa­
tional agencies or institutions.

The purpose of publishing this 
notice in the F ederal R egister is to 
comply with paragraph (g)(2)(B) of 
the “Control of Paperwork” amend­
ment which provides that each educa­
tional agency or institution subject to 
a request under the collection of infor­
mation and data acquisition activity 
and their representative organizations 
shall have an opportunity, during a 30- 
day period before the transmittal of 
the request to the Director of the 
Office of Management and Budget, to 
comment to the Administrator of the 
National Center for Education Statis­
tics on the collection of information 
and data acquisition activity.

These data acquisition activities are 
subject to review by the HEW Educa­
tion Data Acquisition Council and the 
Office of Management and Budget.

Descriptions of the proposed, collec­
tions of information and data acquisi­
tion activities follow below.

Written comments on the proposed 
activities are invited. Comments 
should refer to the specific sponsoring 
agency and form number and must be 
received on or before August 28, 1978 
and should be addressed to Adminis­
trator, National Center for Education 
Statistics, ATTN: Manager, Informa­
tion Acquisition, Planning, and Utiliza­
tion, Room 3001, 400 Maryland
Avenue SW., Washington, D.C. 20202.

Further information may be ob­
tained from Elizabeth M. Proctor of 
the National Center for Education 
Statistics, 202-245-1022.

Marie D. E ldridge, 
Administrator, National Center 

for Education Statistics.
D e s c r i p t i o n  o p  a  P r o p o s e d  C o l l e c t io n  o f  

I n f o r m a t io n  a n d  D a t a  A c q u i s i t i o n  A c ­
t i v i t y

1. TITLE OF PROPOSED ACTIVITY

Program Financial Status Report and Per­
formance Reports for the Emergency 
School Aid Act and Title IV of the Civil 
Rights Act of 1964.

2 . a g e n c y / b u r e a u / o f f ic e

U.S. Office of Education, Bureau of Ele­
mentary and Secondary Education, Equal 
Educational Opportunity Programs.

3 . AGENCY FORM NUMBER

OE Forms 257, 116-2, -2-1, -2-2.
4 . LEGISLATIVE AUTHORITY FOR TH IS  ACTIVITY

“(16) provides (A) that the applicant will 
make periodic reports at such time, in such 
form, and containing such information as 
the Assistant Secretary may require by reg­
ulation, which regulation may require at 
least—

(i) In the case of reports relating to per­
formance, that the reports be consistent 
with specific criteria related to the program 
objectives, and

(ii) That the reports include information 
relating to educational achievement of chil­
dren in the schools of the applicant, and (B) 
that the applicant will keep such records 
and afford such access thereto as—

(i) Will be necessary to assure the correct­
ness of such reports and to verify them, and

(ii) Will be necessary to assure the public 
adequate access to such reports and other 
written materials.

(b) No application under this section may 
be approved which is not accompanied by 
the written comments of a committee estab­
lished pursuant to clause (2)(B) of subsec­
tion (a). The Assistant Secretary shall not 
approve an application without first afford­
ing the committee an opportunity for an in­
formal hearing if the committee requests 
such a hearing. (Pub. L. 92-318, section 
710(a)(16) and section 710(b)); (20 U.S.C. 
1609(a)(16) and 1609(b)); (45 CFR
185.13(k)). (Office of Education General 
Provisions for Programs, 45 CFR Part 100a, 
Subparts P, Q, and R.)

5. VOLUNTARY/ OBLIGATORY NATURE OF 
RESPONSES REQUIRED

Required of grantees.
6. HOW  INFORMATION TO BE COLLECTED W ILL BE 

USED

Performance reports (OE 257, OE 116-2, - 
2-1, -2-2)—information will be used to meas­
ure the effectiveness of programs in meet­
ing the objectives.

Financial status report (SF 269)—informa­
tion will be used to determine the amount 
of unspent funds that must be returned to 
the U.S. Treasurer.

7 . DATA ACQUISITION PLAN

a. Method of collection: Mail.
b. Time of collection:
Program Progress Report, OE 257: 180 

days after beginning of the budget period.
Financial Status Report, SF 269: Within 

90 days after completion of the grant.
Districtwide Advisory Committee Report, 

OE 116-2-1: Within 90 days after comple­
tion of the grant.

Student Advisory Committee Report, OE 
116-2-2: Within 90 days after completion of 
the grant.

Frequency: Annually.
8 . RESPONDENTS

a. Type: Local educational agencies, insti­
tutions of higher education, other public 
agencies and organizations, and private non­
profit organizations.

b. Number:
Program Progress Report: 1344.
Financial Status Report: 1344.
Districtwide Advisory Committee Report: 

935.
Student Advisory Committee Report: 

1150.

c. Estimated average man-hours per re­
spondent:

Program Progress Report: 12 hours.
Financial Status Report: 2 hours.
Districtwide Advisory Committee Report: 

V2 hour.
Student Advisory Committee Report: % 

hour.
9 . INFORMATION TO BE COLLECTED

Program Progress Report: The grantee 
shall provide for each type of project a list 
of major events and for each event, provide 
the planned and actual starting and comple­
tion dates, a brief description of actual ac­
complishments, and the difference between 
proposed and actual accomplishments 
(where applicable).

Financial Status Report: Provide financial 
data for each program, function, and activi­
ty in the approved budget. Provide the total 
Federal and non-Federal gross outlays, the 
total Federal and non-Federal unliquidated 
obligations, the total cumulative amount of 
Federal funds authorized and the unobligat­
ed balance of Federal funds.

Districtwide Advisory Committee Report: 
The chairperson of the committee shall pro­
vide information about the frequency of 
committee meetings and visits to the pro­
gram, the opportunity to make recommen­
dations to school officials, frequency with 
which recommendations were carried out, 
and a description of any advisory committee 
activity that made a significant contribution 
to the success of the program.

Student Advisory Committee Final 
Report: The chairperson of the committee 
shall provide information about the fre­
quency of committee meetings, the opportu­
nity to make recommendations to school of­
ficials, the frequency with which recommen­
dations were carried out, and a description 
of any advisory committee activity that 
made a significant contribution to the suc­
cess of the program. Also, the chairperson is 
requested to indicate participation in a list 
of activities suggested in the ESAA Student 
Advisory Committee Handbook and to rate 
the success of those activities.

Description of a Proposed Collection of In­
formation and Data Acquisition Activity

1. TITLE OF PROPOSED ACTIVITY

National direct student loan program 
semi-annual default loan report.

2. a g e n c y / b u r e a u / o f f ic e

U.S. Office of Education/Bureau of Stu­
dent Financial Assistance/Division of Pro­
gram Operations.

3 . AGENCY FORM NUMBER

OE form 574.
4 . LEGISLATIVE AUTHORITY FOR TH IS  ACTIVITY

Section 463. (a) “An agreement with any 
institution of higher education for the pay­
ment of Federal capital contributions under 
this part shall: Provide that where a note or 
written agreement evidencing a note has 
been in default for (A) one hundred and 
twenty days, in the case of a loan which is 
repayable in monthly installments, or (B) 
one hundred and eighty days, in the case of 
a loan which is repayable in less frequent 
installments, notice of such default shall be 
given to the Commissioner in a report de­
scribing the total number of loans from
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such fund which are in such default, and 
made to the Commissioner at least semi-an­
nually.”
(Pub. L. 92-318, Sec. 137(b), 20 U.S.C. 
1087cc, as amended under Sec. 130(c), Pub. 
L. 94-482, Education Amendments of 1976.)

5. v o l u n t a r y / o b l ig a t o r y  n a t u r e  o p  
RESPONSE

Required to obtain or maintain benefits.
« . HOW INFORMATION TO BE COLLECTED W ILL BE 

USED

Program m anagem ent This report will 
serve to provide information about the capa­
bility of the institutions to establish and ad­
minister effective collections programs. The 
data will be used to determine the effective­
ness of the loan activities and to determine 
whether the institutions are following the 
steps necessary in the performance of due 
diligence as stipulated in the regulations. It 
will also be used in the formula to compute 
delinquence percentages and potential de­
fault rates.

Evaluation: (1) Compliance with estab­
lished regulations pertaining to collection 
practices, such as regular billing and follow­
up procedures, and collection activities; (2) 
institutional administrative capability; (3) 
practices and policies established to carry 
out due diligence.

Research: The data collected may be used 
for the purposes of (1) establishing default 
trends in various types of institutions by re­
payment method; (2) analysis and studies of 
defaulted loans by educational organiza­
tions and OE; (3) comparison of default 
ratios.

Condition o f education: (1) Summaries of 
categorical information for OE and organi­
zations associated with the Education Com­
munity; (2) response to Congressional in­
quiries; (3) public dissemination.

7 . DATA ACQUISITION PLAN

(a) Method of collection: Mail.
(b) Time of collection: Winter (December 

31) of each year.
(c) Frequency: Annually.

8. RESPONDENTS

(a) Type: Colleges and universities—voca- 
tional/technical and proprietary institu­
tions of postsecondary education.

(b) Number: 4,000.
(c) Estimated average man-hours per re­

spondent: 5.
9 . INFORMATION TO BE COLLECTED

(1) Number of borrowers in default status.
(2) Principal amount outstanding.
(3) Principal amount in default.

D e s c r i p t i o n  o f  a  P r o p o s e d  C o l l e c t io n  o f
I n f o r m a t io n  a n d  D a t a  A c q u i s i t i o n  A c ­
t i v i t y

1. TITLE OF PROPOSED ACTIVITY

Survey of individual educational program 
plans.

2. a g e n c y / b u r e a u / o f f i c e

U.S. Office of Education/Bureau of Edu­
cation for the Handicapped/DWision of In­
novation and Development.

3. AGENCY FORM NUMBER

OE-631.

NOTICES

4 . LEGISLATIVE AUTHORITY FOR TH IS  ACTIVITY

“ * * * the Commissioner shall conduct a 
statistically valid survey for assessing thè 
effectiveness of individualized education 
programs.” Section 618, Pub. L. 94-142, 20 
U.S.C. 1418.

5. VOLUNTARY OBLIGATORY NATURE OF 
RESPONSE

Voluntary.
6. HOW  INFORMATION COLLECTED W ILL BE USED

Evaluation: The Survey is one of several 
evaluation studies authorized under Section 
618, Pub. L. 94-142. This section specifically 
mandates the survey, “ * * * the Commis­
sioner shall conduct a statistically valid 
survey for assessing the effectiveness of in­
dividualized education programs.”

The primary but not only objective of all 
the evaluation studies is to provide informa­
tion for a annual congressional report. The 
objective of this report is to describe who, 
where, and how the beneficiaries of Pub. L. 
94-142 are served; what administrative 
mechanisms are used to provide these ser­
vices; what the consequences are of the law; 
and the extent the intent of the law is being 
met.

The specific objective of the survey is to 
assess the effectiveness of the individualized 
education program by surveying the man­
dated program document. First, section 613 
mandates that several aspects of a good 
plan must be included in the program docu­
ment. Thus, the survey will describe the 
nature, prevalence, and variety of plans to 
serve handicapped children. Second, the 
survey will describe the characteristics of 
the children and associate these characteris­
tics with their plans. Third, the survey will 
describe the characteristics of schools and 
associate these characteristics with the 
plans they have for the handicapped chil­
dren they serve. And forth, the survey will 
discuss the adequacy of the public docu­
ment to account for and communicate the 
program to all those interested in the edu­
cation of that handicapped child.

7. DATA ACQUISITION PLAN

a. Method of collection: Site visit.
b. Time of collection: November 1978 

through the end of February 1979.
c. Frequency: Biennial.

8. RESPONDENTS

a. Type: Teachers, elementary/secondary.
b. Number: 6,600.
c. Estimated average man-hours per re­

spondent: 20 minutes.
a. Type: Principals, elementary/ second­

ary.
b. Number: 480.
c. Estimated average man-hours per re­

spondent: 30 minutes.
a. Type: Superintendent of State institu­

tions.
b. Number: 100.
c. Estimated average man-hours per re­

spondent: 30 minutes.
9. INFORMATION TO BE COLLECTED

The teachers will be asked about the child 
characteristics, the nature of the plan as 
she/he is currently using it, and his/her in­
volvement in the development of the plan.

The principal will be asked about the 
school characteristics and the nature of the

program the school has for handicapped 
children.
D e s c r i p t i o n  o f  a  P r o p o s e d  C o l l e c t io n  o f  

I n f o r m a t io n  a n d  D a t a  A c q u i s i t i o n  A c­
t i v i t y

l .  T i t l e  o f  p r o p o s e d  a c t iv it y

Fiscal-operations report 1977-1978 award 
period (July 1, 1977 through June 30, 1978) 
and application to participate—1979-1980 
award period (July 1, 1979 through June 30, 
1980)—national direct student loan, supple­
mental educational opportunity grants, and 
college work-study programs.

2 . AGENCY-BUREAU-OFFICE

Office of Education—Bureau of Student 
Financial Assistance—Division of Program 
Operations.

3 . AGENCY FORM NUMBER

OE Form 646 (This fonn is a combination 
of the fiscal-operations report, EO form 
1152-1-4, and the tripartite application, OE 
form 1036).
4 . LEGISLATIVE AUTHORITY FOR TH IS  ACTIVITY

A. “Include such other provisions as may 
be necessary to protect the financial inter­
est of the United States and promote the 
purposes of this part as are agreed to by the 
Commissioner and the institution.” (Pub. L. 
92-318, 20 U.S.C. 1087 cc section 137(b), 
CFR, section 144.18) national direct student 
loan program; “include such other provi­
sions as may be necessary to protect the fi­
nancial interest of the United States and 
promote the purposes of this subpart.” 
(Pub. L. 92-318, 20 U.S.C 1070b-2, section 
131(b), CFR section 176.23) supplemental 
educational opportunity grants program; 
“include such other provisions as the Com- 
missioner shall deem necessary or appropri­
ate to carry out the purposes of this part.” 
(Pub. L. 89-329, 42 U.S.C. 2754, section 
444(8), CFR section 175.29) college work- 
study program.

B. “Any institution of higher education 
desiring to receive payments of Federal cap­
ital contributions from the apportionment 
of the State in which it is located for any 
fiscal year shall make an agreement under 
section 463 and shall submit an application 
therefore to the Commissioner, in accord­
ance with the provisions of this part. The 
Commissioner shall, from time to time, set 
dates before which such institutions must 
file applications under this section.” (Pub. 
L. 92-318, Section 137(b), 20 U.S.C. 1087bb, 
CFR 144.5) national direct student loan pro­
gram; “The Commissioner shall, from time 
to time, set dates before which institutions 
in any State must file applications for allo­
cation, to such institution, of supplemental 
grant funds from the apportionment to that 
State for any fiscal year pursuant to subsec­
tion (a)(1).” (Pub. L. 92-318, section 
131(b)(1), 20 U.S.C. 1070b-3, CFR 176.5) 
supplemental educational opportunity 
grants program; “include such other provi­
sions as the Commissioner shall deem neces­
sary or appropriate to carry out the pur­
poses of this part” (Pub. L. 89-329, section 
444(8), 42 U.S.C. 2754, CFR section 175.5, 6, 
7) college work-study program.

s .  v o l u n t a r y / o b l ig a t o r y  n a t u r e  o f
RESPONSE

Fiscal-operations portion required of all 
institutions which participated in the pro-
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grams during 1977-1978. Application portion 
required only if institution wishes to partici­
pate in the programs during 1979-1980.

6. HOW  INFORMATION COLLECTED W ILL BE USED

Program management The information 
contained in this form will be used to deter­
mine a standard measurement of relative in­
stitutional financial need which will be the 
basis to compute the amount of funds 
needed by applicant institutions to operate 
one or more of the campus-based programs 
during the 1979-1980 award period. Previous 
fiscal utilization and historical data, as pro­
vided by each institution, will be used as a 
base to determine relative need and the 
final institutional allocations. The data will 
also be used to assess program effectiveness 
and accountability of fund expenditures to 
OE under the authority previously cited. In 
addition, the data will be used in conjunc­
tion with institutional program reviews to 
assess the administrative capability of the 
applicant and compliance enforcement.

Evaluation: ( 1 ) Data collected will allow a 
standard measure of relative institutional 
need culminating in a level of funding for 
institutions requesting participation in one 
or more of the programs; (2) Data will also 
be used to develop a data base sufficiently 
comprehensive and reliable to drive funding 
formulas based on verifiable data input; (3) 
Expenditure data will be used to calculate 
past utilization of funds awarded; (4) Data 
regarding collection activities relating to the 
NDSL program will be used for the compu­
tation of institutional default rates and the 
identification of poorly administered oper­
ations which may require on site monitoring 
and additional training of institutional per­
sonnel.

Research: The data collected will be used 
for the purposes of (1) evaluation of the 
new funding process; (2) initiation of a spe­
cific procedure which will enable institu­
tions to determine long-range disbursement 
needs; and (3) development of a nationwide 
data base to evaluate future funding alter­
natives.

Condition of Education: (1) Summarize 
and categorize information for the Office of 
Education and Organizations associated 
with the education community, (2) response 
to Congressional inquiry; and (3) public dis­
semination.

7. DATA ACQUISITION PLAN

a. Method of collection: Mail.
b. Time of collection: Fall—1978.
c. Frequency: Annually.

8. RESPONDENTS

a. Type: Colleges and universities voca- 
tional/technical and proprietary institu­
tions of postsecondary education.

b. Number: 4,400 Universe.
c. Estimated average man-hours per re­

spondent. 30.

9. INFORMATION TO BE COLLECTED

(a) Fiscal data regarding all programs for 
the period ending June 30,1978. (1) Number 
of students receiving financial aid by ethnic, 
sex, and income categories; (2) amount 
spent by type of student and income catego­
ries; and (3) funds authorized and expended 
by program.

(b) Application data: (1) Funds needed to 
operate programs; (2) historical information 
regarding total enrollment, cost of attend­
ance, revenues, and other sources of finan­

cial aid; (3) number of eligible students by 
type and income category lor  the 1977-1978 
award period; and (4) “first time” applicant 
information such as number and status of 
students enrolled and length of course.

D e s c r i p t i o n  o f  a  P r o p o s e d  C o l l e c t io n  o f  
I n f o r m a t io n  a n d  D a t a  A c q u i s i t i o n

1. TITLE OF PROPOSED ACTIVITY

Evaluation of the OE criteria for the rec­
ognition of accrediting and State approval 
agencies.

2 . a g e n c y / b u r e a u / o f f ic e

Office of Education/Office of Planning, 
Budgeting, and Evaluation/Postsecondary 
Programs Division.

3 . AGENCY FORM NUMBER

663.

4 . LEGISLATIVE AUTHORITY FOR TH IS ACTIVITY

“* * * the Secretary shall transmit to (ap­
propriate congressional committees) an 
annual evaluation report which évaluâtes 
the effectiveness of applicable programs 
* * * such report shall * * * contain infor­
mation on the progress being made * * * de­
scribe the cost and benefits of the applica­
ble program * * * identify which sectors of 
the public receive the benefits of such pro­
gram .......... (20 U.S.C. 12260 Pub. L. 93-
380, Sec. 417.

5. v o l u n t a r y / o b l ig a t o r y  n a t u r e  o f
RESPONSE

Voluntary.
4

6 . HOW  INFORMATION COLLECTED W ILL BE USED

The U.S. Office of Education (USOE) is 
required by law to identify those accrediting 
and state approval agencies that are “reli­
able authorities as to the quality of train­
ing” offered by the institutions or programs 
accredited. In determining which agencies 
to recognize as “reliable authority”, USOE 
examines the organization and functioning 
of the agencies with respect to a published 
list of criteria. The primary purpose of the 
study for which the proposed question­
naires have been designed is to evaluate the 
criteria and procedures followed by USOE 
in relation to its congressional charge.

The major concerns of the study are 
for the reliability and validity of the 
recognition process. The following 
purposes are directed to those two 
concerns and to recommendations for 
modifying the process. The proposed 
questionnaires are related to the first 
four of the following six purposes.

1. Assess the validity of the proce­
dures and criteria used to recognize ac­
crediting and state approval agencies, 
or the observable basis for the infer­
ences drawn from them.

2. Assess the reliability, or the ab­
sence of error, in the application of 
the recognition process.

3. Assess the impact of the recogni­
tion process on the functions and pro­
cedures of the accrediting and state 
approval agencies.

4. Suggest modifications for the rec­
ognition process that will provide for:

a. Weights to be assigned to the dif­
ferent criteria in arriving at a recogni­
tion decision;

b. Periodic review of the procedures, 
criteria, and their weights.

y 5. Review, through an examination 
of appropriate documents and corre­
spondence,

a. The functions and responsibilities 
of the private accrediting associations, 
State agencies, and USOE;

b. The history of the recognition 
process and the development of the 
present set of criteria.

6. Assess the relationships between 
the present procedures and criteria.

7. DATA ACQUISITION PLAN

a. Method of collection: Mail.
b. Time of collection: October 15, 1978 to 

November 30, 1978.
c. Frequency: One-time, ge

8. RESPONDENTS

a. Type: Heads of accrediting and State 
approval agencies for postsecondary educa­
tion.

b. Number: 100 (Universe).
c. Estimated " average man-hours per re­

spondent: 2 hours.
a. Type: Chairpersons of accrediting agen­

cies or commissions.
b. Number: 100 (Universe).
c. Estimated average man-hours per re­

spondent: One-half hour.
a. Type: State education agencies (mem­

bers of licensing agencies, coordinating 
boards for postsecondary education, State 
boards of education, directors of vocational 
education, State directors of student finan­
cial aid, legislators and aids).

b. Number: 50 (total).
c. Estimated average man-hours per re­

spondent: 2 hours.
a. Type: Federal agency and congressional 

staff members.
b. Number: 50.
c. Estimated average man-hours per re­

spondent: 2 hours.
a. Type: College and university faculty 

members who have been involved with the 
accrediting or State approval process.

b. Number: 50.
c. Estimated average man-hours per re­

spondent: 2 hours.
a. Type: Experts on accreditation (not 

presently directly involved with accredita­
tion).

b. Number: 25.
c. Estimated average man-hours per re­

spondent: 2 hours.
a. Type: Critics of accreditation.
b. Number: 25.
c. Estimated average man-hours per re­

spondent: 2 hours.
9 . INFORMATION TO BE COLLECTED

Heads of accrediting and State approval 
agencies for postsecondary education:

Evidence on the reliability and validity 
of the OE recognition process.

Evidence on the accessibility to obser­
vation of the OE recognition criteria.

Changes in accrediting or approval 
practices over the past ten years; when 
such changes occurred; was the change
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attributable to the recognition process 
or independent of it.

Suggestions for modification of the 
recognition process: extent of agreement 
within the accreditation community on 
about 50 suggested changes in the recog­
nition process.

Expert judges of accreditation (State 
agencies and legislators, Federal agency and 
congressional staff members, postsecondary 
school administrators and faculty members, 
independent experts and critics of accredita­
tion):

Comparative importance of accredit­
ing agency characteristics.

Evidence on the reliability and validity 
of the OE recognition process.

Chairpersons of accrediting agency com­
missions or boards:

' Evidence on the reliability and validity 
of the OE recognition process.

Description of a Proposed Collection of
Information and Data Acquisition Ac­
tivity

1. TITLE OF PROPOSED ACTIVITY

Institutional release of funds/request for 
additional funds under the supplemental 
educational opportunity grants and/or col­
lege work-study programs.

2. agency/ bureau/ office

Office of Education/Bureau of Student 
Financial Assistance/Division of Program 
Operations.

3 . AGENCY FORM NUMBER

OE form 1286.
4 . LEGISLATIVE AUTHORITY FOR TH IS ACTIVITY

The supplemental educational opportuni­
ty grants statue states that, “funds allo­
cated to an institution for initial grants 
which the institution anticipates will not be 
used by the end of the period for which 
such fimds were made available may be real­
located on an equitable basis to other insti­
tutions in that State.” Pub. L 95-205 (20 
U.S.C. 10706-3), CFR section 176.4(b).

“Provided further, that funds contained 
herein for work-study grants shall remain 
available through September 30, 1979 * * *” 
Pub. L. 95-26 (42 U.S.C. 2756), CFR section 
175.4(b).

5. voluntary/ obligatory nature of 
RESPONSE

Required to obtain benefit.
6. HOW  INFORMATION COLLECTED W ILL BE USED

The information will be used to identify 
those institutions that are unable to utilize 
all of their Federal funds in either the sup­
plemental educational opportunity grants 
and/or college work-study programs during 
the award period, and the amounts, if any, 
that they are willing to  release. The infor­
mation will also be used to identify those in­
stitutions with additional need for funds in 
either or both programs.

7 . DATA ACQUISITION PLAN

a. Method of collection: Mail.
b. Time of collection: Fall.
c. Frequency: •Annually.

8 . RESPONDENTS

a. Type: Institutions of higher education.
b. Number: Estimated 2,500.

c. Estimated average man-hours per re­
spondent: 5.

9 . INFORMATION TO BE COLLECTED

The amount of Federal funds to be re­
leased, for the supplemental educational op­
portunity grants and/or college work-study 
programs. The amount of additional Feder­
al funds requested for the SEOG and/or 
CWS programs.

[FR Doc. 78-20893 Filed 7-27-78; 8:45 am]
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O ffice  o f Education

N A T IO N A L A DVISO R Y COUNCIL FOR CAREER 
EDUCATION

M eeting

AGENCY: Office of Education, Na­
tional Advisory Council for Career 
Education.
ACTION: Notice.
SUMMARY: This notice sets forth the 
schedule and proposed agenda of forth 
coming meeting of the National Advi­
sory Council for Career Education. It 
also describes the functions of the 
Council. Notice of the meeting is re­
quired pursuant to Section 10 (a) (2) 
of the Federal Advisory Committee 
Act (Pub. L. 92-463.) This document is 
intended to notify the general public 
of their opportunity to attend.
DATE: August 28, 1978.
ADDRESS: Room 300, FOB No. 6, 400 
Maryland Avenue, SW., Washington, 
D.C.20202.
FOR FURTHER INFORMATION 
CONTACT:

Dr. Joseph Scherer, Office of Educa­
tion, Office of Career Education, 
Seventh and D Streets SW., Room 
3100, FOB No. 3, Washington, D.C. 
20202, 202-245-2547.
The National Advisory Council for 

Career Education is established under 
section 406 of the Education Amend­
ments of 1974, Pub. L. 93-380 (88 Stat. 
552, 553.) The Council is directed to: 
'Advise the Commissioner of Educa­

tion on the implementation of Section 
406 of the Education Amendments of 
1974, sections 331-336 of the Educa­
tion amendments of 1976, and the 
Career Education Incentive Act and 
carry out such advisory functions as it 
deems appropriate, including review­
ing the operation of these sections and 
all other programs of the Division of 
Education pertaining to the develop­
ment and implementation of career 
education, evaluating their effective­
ness* in meeting the needs of career 
education throughout the United 
States, and in determining the need 
for further legislative remedy in order 
that all citizens may benefit from the 
purpose of career education as de­

scribed in section 406 and in the 
Career Education Incentive Act.

The Council with the assistance of 
the Commissioner conducted a survey 
and assessment of the current status 
of career education programs, pro­
jects, curricula, and meterials in the 
United States and submitted to Con­
gress a report on such survery.

The Assistant Secretary shall, to the 
extent practicable, seek the advice and 
assistance of the Council concerning 
the lifelong learning activities author­
ized by section 133, Part B, Title I of 
the Higher Education Act of 1965, as 
amended.

The meeting of the Council shall be 
open to the public. The meeting will 
be held on Monday, August 28, 1978 
and will begin at 9 a.m. and end at 4:30 
p.m. The meeting will be held at the 
Federal Office Building No. 6 (FOB 
No. 6), located at 400 Maryland 
Avenue SW. (room 3000), Washington, 
D.C. 20202.

The proposed agenda includes:
(1) Current Issues and Collaboration in 

Career Education.
(2) Legislative Update.
(3) Recent Developments in Career Educa­

tion.
(4) Subcommittee and Task Force Re­

ports.
(5) New Business.
Records shall be kept of all Council 

proceedings and shall be available 14 
days after the meeting for public in­
spection at the Office of Career Edu­
cation located at Seventh and D 
Streets SW., room 3100, FOB No. 3, 
Washington, D.C. 20202.

Signed at Washington, D.C., on July
25,1978.

J ohn  Lind ia ,
Delegate, National Advisory 
Council for Career Education.

[FR Doc. 78-20891 Filed 7027-78; 8:45 am]
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Food and Drug A dm inistration  

[Docket No. 78G-0195]

ASPEN FIBER CORP.; FIBER FOR, IN C  

Petition fo r A ffirm atio n  o f Gras Status

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: Aspen Fiber Corp. and 
Fiber For, Inc., have jointly filed a pe­
tition (GRASP MF-3714) proposing 
affirmation that ground whole aspen 
and ground aspen parts used as a feed­
stuff for livestock are generally recog­
nized as safe (GRAS).
DATE: Comments by September 26, 
1978.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and
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Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION 
CONTACT:

William D. Price, Bureau of Veteri­
nary Medicine (HFV-123), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, Md.
20857, 301-443-3442.

SUPPLEMENTARY INFORMATION: 
Under the Federal Food, Drug, and 
Cosmetic Act (secs. 201(s), 409, 701(a), 
52 Stat. 1055, 72 Stat. 1784-1788 as 
amended (21 U.S.C. 321(s), 348,
371(a))) and the regulations for affir­
mation of GRAS status (§570.35 (21 
CFR 570.35)), notice is given. that 
Aspen Fiber Corp., Box 14, Marceli, 
Minn. 56657, and Fiber For, Inc., R.D. 
No. 4, Box 207, Prior Lake, Minn. 
55372, have jointly filed a petition for 
GRAS affirmation (GRASP MF-3714) 
which has been placed on public dis­
play at the Office of the Hearing 
Clerk. The petition proposes affirma­
tion that ground whole aspen and 
ground aspen parts are GRAS as an 
animal feed.

The petition states that ground 
whole aspen is composed of the entire 
tree, including leaves, branches, trunk, 
and bark, but excluding roots and 
stump. Aspen parts may likewise in­
clude leaves, branches, trunk, and 
bark, but not in the precise ratio as in 
the harvested whole tree, whose parts 
also vary somewhat with tree age and 
size. Roots and stump are excluded to 
avoid possible contamination of dirt 
and rocks in the product. No process­
ing other than that which physically 
changes the final particle size shall 
change the product. A mature harvest- 
able aspen tree with a normal ratio of 
plant parts as occurring in the forest 
should contain no less than 0.6 per­
cent crude protein and 2.0 percent fat, 
and no more than 60.0 percent fiber.

Any petition that meets the format 
requirements outlined in §570.35 is 
filed by the Food and Drug Adminis­
tration. There is no prefiling review of 
the adequacy of data to support a 
GRAS conclusion. Thus the filing of a 
petition for GRAS affirmation should 
not be interpreted as a preliminary in­
dication of suitability for affirmation.

Interested persons may, on or before 
September 26, 1978, review the peti­
tion and/or file comments, preferably 
four copies, with the Hearing Clerk 
(HFA-305), Food and Drug Adminis­
tration, Room 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857. Comments 
should be identified with the Hearing 
Clerk docket number found in brack­
ets in the heading of this document 
and should include any available infor­
mation helpful in determining wheth­

er the substance is, or is not, generally 
recognized as safe. A copy of the peti­
tion and received comments may be 
seen in the office of the Hearing 
Clerk, address given above, from 9 a.m. 
to 4 p.m., Monday through Friday.

Dated: July 21,1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-20714 Filed 7-27-78; 8:45 am]

ACTION: Notice.

SUMMARY: This notice announces a 
forthcoming meeting of a public advi­
sory committee of the Food and Drug 
Administration (FDA). This notice 
also sets forth a summary of the pro- 

I cedures governing committee meetings 
and methods by which interested per­
sons may participate in open public 
hearings conducted by the committees

[ 4 1 1 0 -0 3 ]
CIRCULATORY SYSTEM DEVICES PANEL 

M eeting

AGENCY: Food and Drug Administra­
tion.

and (2) of the Federal Advisory Com­
mittee Act (Pub. L. 92-463, 86 Stat. 
770-776 (5 U.S.C. App. I)), and FDA 
regulations (21 CFR Part 14) relating 
to advisory committees. The following 
advisory committee meeting is an­
nounced:

Committee name Date, time, and place Type of meeting and contact person

Circulatory System Devices 
Panel.

Aug. 11, 9 a.m., room 
1409, FB-8, 200 C 
Street SW., 
Washington, D.C.

Open public hearing 9 a.m. to 10 a.m.; open com­
mittee discussion 10 a.m. to 11 a.m.; closed com­
mittee deliberations 11 a.m. to 4 p.m.; Glenn A. 
Rahmoeller (HPK-450), 8757 Georgia Ave., 
Silver Spring, Md. 20910, 301-427-7559.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effective­
ness of devices currently in use and 
makes recommendations for their reg­
ulation.

Agenda.—Open public hearing. Inter­
ested persons are encouraged to pre­
sent information pertinent to the clas­
sification of cardiovascular devices to 
the executive secretary. Submission of 
data relative to tentative classification 
findings is also invited. Those desiring 
to make formal presentations should 
notify the executive secretary by July 

128, 1978, and submit a brief statement 
I of the general nature of the evidence 
or arguments they wish to present, the 

i names and addresses of proposed par-; 
ticipants, references to any data to be 
relied on, and also an indication of the 
approximate time required to make 

j their comments.
Open committee discussion. The 

; Panel members will discuss the devel- 
i opment of product development proto­
col guidelines for prosthetic heart 
valves, vascular graft prostheses, oxy­
genators, and pacemakers. This will be 
a continuation of the discussions on 
product development protocols which 
were held at the Panel’s June 30, 1978 
meeting.

Closed committee deliberations. The 
Panel members will review new drug 
applications and premarket approval 
applications for cardiovascular devices. 
This portion of the meeting will be 
closed to permit discussion of trade 

! secret data (5 U.S.C. 552b(c)(4)).

Each public advisory committee 
meeting listed above 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 adviso­
ry 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 participation, and an 
open public hearing may last for what­
ever longer period the committee 
chairman determines will facilitate the 
committee’s work.

Meetings of advisory committees 
shall be conducted, insofar as is practi­
cal, in accordance with the agenda 
published in this F ederal R egister 
notice. Changes in the agenda will be 
announced at 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
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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 hearing’s con­
clusion, if time permits, at the chair­
man’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 
summary minutes of meetings may be 
obtained 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 
regulations relating to public advisory 
committees may be found in 21 CFR 
Part 14.

The Commissioner, with the concur­
rence of the Chief Counsel, has deter­
mined for the reasons stated that 
those portions of the advisory commit­
tee meetings sq  designated in this 
notice shall be closed. The Federal Ad­
visory Committee Act (FACA), as 
amended by the Government in the 
Sunshine Act (Pub. L. 94-409), permit 
such closed advisory committee meet­
ings in certain circumstances. Those 
portions of a meeting designated as 
closed, however, shall be closed for the 
shortest possible time, consistent 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 confidential; information of a per­
sonal nature, disclosure of which 
would be a clearly unwarranted inva­
sion of personal privacy; investigatory 
files compiled for law enforcement 
purposes; information the premature 
disclosure of which would be likely to 
significantly frustrate implementation 
of a proposed agency action; and infor­
mation in certain other instances not 
generally relevant to FDA matters.

Examples of portions of FDA adviso­
ry committee meetings that ordinarily 
may be closed, where necessary and in 
accordance with FACA criteria, in­
clude the review, discussion, and evalu­
ation of drafts of regulations or guide­
lines or similar preexisting internal 
agency documents, but only if their 
premature disclosure is likely to sig­
nificantly frustrate implementation of 
proposed agency action; review of 
trade secrets and confidential commer­
cial or financial information submitted 
to the agency; consideration of mat­
ters involving investigatory files com­
piled for law enforcement purposes; 
and review of matters, such as person­
nel records or individual patient rec­
ords, where disclosure would consti-

tute a clearly unwarranted invasion of 
personal privacy.

Examples of portions of FDA adviso­
ry committee meetings that ordinarily 
shall not be closed include the review, 
discussion, and evaluation of general 
preclinical and clinical test protocols 
and procedures for a class of drugs or 
devices; consideration of labeling re­
quirements for a class of marketed 
drugs or devices; review of data and in­
formation on specific investigational 
or marketed drugs and devices that 
have previously been made public; 
presentation of any other data or in­
formation that is not exempt from 
public disclosure pursuant to the 
FACA, as amended; and, notably, de­
liberative sessions to formulate advice 
and recommendations to the agency 
on matters that do not independently 
justify closing.

Dated: July 20,1978.
D o n a l d  K e n n e d y , 

Commissioner of Food and Drugs.
[FR Doc. 78-20622 Filed 7-27-78; 8:45 am]

[4110-03]

[Docket No. 78N-0179] \
KAHLE TURKEY FARMS & HATCHERY

A pplications For A nim al Feeds Bearing or Con­
ta in ing N ew  A nim al Drugs; O pportun ity  For 
Hearing

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: This is a notice of oppor­
tunity for hearing on the proposal by 
the Director of Bureau of Veterinary 
Medicine to withdraw approval of all 
applications for animal feeds bearing 
or containing new animal drugs (form 
FD-1800) for Kahle Turkey Farms & 
Hatchery, R.F.D. No. 1, Fort J e n n in g s, 
Ohio 45844. The reason for the pro­
posed withdrawal is that new informa­
tion shows that the firm’s methods 
and controls used for manufacturing 
and processing such feeds are not ade­
quate to assure and preserve the iden­
tity, strength, quality, and purity of 
the new animal drugs therein nor were 
they made adequate within a reason­
able time after receipt of written 
notice specifying the deficiencies.
DATE: A written appearance request­
ing a hearing and data and analysis 
upon which a request for a hearing 
relies must be submitted by August 28, 
1978.
ADDRESS: Written requests to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockeville, Md. 20857. •
FOR FURTHER INFORMATION 
CONTACT:

Frank Pugliese, Bureau of Veteri­
nary Medicine (HFV-234), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockeville, Md 
20857, 301-443-3460.

SUPPLEMENTARY INFORMATION: 
Kahle Turkey Farms & Hatchery 
raises turkeys and also manufactures 
medicated feeds to be fed to the tur­
keys that it raises. The firm holds 
three approved medicated feed appli­
cations (form FD-1800) for the manu­
facture of medicated feeds bearing or 
containing a new animal drug as re­
quired by section 512(m) of the Feder­
al Food, Drug, and Cosmetic Act (21 
U.S.C. 360b(m)) as follows:

1. F'39-529V for animal feeds con­
taining 0.0375 percent carbarsone (not 
U.S.P.); approved August 1,1968.

2. F 43-568V for animal feeds con­
taining 0.0375 percent carbarsone (not 
U.S.P.) and 0.01875 percent zoalene; 
approved March 9, 1970.

3. C 49-338V for animal feeds con­
taining 0.0375 percent carbarsone (not 
U.S.P.) and 0.0011 percent bacitracin 
(as bacitracin methylene disalicylate); 
approved March 15,1972.

For a feed manufacturer to obtain 
approval of the Food and Drug Ad­
ministration (FDA) for the manufac­
ture of a medicated feed bearing or 
containing a new animal drug, it must 
submit a form FD-1800 for each medi­
cated feed that it wishes to produce. 
Such application requires, among 
other things, that certain assays be 
performed at periodic intervals and 
that the sponsor comply with the cur­
rent good manufacturing practice reg­
ulations as set forth in part 225 (21 
CFR pt. 225).

The current good manufacturing 
practice regulations in part 225 are cri­
teria for t[ie manufacturing of medi­
cated feeds to assure that such drugs 
meet the requirements of the act as to 
safety and that they have the identity 
and strength and meet the quality and 
purity characteristics they purport or 
are represented to possess.

On March 14 through 17, 1977, FDA 
conducted an inspection of the Kahle 
Turkey Farm. A copy of the findings 
of the investigator, which were given 
to Mr. Kahle, manager of the farm, in­
cluded the following:

1. No. production records were main­
tained for the manufacture of feeds 
containing the drug carbarsone.

2. No production records were main­
tained for other medications used as 
water or feed additives.

3. No assay results of finished car­
barsone medicated feeds were availa­
ble for observation.

4. No assay results of finished medi­
cated feeds using other medications 
were performed.

In a regulatory letter, dated May 13, 
1977, FDA notified the firm that the
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conditions and practices noted during 
the March inspection were violations 
of section 501(a)(2)(B) of the Pood, 
Drug, and Cosmetic Act (21 U.S.C. 
351(a)(2)(B)) as follows:

1. Failure to maintain daily inven­
tory records for each drug used, as re­
quired by § 225.42 (21 CFR 225.42).

2. Failure to perform periodic assays 
of the drug components in the medi­
cated feeds manufactured, as required 
by § 225.58 (21 CFR 225.58).

3. Failure to maintain a master 
record file and production records of 
medicated feeds manufactured, as re­
quired by § 225.102 <21 CFR 225.102).

The Food and Drug Administration 
requested that the firm take prompt 
action to correct the violations.

As a followup to the regulatory 
letter, FDA inspected Kahlb^Turkey 
Farms on August 3 and 4, 1977. A copy 
of the investigator’s findings, which 
were given to Mr. Kahle, included the 
following:

1. No daily inventory record for each 
drug used was maintained.

2. No periodic assays were run on 
medicated feeds for drug components.

3. Neither a master record file nor 
production records for medicated 
feeds manufactured were maintained.

4. No receipt record was maintained 
for incoming lots of drugs received.

The Director of the Bureau of Vet­
erinary Medicine notified the firm by 
letter, dated October 26, 1977, that be­
cause of its continuing violations of 
the Federal Food, Drug, and Cosmetic 
Act for conditions previously brought 
to the attention of the firm, the 
agency intended to withdraw the 
firm’s medicated feed applications 
unless the violations were promptly 
corrected. The Director requested that 
the firm reply within 10 days with a 
plan as to what it intended to do to 
correct the violations noted. The firm 
responded on or about November 18, 
1977 that it was keeping records and 
was trying to comply with the agen­
cy’s demands.

On February 9 through 14, 1978, 
FDA reinspected the firm and the in­
vestigators noted the following:

1. Daily inventory record for each 
drug used was not maintained.

2. Master record files or production 
records for medicated feeds manufac­
tured were not maintained.

3. No periodic assays were run for 
medicated feeds for drug components.

Thè investigators stated that al­
though the firm had started to keep 
inventory records and production rec­
ords, such recordkeeping was discon­
tinued on October 15,1977.

Therefore, notice is given to the 
above-listed firm and to any other in­
terested persons who may be adversely 
affected that the Director proposes to 
issue an order under section 
512(m)(4)(B)(ii) of the Federal Food,

NOTICES

Drug, and Cosmetic Act (21 U.S.C. 
360b(m)(4)(B)(ii)), withdrawing ap­
proval of the listed applications and 
all amendments and supplements 
thereto on the grounds that new infor­
mation shows that the methods used 
in, and the controls used for, the man­
ufacture and processing of animal 
feeds bearing or containing new 
animal drugs are inadequate to assure 
and preserve the identity, strength, 
quality, and purity of the new animal 
drugs contained therein, and were not 
made adequate within a reasonable 
time after receipt of written notice 
specifying such deficiencies.

If the holder of the approvals or any 
other interested person elects to avail 
himself or herself of an opportunity 
for hearing under section 512(m)(4)(B) 
of the act and §514.200 (21 CFR 
514.200), that person must file with 
the hearing clerk (HFA-305), Food 
and Drug Administration, Room 4-65, 
5600 Fishers Lane, Rockville, Md. 
20857, a written appearance requesting 
such a hearing and giving the reason 
why the applications should not be 
withdrawn, i.e., show that the required 
records were being kept and that the 
required assays were being done, by 
August 28,1978.

The failure of the holder of the ap­
provals to file timely written appear­
ance and request for hearing as re­
quired by § 514.200 constitutes an elec­
tion not to avail himself or herself of 
the opportunity for a hearing, and the 
Director of the Bureau of Veterinary 
Medicine will summarily enter a final 
order withdrawing the approvals.

A request for hearing may not rest 
upon mere allegations or denials, but 
it must set forth specific facts showing 
that there is a genuine and substantial 
issue of fact that requires a hearing.

If it conclusively appears from the 
face of the data, information, and fac­
tual analyses in the request for hear­
ing that there is no genuine and sub­
stantial issue of fact that precludes 
the withdrawal of approval of the ap­
plication, or when a request for hear­
ing is not made in the required format 
or with the required analyses, the 
Commissioner of Food and Drugs will 
enter summary judgment against the 
person who requests a hearing, 
making findings and conclusions, den­
ying a hearing.

If review of the data or information 
submitted by the applicant or any 
other interested persons warrants the 
conclusion that there exists substan­
tial evidence demonstrating the firm 
was in compliance with the require­
ments of current good manufacturing 
practice, the Commissioner will re­
scind this notice of opportunity for 
hearing for that product. The Com­
missioner reserves the right to verifi­
cation of such data and information

32867

before reaching a decision to rescind 
the notice.

If a hearing is requested and is justi­
fied by the applicant’s response to this 
notice of opporuntity for hearing, the 
issues will be defined, an administra­
tive law judge will be assigned, and a 
written notice of the time and place at 
which the hearing will commence will 
be issued as soon as practicable.

Four copies of all submissions pursu­
ant to this notice must be filed with 
the hearing clerk, Food and Drug Ad­
ministration. Except for data and in­
formation prohibited from public dis­
closure under 21 U.S.C. 331(j) or 18 
U.S.C. 1905, responses to this notice 
may be seen in the office of the hear­
ing clerk (HFA-305), Food and Drug 
Administration, between 9 a.m. and 4 
p.m., Monday through Friday.

This notice is issued under the Fed­
eral Food, Drug, and Cosmetic Act 
(sec. 512(m), 82 Stat. 343-351 (21 
U.S.C. 360b(m))) and under authority 
delegated to the Commissioner of 
Food and Drugs (21 CFR 5.1) and re­
delegated to the Director of the 
Bureau of Veterinary Medicine (21 
CFR 5.84).

Dated: July 21, 1978.
F red J. K ingma, 

Acting Director, Bureau of 
Veterinary Medicine.

[FR Doc. 78-20712 Filed 7-27-78; 8:45 am]

[4110-03]

[Docket No. 77N-0245]
RECYCLED A N IM A L  WASTE

Request fo r D ata , In form ation, and V iew s; 
Extension o f Time fo r Submissions

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: This notice extends to 
September 25, 1978 the time for sub­
mitting data, information, and views 
concerning a notice regarding use of 
animal waste as animal feed.
DATE: Written submissions by Sep­
tember 25, 1978.
ADDRESS: Written submissions to 
the Hearing Clerk (HFA-305), Food 
and Drug Administration, Room 4-65, 
5600 Fishers Lane, Rockville, Md. 
20857.
FOR FURTHER INFORMATION 
CONTACT:

Veterinary Drugs: Jack Taylor, 
Bureau of Veterinary Medicine 
(HFV-136), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857, 301-443- 
5247.
Foods: William Horwitz, Bureau of
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Poods (HFF-101), Pood and Drug 
Administration, Department of 
Health, Education, and Welfare, 200 
C Street SW., Washington, D.C. 
20204, 202-245-1301.

SUPPLEMENTARY INFORMATION: 
In a notice published in the F ed er a l  
R e g is t e r  of December 27, 1977 (42 PR 
64662), the Commissioner of Food and 
Drugs requested data, information, 
and views regarding use of animal 
waste as animal feed. The notice pro­
vided that written submissions be sub­
mitted by June 26, 1978.

A joint annual meeting of the 
American Dairy Science Association 
and the American Society of Animal 
Science was held July 9-13, 1978 at 
Michigan State University, East Lan­
sing, Mich. As part of this meeting, a 
symposium was held on the manage­
ment and utilization of animal waste, 
including use of processed animal 
waste products as feed. To include the 
information obtained at the sympo­
sium and to enable persons attending 
the symposium to submit their views 
on the December 1977 F ed er a l  R e g is ­
t e r  notice, the Commissioner con­
cludes that a 90-day extension for sub­
mitting data, information, and views is 
justified. Therefore, the period of time 
for submitting comments is extended 
to September 25,1978.

This notice is issued under the Fed­
eral Food, Drug, and Cosmetic Act 
(sec. 512, 82 Stat. 343-351 (21 U.S.C. 
360b)) and under authority delegated 
to the Commissioner (21 CFR 5.1).

Dated: July 21, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner, 
Regulatory Affairs. 

[FR Doc. 78-20713 Filed 7-27-78; 8:45 am]

[4110-03]
SCHERING CORP.

U tonex (Ethinyl-Estradiol and N itro - fu ra th ia - 
z id e ) Suspension and Suppositories; W ith ­
d raw a l o f A pprova l o f N ew  A nim al Drug 
Applications

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: This notice withdraws 
approval of new animal drug applica­
tions (NADA’s) 13-003 and 13-660, 
that provided for use of Utonex Metri­
tis Suspension and Utonex Metritis 
Suppositories, respectively. These 
products are intended for treating me­
tritis in cows. This action is taken in 
response to a request by Schering 
Corp., the sponsor.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Frank Pugliese, Bureau of Veteri­
nary Medicine (HFV-234), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, Md.
20857, 301-443-3460.

SUPPLEMENTARY INFORMATION: 
Schering Corp., Galloping Hill Road, 
Kenilworth, N.J. 07033, is the sponsor 
of NAD A 13-003 that covers Utonex 
Metritis Suspension intended for in­
trauterine use in bovine animals for 
the treatment of metritis and metritis 
complicated by retained placenta. 
Each milliliter of the product contains
0.1 milligram (mg) of ethinyl estradiol 
and 1 mg of nitrofurathiazide. The ap­
plications became effective on March 
5, 1962. The firm is also the sponsor of 
NADA 13-660 covering Utonex Metri­
tis Suppositories. Each suppository 
contains 3 mg of ethinyl estradiol and 
30 mg of nitrofurathiazide. The prod­
uct is used in the same manner as the 
suspension. This NADA was originally 
approved on February 1, 1963.

Utonex Metritis Suspension was sub­
ject to review by the National Acade­
my of Sciences-National Research 
Council (NAS/NRC) Drug Efficacy 
Study Group, and the findings of that 
review and the Food and Drug Admin­
istration’s conclusions were published 
in the F e d er a l  R e g is t e r  of August 25, 
1970 (35 FR 13544). The NAS/NRC 
review evaluated the products as prob­
ably effective for the treatment of me­
tritis and metritis complicated by re­
tained placenta in the bovine. The 
sponsor was also notified that tissue 
residue data might be needed. On De­
cember 17, 1971, the agency informed 
the firm that because the nitrofurath­
iazide component was a potential car­
cinogen, either a suitable analytical 
method or data showing the drug not 
to be a carcinogen was necessary. The 
firm agreed to provide the essential 
data by their letter of May 10, 1972. 
The firm subsequently initiated a 2- 
year study in rats and a lVz-yeax study 
in mice to establish safety of the prod­
ucts. The final report of the rat study, 
submitted on April 15, 1977, was found 
inadequate, and the firm was so noti­
fied on February 8, 1978. The final 
report of the mouse study was submit­
ted February 9, 1978, and was also 
found inadequate. On May 25, 1978, 
the agency informed the firm that to 
permit the continued marketing of the 
drug in view of unresolved questions 
regarding the safety of the drugs was 
not in the public interest. The firm re­
plied by letter of June 8,1978, advising 
that distribution of the products had 
been discontinued and requesting 
withdrawal of approval of the applica­
tions.

Therefore under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(e), 82 
Stat. 345-347 (21 U.S.C. 360(b))) and 
under authority delegated to the Com­

missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of 
the Bureau of Veterinary Medicine (21 
CFR 5.84), and in accordance with 
§ 514.115 of the new animal drug regu­
lations (21 CFR 514.115), notice is 
given that approval of NADA’s 13-003 
and 13-660 and all supplements for 
Utonex Metritis Suspension and 
Utonex Metritis Suppositories is 
hereby withdrawn, effective July 28, 
1978.

Dated: July 21,1978.
F r e d  J .  K in g m a , 

Acting Director, Bureau of 
Veterinary Medicine.

[FR Doc. 78-20711 Filed 7-27-78; 8:45 am]

[4110-03]
DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE
Food and Drug A dm inistration  

[Docket No. 77N-0333]
HEARING AIDS

O pportun ity  fo r O ra l H earing on Proposed 
Action on State A pplications fo r Exemption 
from  Preem ption o f State and Local Require­
ments

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: This notice announces an 
opportunity for interested persons to 
request an oral hearing on a proposed 
rule on State applications for exemp­
tion from preemption of State and 
local requirements governing the la­
beling and conditions of sale of hear­
ing aids. This action is being taken in 
accordance with section 521 of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360k). The proposed rule is 
published elsewhere in this issue of 
the F ed er a l  R e g is t e r .

DATES: Requests for an oral hearing 
by August 28, 1978.
ADDRESS: Written requests (prefer­
ably four copiés) to the Hearing Clerk 
(HFC-20), Food and Drug Administra­
tion, room 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857.
FURTHER INFORMATION CON­
TACT:

Joseph M. Sheehan, Bureau of Medi­
cal Devices (HFK-70), Food and 
Drug Administration, 8757 Georgia 
Avenue, Silver Spring, Md. 20910, 
301-427-7114.

SUPPLEMENTARY INFORMATION: 
The Food and Drug Administration 
announces an opportunity for oral 
hearing on its proposal on the State 
applications for exemption from pre­
emption of State and local require-
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merits governing the labeling and con­
ditions of sale of hearing aids. The 
proposal affects the applications of 
the following State and local govern­
ments: Arizona, California, Connecti­
cut, District of Columbia, Florida, 
Kentucky, Maine, Minnesota, Missis­
sippi, Nebraska, New Jersey, New 
Mexico, New York, Ohio, Oregon, 
Pennsylvania, Texas, Washington, and 
West Virginia. Interested persons may 
request an oral hearing on or before 
August 28, 1978.

Elsewhere in this issue of the F e d e r ­
al R e g is t e r , the Commissioner of 
Food and Drugs is proposing to grant 
or to deny each State application re­
questing an exemption from Federal 
preemption for certain State laws and 
regulations pertaining to hearing aids, 
allowing 60 days for comment. To 
enable expeditious review of any re­
quest for an oral hearing, the Commis­
sioner has limited the period for re­
questing an oral hearing to the first 30 
days of the comment period. Upon a 
determination that an oral hearing 
should be held, the Commissioner 
shall publish a notice in the F ed eral  
R e g is t e r  of the time, date, and place 
of the hearing. The procedures to 
govern any such oral hearing are 
those applicable to a public hearing 
before the Commissioner under Part 
15 <21 CFR Part 15).

Interested persons may on or before 
August 28, 1978, submit requests for 
an oral hearing on the subject matter 
to the Hearing Clerk, address above. 
All requests should be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this notice.

This notice is issued under the Fed­
eral Food, Drug, and Cosmetic Act 
(sec. 521, 90 Stat. 574 (21 U.S.C. 360k)) 
and under authority delegated to the 
Commissioner (21 CFR 5.1).

Dated: July 6, 1978.
S h e r w in  G a r d n e r , 
Acting Commissioner 

of Food and Drugs.
[FR Doc. 78-20860 Filed 7-27-78; 8:45 am]

[4110-03]

[Docket Nos. 76N-0184 and 76N-0112; DESI 
3590]

PARENTERAL PROTEIN SUPPLEMENTS 
C O N TA IN IN G  PROTEIN HYDROLYSATE

O pportun ity  fo r H earing on Proposal To 
W ithdraw  A p p ro va l o f N ew  Drug Applications

AGENCY: Food and Drug Administra­
tion (FDA). ,
ACTION: Notice.
SUMMARY: This notice proposes to 
withdraw approval of the new drug ap­
plications for all parental protein hy­
drolysate solutions on the basis that

the drugs are not shown to be safe for 
use as a dietary supplement of protein. 
Protein hydrolysate solutions are ster­
ile parenteral solutions of amino acids 
and short-chain peptides, derived from 
natural protein sources such as fibrin 
or casein, and are administrered intra­
venously.
DATE: Hearing requests due on or 
before August 28, 1978.
ADDRESS: Communications for­
warded in response to this notice 
should be identified with the reference 
number DESI 3590, directed to the at­
tention of the appropriate office 
named below, and addressed to the 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, Md. 20857.

Requests for Hearings (identify with the 
appropriate Docket number appearing in 
the heading of this notice): Hearing Clerk, 
Food and Drug Administration (HFA-305), 
room 4-65.

Requests for opinion of the applicability 
of this notice to a specific product: Division 
of Drug Labeling Compliance (HFD-310), 
Bureau of Drugs.

Other communications regarding this 
notice: Drug Efficacy Study Implementa­
tion Project Manager (HFD-501), Bureau of 
Drugs.
FOR FURTHER INFORMATION 
CONTACT:

Ronald L. Wilson, Bureau of Drugs 
(HFD-32), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857, 301-443- 
3650.

SUPPLEMENTARY INFORMATION: 
In a notice (DESI 3590; Docket No. 
76N-0184) published in the F ed er a l  
R e g is t e r  of September 21, 1976 (41 
FR 41132), the Director of the Bureau 
of Drugs announced his conclusion 
that the following single-entity 5-per­
cent protein hydrolysate parenteral 
solutions are effective for use as an ad­
junct in the prevention of nitrogen 
loss or in the treatment of a negative 
nitrogen balance:

1. That part of NDA 3-590 pertain­
ing to Amigen injection containing 5 
percent protein hydrolysate; Mead 
Johnson Laboratories, Division Mead 
Johnson & Co., 2404 Pennsylvania 
Street, Evansville, Ind. 47721.

2. That part of NDA 5-932 pertain­
ing to Aminosol injection containing 5 
percent protein hydrolysate (modi­
fied); Abbott Laboratories, Inc., 14th 
and Sheridan Rd., N. Chicago, 111. 
60064.

3. That part of NDA 6-170 pertain­
ing to Hyprotigen injection containing 
5 percent protein hydrolysate (modi­
fied); McGaw Laboratories, 1015 
Grandview Avenue, Glendale, Calif. 
91201.

4. That part of NDA 6-726 pertain­
ing to the C.P.H. injection containing 
5 percent protein hydrolysate (modi­

fied); Cutter Laboratories, Inc., 4th 
and Parker Streets, Berkeley, Calif. 
94710.

5. That part of NDA 5-419 pertain­
ing to Travamin injection containing 5 
percent protein hydrolysate; Travenol 
Laboratories, Inc., Morton Grove, 111. 
60053.

In a notice of opportunity for hear­
ing (NOH) (DESI 3590; Docket No. 
76N-0112), also published in the F ed ­
er al  R e g is t e r  of September 21, 1976 
(41 FR 41133), the Director announced 
his conclusion that all combination 
products containing protein hydroly­
sates and single-entity products con­
taining other than 5 percent protein 
hydrolysates lack substantial evidence 
of effectiveness. In response to the 
NOH, Travenol Laboratories submit­
ted a hearing request for the products 
described below. Since no other hear­
ing request was received, approval of 
the other drug products listed in the 
September 21, 1976 NOH (Docket No. 
76N-0112) was withdrawn in the F ed ­
er al  R e g is t e r  of February 4, 1977 (42 
FR 6908).

That part of NDA 5-419 pertaining 
to Travamin Injection containing 5 
percent protein hydrolysate and 5 per­
cent dextrose; Travenol Laboratories, 
Inc.

Travamin Injection containing 10 
percent protein hydrolysate (no NDA); 
Travenol Laboratories, Inc.

Travamin Injection containing 5 per­
cent protein hydrolysate, 12.5 percent 
fructose, and 2.4 percent alcohol (no 
NDA); Travenol Laboratories, Inc. The 
September 21, 1976 NOH (Docket No. 
76N-0112) proposed to withdraw ap­
proval of the new drug applications on 
the basis that substantial evidence of 
effectiveness is lacking for the drugs. 
The Director is hereby amending that 
notice to include the additional 
ground of a lack of evidence of safety. 
This amendment applies only to the 
two combination products and one 
single-entity product that are the sub­
ject of the hearing request submitted 
by Travenol Laboratories in response 
to the NOH. In addition, the Director 
concludes that all the single-entity 
products containing 5 percent protein 
hydrolysate that were the subject of 
the other September 21, 1976 notice 
(Docket No. 76N-0184) also lack evi­
dence of safety. The Director there­
fore proposes to withdraw approval of 
the new drug applications for all pro­
tein hydrolysates on the ground that 
new evidence, not contained in the ap­
plications or not available to the Food 
and Drug Administration until after 
the applications were approved, evalu­
ated together with the evidence availa­
ble when the applications were ap­
proved, shows that the drug products 
are not shown to be safe for use under 
the conditions for use upon the basis 
of which the applications were ap-
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proved. Specifically, the Director 
refers to the following adverse effects, 
which give an unfavorable benefit-to- 
risk ratio for these drugs, and the fact 
that a more effective alternative drug 
product having less potential for risk 
is readily available.

A. Studies have conclusively demon­
strated that protein hydrolysates con­
tain large amounts of ammonia (Refs. 
1, 3, 7). Although hyperammonemia is 
usually clinically asymptomatic, it 
may nevertheless damage the liver 
(Ref. 3).

B. Fever (Refs. 5, 9) and elevation of 
liver enzymes have been observed in 
patients infused with protein hydroly­
sates (Refs. 3, 14, 17).

C. Fungi and bacteria proliferate 
rapidly at room temperature in paren­
teral mixtures prepared from casein 
hydrolysates and dextrose, while they 
fail to multiply or grow very slowly in 
similar solutions of synthetic amino 
acids (Ref. 6).

D. Thirty to fifty percent of the con­
tent is peptides (Refs. 4, 13), and hy­
persensitivity has been reported on 
several occasions (Refs. 4, 9).

E. The titratable acidity of protein 
hydrolysates is high and this may con­
tribute to the potential to cause meta­
bolic acidosis (Ref. 19).

F. The high levels of acidic amino 
acids in protein hydrolysates, were as­
sociated with hypothalamic lesions in 
immature mice (Ref. 10).

G. The crystalline amino acid solu­
tions for parenteral use are alternative 
drug products that have less potential 
for risk. In addition, studies have 
shown that about 2 times more of the 
hydrolysates are necessary to achieve 
the same level of nitrogen balance as 
compared to the crystalline solutions 
(Ref. 11), as 30 to 50 percent of the 
peptides are excreted in the urine 
(Refs. 13, 15). The amino acid solu­
tions also have the advantage of in­
creased effectiveness because they can 
be tailored to the patient’s needs.

H. The casein hydrolysates are im­
balanced in their composition, being 
poor in aromatic and S-containing 
amino acids (Refs. 4, 16) and arginine, 
and containing excessive amounts of 
glutamic acid (Ref. 12), which can 
cause vomiting (Ref. 12) and, In imma­
ture mice, brain damage (Ref. 10). 
Moreover, their composition is not re­
producible (Refs. 8, 15), since it is dif­
ficult to standardize the hydrolytic 
process. The poor nutritional effec­
tiveness and the high ammonia con­
tent of the hydrolysates may be the 
reason that studies have shown that 
there is no increase in the survival 
rate of infants who received hydroly­
sates as compared to infants supple­
mented with only 10 percent glucose 
(Ref. 2). The fact that protein hydro­
lysates cost less than the crystalline 
amino acid solutions is far outweighed

by their lesser nutritional effective­
ness and high ammonia content.

R e f e r e n c e s

1. Webster, L. T. and C. S. Davidson, “Cir­
rhosis of the Liver; Impending Hepatic 
Coma and Increased Blood Ammonium Con­
centrations During Protein Hydrolystate In­
fusion,” The Journal of Laboratory and 
Clinical Medicine, 50:1-10, July 1957.

2. Bryan, M. H., et al., “Supplemental In­
travenous Alimentation in Low-Birth- 
Weight Infants,” The Journal of Pediatrics, 
82:940-944, 1973.

3. Johnson, J. D„ et al., “Hyperammone­
mia Accompanying Parenteral Nutrition in 
Newborn Infants,” The Journal of Pediat­
rics, 81:154-161, 1972.

4. Heller, L., “Clinical and Experimental 
Studies on Complete Parenteral Nutrition,” 
Scandinavian Journal of Gastroenterology, 
4:Suppl. 3:7-16, 1969.

5. Shohl, A. T., et al., “Nitrogen Metabo­
lism During the Oral and Parenteral Admin­
istration of the Amino Acids of Hydrolyzed 
Casein,” The Journal of Pediatrics, 15:469- 
475, October 1939.

6. Goldman, D. A., et al., “Growth of Bac­
teria and Fungi in Total Parenteral Nutri­
tion Solutions,” The American Journal of 
Surgery, 126:314-318, September 1973.

7. Gahadimi, H., et al., “Biochemical As­
pects of Intravenous Alimentation,” Pediat­
rics, 48:955-965, December 1971.

8. Shaw, J. C. L., “Parenteral Nutrition in 
the Management of Sick Low Birthweight 
Infants,” Pediatric Clinics of North Amer­
ica, 20:333-358, May 1973.

9. Ruberg, R. L„ “Hospital Practice of 
Total Parenteral Nutrition,” in  “Total Par­
enteral Nutrition,” edited by White, P. L., 
M. E. Nagy, and D, C. Fletcher, Publishing 
Sciences Group, Inc., Acton, Mass., 1974, p. 
347.

10. Olney, J. W., et al., “Brain-Damaging 
Potential of Protein Hydrolysates,” The 
New England Journal of Medicine, 289:391- 
395, August 23, 1973.

11. Anderson, G. H., et al., “Design and 
Evaluation by Nitrogen Balance and Blood 
Aminograms of an Amino Acid Mixture for 
Total Parenteral Nutrition of Adults with 
Gastrointestinal Disease,” The Journal of 
Clinical Investigation, 53:904-912, March 
1974.

12. Levey, S., et al., “Serum Glutamic Acid 
Levels and the Occurrence of Nausea and 
Vomiting After the Intravenous Administra­
tion of Amino Acid Mixtures,” The Journal 
of Laboratory and Clinical Medicine, 
34:1238-1248, 1949.

13. Long, C. L., et al., “Parenteral Nutri­
tion in the Septic Patient: Nitrogen Bal­
ance, Limiting Plasma Amino Acids, and 
Calorie to Nitrogen Ratios,” The American 
Journal of Clinical Nutrition, 29:380-391, 
April 1976.

14. Gamica, A. D., “The Hepatotoxicity of 
Parenteral Protein Hydrolysate-containing 
Solutions,” Annals of Clinical and Labora­
tory Science, 6:446-454, 1976.

15. Fleming, C. R., et al., “Total Parenter­
al Nutrition,” Mayo Clinic Proceedings, 
51:187-199, 1976.

16. Patel, D., et al., “Amino Acid Adequacy 
of Parenteral Casein Hydrolysate and Oral 
Cottage Cheese in Patients with Gastroin­
testinal Disease as Measured by Nitrogen 
Balance and Blood Aminogram,” Gastroen­
terology, 65:427-437, 1973.

17. Cohen, M. I., “Changes in Heptatic 
Function,” in  “Intravenous Nutrition in the

High Risk Infant,” edited by Winters, R. W. 
and E. G. Hasselmeyer, John Wiley & Sons, 
New York, 1975, pp. 293-305.

18. Wei, P., et al., “A Clinical and Metabol- • 
ic Study of an Intravenous Feeding Tech­
nique Using Peripheral Veins as the Initial 
Infusion Site,” The Canadian Medical Asso­
ciation Journal, 106:969-979, 1972.

19. Alvear, D. T. and L. A. Somers, “Paren­
teral Nutrition in Seriously 111 Neonates; 
Search for the Ideal Mixture,” American 
Journal of Surgery, 127:696-699, 1974.

Copies of these references are availa­
ble for public examination in the 
office of the Hearing Clerk, and may 
be seen during working hours Monday 
through Friday.

Therefore, notice is given to the 
holder(s) of the new drug 
application s) and to all other interest­
ed persons that the Director of the 
Bureau of Drugs proposes to issue an 
order under section 505(e) of the Fed­
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 355(e)), withdrawing approval 
of the new drug application^) and all 
amendments and supplements thereto 
on the ground that new evidence of 
clinical experience, not contained in 
such applications) or not available to 
the Director until after such 
applications) was approved, evaluated 
together with the evidence available to 
the Director when the applications) 
was approved, shows that such drug(s) 
is not shown to be safe for use under 
the conditions of use upon the basis of 
which the applications) was approved.

In addition to the holder(s) of the 
new drug . applications) specifically 
named above, this notice of opportuni­
ty for hearing applies to all persons 
who manufacture or distribute a drug 
product that is identical, related, or 
similar to a drug product named 
above, as defined in 21 CFR 310.6. It is 
the responsibility of every drug manu­
facturer or distributor to review this 
notice of opportunity for hearing to 
determine whether it covers any drug 
product that the person manufactures 
or distributes. Such person may re­
quest an opinion of the applicability of 
this notice to a specific drug product 
by writing to the Division of Drug La­
beling Compliance (address given 
above).

In addition to the ground(s) for the 
proposed withdrawal of approval 
stated above, this notice of opportuni­
ty for hearing encompasses all issues 
relating to the legal status of the drug 
products subject to it (including iden­
tical, related, or similar drug products 
as defined in 21 CFR 310.6) e.g., any 
contention that any such product is 
not a new drug because it is generally 
recognized as safe and effective within 
the meaning of section 201(p) of the 
act or because it is exempt from part 
or all of the new drug provisions of 
the act pursuant to the exemption for 
products marketed prior to June 25, 
1938, contained in section 201(p) of
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the act, or pursuant to section 107(c) 
of the Drug Amendments of 1962, or 
for any other reason.

In accordance with the provisions of 
section 505 of the act (21 U.S.C. 355) 
and the regulations promulgated 
thereunder (21 CFR Parts 310, 314), 
the applicant s) and all other persons 
subject to this notice pursuant to 21 
CFR 310.6 are hereby given an oppor­
tunity for a hearing to show why ap­
proval of the new drug applications) 
should not be withdrawn and an op­
portunity to raise, for administrative 
determination, all issues relating to 
the legal status of a drug product 
named above and of all identical, relat­
ed, or similar drug products.

An applicant or any other person 
subject to this notice pursuant to 21 
CFR 310.6 who decides to seek a hear­
ing shall file (1) on or before August 
28, 1978, a written notice of appear­
ance and request for hearing, and (2) 
on or before September 28, 1978, the 
data, information and analyses on 
which the person relies to justify a 
hearing, as specified in 21 CFR 
314.200. Any other interested person 
may also submit comments on this 
notice. The procedures and require­
ments governing this notice of oppor­

tunity for hearing, a notice of appear­
ance and request for hearing, a sub­
mission of data, information, and anal­
yses to justify a hearing, other com­
ments, and a grant or denial of hear­
ing, are.contained in 21 CFR 314.200.

The failure of an applicant or any 
other peson subject to this notice pur­
suant to 21 CFR 310.6 to file timely 
written appearance and request for 
hearing as required by 21 CFR 314.200 
constitutes an election by the person 
not to make use of the opportunity for 
a hearing concerning the action pro­
posed with respect to the product and 
constitutes a waiver of any conten­
tions concerning the legal status of 
any such drug product. Any such drug 
product may not thereafter lawfully 
be marketed, and the Food and Drug 
Administration will intitate appropri­
ate regulatory action to remove such 
drug products from the market. Any 
new drug product marketed without 
an approved NDA is subject to regula­
tory action at any time.

A request for a hearing may not rest 
upon mere allegations or denials, but 
must set forth specific facts showing 
that there is a genuine and substantial 
issue of fact that requires a hearing. If 
it conclusively appears from the face

of the data, information, and factual 
analyses in the request for the hearing 
that there is no genuine and substan­
tial issue of fact which precludes the 
withdrawal of approval of the applica­
tion, or when a request for hearing is 
not made in the required format or 
with the required analyses, the Com­
missioner will enter summary judg­
ment against the person(s) who re­
quests the hearing, making findings 
and conclusions, denying a hearing.

All submissions pursuant to this 
notice shall be filed in quintuplicate. 
Such submissions, except for data and 
information prohibited from public 
disclosure pursuant to 21 U.S.C. 331(j) 
or 18 U.S.C. 1905, may be seen in the 
office of the Hearing Clerk between 9 
a.m. and 4 p.m., Monday through 
Friday.

This notice is issued under the Fed­
eral Food, Drug, and Cosmetic Act 
(sec. 505, 52 Stat. 1052-1053, as amend­
ed (21 U.S.C. 355)), and under authori­
ty delegated to the Director of the 
Bureau of Drugs (21 CFR 5.82).

Dated: July 20,1978.

J. R ichard Crout, 
Director, Bureau of Drugs.

[FR Doc. 78-20863 Filed 7-27-78; 8:45 am]

[6712-01]
FEDERAL COMMUNICATIONS COMMISSION

M EXICAN STANDARD BROADCAST STATIONS 

Notification List

List of New Stations, proposed changes in existing stations, deletions, and corrections in assignments of Mexican 
standard broadcast stations modifying the assignments of Mexican broadcast stations contained in the appendix to the 
recommendations of the North American Regional Broadcasting Agreement Engineering Meeting, January 30, 1941.

-  J u n e  1,1978.
M e x ic a n  L i s t  N o . 284

A ntenna A ntenna G round  system s Proposed da te  of change
Call le tte rs Location Pow er rad ia tion Schedule Class h e ig h t o r com m encem ent of

m v/
w atts m /kw (feet) N um ber L ength operation

of radiais (feet)

550 kHz
XETNC Tepic, Nay., N. 21°31'10", IV. 10.000D/ D A -D ............. U III 446 120 446 Im m ediately.

104° 5? 28" .150N ND -N -190.........
650 kHz

XEEJ P u erto  V allarta , Jal., N. 
20“36'40", W. 105°14'50",

5.000 D A -D ............. D II

(proposal deleted, PO  0.250 
kWD, ND-D175, 108/90/100)

770 kHz
(New) Cordoba, Ver., N. 18°54'02", W. .250 N D -D -175..... D II 226 120 294 12.1.78.

96°55'32"
870 kHz

XEAMO Irapuato , G to., N. 20° 38' 00", W. 
101°21'42"

1.000 D A -D ............. D II Im m ediately.

910 kHz
XEHO Cd O bregon, Son. N. 2T34'22", 1.000D/ N D -U -IS3...... U III 205 120 233 Do.

W. 109°S704" (shares antenna  
w ith  XEHX on 1460 kHz)

.250N

920 kHz
XELCM Lazaro C ardenas, M ich., N. .500 N D -D -190..... D III 267 120 267 Do.

1704'21", W. 102° 13'32"
920 kHz

XECQ Culiacan, Sin. N. 24°51'24", W. 5.000D/ N D -U -I83...... U III 246 120 246 Do.
107°23'47", (shares antenna  
w ith  XESA on 1360 kHz)

•100N
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M e x ic a n  L i s t  No. 284—Continued

Call le tte rs Location Power
A ntenna
rad iation Schedule Class

A ntenna
h eigh t

G round  system s Proposed da te  of change 
o r com m encem ent of

w atts
m v /

m /kw (feet) N um ber L ength  
of rad iais (feet)

operation

930 kHz
XEGEM Toluca, Mex., N. 19T7'33", W. 2.000N D A -N ............. N III Do.

99°39'38"
950 kHz

XEZB Oazaca, Oax.. N. 17“03'52", W. 1.000D/ ND-U-175...... U III 220 90 180 12.1.78.
96'43'06", (PO  1120 kHz, 0.500 
kWD, ND-D-175)

• 100N

990 kHz

*

XEUM Valladolid, Yuc. N. 20°40'40", W. 1.000D/ ND-U-190...... U II 249 120 249 Im m ediately.
88°12'32" .250N

1010 kHz
XEEB Esperanza, Son. N. 27°33'29'', W. .500D/ ND-U-175...... U II 194 90 236 12.1.78.

109°5615", (PO  0.250 kWU, 
ND-U-175)

.250N

1060 kHz
X E E P Mexico, D.F., N. 19°21’43", W. 50.000D/ N D -D -231..... U I-B 440 120 246 Im m ediately.

99°01'4", (PO  20 kWU, ND-U- 
231)

50.000N D A-N ..................

1120 kHz
XEZB O axaca, Oax., N. 17°03'52", W. .500 N D -D -175..... D II 220 90 180 12.1.78.

93°43'06", (change in 
frequency to  950 kHz)

1120 kHz
X E G V Villa Del Puebl, Qro., N. .500 N D -D -190.... D II 220 120 220 Im m ediately.

20°32'09", W. 100°25'54"
1120 kHz

XEZAZ Zacatecas, Zac., N. 22°44'41", W. .250 N D -D -175..... D II 220 90 180 Do.
102° 31'31"

1130 kHz
XEZL Jalap  a, Ver., N. 19°3251", W. 10.000D/ N D -D -180..... U II 215 120 197 Do.

925221", (PO  10 kWD, ND- 
D-180)

10.000N D A -N ..................

1180 kHz
X EYI Cancún, Q. R., N. 21°06'58", W. 1.000 D A -D ............. D II  .... Do.

825211"
1270 kHz

XEYM Uman, Yuc., N. 20°5212', W. 2.500D/ ND-U-190...... U I l l 194 120 194 Do.
89°44'41" .500N

1280 kHz
XELK Zacatecas, Zac., N. 2246'21", W. 5.000D/ N D -U -Í90...... U III 192 120 192 12.1.78.

102°3739", (PO  0.250 kW, ND- 
U-181)

.250N

1330 kHz
XEUAS C uliacan, Sin., N. 24°48'34", W. 5.000D/ N D -D -190..... U III 185 120 185 Im m ediately.

1022258" 1.000N D A -N ..................
1340 kHz

X EO S Cd Obregon, Son., N. 222237', .250D/ ND-U-16«...... U IV 197 120 91 Do.
W. 109°5540" .250N

1360 kHz
X E IK Piedras Negras, Coah., N. .500D/ ND-U-187...... U III 223 120 133 Do.

28°41'55", W. 100° 31'35" .250N
1360 kHz

X E E J P u e rto  V allarta, Jal., N. 1.000 N D -D -199..... D III 295 120 131 12.1.78.
20“36'40", W. 105”14'50" (see 
assignm ent on  650 kHz)

1360 kHz
XESA Culiacan, Sin., N. 24°51'24", W. 1.000D/ ND-U -219..... U III 246 120 246 Im m ediately.

1022247', (.shares antenna  
w ith  XECQ on 920 kHz)

.500N

1360 kHz
XEXM Jerez, Zac., N. 22°38'51", W. 1.000D/ ND-U-190...... U III 180 120 180 Do.

102°59'48" (PO  1 kWD, N D -D - 
190)

.100N

1380 kHz
X EK O K Las Cruces, Gro., N. 1256'55", 1.000 N D -D -190..... D > III 197 120 180 Do.

W. 99° 42 54" \
1450 kHz

XEBP T orreon, Coah., N. 25°32'18", W. 1.000D/ ND-U-175...... U IV 230 90 230 Do.
103°27'55" .250N

1520 kHz
XEVAA Aguascalientes, Ags., N. .250 N D -D -190..... D II 161 120 161 Do.

21°54'44", IV. 1021201"
1540 kHz

XEHOS Hermosillo, Son., N. 29°04'29", 5.000D/ ND-U-175...... U II 213 120 213 Do.
W. 110o57'36" 5.000N

Wallace E. Johnson,
Chief, Broadcast Bureau, 

Federal Communications Commission.
[FR Doc. 78-20847 Filed 7-27-78; 8:45 am]
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[4110-12]

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

O ffice  o f the Secretary  

SOCIAL SECURITY ADM INISTRATION

Statem ent o f O rgan ization , Functions, and  
Delegations o f A uthority

Part S (formerly Part 4) of the 
Statement of Organization, Functions, 
and Delegations of Authority for the 
Department of Health, Education, and 
Welfare contains the Statement of Or­
ganization, Functions, and Delegations 
of Authority for the Social Security 
Administration (SS A). Notice is 
hereby given that the organization of 
the Office of Family Assistance pub­
lished in the F ed er a l  R e g is t e r  (p. 
32846-7) of June 28, 1977, is amended 
to reflect organizational changes nec­
essary to permit the Associate Com­
missioner, OFA to devote more of his 
time and energy to interfaces with 
other components of SSA; to active 
leadership in program direction and 
program development in the regions, 
and to working with other Federal 
agencies as well as non-government 
bodies toward more effective and effi­
cient income maintenance programs in 
the States and other jurisdictions.

The changes made establish a 
second Deputy Associate Commission­
er and eliminate the two positions of 
Office Director. These changes affect 
section SF-10 and section SF-20 as in­
dicated below.

Section SF-10 Office of Family As­
sistance (Organization) The Office of 
Family Assistance, under the leader­
ship of the Associate Commissioner 
for Family Assistance consists of the:

A. Associate Commissioner for 
Family Assistance

B. Deputy Associate Commissioner 
for Family Assistance

C. Deputy Associate Commissioner 
for Family Assistance

D. Immediate Office of the Associate 
Commissioner for Family Assistance 
which includes the: 1. Regional Liai­
son Staff

E. The Special Programs Staff
F. The Division of Policy
G. The Division of Procedures
H. The Division of Financial Man­

agement
I. The Division of Management Sup­

port
J. The Division of Planning, Evalua­

tion and Statistical Analysis
Section SF-20 Office of Family As­

sistance (Functions)

A. 1. The Associate Commissioner 
for Family Assistance is directly re­
sponsible to the Commissioner of 
Social Security (the Commissioner) 
for performance of OFA’s mission and 
provides general supervision to the 
principal components of OFA.

2. During the absence or disability of 
the Associate Commissioner for 
Family Assistance (the Associate Com­
missioner) the Deputy Associate Com­
missioner designated by the Associate 
Commissioner shall act as Associate 
Commissioner. In the event of a vacan­
cy in the position of Associate Com­
missioner, the Deputy Associate Com­
missioner designated by the Commis­
sioner shall act as Associate Commis­
sioner.

3. In the event of the absence or dis­
ability of the Associate Commissioner 
and both Deputy Associate Commis­
sioners an OFA executive designated 
by the Associate Commissioner shall 
serve as acting head of OFA.

4. Should the positions of Associate 
Commissioner and both Deputy Asso­
ciate Commissioners become vacant, 
an SSA official designated by the 
Commissioner shall serve as acting 
head of OFA.

B. The Deputy Associate Commis­
sioner for Family Assistance Assists 
the Associate Commissioner in carry­
ing out his responsibilities and per­
forms such other duties as the Asso­
ciate Commissioner may prescribe. In 
addition has specialized duties in day- 
to-day program policy activities. Such 
specialized duties would not lessen the 
deputy’s OFA-wide responsibility.

C. The Deputy Associate Commis­
sioner for Family Assistance:

Assists the Associate Commissioner 
in carrying out his responsibilities and 
performs such other duties as the As­
sociate Commissioner may prescribe. 
In addition, has specialized duties in 
day-to-day program implementation 
activities. Such specialized duties 
would not lessen the deputy’s OFA- 
wide responsibility.

D. The Immediate Office of the Asso­
ciate Commissioner for Family Assist­
ance:

1. The Regional Liaison Staff
a. Assures continuous and effective 

communications between central and 
regional offices on program and man­
agement concerns.

b. Assures that regional concerns 
and needs are given attention for reso­
lution by central office components 
and/or the regional offices.

E. The Special Program Staff (SFP- 
1):

1. Administers the Cuban and Indo­
chinese Refugee Programs including 
the development of regulations, poli­
cies and procedures and making ar­
rangements for: financial assistance, 
resettlement services, emergency 
health services, assistance to public 
schools in impacted areas, loans to ref­
ugee students and protective care of 
minors. Develops regulations and 
guidelines pertaining to these pro­
grams.

2. Directs Federal program activities 
relating to the repatriation of U.S. 
citizens from foreign countries. Co­
ordinates the return of repatriates 
with Department of State. Coordi­
nates the provision of services to repa­
triates with regional offices. Approves 
claims by State agencies for reim­
bursement, and makes determinations 
whether repayment by the repatriate, 
is appropriate. Develops regulations 
and guidelines pertaining to the pro­
gram.

F. The Division of Policy (SFP-2):
1. Develops regulations and policies 

to implement laws governing family 
assistance programs and coordinates 
with the SSA Office of Policy and 
Regulations (OPR) on the issuance of 
such regulations. These regulations 
govern Federal/State income mainte­
nance programs including policies to 
safeguard the rights of individuals and 
families; i.e., dependent and needy 
children in their own homes, in protec­
tive care in AFDC family foster 
homes, in child care institutions, and 
for emergency assistance to needy 
families with children.

2. Develops, analyzes, and recom­
mends concepts for new legislation 
concerning family assistance programs 
and coordinates these activities with 
the SSA Office of Program Evaluation 
and Planning.

3. Evaluates State plan materials for 
consistency with Federal policies and 
recommends revisions to assure con­
sistency with Federal law and regula­
tions. Reviews and evaluates program 
management and quality control re­
ports to determine program policy ef­
fectiveness and develops proposals for 
policy changes, proposed regulatory 
and/or legislative changes.

4. Supports office of general counsel 
and other legal authorities in litiga­
tion involving family assistance pro­
grams. .

5. Conducts review of identified com­
pliance and reconsideration issues; rec­
ommends and manages appropriate 
action.
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. 6. Provides technical assistance and 
consultation to regions and States con­
cerning Federal policies.

G. The Division of Procedures (SFP- 
3):

1. Develops, issues and interprets 
operational procedures, relative to 
income maintenance regulations and 
which are designed to provide States 
with leadership and guidance in the 
most efficient and effective techniques 
of administering OFA programs.

2. Review proposed income mainte­
nance legislation and regulations for 
procedural implementation impacts 
and feasibility.

3. Reviews and approves applications 
from States for Federal financial par­
ticipation in the acquisition of ADP 
equipment or the design of automated 
information systems in support of 
OFA programs.

4. Reviews amd evaluates the utiliza­
tion of State and local agency man­
power devoted to OFA program ad­
ministration.

5. Provides technical assistance and 
consultation to the States concerning 
such matters as operational proce­
dures, systems analysis, program train­
ing and establishing models and guides 
for States regarding income mainte­
nance methods.

H. The Division of Financial Man­
agement (SFM-1):

I. Reviews State budget forecast and 
expenditure reports and related finan­
cial management activities and ana­
lyzes the consequences of these re­
ports for the Federal budget.

2. Exercises financial control over 
grants to States for public assistance 
provided under OFA programs.

3. Provides training, technical assist­
ance, and guidance to OFA regional 
components on matters pertaining to 
Federal/State financial management 
activités.

4. Establishes and issues program 
fiscal and accounting policies and pro­
cedures.

5. Prepares, presents, and executes 
the total OFA budget.

6. Analyzes and present cost data for 
activities funded under OFA pro­
grams.

I. The Division of Management Sup­
port (SFM-2):

1. Plans, organizes, and directs 
OFA’s internal manpower utilization, 
organization, and training programs, 
in accordance with Federal, HEW, and 
SSA personnel management regula­
tions, policies, and procedures.

2. Analyzes the organizational effec­
tiveness of OFA components and in­
sures uniform and effective manpower 
utilization and position management.

3. Manages the OFA repository of 
State plans for AFDC programs and 
periodically prepares and publishes 
“Characteristics of State AFDC

Plans” and related analyses and re­
ports.

4. Prepares the program budget for 
the U.S. repatriate program and per­
forms related financial management 
activities.

5. Prepares and executes the salaries 
and expenses" budget for the OFA.

6. Analyzes OFA facilities, space, 
and equipment needs and initiates nec­
essary actions to provide same. Pro­
vides management services in the 
areas of forms; issuances; mail; re­
ports; travel; safety; records; and prop­
erty management.

7. Coordinates the review, prepara­
tion, and publication of OFA oper­
ational instructions to insure consist­
ency, lack of duplication, receipt, and 
access to such material by OFA audi­
ences. Coordinates the issuance proc­
ess of the OFA regulations and pro­
gram policies with the SSA Office of 
Policy and Regulations.

J. The Division of Planning, Evalua­
tion, and Statistical Analysis (SFM-3):

1. Develops OFA emergency, long- 
range, and short-range plans to assure 
effective continuity of OFA activities. 
Prepares trend analyses and reports, 
and energy and environmental impact 
statements.

2. Specifies program information 
needs and provides program input to 
SSA research efforts. Assesses the 
practical application of research find­
ings to OFA program administration.

3. Develops statistical information 
relative to State, regional, and nation­
al program administration. Based 
upon such information, data devel­
oped by the Office of Research and 
Statistics, and other reports, evaluates 
program effectiveness, identifies po­
tential program abusé, reports find­
ings and recommends actions aimed at 
improving program administration and 
integrity.

4. Develops projects concerning 
client populations and program activi­
ties to meet the needs of OFA compo­
nents and State agencies.

5. Develops a coordinated and com­
prehensive program for identifying 
major OFA operational planning ob­
jectives and monitors the implementa­
tion of such goals.

6. Coordinates external audits and 
audit reporting requirements with the 
SSA Office of Management and Ad­
ministration.

7. Provides technical assistance and 
consultation to regions and States con­
cerning planning, evaluation, statisti­
cal analyses, and related matters.

Dated: July 18, 1978.
Leonard D. S chaeffer, 

Assistant Secretary for 
Management and Budget.

[FR Doc. 78-20938 Filed 7-27-78; 8:45 am]

[4110-88]
Alcohol, Drug Abuse, and M enta l Health  

Adm inistration

M IN O R ITY A DVISO R Y COMMITTEE, A D A M H A  

M eeting  Cancellation

In FR Doc. 78-19146 appearing on 
page 29989 in the issue of Wednesday, 
July 12, 1978, the August 2-4, 1978 
meeting of the Minority Advisory 
Committee, ADAMHA was announced. 
This üieeting has been postponed and 
will be rescheduled at a later date.

Dated: July 26,1978.
Carolyn T. Evans, 

Committee Management Officer, 
Alcohol, Drug Abuse, and 
Mental Health Administration. 

[FR Doc. 78-21143 Filed 7-27-78; 10:03 am]

[4310-84]
DEPARTMENT OF THE INTERIOR

Bureau o f Land M anagem ent

OUTER CONTINENTAL SHELF, GULF OF 
M EXICO

Proposed O il and Gas Lease Sale No. 65

In connection with oil and gas leas­
ing on the Outer Continental Shelf, 
the Secretary of the Interior has es­
tablished a new policy relating to sale 
notices to further and enhance consul­
tation with the affected coastal States. 
That policy includes providing the af­
fected States with the opportunity to 
review the draft proposed sale notice 
prior to its final publication in the 
F ederal R egister. The following is a 
draft sale notice for proposed sale No. 
65 in the offshore waters of the east­
ern Gulf of Mexico area. This notice is 
hereby published as a matter of infor­
mation to the public.

Arnold E. Petty, 
Acting Director,

Bureau of Land Management.
Approved: July 24, 1978.

Cecil D. Andrus,
Secretary of the Interior.

P roposed S ale Notice

1. Authority. This notice is published 
pursuant to the Outer Continental 
Shelf Lands Act (43 U.S.C. 1331-1343) 
and the regulations issued thereunder 
(43 CFR 3300).

2. Filing of Bids. Sealed bids will be 
received by the Manager, New Orleans 
Outer Continental Shelf (OCS) Office, 
Bureau of Land Management, Hale 
Boggs Federal Building, 500 Camp 
Street, Suite 841, New Orleans, La. 
70130. Bids may be delivered, either by 
mail or in person, to the above address 
until 4:15 p.m., c.s.t„ October —, 1978; 
or by personal delivery to the Tulane
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Room, Grand Hotel, 1500 Canal 
Street, New Orleans, La. 70140, be­
tween the hours of 8:30 a.m., c.s.t., and 
9:30 a.m., c.s.t., October —,1978. Bids 
received by the Manager later than 
the times and dates specified above 
will be returned unopened to the bid­
ders. Bids may not be modified or 
withdrawn unless written modification 
or withdrawal is received by the Man­
ager prior to 9:30 a.m., c.s.t., October 
—, 1978. All bids must be submitted 
and will be considered. in accordance 
with applicable regulation, including 
43 CFR 3300. The list of restricted 
joint bidders which applies to this sale 
was published in 43 FR 15500, April 
13, 1978, as corrected in 43 FR 16427, 
April 18, 1978.

3. Method of Bidding. A separate bid 
in a sealed envelope labeled “Sealed 
Bid for Oil and Gas Lease (insert 
number of tract), not to be opened 
until 10 a.m., c.s.t., October —, 1978,” 
must be submitted for each tract. A 
suggested form appears in paragraph 
17 of this notice. Bidders are advised 
that tract numbers are assigned solely 
for administrative purposes and are 
not the same as block numbers found 
on official protraction diagrams. All 
bids received shall be deemed submit­
ted for a numbered tract. Bidders 
must submit with each bid one fifth of 
the cash bonus in cash or by cashier’s 
check, bank draft, certified check, or 
money order payable to the order of 
the Bureau of Land Management. No 
bid for less than a full tract as de­
scribed in paragraph 13 will be consid­
ered. Bidders submitting joint bids 
must state on the bid form the propor­
tionate interest of each participating 
bidder, in percent to a maximum of 
five decimal places, as well as submit a 
sworn statement that the bidder is 
qualified under 43 CFR 3302. The sug­
gested form for this statement to be 
used in joint bids appears in para­
graph 18. Other documents may be re­
quired of bidders under 43 CFR 3302.4. 
Bidders are warned against violation 
of 18 U.S.C. 1860, prohibiting unlawful 
combination or intimidation of bid­
ders.

4. Bonus Bidding With a Fixed Slid­
ing Scale Royalty. Bids on tracts 65- 
25, 65-26, 65-27, 65-28, 65-30, 65-31, 
65-79, 65-80, 65-81, 65-82, 65-89, 65-90,

65-91, 65-92, 65-93, 65-94, 65-95, 65-96, 
65-97, 65-107, 65-109, and 65-110 must 
be submitted on a cash bonus bid basis 
with the percent royalty due in 
amount or value of production saved, 
removed or sold fixed according to the 
sliding scale formula described below. 
This formula fixes the percent royalty 
at a level determined by the value of 
lease production during each calendar 
quarter. For purposes of determining 
the royalty percent due on production 
during a quarter, the value of produc­
tion during the quarter will be adjust­
ed for inflation as described below. 
The determination of the value of the 
production on which royalty is due 
will be made pursuant to 30 CFR 
250.64.

The fixed sliding scale formula oper­
ates in the following way: when the 
quarterly value of production, adjust­
ed for inflation, is less than or equal to 
$13.236229 million, a royalty of 
16.66667 percent in amount or value of 
production saved, removed, or sold will 
be due on the unadjusted value or 
amount of production. When the ad­
justed quarterly value of production is 
equal to or greater than $13.236230 
million, but less than or equal to 
$1662.854082 million, the royalty per­
cent due on the unadjusted value or 
amount of production is given by

R, - b[Ln (V,/S)l
where

R) =  th e  percen t roya lty  th a t  is due and  pay­
able on th e  u n ad justed  am oun t o r 
value of all production  saved, rem oved 
o r sold in  q u a rte r  j.

b = 10.0.
Ln «  n a tu ra l logarithm .
Vj =  th e  value of production  in q u a rte r  j, ad ­

ju s ted  fo r in flation , in  m illions of dol­
lars.

S = 2.5.

When the adjusted quarterly value of 
production is equal to or greater than 
$1662.854083 million, a royalty of
65.00000 percent in amount or value of 
production saved, removed or sold will 
be due on the unadjusted quarterly 
value of production. Thus, in no in­
stance will the quarterly royalty due 
exceed 65.00000 percent in amount or 
value of quarterly production saved, 
removed or sold.

In determining the quarterly per­
cent royalty due, Rj, the calculation

«S S F -

will be carried to five decimal places 
(for example, 20.17329 percent). This 
calculation will incorporate the adjust­
ed quarterly value of production, Vj, in 
millions of dollars, rounded to the 
sixth digit; i.e., to the nearest dollar 
(for example, 15.392847 millions of 
dollars).

The form of the sliding scale royalty 
schedule is illustrated in Figure 1. 
Note that the effective quarterly roy­
alty rate depends upon the inflation 
adjusted quarterly value of produc­
tion. However, this rate is applied to 
the unadjusted quarterly value of pro­
duction to determine the royalty pay­
ments due.

In  adjusting the quarterly value of 
production for use in calculating the 
percent royalty due on production 
during the quarter, the actual value of 
production will be adjusted to account 
for the effects of inflation by dividing 
the actual value of production by the 
following inflation adjustment factor. 
The inflation adjustment factor used 
will be the ratio of the GNP fixed 
weighted price index for the calendar 
quarter preceding the quarter of pro­
duction to the value of that index for 
the quarter preceding the issuance of 
the lease. The GNP fixed weighted 
price index is published monthly in 
the Survey of Current Business by the 
Bureau of Economic Analysis, U.S. De­
partment of Commerce. The percent 
royalty will be due and payable on the 
actual amount or value of production 
saved, removed, or sold as determined 
pursuant to 30 CFR 250.64. The 
timing of procedures for inflation ad­
justments and determinations of the 
royalty due will be specified at a later 
date. Table 1 provides hypothetical ex­
amples of quarterly royalty calcula­
tions using the sliding scale formula 
just described under two different 
values for the quarterly price index.

Leases awarded on the basis of a 
cash bonus bid with fixed sliding scale 
royalty will provide for a yearly rental 
or minimum royalty payment of $3 
per acre or fraction thereof.

Bidders for these tracts should rec­
ognize that the Department of Energy 
is authorized, under section 302 (b) 
and (c) of the Department of Energy 
Organization Act, to establish produc­
tion rates for all Federal oil and gas 
leases.
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Q uarterly  
Royalty Rate 
(Percent o f 
unadjusted 
q u a rte r ly  
value o f 
production)

65.00000

16 .66 6 6 7

A djusted Q uarterly  Value o f Production (m il. $)_

TABLE 1. HYPOTHETICAL QUARTERLY ROYALTY CALCULATIONS

4*>

(1) (2) . (3) (4) (5) (6)
Actual Value of GNP Fixed Weighted In fla tio n  Factor-1 Adjusted Value of Percent Royalty Payme
Quarterly Production Price Index Quarterly Production^ Royalty (millions of
(Millions of dollars) (V̂  » mil. $) Rate (Ri) dollars)

10.000000 200.0 4/3 7.500000 16.66667 1.666667
30.000000 200.0 4/3 22.500000 21.97225 6.591675
90.000000 200.0 4/3 67.500000 32.95837 29.662533

270.000000 200.0 4/3 202.500000 43.94449 118.650123
810.000000 200.0 4/3 607.500000 54.93061 444.937941

10.000000 250.0 5/3 6.000000 16.66667 1.666667
30.000000 250.0 5/3 18.000000 19.74081 5.922243
90.000000 250.0 5/3 54.000000 30.72693 27.654237

270.000000 250.0 5/3 162.000000 41.71306 112.625262
810.000000 250.0 5/3 486.000000 52.69918 426.863358

1 Column (2 )

2 Column (1 )

CO Column (1 )

divided by 150.0 (assumed value of GNP fixed weighted p rice  index a t  time leases are issued), 

divided by In fla tio n  Factor.

times Column (5); A ll values aure rounded fo r display purposes only.
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5. Bonus bidding with a fixed con­
stant royalty. Bids on the remaining 
tracts to be offered at this sale must 
be on a cash bonus basis with a fixed 
royalty of 16% percent. Leases which 
may be issued will provide for a yearly 
rental payment or minimum royalty 
payment of $3 per acre or fraction 
thereof. A suggested cash bonus bid 
form is shown in paragraph 17.

6. Equal opportunity. Each bidder 
must have submitted by 9:30 a.m.,
c.s.t., October —, 1978, the certifica­
tion required by 41 CFR 60-1.7(b) and 
Executive Order No. 11246 of Septem­
ber 24, 1965, as amended by Executive 
Order No. 11375 of October 13, 1967, 
on the compliance report certification 
form, form 1140-8 (November 1973), 
and the affirmative action representa­
tion form, form 1140-7 (December 
1971).

7. Bid opening. Bids will be opened 
on October —, 1978, beginning at 10 
a.m., c.s.t., at the address stated in 
paragraph 2. The opening of the bids 
is for the sole purpose of publicly an­
nouncing and recording bids received 
and no bids will be accepted or reject­
ed at that time. If the Department is 
prohibited for any reason from open­
ing any bid before midnight, October 
—, 1978, that bid will be returned uno­
pened to the bidder, as soon thereafter 
as possible.

8. Deposit of payments. Any cash, 
cashier’s checks, certified checks, bank 
drafts, or money orders submitted 
with a bid may be deposited in a sus­
pense account in the Treasury during 
the period the bids are being consid­
ered. Such a deposit does not consti­
tute and shall not be construed as ac­
ceptance of any bid on behalf of the 
United States.

9. Acceptance or rejection of bids. 
The United States reserves the right 
to reject any and all bids for any tract. 
In any case, no bid for any tract will 
be accepted and no lease for any tract 
will be awarded to any bidder unless:

(a) The bidder has complied with all 
requirements of this notice and appli­
cable regulations;

(b) The bid is the highest valid cash 
bonus bid; and

(c) The amount of the bid has been 
determined to be adequate by the Sec­
retary of the Interior.

No bid will be considered for accept­
ance unless it offers a cash bonus in 
the amount of $25 or more per acre or 
fraction thereof.

10. Withdrawal of tracts. The United 
States reserves the right to withdraw 
any tract from this sale prior to issu­
ance of a written acceptance of a bid 
for that tract.

11. Successful bidders. Each person 
who has submitted a bid accepted by 
the Secretary of the Interior will be 
required to execute copies of the lease 
specified below, pay the balance of the

cash bonus bid together with the first 
year’s annual rental, and satisfy the 
bonding requirements of 43 CFR
3304.1 within the time provided in 43 
CFR 3302.5.

12. Protraction diagrams. Tracts of­
fered for lease may be located on the 
following official protraction diagrams 
which are available from the manager, 
New Orleans Outer Continental Shelf 
Office, at the address stated in para­
graph 2. They sell for $2 each.

O u t e r  C o n t i n e n t a l  S h e l f  O f f i c i a l  
P r o t r a c t i o n  D i a g r a m s

(1) NH 16-5, Pensacola.
(2) NH 16-8, Destin Dome.
(3) NH 16-12, Florida Middle Ground.
(4) NG 16-3, The Elbow.
(5) NG 16-6.
(6) NH 17-10, Tarpon Springs.
(7) NG 17-1, St. Petersburg.
(8) NG 17-4, Charlotte Harbor.

13. Tract descriptions. The tracts of­
fered for bid are as follows:

N o t e : There may be gaps in the sequence 
of the numbers of thè tracts listed. Some of 
the blocks identified in the final environ­
mental statement may not be included in 
this notice.

OCS O f f i c i a l  P r o t r a c t i o n  D i a g r a m , 
P e n s a c o l a  NH 1 6 - 5

[A p p ro v e d  O c t. 10 ,1 9 7 2 ; re v is e d  D e c . 2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc r ip tio n A c re a g e

65-1 882 A ll 5760
65-2 883 A ll 5760
65-3 884 A ll 5760
65-4 885 A ll 5760
65-5 886 A ll 5760
65-6 926 A ll 5760
65-7 927 A ll 5760
65-8 928 A ll 5760
65-9 929 AU 5760
65-10 930 AU 5760
6 5 -11 970 AU 5760
6 5-12 971 AU 5760
6 5-13 972 AU 5760
65-14 973 AU 5760
6 5 -15 974 AU 5760

O C S  O f f i c i a l  P r o t r a c t i o n  D i a g r a m , 
D e s t i n  D o m e  N H  1 6 - 8

[A p p ro v e d  O c t. 1 0 ,1 9 7 2 ; re v is e d  A u g . 1 ,1 9 7 3 ; D e c . 
2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc r ip tio n  . A c re a g e

65-21 313 AU 5760
65-22 314 AU 5760
65-23 357 AU 5760
65-24 358 AU 5760
65-25 473 AU 5760
65-26 474 AU 5760
65-27 518 AU 5760
65-28 519 AU 5760
65-29 529 AU 5760
65-30 562 AU 5760
6 5-31 563 AU 5760
65-32 573 AU 5454.72
65-33 574 AU 5760
65-34 618 AU 5760
65-35 661 AU 5760
65-36 662 AU 5760

O C S  O f f i c i a l  P r o t r a c t i o n  D i a g r a m , 
F l o r i d a  M i d d l e  G r o u n d  NH 16-12

[A p p ro v e d  O c t. 10 ,1 9 7 2 ; re v ise d  A u g . 1 ,1 9 7 3 ; D e c . 
2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc rip tio n A c re a g e

65-41 358 AU 5760
65-42 359 AU 5760
65-48 402 AU 5760
65-49 403 A U 5760
65-50 404 AU 5760
6 5-51 405 AU 5760
65-57 446 AU 5760
65-58 447 AU 5760
65-63 490 AU 5760
65-64 491 AU 5760
65-69 534 AU 5760
65-70 535 AU 5760

OCS O f f i c i a l  P r o t r a c t i o n  D i a g r a m , T h e  
E l b o w  NG 16-3

[A p p ro v e d  O c t. 1 0 ,1 9 7 2 ; re v ise d  A u g . 1 ,1 9 7 3 ; D e c. 
2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc r ip tio n  A c re a g e

6 5 -71 567 AU 5134.56
65-72 609 AU 5760
65-73 696 AU 5760
65-74 697 AU 5760
.65-75 739 AU 5760
65-76 783 AU 5760
6 5-77 827 ' AU 5760
65-78 871 AU 5760

OCS O f f i c i a l  P r o t r a c t i o n  D i a g r a m , NG 
16-6

[A p p ro v e d  J u n e  5 ,1 9 7 4 ; rev ised  D e c . 2, 1976]

T r a c t
N o.

B lo c k D e sc r ip tio n  A c re a g e

65-79 258 AU 5760
65-80 259 AU 5760
65-81 302 AU 5760
65-82 303 A U 5760
65-83 609 AU 5760
65-84 610 AU 5760
65-85 6 1 1 AU 5760
65-86 653 A U 5760
65-87 654 A U 5760
65-88 697 AU 5760

O C S  O f f i c i a l  P r o t r a c t i o n  D i a g r a m , 
T a r p o n  S p r i n g s  N H  17-10

[A p p ro v e d  O c t. 1 0 ,1 9 7 2 ; re v is e d  D e c . 2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc r ip tio n A c re a g e

65-89 233 A U 5760
65-90 234 AU 5760
65-91 277 AU 5760
65-92 278 AU 5760
65-93 279 AU 5760
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OCS O fficial P r o t r a c t i o n D i a g r a m , S t . 

P e t e r s b u r g NG 17-1
[A p p ro v e d  O c t. 10 ,1 9 7 2 ; rev ised  D e c . 2 ,1 9 7 6 ]

T r a c t
N o.

B lo c k D e sc rip tio n A c re a g e

65-94 661 A ll 5760
65-95 662 A ll 5760
65-96 705 A ll 5760
65-97 706 A ll 5760
65-98 753 A ll 5760
65-99 754 A ll 5760
65-100 797 A ll 5760
6 5-10 1 798 AU 5760

OCS O fficial P r o t r a c t i o n D i a g r a m , 
C h a r l o t t e  H a r b o r  NG 17-4

• [A p p ro v e d  O c t. 10, 1972; rev ised  D e c . 2, 19761

T r a c t
N o.

B lo c k D e s c r ip tio n A c re a g e

65-102 143 A ll 5760
65-103 144 A ll 5760
65-104 145 A ll 5760
65-105 187 A ll 5760
65-106 188 A ll 5760
65-10 7 221 A ll 5760
65-108 231 A ll 5760
65-109 265 A ll 5760
6 5 -110 266 A ll 5760
6 5 - 1 1 1 627 A ll 5760
6 5 -112 628 AU 5760
6 5 -113 671 A ll 5760
6 5 -114 672 A ll 5760
6 5 -115 715 A ll 5760
6 5 -116 716 A ll 5760

14. Lease Terms and Stipulations. 
Leases issued as a result of this sale 
will be on Form 3300-1 (December 
1976), available from the Manager, 
New Orleans Outer Continental Shelf 
Office, at the address stated in para­
graph 2. For leases resulting from this 
sale for tracts offered on a cash bonus 
basis with fixed sliding scale royalty 
listed in paragraph 4 of this Notice of 
Sale, Form 3300-1, will be amended as 
follows:
S e c. 3(b)(1) Royalty on Production. To 

pay the lessor a royalty of that percent in 
amount or value of production saved, re­
moved or sold from the leased area as deter­
mined by the sliding scale royalty formula 
as follows. When the quarterly value of pro­
duction, adjusted for inflation, is less than 
or equal to $13.236229 million, a royalty of 
16.66667 percent in amount or value or pro­
duction saved, removed or sold will be due 
on the unadjusted value or amount of pro­
duction. When the adjusted quarterly value 
of production is equal to or greater than 
$13.236230 million, but less than or equal to 
$1662.854082 million, the royalty percent 
due on the unadjusted value or amount of 
production is given by

R,=b[Ln (V,/S)l
where

R ,=  t h e  p e rc e n t r o y a lt y  t h a t  is  d u e  a n d  p a y ­
a b le  o n  t h e  u n a d ju s te d  a m o u n t o r 
v a lu e  o f  a l l  p ro d u c tio n  s av ed , rem o v ed  
o r  so ld  in  q u a r te r  j.

b =  10.0.
L n =  n a tu r a l lo g a r ith m .
V ,=  th e  v a lu e  o f  p ro d u c tio n  in  q u a r te r  j, a d ­

ju s te d  f o r  in f la t io n , in  m illio n s  o f  d o l­
la rs .

S =  2.5

NOTICES

When the adjusted quarterly value of pro­
duction is equal to or greater than 
$1662.854083 million, a royalty of 65.00000 
percent in amount or value of production 
saved, removed or sold will be due on the 
unadjusted quarterly value of production. 
Thus, in no instance will the quarterly roy­
alty due exceed 65.00000 percent in amount 
or value of quarterly production saved, re­
moved or sold.

In determining the quarterly percent roy­
alty due, Rj, the calculation will be carried 
to five decimal places (for example, 20.17329 
percent). This calculation will incorporate 
the adjusted quarterly value of production, 
Vj, in millions of dollars, rounded to the 
sixth digit, i.e., to the nearest dollar (for ex­
ample, 15.392847 millions of dollars).
S e c. 3(b)(3). When paid in value, royalties 

on production shall be due and payable 
monthly on the last day of the month next 
following the month in which the produc­
tion is obtained, except that the Secretary 
may establish such other requirements for 
the timing of royalty payments as he deter­
mines are necessary. In no case will the roy­
alty payments be required prior to the last 
day of the month next following the month 
in which production is obtained. Each such 
determination regarding the timing of roy­
alty payments shall be made only after due 
notice to the Lessee and a reasonable oppor­
tunity has been afforded to the Lessee to be 
heard. When paid in production, * * *.

In the following stipulations the 
term “Supervisor” refers to the Gulf 
of Mexico area oil and gas Supervisor 
for operations of the Geological 
Survey and the term “Manager” refers 
to the Manager of the New Orleans 
OCS Office of the Bureau of Land 
Management. Except as otherwise 
noted, the following stipulations will 
be included in each lease resulting 
from this sale.

S t ip ul at i on N o . 1

a. The lessee agrees that if any site, struc­
ture, or object of historical or archaeologi­
cal significance should be discovered during 
the conduct of operations on any leased 
area, he shall report immediately such find­
ings to the Supervisor, and make every rea­
sonable effort to preserve and protect the 
cultural resource from damage until the Su­
pervisor has given directions as to its preser­
vation.

b. (To apply only to the leases resulting 
from this proposed sale for tracts 65-1 
through 65-21 and 65-89 through 65-93.)

For these lease tracts, falling within Cul­
tural Resource Zones 1 and 2 as defined and 
plotted in the final report Cultural Re­
sources Evaluation of the Northern Gulf of 
Mexico Continental Shelf (Coastal Environ­
ments, Inc., 1977), and tracts falling outside 
the Zones 1 and 2 in which there is reason 
to believe a cultural resource exists, the Su­
pervisor shall require the lessee to comply 
with the following:

Prior to any drilling activity or the con­
struction or placement of any structure for 
exploration or development on the lease, in­
cluding but not limited to, well drilling and 
pipeline and platform placement, herein­
after in this stipulation referred to as “oper­
ation,” the lessee shall conduct remote sens­
ing surveys to determine the potential exis­
tence of any cultural resource that may be 
affected by such operations. All data pro­
duced by such remote sensing surveys as

well as other pertinent natural and cultural 
environmental data shall be examined by a 
qualified marine survey archaeologist to de­
termine if indications are present suggesting 
the existence of a cultural resource that 
may be adversely affected by any lease oper­
ation. A report of this survey and assess­
ment prepared by the marine survey archae­
ologist shall be submitted by the lessee to 
the Supervisor and to the Manager.

If such cultural resource indicators are 
present the lessee shall: (1) Locate the site 
of such operations so as not to adversely 
affect the identified location; or (2) estab­
lish, to the satisfaction of the Supervisor, 
on the basis of further archaeological inves­
tigation conducted by a qualified marine 
survey archaeologist or underwater archae­
ologist using such survey equipment and 
techniques as deemed necessary by the Su­
pervisor, either that such operations will 
not adversely affect the location identified 
or that the potential cultural resource sug­
gested by the occurence of the indicators 
does not exist.

A report of this identification investiga­
tion prepared by the marine survey archae­
ologist or underwater archaeologist shall be 
submitted to the Supervisor and the Man­
ager, for their review. Should the Supervi­
sor determine that the existence of a cultur­
al resource which may be adversely affected 
by such operation is sufficiently established 
to warrant protection, the lessee shall take 
no action that may result in an adverse 
effect on such cultural resource until the 
Supervisor has given directions as to its 
preservation.

S t ip ul at i on N o . 2

For the purpose of this stipulation, “Live 
Bottom Areas” are defined as those areas 
which contain biological assemblages con­
sisting of such sessile invertebrates as sea 
fans, sea whips, hydroids, anemones, asci- 
dians, sponges, bryozoans, or corals living 
upon and attached to naturally occurring 
hard or rocky formations with rough, 
broken, or smooth topography; or whose 
lithotope favors the accumulation of turtles 
and fishes.

a. (To apply only to leases resulting from 
this proposed sale for tracts 65-1 through 
65-20.)

Prior to any drilling activity or placement 
of any fixed structures or pipelines or any 
other exploration or production activity, 
the lessee will submit to the Supervisor as 
part of his exploration and/or development 
plan a bathymetry map, prepared utilizing 
remote sensing survey techniques. This map 
will include interpretations for the presence 
of live bottom areas within a minimum one- 
mile radius of the proposed exploration or 
production activity site.

b. (To apply to all leases resulting from 
this proposed sale.)

If it is determined that remote sensing 
data indicate the possibility of live bottom 
areas, the lessee will submit to the Supervi­
sor photo or other documentation of the sea 
bottom of the proposed exploratory drilling 
sites or proposed platform locations or 
points as determined by the Supervisor.

If it is determined that live bottom areas 
might be adversely impacted by the pro­
posed activities, then the Supervisor will re­
quire the lessee to undertake any measures 
deemed economically, environmentally, and 
technologically feasible to protect live 
bottom areas. These measures may include, 
but are not limited to, the following:
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1. The relocation of operations to avoid 
live bottom areas.
2. The shunting of all drilling fluids and 

cuttings in such a manner as to avoid live 
bottom areas.
3. The transportation of drilling fluids 

and cuttings to approved disposal sites.
4. The monitoring of live bottom areas to 

assess the adequacy of any mitigating meas­
ures taken and the impact of lessee-initiated 
activities.

S t ip ul at i on N o . 3

a. (To apply only to the leases resulting 
from this proposed sale for tracts 65-6, 65- 
11, 65-16, 65-17, 65-18, 65-21 through 65-28, 
65-30, 65-31, 65-37 through 65-70, 65-73 
through 65-78, and 65-94 through 65-116.)

Whether or not compensation for such 
damage or injury might be due under a 
theory of strict or absolute liability or oth­
erwise, the lessee assumes all risks of 
damage or injury to persons or property, 
which occur in, on, or above the Outer Con­
tinental Shelf, to any persons or to any 
property of any person or persons who are 
agents, employees or invitees of the lesses, 
its agents, independent contractors or sub­
contractors doing business with the lessee in 
connection with any activities being per­
formed by the lessee in, on, or above the 
Outer Continental Shelf, if such injury or 
damage to such person or property occurs 
by reason of the activities of any agency of 
the U.S. Government, its contractors or sub­
contractors, or any of their officers, agents 
or employees, being conducted as a part of, 
or in connection with the programs and ac­
tivities of the Gulf Test Range, the Pensa­
cola Naval Air Station, Eglin Air Force 
Base, MacDill Air Force Base, Tyndall Air 
Force Base or Naval Air Advance Training 
Command, Naval Air Station, Corpus Chris- 
ti, Tex. The lessee assumes this risk wheth­
er such injury or damage is caused in whole 
or in part by any act or omission, regardless 
of negligence or fault, of the United States, 
its contractors or subcontractors, or any of 
their officers, agents, or employees. The 
lessee further agrees to indemnify and save 
harmless the United States against and to 
defend at its own expense the United States 
against all claims for loss, damage, or injury 
sustained by the lessee, and to indemnify 
and save harmless the United States 
against, and to defend at its own expense 
the United States against, all claims for loss, 
damage, or injury sustained by the agents,- 
employees, or invitees of the lessee, its 
agents, or any independent contractors or 
subcontractors doing business with the 
lessee in connection with the programs and 
activities of the aforementioned military in­
stallations, whether the same be caused in 
whole or in part by the negligence or fault 
of the United States, its contractors, or sub­
contractors, or any of their officers, agents, 
or employees and whether such claims 
might be sustained under theories of strict 
or absolute liability or otherwise.

The lessee agrees to control his own elec­
tromagnetic emissions and those of his 
agents, employees, invitees, independent 
contractors or subcontractors emanating 
from individual designated defense warning 
areas in accordance with requirements spec­
ified by the commander of the appropriate 
onshore military installation, i.e„ Pensacola 
Naval Air Station, Eglin Air Force Base, 
MacDill Air Force Base, or Tyndall Air 
Force Base, to the degree necessary to pre­
vent damage to, or unacceptable interfer-

NOTICES

ence with, Department of Defense flight, 
testing or operational' activities, conducted 
within individual designated warning areas. 
Necessary monitoring control, and coordina­
tion with the lessee, his agents, employees, 
invitees, independent contractors or subcon­
tractors, will be effected by the commander 
of the appropriate onshore military installa­
tion conducting operations in the particular 
warning area: Provided, however, That con­
trol of such electromagnetic emissions shall 
in no instance prohibit all manner of elec­
tromagnetic communication during any 
period of time between a lessee, its agents, 
employees, invitees, independent contrac­
tors or subcontractors and onshore facili­
ties.

The lessee, when operating or causing to 
be operated on its behalf boat or aircraft 
traffic into the individual designated warn­
ing areas shall enter into an agreement with 
the commander of the appropriate onshore 
military installation, i.e., Pensacola Naval 
Air Station, Eglin Air Force Base, MacDill 
Air Force Base, Tyndall Air Force Base, uti­
lizing an individual designated warning area 
prior to commencing such traffic. Such 
agreement will provide for positive control 
of boats and aircraft operating into the 
warning areas at all times.

b. (To apply only to the leases resulting 
from this proposed sale for traces 65-25 
through 65-28, 65-30, and 65-31.)

When the activities of the Armament De­
velopment and Test Center at Eglin Air 
Force Base may endanger personnel or 
property, the lessee agrees, upon receipt of 
a directive from the Secretary, to evacuate 
all personnel from all structures on the 
lease and to shut-in and secure all wells and 
other equipment, including pipelines on the 
lease, within forty-eight (48) hours or 
within such longer period as may be speci­
fied by the directive. Such directive shall 
not require evacuation of personnel and 
shutting-in and securing of equipment for a 
period of time greater than seventy-two (72) 
hours; however, such period of time may be 
extended by subsequent directive from the 
Secretary. Equipment and structures may 
remain in place on the lease during such 
time as the directive remains in effect.

S t ip ul at i on No. 4
Pipelines will be required: (1) If pipeline 

rights-of-way can be determined and ob­
tained; (2) if laying such pipelines is techno­
logically feasible and environmentally pref­
erable, and (3) if, in the opinion of the 
lessor, pipelines can be laid without net 
social loss, taking into account any incre­
mental costs of pipelines over alternative 
methods of transportation and any incre­
mental benefits in the form of increased en­
vironmental protection or reduced multiple 
use conflicts. The lessor specifically reserves 
the right to require that any pipeline used 
for transporting production to shore be 
placed in certain designated management 
areas. In selecting the means of transporta­
tion, consideration will be given to any rec­
ommendation of the Intergovernmental 
Planning Program for Leasing and Manage­
ment of Transportation of Outer Continen­
tal Shelf Oil and Gas with the participation 
of Federal, State, and local government and 
the industry. Where feasible, all DOI regu­
lated pipelines, including both flow lines 
and gathering lines for oil and gas, shall be 
buried to a depth suitable for adequate pro­
tection from water currents, sand waves, 
storm scouring, fisheries trawling gear, and
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other uses as detemined on a case-by-case 
basis.

Following the completion of pipeline in­
stallations, no crude oil production will be 
transported by surface vessel from offshore 
production sites, except in the case of emer­
gency. Determinations as to emergency con­
ditions and appropriate responses to these 
conditions will be made by the Supervisor. 
Where the three criteria set forth in the 
first sentence of this stipulation are not met 
and surface transportation must be em­
ployed.

All vessels used for carrying hydrocarbons 
to shore from the leased area will conform 
with all standards established for such ves­
sels, pursuant to the Ports and Waterways 
Safety Act of 1972 (46 U.S.C 391a).

S t ip ul at i on No. 5
Lessees shall comply with regulations 

which affect activities under this lease and 
which are promulgated under applicable 
statutes by other Federal agencies, includ­
ing the Department of Energy, the Depart­
ment of Transportation, and the Environ­
mental Protection Agency.

S t im ul at i on N o . 6

To be included in any leases resulting 
from this proposed sale for the sliding scale 
royalty tracts listed in paragraph 4 of this 
notice.

(a) The royalty rate on production saved, 
removed or sold from this lease is subject to 
consideration for reduction under the same 
authority that applies to all other oil and 
gas leases on the Outer Continental Shelf 
(30 CFR 250.12 (e)). The Director, Geologi­
cal Survey, may grant a reduction for only 1 
year at a time. Reduction of royalty rates 
will not be approved unless production has 
been underway for 1 year or more.

(b) Although the royalty rate specified in 
section 3(b)(1) of this lease or as subse­
quently modified in accordance with appli­
cable regulations and stipulations is applica­
ble to all production under this lease, not 
more than 16% percent of the production 
saved, removed or sold from the lease area 
may be taken as royalty in amount, except 
as provided in section 6(c); the royalty on 
any portion of the production saved, re­
moved or sold from the lease in excess of 
16% percent may only be taken in value of 
the production saved, removed or sold from 
the lease area.

S t ip ul at i on No. 7
Unless the lessee can demonstrate to the 

satisfaction of the Supervisor that it would 
not be in the interests of conservation, all 
reservoirs underlying this lease which 
extend into one or more other leases with 
either a different royalty rate or a royalty 
rate based on a sliding scale, as indicated by 
drilling and other information, shall be op­
erated and produced only under a unit 
agreement including the other lease(s) and 
approved by the Supervisor. Such a unit 
agreement shall provide for the fair and 
equitable allocation of production and costs. 
The Supervisor shall prescribe the method 
of allocating production and costs in the 
event operators are unable to agree on a 
method acceptable to him.

S t ip ul at i on N o . 8

(To be included in any lease resulting 
from this proposed sale for the following 
tracts: 65-72 through 65-74, 65-77, 65-78,
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65-82 through 65-90, 65-92, 65-93, 65-98 
through 65-106, 65-108, 65-112, 65-114 and 
65-115.)

Portions of these tracts may contain karst 
sinkholes. Exploratory drilling operations, 
emplacement of structures (platforms) or 
seafloor wellheads for the production of 
storage of oil or gas will not be allowed on 
those portions of the tract which contain 
karst sinkholes until the lessee has demon­
strated to the Supervisor’s satisfaction that 
exploratory drilling operations can be safely 
conducted or structures (platforms), casing, 
and wellheads can be safely designed and in­
stalled at the proposed location.

15. Information to Lessees. The De­
partment of the Interior will seek the 
advice of the States of Mississippi, 
Louisiana, Alabama, and Florida and 
other Federal agencies, to identify 
areas of special concern which might 
require appropriate protective meas­
ures for live bottom areas and areas 
which might contain cultural re­
sources.

If it is determined that live bottom 
areas might be adversely impacted by 
the proposed activities, then the Su­
pervisor, in consultation with the Re­
gional Director, Fish and Wildlife 
Service (FWS), the Manager, BLM and 
the States, will require the lessee to 
undertake any measures deemed eco­
nomically, environmentally, and tech­
nically feasible to protect live bottom 
areas.

Some of the tracts offered for lease 
may fall in areas which may be includ­
ed in fairways, precautionary zones, or 
traffic separation schemes. Corps of 
Engineers permits are required for 
construction of any fixed structures or 
artificial islands located on the Outer 
Continental Shelf in accordance with 
section 4(f) of the Outer Continental 
Shelf Lands Act of 1953 (67 Stat. 463; 
43 U.S.C. 1333(f)).

In applying safety, environmental 
and conservation laws and regulations, 
the Supervisor will require the use of 
the best available and safest technol­
ogy which is determined to be eco­
nomically achievable. To the extent 
practicable, the Supervisor will consult 
with the relevant Federal agencies and 
the affected State(s) in the execution 
of these responsibilities.

Bidders are advised that the Depart­
ments of the Interior and Transporta­
tion have entered into a memorandum 
of understanding dated May 6, 1976, 
concerning the design, installation, op­
eration and maintenance of offshore 
pipelines. Bidders should consult both 
Departments for regulations applica­
ble to offshore pipelines.

The U.S. Congress is considering 
OCS Lands Act Amendments which 
would institute many new provisions 
in the leasing and administration of 
the resources on the OCS. Two of 
these provisions: (1) The Fishermen’s 
Gear Compensation Fund; and (2) the 
Oil Spill Liability Fund will, if en­

acted, establish programs to repay 
damages and the costs of oil spills re­
sulting from OCS activities. These 
funds may be supported by assess­
ments levied on lessees and operators. 
Bidders are hereby notified that these 
and other provisions of the OCS Lands 
Act Amendments may apply to leases 
resulting from sale 65.

The Department’s regulations found 
in 30 CFR and 43 CFR, as amended, 
are applicable to this lease sale. 
Recent amendments to these regula­
tions are found in 42 FR 53956, Octo­
ber 4, 1977 (suspension of leases); 43 
FR 3880, January 27, 1978 (oil and gas

operations and oil and gas information 
program); and 43 FR 3892, January 27, 
1978 (environmental assessment and 
oil and gas information program).

16. OCS Orders. Operations on all 
leases resulting from this sale will be 
conducted in accordance with the pro­
visions of all Gulf of Mexico OCS 
Orders, as of their effective date, and 
any other applicable OCS Order as it 
becomes effective.

17. Suggested Bid Form. It is suggest­
ed that bidders submit their bids to 
the Manager, New Orleans Outer Con­
tinental Shelf Office, in the following 
form:

Oil and Gas Bid

The following bid is submitted for an oil and gas lease on the tract 
of the Outer Continental Shelf specified below:

Total Amount Amount per Amount of Cash Bonus 
Tract No. Bid Acre Submitted with Bid

Proportionate Interest of 
Company (s) Submitting Bid

Qualification N o . ___________________________
Company

Percent Interest_________% _______ ______
Address

S ignatu re
(P lease type s ig n e r 's  
name under sign a tu re )

18. Required Joint Bidders State- joint bidder’s statement before a
. . . .  ,  . . . . .-  - notary public and submit it with hisment In the case of joint bids, each bid A suggested form for this state-

joint bidder is required to execute a , ment is shown below.

J o in t  B id d e r 's  Statem ent

I  hereby c e r t i f y  t h a t _____________________ (e n ti ty  subm itting  bid)
i s  e l ig ib le  under 43 CFR 3302 to  b id  jo in t ly  w ith th e  o th e r  p a r t ie s  
subm itting  th i s  b id .

Signature
(Please type signer's 
name under signature)

Sworn to  and subscribed  b e fo re  me 
th i s _____day o f  ___________  19

NOTARY PUBLIC

State of ______________________ _

County of _______________________

[FR Doc. 78-20717 Filed 7-27-78; 8:45 am]
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[W-64624]

W Y O M IN G  

Notice o f A pplication

J uly  20, 1978.
Notice is hereby given that pursuant 

to section 28 of the Mineral Leasing 
Act of 1920, as amended (30 U.S.C. 
185), the Northern Utilities, Inc. of 
Casper, Wyo., filed an application for 
a right-of-way to construct a dehydra­
tor station site for the purpose of re­
ducing water vapor content of natural 
gas being transported and will affect 
the following described public 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. 39 N., R. 78 W.,
Sec. 19, SWyiSEVi.

The proposed dehydrator station 
site will consist of 0.086 acres and will 
be located adjacent to an existing 
measuring station and 6 inch pipeline, 
all located in Natrona County, Wyo.

The purpose of this notice is to 
inform the public that the Bureau will 
be proceeding with consideration of 
whether the application should be ap­
proved, and if so, under what terms 
and conditions.

Interested persons desiring to ex­
press their views should do so prompt­
ly. Persons submitting comments 
should include their name and address 
and send them to the District Man­
ager, Bureau of Land Management, 
951 Union Boulevard, Casper, Wyo. 
82601.

W illiam  S. G ilmer, 
Acting Chief, Branch of 

Lands and Minerals Operations.
[PR Doc. 78-20880 Filed 7-27-78; 8:45 am]

[CA 5200]

CALIFO RNIA

Proposed W ith d raw a l and  R eservation o f 
Lands

J uly  20, 1978.
The Department of the Army, Corps 

of Engineers, has filed application 
number CA 5200 to withdraw from all 
forms of appropriation under the non- 
discretionary public land laws, includ­

ing mining under the general mining 
laws, subject to prior valid existing 
rights, the following described land:
T. 3N., R. 14 E., M.D.M.

Sec. 35, SEV4NE ViSE Vi and NVfeNE%SEV4 
SEV4.

The area aggregates 15 acres in Tuo­
lumne County, Calif. The withdrawal 
of the land is necessary to preserve 
the unique cave ecosystem associated 
with the New Melones Lake Project.

For a period of 30 days from the 
date of publication of this notice, all 
persons who wish to submit comments, 
suggestions, or objections in connec­
tion with the proposed withdrawal 
may present their views in writing to 
the undersigned officer of the Bureau 
of Land Management, U.S. Depart­
ment of the Interior, Room E-2841 
Federal Office Building, 2800 Cottage 
Way, Sacramento, Calif. 95825.

The Department’s regulations pro­
vide that the authorized officer of the 
Bureau of Land Management will un­
dertake such investigations as are nec­
essary to determine the existing and 
potential demands for the lands and 
their resources. He will also undertake 
negotiations with the applicant agency 
with the view of adjusting the applica­
tion to reduce the area to the mini­
mum essential to meet the applicant’s 
needs, to provide the m axim um  con­
current utilization of the lands for 
purposes other than the applicant’s, to 
eliminate lands needed for purposes 
more essential than the applicant’s, 
and to reach agreement on the concur­
rent management of the lands and 
their resources.

The authorized officer will also pre­
pare a report for consideration by the 
Secretary of the Interior, who will de­
termine whether or not the land will 
be withdrawn as requested by the ap­
plicant agency.

Pursuant to section 204(b) of the 
Federal Land Policy and Management 
Act of 1976, notice is hereby given 
that an opportunity for a public hear­
ing is offered in connection with the 
proposed withdrawal. All interested 
persons who desire to be heard on the 
proposed withdrawal must submit a 
written request for a hearing to the 
undersigned. Notice of the public 
hearing will be published in the F eder­
al R egister, giving the time and place 
of said hearing.

For a period of 2 years from date of 
publication of this notice in the F eder­
al R egister, the land will be segre­

gated from entry as specified above, 
unless the application is rejected or 
the withdrawal is approved prior to 
that date. If the withdrawal is ap­
proved by the Secretary, it will be for 
a 20-year period and the land will 
remain segregated for the duration of 
the withdrawal.

All communications in connection 
with this proposed withdrawal should 
be addressed to the undersigned.

J oan B. R ussell, 
Chief, Lands Section Branch of 

Lands and Minerals Oper­
ations.

[PR Doc. 78-20913 Filed 7-27-78; 8:45 am]

[4 3 1 0 -5 5 ]

Fish and W ild life  Service 

ENDANGERED SPECIES PERMIT 

Notice o f Receipt o f Application

Applicant: Ila Loetscher, P.O. Box 
2049, South Padre Island, Texas 78597.

The applicant requests a permit to 
salvage endangered and threatened 
species of sea turtles for rehabilitation 
at her facilities and release to the wild 
to enhance the survivial of the species. 
Humane care and treatment during 
transport has been indicated by the 
applicant.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in room 534, 1717 H 
Street NW., Washington, D.C., or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO), Washington, 
D.C. 20240.

This application has been assigned 
file number PRT 2-2158. Interested 
persons may comment on this applica­
tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before August 28, 
1978. Please refer to the file number 
when submitting comments.

Dated: July 25,1978.
D onald G . D onahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[PR Doc. 78-20905 Filed 7-27-78; 8:45 am]
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ENDANGERED SPECIES PERMIT 

Notice o f Receipt o f Application

Applicant: Yerkes Regional Primate 
Research Center, Emory University, 
Atlanta, Georgia 30322

The applicant wishes to export re­
frigerated or frozen blood and tissue 
samples collected from laboratory go­
rillas (Gorilla gorilla) and orangutan 
(.Pongo pygmaeus) for biomedical re­
search.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 534, 1717 H 
Street NW., Washington, D.C., or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO), Washington, 
D.C. 20240.

This application has been assigned 
file number PRT 2-2390. interested 
persons may comment on this applica­
tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before August 28, 
1978. Please refer to the file number 
when submitting comments.

Dated: July 25,1978.
D onald G. D onahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[PR Doc. 78-20906 Piled 7-27-78; 8:45 am]

[4 3 1 0 -5 5 ]

THREATENED SPECIES PERMIT 

Notice o f Receipt o f Application

Applicant: William F. Vokoun, 
2605—63rd St., Downers Grove, Illinois 
60515.

The applicant wishes to apply for a 
Captive Self-Sustaining Population 
permit authorizing the purchase and 
sale for propagation those species of 
pheasants listed in 50 CFR 17.11 as 
[T(C/P)1. Humane shipment and care 
in transit is assured.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 534, 1717 H 
Street NW., Washington, D.C., or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO), Washington, 
D.C. 20240.

This application has been assigned 
file number PRT 2-2496. Interested 
persons may comment on this applica­
tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before August 28, 
1978. Please refer to the file number 
when submitting comments.

NOTICES

Dated: July 25, 1978.
D onald G. D onahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[FR Doc. 78-20907 Filed 7-27-78; 8:45 am]

[ 4 3 1 0 -5 5 ]

ENDANGERED SPECIES PERMIT 

Notice o f Receipt o f Application

Applicant: Otis Edward Trosper, 
8649 Southaven Circle East, Southa­
ven, Miss. 38671.

The applicant requests a permit to 
purchase in interstate commerce, two 
pairs of captive-bred masked bobwhite 
quail {Colinus virginianus ridgwayi) 
from Maresa Co., Inc., Vista, Calif., for 
enhancement of propagation. Humane 
care and treatment during transport 
has been indicated by the applicant.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 534, 1717 H. 
Street, NW., Washington, D.C., or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO), Washington, 
D.C. 20240.

This application has been assigned 
file number PRT 2-2746. Interested 
persons may comment on this applica­
tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before August 28, 
1978. Please refer to the file number 
when submitting comments.

Dated: July 25,1978.
D onald G. D onahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 

■Fish and Wildlife Service.
[FR Doc. 78-20908 Filed 7-27-78; 8:45 am]

[ 4 3 1 0 -5 5 ]

ENDANGERED SPECIES PERMIT 

Notice o f Receipt o f A pplication

Applicant: Dr. Lawrence J. Foerder, 
9000 Beachy Ave., Arleta, Calif. 91771.

The applicant requests a permit to 
import, from Canada a pair of captive- 
bom leopards (.Panthera pardus) for 
propagation and exhibition. Humane 
care and treatment during transport 
has been indicated by the applicant.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 534, 1717 H 
Street NW., Washington, D.C., or by 
writing £o the Director, U.S. Fish and 
wildlife Service (WPO), Washington, 
D.C.20240.

This application has been assigned 
file number PRT 2-2878. Interested 
persons may comment on this applica-

* tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before August 28, 
1978. Please refer to the file number 
when submitting comments.

Dated: July 25, 1978.
D onald O. D onahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[FR Doc. 78-20910 Filed 7-27-78; 8:45 am]

[4 3 1 0 -5 6 ]

A S IA N  ELEPHANT

W a iv e r o f 30  D ay  Public Comment Period Prior 
To Issuance o f an Endangered .Species Permit

On July 13, 1978, a letter waiving 
the 30 day public comment period re- 
quird prior to issuance of an endan­
gered species permit was issued to the 
Central Florida Zoological Society, 
Sanford, Fla., as well as a permit PRT 
2-2900 authorizing interstate com­
merce in the course of a commercial 
activity for the sale of one male Asian 
elephant (Elephas maximus) to the In­
ternational Animal Exchange facilities 
at Grand Prairie, Tex.

It was determined by the U.S. Fish 
and Wildlife Service that an emergen­
cy did in fact exist and that the ele­
phant might have to be destroyed 
since it posed a threat to human life in 
that its housing facility was inad­
equate for its temperament during 
breeding cycles. It had in fact recently 
seriously-injured three attendants and 
should be moved to the facilities of 
the International Animal Exchange 
which are thought to be adequate.

This emergency waiver was issued in 
accordance with the Endangered Spe­
cies Act of 1973, as amended by Pub.
L. 94-359 (90 Stat. 911).

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in room 534, 1717 H 
Street NW., Washington, D.C., qr by 
writing to the Director, U.S. Fish, and 
Wildlife Service (WPO), Washington, 
D.C. 20240.

This permit has been assigned file 
No. PRT 2-2900. Interested persons 
may comment on this application by 
submitting written data, views, or ar­
guments to the Director at the above 
address by August 28, 1978. Please 
refer to file No. PRT 2-2900 when sub­
mitting comments.

D onald G. D onahoo, 
Chief, Permit Branch, Federal 

Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[FR Doc. 78-20911 Filed 7-27-78; 8:45 am]
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SNAIL DARTER

W aiver o f  30  D ay  Public Comment Period Prior
To Issuance o f an  Endangered Species Permit

On July 12, 1978, a notice of receipt 
of an application (PRT 2-2873) re­
ceived by the Service July 7, 1978, 
from the Tennessee Valley Authority 
for a permit to capture, mark and re­
lease snail darters (Percina tanasi) in 
order to make population estimates, 
appeared in the F ederal R egister. 
Comments were invited for submission 
on or before August 11, 1978.

On July 13, 1978, based on a recom­
mendation resulting from a unani­
mous vote by the Snail Darter Recov­
ery Team, the applicant requested a 
waiver of the 30 day comment period 
and immediate issuance of a permit 
contending that there was a real and 
present danger of losing the snail 
darter population in the Little Tennes­
see River and that the activities pro­
posed in their application must imme­
diately commence in order to secure 
information essential to scientifically 
sound recovery plans.

On July 14, 1978, in accordance with 
the Endangered Species Act of 1973, as 
amended by Pub. L. 94-359 (90 Stat. 
911), the Service concurred with the 
applicants contention and issued a 
letter waiving the 30 day comment 
period and permit PRT 2-2873 to the 
applicant authorizing the requested 
activities.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 534, 1717 H 
Street NW., Washington, D.C., or by 
writing to the director, U.S. Fish and 
wildlife Service (WPO), Washington, 
D.C. 20240.

This application has been assigned 
file number PRT 2-2873. Interested 
persons may comment on this applica­
tion by submitting written data, views, 
or arguments to the Director at the 
above address by August 28, 1978. 
Please refer to the file number when 
submitting comments.

D onald G . D onahoo, 
Chief, Permit Branch, Federal 

Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[FR Doc. 78-20909 Filed 7-27-78; 8:45 am]

[4 5 1 0 -3 0 ]

DEPARTMENT OF LABOR
Em ploym ent and Training Adm inistration

EMPLOYMENT TRANSFER A N D  BUSINESS C O M ­
PETITION DETERMINATIONS UNDER THE 
RURAL DEVELOPMENT ACT

Notice o f A pplications

The organizations listed in the at­
tachment have applied to the Secre­

tary of Agriculture for financial assist­
ance in the form of grants, loans, or 
loan guarantees in order to establish 
or improve facilities at the locations 
listed for the purposes given in the at­
tached list. The financial assistance 
would be authorized by the Consoli­
dated Farm and Rural Development 
Act, as amended, 7 U.S.C. 1924(b), 
1932, or 1942(b).

The act requires the Secretary of 
Labor to determine whether such Fed­
eral assistance is calculated to or is 
likely to result in the transfer from 
one area to another of any employ­
ment or business activity provided by 
operations of the applicant. It is per­
missible to assist the establishment of 
a new branch, affiliate or subsidary, 
only if this will not result in increased 
unemployment in the place of present 
operations and there is no reason to 
believe the new facility is being estab­
lished with the intention of closing 
down an operating facility.

The act also prohibits such assist­
ance if the Secretary of Labor deter­
mines that it is calculated to or is 
likely to result in an increase in the 
production of goods, materials, or com­
modities, or the availability of services 
or facilities in the area, when there is 
not sufficient demand for such goods, 
materials, commodities, services, or fa­
cilities to employ the efficient capacity 
of existing competitive commercial or 
industrial enterprises, unless such fi­
nancial or other assistance will not 
have an adverse effect upon existing 
competitive enterprises in the area.

The Secretary of Labor’s review and 
certification procedures are set forth 
at 29 CFR Part 75. In determining 
whether the applications should be ap­
proved or denied, the Secretary will 
take into consideration the following 
factors:

1. The overall employment and un­
employment situation in the local area 
in which the proposed facility will be 
located.

2. Employment trends in the same 
industry in the local area.

3. The potential effect of the new fa­
cility upon the local labor market, 
with particular emphasis upon its po­
tential impact upon competitive enter­
prises in the same area.

4. The competitive effect upon other 
facilities in the same industry located 
in other areas (where such competi­
tion is a factor).

5. In the case of applications involv­
ing the establishment of branch plants 
or facilities, the potential effect of 
such new facilities on other existing 
plants or facilities operated by the ap­
plicant.

All persons wishing to bring to the 
attention of the Secretary of Labor 
any information pertinent to the de­
terminations which must be made re­
garding these applications are invited

to submit such information in writing 
within 2 weeks of publication of this 
notice to:
Deputy Assistant Secretary for Em­
ployment and Training, 601 D Street 
NW., Washington, D.C. 20213.

Signed at Washington, D.C., this 
24th day of July 1978.

Ernest G . G reen, 
Assistant Secretary for 

Employment and Training.
A p p l i c a t i o n s  R e c e i v e d  D u r i n g  t h e  W e e k  

E n d i n g  J u l y  21, 1978

Name of applicant and Principal product or 
location of enterprise activity

Marion Rohr Corp. (tenant Manufacture of 
of city of Homell), Hor- ladies’ underwear, 
nell, N.Y.

The Eastern Isles, Inc., Manufacture of 
Richlands and Grundy, Va. women's robes and 

children’s 
nightwear.

The J. R. Clark Co., Manufacture of 
Moundsville, W. Va. stainless steel

cookware and 
barbeque grills.

Braemar Group, Ltd., Hilton Convention hotel. 
Head Island, S.C.

Branchwood Home for the .Domiciliary care. 
Aged, Reidsville, N.C.

Weisz Decalomania Inc., Processor of pressure 
Chapin, S.C. sensitive film.

Brackin Investment Corp., Retail discount 
Dothan, Ala. furniture store.

Cascade Machine & Engi- Manufacture and 
neering Corp., Inc., Syla- repair of 
cauga, Ala. machinery.

Fenwick Hall, Division of Alcoholism 
Health Institutes, Inc., treatment services. 
Johns Island, S.C.

Michigan Culvert Co., M anufactured  
Mason, Mich. corrugated steel

pipe.
TCKS Corp-., Gallipolis, Restaurant.

Ohio.
Guaranty Fuels, Inc., Bay- Production wood of 

port, Minn. fuel pellets.
Innovation Industries, Inc., Engineering 

Roswell, N. Mex. development and
manufacture of 
OPTO-electronic 
controls for 
passenger and 
freight elevators.

Bay Equipment Co., Hitch- Manufacture of 
cock, Tex.. structural clay

products.
Scheduled Skyways, Inc., Air passenger, air 

Fayetteville, Ark. cargo, and flying
charter services.

Dan Wallace, Michael Kahn, Motel, 
and Fred Gipson, Semi­
nole, Okla.

Central Gulf Ice, Inc., Ber- Ice plant, 
wick, La.

Davis Funeral Home, Henri- Funeral services, 
etta, Tex.

Christian Retirement Corp., Nursing care and 
Santa Fe, N. Mex. retirement

residence.
O’Riley Brothers Construe- Motel.

tion Co., Maryville, Mo.
W oodm oor C oun try  Club, C ountry  club.

Inc., Monument, Colo.
The 1-25 Partnership Monu- Gasoline service 

ment, Colo. station and

[FR Doc. 78-20742 Filed 7-27-78; 8:45 am]
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EMPLOYMENT TRANSFER A N D  BUSINESS C O M ­
PETITION DETERMINATIONS UNDER THE
RURAL DEVELOPMENT ACT

A pplication!

The organizations listed in the at­
tachment have applied to the Secre­
tary of Agriculture for financial assist­
ance in the form of grants, loans, or 
loan guarantees in order to establish 
or im prove facilities at the locations 
listed for the purposes given in the at­
tached list. The financial assistance 
would be authorized by the Consoli­
dated Farm and Rural Development 
Act, as amended, 7 U.S.C. 1924(b), 
1932, or 1942(b).

The act requires the Secretary of 
Labor to determine whether such Fed­
eral assistance is calculated to or is 
likely to result in the transfer from 
one area to another of any employ­
ment or business activity provided by 
operations of the applicant. It is per­
missible to assist the establishment of 
a new branch, affiliate or subsidiary, 
only if this will not result in increased 
unemployment in the place of present 
operations and there is no reason to 
believe the new facility is being estab­
lished with the intention of closing 
down an operating facility.

The act also prohibits such assist­
ance if the Secretary of Labor deter­
mines that it is calculated to or is 
likely to result in an increase in the 
production of goods, materials, or com­
modities, or the availability of services 
or facilities in the area, when there is 
not sufficient demand for^such goods, 
materials, commodities, services, or fa­
cilities to employ the efficient capacity 
of existing competitive commercial or 
industrial enterprises, unless such fi­
nancial or other assistance will not 
have an adverse effect upon existing 
competitive enterprises in the area.

The Secretary of Labor’s review and 
certification procedures are set forth 
at 29 CFR Part 75. In determining 
whether the applications should be ap­
proved or denied, the Secretary will 
take into consideration the following 
factors:

1. The overall employment and un­
employment situation in the local area 
in which the proposed facility will be 
located.

2. E m p loym en t trends in the same 
industry in the local area.

3. The potential effect of the new fa­
cility upon the local labor market, 
with particular emphasis upon its po­
tential impact upon competitive enter­
prises in the same area.

4. The competitive effect upon other 
facilities in the same industry located 
in other areas (where such competi­
tion is a factor).

5. In the case of applications involv­
ing the establishment of branch plants 
or facilities, the potential effect of 
such new facilities on other existing 
plants or facilities operated by the ap­
plicant.

All persons wishing to bring to the 
attention of the Secretary of Labor 
any information pertinent to the de­
terminations which must be made re­
garding these applications are invited 
to submit such information in writing 
within 2 weeks of publication of this 
notice to: Deputy Assistant Secretary 
for Employment and Training, 601 D 
Street NW., Washington, D.C. 20213.

Signed at Washington, D.C., this 
17th day of July 1978.

Ernest G. G reen, 
Assistant Secretary for 

Employment and Training.
A p p l i c a t i o n s  R e c e i v e d  D u r i n g  t h e  W e e k  

E n d i n g  J u l y  14,1978
N a m e  o f  a p p l i c a n t , l o c a t i o n  o f  e n t e r p r i s e ,

AND PRINCIPAL PRODUCT OR ACTIVITY

Mirror Lake Inn, Inc., Lake Placid, N. Y., hotel, 
resort and restaurant

Heritage Nursing Home, Inc., Athens, Pa., 
nursing care.

Avtex FiberS-Front Royal Inc., Front Royal, 
Va., specialty rayon fibers.

Covington Inn, Clarksville, Term., motel.
Key Petroleum, Inc., Mango, Fla., distribu­

tion and retail sales of petroleum prod­
ucts.

John F. Wolcott, Sr., Bossier City, La., com­
plete hQtel services.

Muskogee Aluminum, Inc., Muskogee, Okla., 
manufacture of aluminum sheet and foil. 

Allied Fabricators, Inc., Mexia, Tex., masts 
and substructures for oil well drilling rig. 

Speed-A-Way, Inc., Cushing, Okla., whole­
sale gasoline.

North Platte Venture, Douglas, Wyo., 
motel.

Thomas A. Sawyer, Sheridan, Wyo., motel, 
office building, mini mart, self serve and 
rural gas.

United Budget Luxury Inns, Inc., Bruns­
wick, Ga., motel, restaurant, gift shop, 
and gas station.

Sasse Corp. T /A  Rivertree Inn, Clarkston, 
Wash., transient accommodations.

Blalock Lumber Co., Clevelánd and Alto, 
Ga., manufacture of softwood and hard­
wood lumber, hardwood flooring and by­
products.

Southeast Manufacturing Co., Inc., Joplin, 
Mo., manufacture of farm equipment and 
fireplace grates and accessories.

Somerset Group, Inc., Youngstown, N.Y., 
operation of foreign trade zone.

Alternate Growing Environment, Inc., Las 
Cruces, N. Mex., intermediate nursing 
care.

Rex Monroe Kennedy, Jacksonville, N.C., 
sale and repair of automobiles.

Prosser-Agrinetics Charcoal Interests, Doni­
phan, Mo., manufacture, packaging and 
sales of wood charcoal briquettes.

Donald E. Stephens, Leadville, Colo., motel.
[FR Doc. 78-20923 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 6 ]

Occupational S a fety  and H ealth  Adm inistration

A DVISO R Y COMMITTEE O N  CONSTRUCTION  
SAFETY A N D  HEALTH

M eeting

Notice is hereby given that the Advi­
sory Committee on Construction 
Safety and Health, established under 
section 107(e)(1) of the Contract Work 
Hours and Safety Standards Act (40 
U.S.C. 333) and section 7(b) of the Oc­
cupational Safety and Health Act of 
1970 (29 U.S.C. 656) will meet on Tues­
day, August 15; Wednesday, August 16, 
and Thursday, August 17, 1978, in 
Room N5437, Department of Labor 
Building, Third Street and Constitu­
tion Avenue NW., Washington, D.C. 
20210. The meeting is open to the 
public and will begin at 9 aim.

Pursuant to the décision of the U.S. 
Court of Appeals for the District of 
Columbia Circuit (National Construc­
tors Association v. Ray Marshall, Sec­
retary of Labor, et al., C.A.D.C. No. 77- 
1197) regarding OSHA’s Ground-Fault 
Circuit Protection Standard (29 CFR 
1910.309(c) for general industry and 29 
CFR 1926.400(h)), the Advisory Com- 
mitte will review said standard, and 
make such recommendations as appro­
priate.

To assist the Advisory Committee in 
its review, the agency has provided 
each member with copies of the fol­
lowing documents:

1. A copy of the Court decision.
2. An index of the Record on Ground- 

Fault protection.
3 . F e d e r a l  R e g i s t e r  Notice, Vol. 4 0 , No.

67—April 7, 1975—Ground-Fault Circuit
Protection—Revocation of Standard.

4. F e d e r a l  R e g i s t e r  Notice, Vol. 40,No. 
170—September 2, 1975—Notice of Hearing 
on Ground-Fault Circuit Protection.

5. The Ground-Fault Protection Stand­
ard-Federal Register—December 21,1976.

These and other related documents 
may also be obtained by members of 
the public by contacting OSHA’s 
Technical Data Center, telephone 202- 
523-7894.

A technical presentation will be 
made on behalf of the agency by Dr.. 
Jerry Purswell, Director of OSHA 
Safety Standards Programs, and will 
include a discussion of both the “as­
sured equipment grounding conductor 
program” alternative and Ground- 
Fault Circuit Interrupters. In accord­
ance with the above court decision, 
the standard will continue to remain 
full in effect during this period of re­
consideration.

In addition, the Advisory Committee 
will discuss residual matters relating 
to the identification of 29 CFR Part 
1910 standards (general industry) spe­
cifically applicable to the construction 
industry (29 CFR Part 1926).
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Written data, views, or arguments 

may be submitted, preferably with 20 
copies to the Division of Consumer Af­
fairs. Any such submissions received 
prior .to the meeting will be provided 
to the members of the committee and 
will be included in the record of the 
meeting.

Anyone wishing to make an oral 
presentation should notify the Divi­
sion of Consumer Affairs 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 chairman, de­
pending on the extent to which time 
permits. Communications may' be 
mailed to: Ken Hunt, Office of Infor­
mation and Consumer Affairs, Occu­
pational Safety and Health Adminis­
tration, Third Street and Constitution 
Avenue NW., Washington, D.C. 20210, 
telephone 202-523-8024.

Materials provided to members of 
the Committee are available for in­
spection and copying at the above ad­
dress.

Signed at Washington, D.C., this 
25th day of July, 1978.

Eula B ingham , 
Assistant Secretary of Labor.

[PR Doc. 78-20958 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

O ffice  o f the Secretary

INVESTIGATIONS REGARDING CERTIFICA­
TIONS OF ELIGIBILITY TO APPLY FOR
WORKER ADJUSTMENT 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 appen­
dix to this notice. Upon receipt of 
these petitions, the Director of the 
Office of Trade Adjustment Assist­
ance, Bureau of International Labor 
Affairs, has instituted investigations 
pursuant to section 221(a) of the Act 
and 29 CFR 90.12.

The purpose of each of the investi­
gations is to determine whether abso­
lute or relative increases of imports of 
articles like or directly competitive 
with articles produced by the workers’ 
firm or an appropriate subdivision 
thereof have contributed importantly 
to an absolute decline in sales or pro­
duction, or both, of such firm or subdi­
vision and to the actual or threatened 
total or partial separation of a signifi­
cant number or proportion of the 
workers of such firm or subdivision.

Petitioners meeting these eligibility 
requirements will be certified as eligi­
ble to apply for adjustment assistance

A p p e n d i x

under Title II, Chapter 2, of the Act in 
accordance with the provisions of Sub­
part B of 29 CFR Part 90. The investi­
gations will further relate, as appro­
priate, to the determination of the 
date on which total or partial separa­
tions began or threatened to begin and 
the subdivision of the firm involved.

Pursuant to 29 CFR 90.13, the peti­
tioners or any other persons showing a 
substantial interest in the subject 
matter of the investigations may re­
quest a public hearing, provided such 
request is filed in writing with the Di­
rector, Office of Trade Adjustment As­
sistance, at the address shown below, 
not later than---- ?

Interested persons are invited to 
submit written comments regarding 
the subject matter of the investiga­
tions to the Director, Officer of Trade 
Adjustment Assistance, at the address 
shown below, not later than---- ?

The petitions filed in this case are 
available for inspection at the Office 
of the Director, Office of Trade Ad­
justment Assistance, Bureau of Inter­
national Labor Affairs, U.S. Depart­
ment of Labor, 200 Constitution 
Avenue NW., Washington, D.C. 20210.

Signed at Washington, D.C., this 
19th day of July, 1978.

Marvin M. F ooks, 
Director, Office of 

Trade Adjustment Assistance.

Petitioner: Union/workers or Location
former worker of—

Baran-Abrahman Hat Co., Inc. Plainfield, N .J ... 
(United Hatters, Cap & Millinery 
Workers International Union).

Crosrol, Inc. (workers)...........................  Greenville, S.C..

Day Mines, Inc., Tamarack Mine Wallace, Idaho... 
(USWA).

Fairfield Glove Co. (ACTWU)..............  Fairfield, Iowa....
Do........................................................  Bonaparte, Iowa.

Guterl Specialty Corp., Simonds Steel Lockport, N.Y....
Division (USWA).

Lake Center Industries, Parts Division Winona, Minn....
(workers).

Montco Manufacturing Co. (ACTWU) Amsterdam, N.Y 
National Standard Co., Tire Textile Columbiana, Ala 

Division (USWA).
Torsion Balance Co. (workers).............  Clifton, N .J ........

Date
received

Date of 
petition

Petition
No.

Articles produced

July 17, 1978 July 10,1978 TA-W-3,976 Roll up fishing/golf hats.

July 13,1978 

July 17, 1978

July 3,1978 

July 7, 1978

TA-W-3,977

TA-W-3,978

Planetary coilers used in the carding area 
of textile manufacturing.

Mining of silver, lead, and zinc.

July 13, 1978

July 13, 1978 

July 12, 1978

TA-W-3,979
TA-W-3,980
TA-W-3,981

Work gloves.
Do.
Specialty steel including saw steel.

July 10, 1978 TA-W-3,982 Cosmetic mirrors.
July 17, 1978 
July 13, 1978

July 17, 1978 .

June 28, 1978 
July 12, 1978

....do................

TA-W-3,983
TA-W-3,984

TA-W-3,985

Contractor of women’s knitted sportswear. 
Steel tensile wire used for radio towers, 

bead wire, and side cut wire.
Balance scales, pharmaceutical and student

balances.

[FR Doc. 78-20959 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

INVESTIGATIONS REGARDING CERTIFICA- i 
TIONS OF ELIGIBILITY TO APPLY FOR 
WORKER ADJUSTMENT 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 appen­
dix to this notice. Upon receipt of 
these petitions, the Director of the 
Office of Trade Adjustment Assist­
ance, Bureau of International Labor 
Affairs, has instituted investigations 
pursuant to section 221(a) of the Act 
and 29 CFR 90.12.

The purpose of each of the investi­

gations is to determine whether abso­
lute or relative increases of imports of 
articles like or directly competitive 
with articles produced by the workers’ 
firm <5? an appropriate subdivision 
thereof have contributed importantly 
to an absolute decline in sales or pro­
duction, or both, of such firm or subdi­
vision and to the actual or threatened
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total or partial separation of a signifi­
cant number or proportion of the 
workers of such firm or subdivision.

Petitioners meeting these eligibility 
requirements will be certified as eligi­
ble to apply for adjustment assistance 
under title II, chapter 2, of the Act in 
accordance with the provisions of sub- 
part B of 29 CFR 90. The investiga­
tions will further relate, as appropri­
ate, to the determination of the date 
on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm involved.

Pursuant to 29 CFR 90.13, the peti­
tioners or any other persons showing a 
substantial interest in the subject 
matter of the investigations may re­
quest a public hearing, provided such 
request is filed in writing with the Di­
rector, Office of Trade Adjustment As­
sistance, at the address shown below, 
not later than August 7, 1978.

Interested persons are invited to 
submit written comments regarding 
the subject matter of the investiga­
tions to the Director, Office of Trade 
Adjustment Assistance, at the address

shown below, not later than August 7, 
1978.

The petitions filed in this case are 
available for inspection at the Office 
of the Director, Office of Trade Ad­
justment Assistance, Bureau of Inter­
national Labor Affairs, U.S. Depart­
ment of Labor, 200 Constitution 
Avenue NW., Washington, D.C. 20210.

Signed at Washington, D.C., this 
13th day of July 1978.

M arvin M. F ooks, 
Director, Office of 

Trade Adjustment Assistance.

A p p e n d ix

Petitioner: Union/workers or Location Date Date of Petition Articles produced
former workers of.— received petition No.

Allegro Fash ions (ILG W U)........ ............. Lodi, N .J .................................  Ju ly  10,1978
B erkey-K eystone (w orkers).............. . C lifton, N .J ...............  do ...............
In te rfac e  Corp., Lock Jo in t P ipe Divi- Som erville, N .J ........^ . . .......  Ju ly  7,1978

sion (a tto rney).
Je a n  F ashions (IL G W U ).........................  Paterson , N .J ........................  Ju ly  10,1978
M orris W hite  F ashions (In te rn a tio n a l S cranton , P a .......................... Ju ly  13,1978

L ea the r Goods, P lastic  and  Novelty 
W orkers’ Union).

Neko Togs (ILG W U )................................. Paterson , N .J ........................  Ju ly  10, 1978
P o ire tte  C orset Co., Inc. (ILG W U)....... New York, N .Y ............................................. do .....................
T itan ium  E nterprises (w orkers)............  G reen  Cove Springs, F l a ... Ju ly  5,1978

F/V Victory II (workers).......................  Provincetown, Mass...........  July 10,1978

July 7,1978 TA-W-3,967 Ladies’ garments.
July 4, 1978 TA-W-3,968 Pocket instamatic cameras.
July 5,1978 TA-W-3,969 Steel high pressure sewer pipe.

July 6,1978 TA-W-3,970 Ladies’ dresses.
July 10, 1978 TA-W-3,971 Ladies’ handbags of vinyl and leather.

July 6,1978 TA-W-3,972 Children’s dresses.
June 29,1978 TA-W-3,973 Brassieres and girdles.

July 2,1978 TA-W-3,974 Mining of heavy minerals, dry mill to pro­
duce zircon, monazite, staurolite, Ilmenite, 
leucoxene, and rutile.

June 30,1978 TA-W-3,975 Catching and selling of fin fish, ground 
fish, other varieties.

[FR Doc, 78-20960 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2948]

A  A F LEATHERS, IN C , BOSTON, MASS.

N eg ative  Determ ination Regarding E lig ib ility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2948: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the aut.

The investigation was initiated on 
January 25, 1978, in response to a 
worker petition received on January 9, 
1978, which was filed on behalf of 
workers and former workers producing 
leather coats and jackets at A & F 
Leathers, Inc., Boston, Mass.

The notice of investigation was pub­
lished in the F ederal R egister on 
February 17, 1978 (43 FR 7068). No 
public "hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of A & F 
Leathers, Inc., the U.S. Department of 
Commerce, the U.S. International

Trade Commission, industry analysts, 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met the following criterion has 
not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threat thereof, and to the absolute de­
cline in sales or production.

Employment of production workers 
at A & F Leathers, Inc., increased 2.5 
percent in 1977 compared to 1976 and 
increased 21.4 percent in the first 2 
months of 1978 compared to the same 
period in 1977. Average weekly hours 
worked by production workers de­
clined 2.8 percent from 1976 to 1977 
and then increased 10.2 percent in the 
first 2 months of the 1978 compared to 
the same period in 1977. Section 223 of 
the Trade Act of 1974 states that a

certification shall not apply to any 
worker last separated from employ­
ment more than 1 year before the date 
of the petition, which in this case is 
January 6,1978.

From January 6, 1977, to the pres­
ent, the only significant separations 
took place in the last week of 1977, a 
seasonal layoff which also took place 
in 1976 and 1975, and in the second 
week of February 1978 when the plant 
shut down due to a blizzard that af­
fected Boston.

Conclusion

After careful review, I determine 
that all workers at A & F Leathers, 
Inc., are denied eligibility to apply for 
trade adjustment assistance under 
title II, chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
21st day of July 1978.

H arry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20964 Filed 7-27-78; 8:45 am]
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[TA-W-3127, TA-W-3407]

A N A C O N D A  C O ., WIRE A N D  CABLE D IV IS IO N , 
GREAT FALLS, M O N T., A N D  A N A C O N D A  
CO., REFINERY, GREAT FALLS, M O N T.

Certifications Regarding E ligibility To A p p ly  
fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3127 and TA-W-3407: 
Investigation regarding certification of 
eligibility to apply for worker adjust­
ment assistance as prescribed in sec­
tion 222 of the act.

Investigation TA-W-3127 was initiat­
ed on February 15, 1978, in response to 
a worker petition received on January
25,1978, which was filed by the United 
Steelworkers of America on behalf of 
workers and former workers producing 
copper rod at the Great Falls, Mont., 
plant of the Wire and Cable Division 
of the Anaconda Co. On March 27, 
1978, the investigation was expanded 
to include workers and former workers 
producing refined copper at the Great 
Falls, Mont., Refinery of the Ana­
conda Co.

Notices of investigations were pub­
lished in the F ederal R egister on 
February 28, 1978 (43 FR 8209) for 
TA-W-3127 and on April 11, 1978 (43 
FR 15205) for TA-W-3407. No public 
hearing was requested and none was 
held.

The information upon which the de­
terminations were made was obtained 
principally from officials of the Ana­
conda Co., the U.S. Department of 
Commerce, the U.S. International 
Trade Commission,, the U.S. Depart­
ment of Interior, “The American 
Metal Market, Metals Week,” industry 
analysts and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of refined copper, in­
cluding copper rod, increased from 147 
thousand short tons in 1975 to 384 
thousand short tons in 1976 and then 
increased to 391 thousand short tons 
in 1977.

The ratio of imported copper to do­
mestic production increased from 8.6 
percent in 1975 to 21.0 percent in 1976 
and to 22.2 percent in 1977.

Imports of copper are affected by 
the differential between the domestic 
price of copper established by 
COMEX (Commodity Metal Ex­
change) and the price established by 
the LME (London Metal Exchange). 
When the LME price drops more than 
the estimated transportation cost of 5- 
8 cents per pound below the COMEX

price, the demand for imported copper 
increases. During May and' June 1977, 
the LME price was almost 11 cents per 
pound below the COMEX price and in 
July and August 1977, the LME price 
was almost 12 cents per pound below 
the COMEX price. At the same time, 
the abundant supply of copper stocks 
in the foreseeable future provides no 
reason for domestic consumers of 
copper to maintain ties with domestic 
producers for purposes of a guarantee 
against copper shortages. Consequent­
ly, in the third quarter of 1977, when 
many domestic copper producers cur­
tailed production because of the de­
pressed market price of copper, im­
ports of refined copper increased 9.9 
percent compared to the third quarter 
of 1976.

Price pressure from imported copper 
has reduced the ability to profitably 
mine domestic ore and convert it to 
copper concentrates and precipitates 
and then to refined copper. Industry 
sources state that the weighted aver­
age production costs of the lowest cost 
domestic copper mines are 63 cents per 
pound. The weighted average costs for 
the highest cost ■ domestic copper 
mines are $1.05 per pound. Thus, with 
a domestic market price of 60 cents 
per pound, domestic producers lose, on 
the average, 3 to 45 cents on each 
pound of copper they choose to sell.

Anaconda’s decision to layoff work­
ers and reduce its operations was 
based mainly on an attempt to mini­
mize losses which the company could 
not avoid were it to run at normal pro­
duction levels at the current market 
prices for copper.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with re­
fined copper and copper rod produced 
by the Great Falls, Mont., plant of the 
Wire and Cable Division of the Ana­
conda Co. and the Great Falls, Mont., 
Refinery of the Anaconda Co. contrib­
uted importantly to the decline in 
sales and production and to the total 
or partial separation of workers at 
those plants. In accordance with the 
provisions of the act, I make the fol­
lowing certifications:

All workers at the Great Falls, Mont., 
plant of the Wire and Cable Division of the 
Anaconda Co. who became totally or par­
tially separated from employment on or 
after July 27, 1977, are eligible to apply for 

'adjustment assistance under title II, Chap­
ter 2 of the Trade Act of 1974; and 

All workers at the Great Falls, Mont., Re­
finery of the Anaconda Co. who became to­
tally or partially separated from employ­
ment on or after July 27, 1977, are eligible 
to apply for adjustment assistance under 
title II, Chapter 2 of the Trade Act of 1974.

32887

Signed at Washington, D.C., this 
18th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-20965 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3160; TA-W-3162; TA-W-3358]

A RRO W  CLOTHES, INC ., NEW  YORK, N .Y ., ET 
AL.

Certifications Regarding E lig ib ility To A p p ly  
fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3160, 3162, 3358: Inves­
tigations regarding certification of eli­
gibility to apply for worker adjust­
ment assistance as prescribed in sec­
tion 222 of the act.

Investigations TA-W-3160 and TA­
W-3162 were initiated on February 21, 
1978, in response to a worker petition 
received on February 6, 1978, which 
was filed by the Amalgamated Cloth­
ing and Textile Workers Union on 
behalf of workers and former workers 
producing men’s tailored suits and 
sport jackets at Arrow Clothes, Inc., 
and producing men’s trousers at Bruce 
Ramsey, Ltd., New York, N.Y. On 
March 20, 1978, the investigation was 
expanded to include workers and 
former workers producing men’s tai­
lored suits, sport jackets, and trousers 
at Andrew Pallack & Co., Inc., New 
York, N.Y. (TA-W-3358). All three 
companies operate in an integrated 
fashion.

Notices of investigation were, pub­
lished in the F ederal R egister on 
March 3, 1978 (43 FR 8864) for TA-W- 
3160 and TA-W-3162 and on April 7, 
1978 (43 FR 14776) for TA-W-3358. No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from Andrew Pallack <fc 
Co., Inc., Arrow Clothes, Inc., Bruce 
Ramsey, Ltd., their customers, the 
U.S. Department of Commerce, the 
U.S. International Trade Com m ission, 
industry analysts and Department 
files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of men’s tailored suits 
increased from 3,106 thousand units in 
1975 to 3,562 thousand units in 1976 
and to 4,091 thousand units in 1977. 
Imports of men’s suits relative to do­
mestic production increased from 18.3 
percent in 1975 to 20.0 percent in 1976.
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im ports of men’s and boys’ tailored 
dress coats and sportcoats increased 
from 5,465 thousand units in 1975 to 
6,965 thousand units in 1976 and then 
decreased to 6,269 thousand units in
1977. The ratio of imports to domestic 
production declined from 28.2 percent 
in 1975 to 25.3 percent in 1976.

im ports of men’s and boys’ dress and 
sport trousers and shorts increased 
from 55,508 thousand units in 1975 to 
73,209 thousand units in 1976 and to 
76,419 thousand units in 1977. Imports 
of trousers and shorts relative to do­
mestic production increased from 34.1 
percent in 1975 to 41.9 percent in 1976.

A Department survey of customers 
of Andrew Pallack & Co., revealed 
that customers increased purchases of 
imports while decreasing purchases 
from Andrew Pallack from 1975 to 
1976 and from 1976 to 1977.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
men’s suits, sportcoats, and slacks pro­
duced at Andrew Pallack & Co., Inc., 
Arrow Clothes, Inc., and Bruce 
Ramsey, Ltd., New York, N.Y., con­
tributed importantly to the decline in 
sales and production and to the total 
or partial separation of workers at 
those firms. In accordance with the 
provisions of the act, I make the fol­
lowing certifications:

All workers at Arrow Clothes, Inc., New 
York, N.Y. (TA-W-3160) who became total­
ly or partially separated from employment 
on or after January 12, 1978, are eligible to 
apply for adjustment assistance under title 
II, chapter 2 of the Trade Act of 1974; and 

All workers at Bruce Ramsey, Ltd., New 
York,-N.Y. (TA-W-3162) who became total­
ly or partially separated from employment 
on or after January 12,1978, are eligible to 
apply for adjustment assistance under title 
II, chapter 2 of the Trade Act of 1974; and 

All workers at Andrew Pallack & Co., Inc., 
New York, N.Y. (TA-W-3358) who became 
totally or partially separated from employ­
ment on or after January 12, 1978, are eligi­
ble to apply for adjustment assistance under 
title II, chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-20966 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-25121

BELL & HOWELL C O M M U N IC A TIO N S CO. A N D
COMPOSITE MICROCIRCUITS, INC . BURLING­
TO N , MASS.

N eg ative  D eterm ination Regarding Eligibility  
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2512: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
October 27, 1977, in response to a 
worker petition received on October 
25, 1977, which was filed on behalf of 
workers and former workers producing 
communications equipment, surveil­
lance equipment, and decoders at Bell 
& Howell Communications Co. 
(BHCC), Burlington Mass..

The investigation was expanded to 
include Composite Microcircuits, Inc. 
(CMI), a wholly owned subsidiary of 
BHCC that is located at the Burling­
ton facilities and supplies BHCC with 
component parts.

The notice of investigation was pub­
lished in the F ederal R egister on No­
vember 15, 1977 (42 FR 59132). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Bell & 
Howell, BHCC, CMI, their customers, 
the U.S. Department of Commerce, 
the U.S. International Trade Commis­
sion, industry analysts and Depart­
ment files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or subdivision have contributed 
importantly to the total or partial separa­
tions, or threat thereof, and to the absolute 
decline in sales or production.

BHCC produced one-way paging re­
ceivers, portable transceivers, alarm 
systems, and special surveillance 
equipment. Pagers were sold to com­
mercial customers and represented the 
majority of sales. Transceivers, alarms, 
and surveillance equipment were sold 
to State and local police departments 
and Federal agencies. CMI supplied 
BHCC with microcircuit assemblies 
used in the manufacture of communi­
cations equipment.

Microcircuits produced at CMI were 
used almost entirely in the production 
of communications equipment at 
BHCC.

U.S. imports of radio paging equip­
ment -increased from 2.0 million dol­
lars in 1975 to 6.8 million dollars in 
1976 and to 14.2 million dollars in
1977. The ratio of imports to domestic 
production increased from 12.8 per­
cent in 1976 to 24.6 percent in 1977.

A sample of customers of BHCC was 
surveyed regarding their purchases of 
communications equipment. None of 
the custómers surveyed, who reduced 
purchases from BHCC, purchased any 
imports.

Conclusion

After careful review, I determined 
that all workers at Bell & Howell 
Communications Co., Inc., Burlington, 
Mass., and Composite Microcircuits, 
Burlington Mass, are denied eligibility 
to apply for adjustment assistance 
under title II, chapter 2 of the Trade 
Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilm an , 
Acting Director, Office of 

Foreign Economic Research.
[PR Doc. 78-20967 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2649]

BUCYRUS-ERIE C O., GLASSPORT, PA.

N eg a tive  D eterm ination Regarding Eligibility  
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2649: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
November 23, 1977, in response to a 
worker petition received on November 
14, 1977, which was filed by the United 
Steelworkers of America on behalf of 
all workers producing steel castings at 
the Glassport, Pa., plant of Bucyrus- 
Erie Co. '

The notice of investigation was pub­
lished in the F ederal R egister on De­
cember 6, 1977 (42 FR 61695). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Bucyrus- 
Erie Co., its customers, the U.S. De­
partment of Commerce, the U.S. Inter­
national Trade Commission, industry 
analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as-
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sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the 
other criteria have been met, the fol­
lowing criterion has not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threat thereof, and to the decline in sales 
or production.

It is believed that imports of heavy 
steel castings of the type mostly pro­
duced by Bucyrus-Erie are well below 
5 percent of domestic production.

The Department conducted a survey 
of some of the companies which pur­
chased castings from Bucyrus-Erie 
over the past several years. Most of 
the customers responding to the 
survey did not purchase any imported 
castings. Those companies which did 
purchase some imported castings indi­
cated that those castings were not 
available from domestic manufactur­
ers.

Conclusion

After careful review, I determine 
that all workers of the Glassport, Pa., 
plant of Bucyrus-Erie Co. are denied 
eligibility to apply for adjustment as­
sistance under title II, chapter 2 of the 
Trade Act of 1974.

Signed at Washington, D.C., this 
18th day of July\1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[PR Doc. 78-20968 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3716]

BUFFALO TANK D IV IS IO N , BETHLEHEM STEEL 
CORP., HALLENDALE BEACH, FLA.

N eg ative  D eterm ination Regarding E ligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3716: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the Act.

The investigation was initiated on 
May 16, 1978, in response to a worker 
petition received on May 5, 1978, 
which was filed by the United Steel­
workers of America on behalf of all 
workers producing standard industrial 
tanks at the Buffalo Tank Division of 
Bethlehem Steel Corp., Hallendale 
Beach, Fla.

The Notice of investigation was pub­
lished in the F ederal R egister on 
June 27, 1978 (43 FR 27923). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of Bethle­
hem Steel Corp., the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts; 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of ih e  
other criteria have been met, the fol­
lowing criterion has not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or subdivision have contributed 
importantly to the separations, or threat 
thereof, and to the absolute decline in sales 
or production.

The investigation revealed that U.S. 
imports of metal tanks and vessels de­
creased from $14,500,000 in 1976 to 
$8,600,000 in 1977. The ratio of im­
ports to domestic shipments decreased 
from 0.67 percent in 1976 to 0.29 per­
cent in 1977. During the 5-year period 
from 1973 through 1977, market pene­
tration of imports was less than 0.7 
percent annually.

The Hallendale Beach, Fla., plant of 
the Buffalo Tank Division of Bethle­
hem Steel Corp. produced standard in­
dustrial tanks for gasoline and water 
storage. The plant closed on March 31, 
1978, primarily due to the lack of busi­
ness. There are no prospects for re­
opening.

Conclusion

After careful review I determine 
that all workers of the Buffalo Tank 
Division of Bethlehem Steel Corp., 
Hallendale Beach, Fla., are denied eli­
gibility to apply for adjustment assist­
ance under Title II, Chapter 2 of the 
Trade Act of 1974.

Signed at' Washington, D.C., this 
21st day of July, 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[PR Doc. 78-20969 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3799]

BUFFALO TA N K  D IV IS IO N , BETHLEHEM STEEL 
CORP., DUNELLEN, N.J.

N eg ative  D eterm ination Regarding E ligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3799: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the Act.

The investigation was initiated on 
June 5, 1978, in response to a worker 
petition received on May 26, 1978, 
which was filed by the United Steel­
workers of America on behalf of all 
workers producing standard and spe­
cialized tanks at the Dunellen, N.J., 
plant of the Buffalo Tank Division, 
Bethlehem Steel Corp.

The Notice of investigation was pub­
lished in the Federal Register on June 
20, 1978 (43 FR 26498). No public hear­
ing was requested and none was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Bethle­
hem Steel Corp., the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts, 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the 
other criteria have been met, the fol­
lowing criterion has not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or subdivision have contributed 
importantly to the separations, or threats 
thereof, and to the absolute decline in sales 
or production.

The investigation revealed that U.S. 
imports of metal tanks and vessels de­
creased from $14,500,000 in 1976 to 
$8,600,000 in 1977. The ratio of im­
ports to domestic shipments also de­
creased from 0.67 percent in 1976 to 
0.29 percent in 1977. During the 5-year 
period from period from 1973 through 
1977, market penetration of imports 
was less than 0.7 percent annually.

The Dunellen, N.J., plant of the Buf­
falo Tank Division of Bethlehem Steel 
Corp. produces standard and some spe­
cialized tanks for storage purposes.

Conclusion

After careful review, I determine 
that all workers of the Buffalo Tank 
Division of Bethlehem Steel Corp., 
Dunellen, N.J., are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2, of the Trade Act of 
1974.

Signed at Washington, D.C., this 
21st day of July 1978.

Harry J . G ilm an,
Acting Director, Office of 

Foreign Economic Research. 
[PR Doc. 78-20970 Piled 7-27-78; 8:45 am]
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[4 5 1 0 -2 8 ]

[TA-W-3728]

FREDERICK H. BURNHAM  CO., M IC H IG A N  
CITY, IND.

Termination o f Investigation

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was initi­
ated on May 18, 1978, in response to a 
worker petition received on that date 
which was filed by the Amalgamated 
Clothing & Textile Workers Union on 
behalf of workers and former workers 
producing work gloves at the Freder­
ick H. Burnham Co., Michigan City, 
Ind.

Notice of the investigation was pub­
lished in the F ederal R egister on 
June 13, 1978 (43 FR 25498). No public 
hearing was requested and none was 
held.

The petitioner in this case requested 
withdrawal of the petition on June 12;
1978. The investigation is therefore 
terminated.

Signed at Washington, D.C. this 
17th day of July 1978.

Marvin M. F ooks, 
Director, Office of 

Trade Adjustment Assistance.
[FR Doc. 78-20971 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3727]

B U R N H A M -E D IN A  M A NUFACTURING  CO., 
EDINA, M O .

Termination o f Investigation

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was initi­
ated on May 18, 1978 in response to a 
worker petition received on that date 
which was filed by the Amalgamated 
Clothing & Textile Workers Union on 
behalf of workers and former workers 
producing work and dress gloves and 
mittens at the Bumham-Edina Manu­
facturing Co., Edina, Mo.

Notice of the investigation was pub­
lished in the F ederal R egister on 
June 13, 1978 (43 FR 25498). No public 
hearing was requested and none was 
held.

The petitioner in this case requested 
withdrawal of the petition on June 12,
1978. The investigation is therefore 
terminated.

Signed at Washington, D.C., this 
17th day of July 1978.

Marvin M. F ooks, 
Director, Office of 

Trade Adjustment Assistance.
[FR Doc. 78-20972 Filed 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-3273]

CRESTLANE CLOTHES, INC ., NEW  YORK, N .Y .

C ertification R egarding E lig ib ility  To A p p ly  for  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3273: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
March 1, 1978, in response to a worker 
petition received on February 21, 1978, 
which was filed by the Amalgamated 
Clothing & Textile Workers’ Union on 
behalf of workers and former workers 
producing men’s suits at Crestlane 
Clothes, Inc., New York, N.Y.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10649). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from Crestlane Clothes, 
Inc., its customers, the U.S. Depart­
ment of Commerce, the U.S. Interna­
tional Trade Commission, industry an­
alysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

Imports of men’s and boys’ tailored 
suits increased from 3,106 thousand 
units in 1975 to 3,562 thousand units 
in 1976 and to 4,091 thousand units in 
1977. Imports of men’s and boys’ tai­
lored suits relative to domestic produc­
tion increased from 18.3 percent in 
1975 to 20.0 percent in 1976.

A survey of customers of Crestlane 
Clothes, Inc., revealed that customers 
had decreased purchases of men’s suits 
from Crestlane and increased pur­
chases of imports in 1977 compared to 
1976.

Conclusion

After careful review of the facts ob­
tained in  the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with men's 
suits produced by Crestlane Clothes, 
Inc., New York, N.Y., contributed im­
portantly to the decline in sales and 
production and to the total or partial 
separation of workers at that firm. In 
accordance with the provisions of the 
act, I make the following certification:

All workers at Crestlane Clothes, Inc., of 
New York, N.Y., who became totally or par­
tially separated from employment on or 
after March 25, 1977, are eligible to apply

for adjustment assistance under Title II, 
Chapter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilm an , 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-20973 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-34361

ETHEL M A NU FA C TU RING , LINDENHURST, N .Y .

C ertification Regarding E lig ib ility To A pp ly  for 
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents thp re­
sults of TA-W-3436: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
March 28, 1978 in response to a worker 
petition received on March 13, 1978, 
which was filed on behalf of workers 
and former workers producing ladies’ 
coats at Ethel Manufacturing, Linden­
hurst, N.Y. The investigation revealed 
that ladies’ raincoats are also pro­
duced.

The notice of investigation was pub­
lished in the F ederal R egister on 
April 11, 1978 (43 FR 15205). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of Ethel 
Manufacturing, its customers, the U.S. 
Department of Commerce, the U.S. In­
ternational Trade Commission, indus­
try analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of women’s, misses’ and 
children’s coats and jackets increased 
from 1,517 thousand dozen in 1975 to 
2,252 thousand dozen in 1976 and to 
2,723 thousand dozen in 1977. Imports 
relative to U.S. production increased 
from 38.9 percent in 1975 to 57.5 per­
cent in 1976.

U.S. imports of women’s, misses’, 
and children’s raincoats increased 
from 191 thousand dozen in 1975 to 
261 thousand dozen in 1976 and then 
declined to 242 thousand dozen in 
1977. The ratio of imported raincoats 
to domestic production increased from
36.8 percent in 1975 to 50.4 percent in 
1976.

Ethel Manufacturing is a garment 
contractor that sews ladies’ coats and
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raincoats for one manufacturer. A 
survey of the customers of that manu­
facturer revealed that many customers 
increased purchases of imported 
ladies’ coats and raincoats while de­
creasing purchasers from the manu­
facturer from 1976 to 1977. The manu­
facturer also began to import ladies 
raincoats in 1977, decreasing its utili­
zation of Ethel Manufacturing.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
ladies’ coats and raincoats produced at 
Ethel Manufacturing, Lindenhurst, 
N.Y. contributed importantly to the 
decline in sales or production and to 
the total or partial separation of work­
ers at that firm. In accordance with 
the provisions of the act, I make the 
following certification:

All workers at Ethel Manufacturing, Lin­
denhurst, N.Y. who became totally or par­
tially separated from employment on or 
after March 11, 1977 are eligible to apply 
for adjustment assistance under title II, 
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research. 
CFR Doc. 78-20974 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-32781

GENERAL ELECTRIC CO. TUBE PRODUCTS 
DEPARTMENT OW ENSBORO, KY.

Certification Regarding E ligibility To A p p ly  for- 
W orker Adjustm ent Assistance«''

In Accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3278: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
March 1, 1978 in response to a worker 
petition received on February 21, 1978 
which was filed by the Allied Industri­
al Workers of America on behalf of 
workers and former workers producing 
electronic receiving tubes and mounts 
at the 9th Street and Old Hartford 
Road, Owensboro, KY plants of the 
Tube Products Department, General 
Electric Co.

The Notice of Investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10649X No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of General

Electric Co., the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

On March 31, 1976, the Department 
of Labor issued a certification of eligi­
bility to apply for adjustment assist­
ance for employees producing elec­
tronic receiving tubes and mounts at 
the Owensboro, KY plants of General 
Electric Co. (TA-W-272). That certifi­
cation expired March 31, 1978.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

The Department’s investigation re­
vealed that imports of electronic re­
ceiving tubes (including finished tubes, 
unfinished tubes, and mounts) in­
creased in each year from 1975 to 
1977. Imports increased from 52 mil­
lion units in 1976 to 54 million units 
and increased from 12.6 million units 
in the first quarter of 1977 to 13.0 mil­
lion units in the first quarter of 1978. 
The ratio of imports to domestic pro­
duction of electronic receiving tubes 
increased in each year from 1975 to 
1977, increasing from 54.2 percent in 
1976 to 68.4 percent in 1977, and in­
creasing from 55.8 percent in the first 
quarter of 1977 to 63.4 percent in the 
first quarter of 1978.

General Electric Co.’s imports of 
electronic receiving tube mounts in­
creased from 1975 to 1976, from 1976 
to -1977, and in the first quarter of 
1978 compared to the same period in 
1977.

ConclusionA

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with elec­
tronic receiving tubes and mounts pro­
duced at the Owensboro, Ky plants of 
General Electric Co. contributed im­
portantly to the decline in sales and 
production and to the separation of 
workers at those plants. In accordance 
with the provisions of the act, I make 
the following certification:

All workers who are engaged in the pro­
duction of electronic receiving tubes and 
mounts at the 9th Street and Old Hartford 
Road, Owensboro, KY plants, Tube Prod­
ucts Department of General Electric Co., 
who became totally or partially separated 
from employment on or after March 31, 
1978 are certified eligible to apply for trade 
adjustment assistance under Title II, Chap­
ter 2 of the Trade Act of 1974.

32891

Signed at Washington, D.C., this 
24th day of July 1978.

Harry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research. 
[PR Doc. 78-20975 Filed 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-2974]

GIRLTOW N CORP., BOSTON, MASS.

C ertification Regarding E ligibility To A p p ly  for 
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2974: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
January 30, 1978, in response to a 
worker petition received on January 
12, 1978, which was filed on behalf of 
Workers and former workers produc­
ing girls’ sportswear at Girltown 
Corp., Boston, Mass.

The notice of investigation was pub­
lished in the F ederal R egister on 
February 17, 1978 (43 FR 7069). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Girltown 
Corp., its customers, the U.S. Depart­
ment of Commerce, the National 
Cotton Council of America, the U.S. 
International Trade Com m ission, in­
dustry analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of women’s, misses’, 
and children’s slacks, shorts, blouses, 
and skirts increased absolutely and 
relative to domestic production in 1976 
over 1975 and increased absolutely in 
1977 over 1976.

U.S. imports of women’s, misses’, 
and children’s skirts increased abso­
lutely and relative to domestic produc­
tion in 1976 over 1975 and decreased 
absolutely from 1976 to 1977.

Girltown imports of products com­
petitive with those produced at the 
Girltown facility have increased in 
1977 over 1976 and in January 1978 
over January 1977. Girltown contracts 
approximately one third of its work 
overseas.

Some customers of Girltown who 
were surveyed indicated they have de­
creased purchases from Girltown and 
increased imports of girls’ sportswear 
in 1976 over 1975 and in 1977 over
1976.
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Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports like or direct­
ly competitive with girls’ sportswear 
manufactured at Girltown Corp., 
Boston, Mass., contributed important­
ly to the decline in sales or production 
and to the total or partial separation 
of the workers of that plant. In ac­
cordance with the provision of the act 
I make the following certification:

All workers of Girltown Corp., Boston, 
Mass., who became totally or partially sepa­
rated from employment on or after January 
9, 1977, are eligible to apply for adjustment 
assistance under title II, chapter 2 of the 
Trade Act of 1974.

Signed at Washington, D.C., this 
21st day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[PR Doc. 78-20976 Piled 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-3326]

GOLDBERG & SUSSELES, IN C , NEW  YORK, N .Y .

C ertification Regarding E ligibility To A p p ly  for  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3326: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
March 9, 1978, in response to a worker 
petition received on February 28, 1978, 
which was filed on behalf of former 
workers producing men’s and boys’ 
belts at Goldberg & Susseles, Inc., 
New York, N.Y.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 24, 1978 (43 FR 12401). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Goldberg 
& Susseles, Inc., its customers, the 
U.S. Department of Commerce, the 
U.S. International Trade Commission, 
industry analysts, and Department 
files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. The 
investigation has revealed that all of 
the requirements have been met.

Imports of leather belts increased 
from 8,199 thousand dollars in 1975 to 
14,845 thousand dollars in 1976. Im­

ports increased from 10,609 thousand 
dollars during January-September 
1976 to 12,537 thousand dollars during 
January-September 1977. The ratio of 
im ports to domestic production in­
creased from 10.3 percent in 1975 to 
18.2 percent in 1976.

Customers surveyed who decreased 
purchases from Goldberg & Susseles, 
Inc., in 1976 and 1977 increased pur­
chases of imported men’s and boys’ 
belts during the same period.

Conclusion

After careful review, I conclude that 
increases of imports of articles like or 
directly competitive with men’s and 
boys’ belts produced at Goldberg & 
Susseles, Inc., New York, N.Y., con­
tributed importantly to declines in 
sales and production and to the total 
or partial separation of workers at 
that firm. In accordance with the pro­
visions of the act, I make the following 
certification:

All workers of Goldberg & Susseles, Inc., 
New York, N.Y., who became totally or par­
tially separated from employment on or 
after February 23,1977, are eligible to apply 
for adjustment assistance under title II, 
chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

J ames F . T aylor, 
Director, Office of Management, 

Administration, and Planning.
[FR Doc. 78-20977 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3119]

IM PALA TEXTILE, IN C ., NEW  YO R K , N .Y .

N eg a tive  D eterm ination Regarding E lig ib ility  
To A p p ly  for W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3119: Investigation re­
garding certification of eligibility to 
apply for adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
February 13, 1978, in response to a 
worker petition received on January 
31, 1978, which was filed on behalf of 
workers and former workers engaged 
in textile converting at Impala Textile, 
New York, N.Y.

The notice of investigation was pub­
lished in the F ederal R egister on 
February 28, 1978 (43 FR 8207). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Impala 
Textile, Inc., its customers, the U.S. 
International Trade Commission, U.S. 
Department of Commerce, industry 
analysts, and Department files.

In order to make an affirmative de­
termination and iggue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:

That increases of imports of articles like 
or directly competitive with articles pro­
duced by the firm or appropriate subdivi­
sion have contributed importantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

U.S. imports of finished fabric in­
creased from 408 million square yards 
in 1975 to 464 million square yards in 
1976 and then declined to 453 million 
square yards in 1977. The ratio of im­
ports to domestic production rose from 
1.6 percent in 1975 to 1.8 percent in 
1976.

None of the customers of Impala 
Textile who were surveyed had pur­
chased imported finished fabric in 
1976 or 1977.

Imports of apparel which incorpo­
rate finished fabric of the same origin 
are not like or directly competitive 
with finished fabric within the mean­
ing of section 222(3) of the Trade Act 
of 1974.

Conclusion

After careful review of the facts ob­
tained in the investigation, I deter­
mine that all workers at Impala Tex­
tile, Inc., New York, N.Y., are denied 
eligibility to apply for adjustment as­
sistance under Title II, Chapter 2, of 
the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

Harry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20978 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2902]

JEANS & G A U V IN  PATTERN C O ., INC., 
HAVERHILL, MASS.

N eg ative  D eterm ination Regarding Eligibility  
To A p p ly  fo r  W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-2902: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
January 11, 1978, in response to a 
worker petition received on December 
19, 1977, which was filed on behalf of 
workers and former workers producing
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shoe patterns at Jeans & Gauvin Pat­
tern Co., Inc., Haverhill, Mass.

The notice of investigation was pub­
lished in the F ederal R egister on Jan­
uary 27, 1978 (43 FR 3776). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of Jeans & 
Gauvin Pattern Co., Inc., its custom­
ers, the U.S. Department of Com­
merce, the American Footwear Indus­
tries Association, the U.S. Internation­
al Trade Commission, industry ana­
lysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:

That increases of imports of articles like 
or directly competitive with articles pro­
duced by the firm or appropriate subdivi­
sion have contributed importantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

U.S. imports of shoe patterns are not 
separately identifiable in the official 
trade statistics. A Department survey 
of shoe pattern manufacturers, pur­
chasers, and commodity analysts has 
shown imports of these products to be 
negligible.

Imports of finished shoes are not 
“like or directly competitive” with 
shoe patterns within the meaning of 
section 222 of the Trade Act of 1974.

A survey of customers of Jeans & 
Gauvin Pattern Co., Inc., indicated 
that none of the customers purchased 
imported shoe patterns from foreign 
sources during 1976 or 1977.

Conclusion

After careful review, I determine 
that all workers at Jeans & Gauvin 
Pattern Co., Inc., Haverhill, Mass., are 
denied-eligibility to apply for trade ad­
justment assistance under Title II, 
Chapter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
18th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[PR Doc. 78-20979 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3205]

JOLIET-W AUKEG AN W ORKS, UNITED STATES 
STEEL CORP., JOLIET, ILL.

Determ inations Regarding E lig ib ility  To A pp ly  
fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3205: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
February 22, 1978, in response to a 
worker petition received on January 
16, 1978, which was filed by the United 
Steelworkers of America on behalf of 
all workers engaged in employment re­
lated to the production of carbon steel 
rods and merchant wire (wire and wire 
products) at the Joliet, 111., plant of 
the Joliet-Waukegan Works of the 
United States Steel Corp.

The Notice of Investigation was pub­
lished in the F ederal R egister on 
March 3, 1978 (43 FR 8863). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of the United 
States Steel Corp. and its customers, 
the U.S. Department of Commerce, 
the U.S. International Trade Commis­
sion, industry analysts, and Depart­
ment files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With 
respect to workers engaged in employ­
ment related to the production of wire 
and wire products, without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:
That sales or production, or both of such 
firm or subdivision have decreased absolute­
ly;

Plant sales of wire and wire products 
increased in quantity in 1977 com­
pared to 1976 and continued to in­
crease in the first 2 months of 1978 
compared to the like 1977 period. 
Plant sales approximate plant produc­
tion.

With respect to workers engaged in 
employment related to the production 
of wire rod, all of the criteria have 
been met.

A significant percentage of the 
Joliet plant’s 1977 production of wire 
rod was shipped to the Waukegan, 111., 
plant of the United States Steel Corp. 
where it was used in the production of 
carbon steel wire. All workers of the 
Waukegan, 111., plant of the United

States Steel Corp. who became totally 
or partially separated from employ­
ment on or after November 15, 1976, 
have previously been certified eligible 
to apply for adjustment assistance 
benefits. See Department case file TA- 
W-2836.

Conclusion

After careful review, I determined 
that all workers of the Joliet, 111., 
plant of the Joliet-Waukegan Works 
of the United States Steel Corp. en­
gaged in employment related to the 
production of wire and wire products 
are not eligible to apply for adjust­
ment assistance benefits.

I further conclude that increased im­
ports of articles like or directly com­
petitive with the carbon steel wire pro­
duced at the Waukegan, 111., plant of 
the United States Steel Corp. have 
contributed importantly to the total 
or partial separation of workers en­
gaged in the production of wire rod, 
and to the decline in sales or produc­
tion of wire rod, at the Joliet, 111., 
plant of the Joliet-Waukegan Works 
of the United States Steel Corp. as re­
quired for certification under the 
Trade Act of 1974. In accordance with 
the provisions of the act, I make the 
following certification:
All workers of the Joliet, 111., plant of the 
Joliet-Waukegan Works of the United 
States Steel Corp. engaged in employment 
related to the production of wire rod who 
became totally or partially separated from 
employment on or after January 12, 1977, 
are eligible to apply for adjustment assist­
ance benefits under Title II, Chapter 2 of 
the Trade Act of 1974.

Signed at Washington, D.C., this 
20th day of July 1978.

H arry J . G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20980 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2833]

JONES A LAUGHLIN STEEL CORP., PITTSBURGH 
W ORKS, PITTSBURGH, PA.

N eg a tive  D eterm ination Regarding Eligiblility  
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2833: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
January 3, 1978 in response to a 
worker petition received on December 
8, 1977, which was filed by the United 
Steelworkers of America on behalf of 
workers producing cold finished bars, 
hot rolled bars and shapes, cold rolled
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sheet and galvanized sheet at the 
Pittsburgh Works and Hazelwood 
Works of Jones & Laughlin Steel 
Corp., Pittsburgh, Pa. During the 
course of the investigation it was 
found that workers at Hazelwood 
Works, producing hot rolled sheet and 
plate were certified on August 12, 1977 
(TA-W-1479).

The Notice of Investigation was pub­
lished in the F ederal R egister on Jan­
uary 17, 1978 (43 FR 2459). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of Jones & 
Laughlin Steel Corp., its customers, 
the U.S. International Trade Commis­
sion, the U.S. Department of Com­
merce, industry analysts and Depart­
ment files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligiblity 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met.
that sales of production, or both, of the 
firm or subdivision have decreased absolute- 
iy.

On August 12, 1977 thè Department 
issued a certification of eligibility to 
apply for adjustment assistance appli­
cable to workers engaged in employ­
ment related to the production of hot 
rolled plate and hot rolled sheet at the 
Pittsburgh Works. Total shipments of 
the remaining products of the Pitts­
burgh Works—cold rolled sheets, gal­
vanized sheets, hot rolled bars and 
shapes, and cold finished bars—and 
shipments of each of the four prod­
ucts increased in 1976 compared to 
1975 and in 1977 compared to 1976. 
Shipments equal production.

Conclusion

After careful review, I determine 
that workers engaged in employment 
related to the production of cold rolled 
sheets, galvanized sheets, hot rolled 
bars and shapes and cold finished bars 
at the Pittsburgh Works of Jones & 
Laughlin Steel Corp., Pittsburgh, Pa. 
are denied eligibility to apply for ad­
justment assistance under Title II, 
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
18th day of July 1978.

H arry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20981 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3086]

JONES & LAUGHLIN STEEL CORP., McKINLEY 
M INE, McKINLEY, M IN N .

N eg ative  Determ ination Regarding Eligibility  
To A p p ly  for W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3086: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
February 7, 1978 in response to a 
worker petition received on January 
26, 1978 which was filed by the United 
Steelworkers of America on behalf of 
workers and former workers engaged 
in the production of iron ore at the 
Minnesota Ore Division of Jones & 
Laughlin Steel Corp., McKinley, Minn. 
The McKinley Mine is part of Jones & 
Laughlin’s Northwest Ore Division. 
Another facility of the Northwest Ore 
Division, the Hill Annex Mine and 
Plant, Calumet, Minn, is currently 
under investigation (TA-W-3087).

The Notice of Investigation was pub­
lished in the F ederal R egister on 
February 24, 1978 (43 FR 7744). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Jones & 
Laughlin Steel Corp., the U.S. Interna­
tional Trade Commission, the U.S. De­
partment of Commerce, industry ana­
lysts and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the 
other criteria have been met, the fol­
lowing criterion has not been met:
That sales or production, or both, of the 
firm or subdivision have decreased absolute­
ly.

The McKinley Mine ships iron ore 
during the period from May through 
October. Shipments equal production. 
The McKinley Mine ships iron ore to 
the basic steelmaking facilities of 
Jones & Laughlin Steel Corp. and to 
manufacturing facilities not affiliated 
with Jones & Laughlin. Total ship­
ments of iron ore pellets by the Mc­
Kinley Mine increased from 1976 to
1977. Shipments to Jones & Laughlin’s 
steelmaking facilities as well as ship­
ments to the other manufacturing fa­
cilities increased from 1976 to 1977.

Conclusion

After careful review, I determine 
that all workers of the Northwest Ore

Division of Jones & Laughlin Steel 
Corp., McKinley Mine and Plant, Mc­
Kinley, Minn, are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20982 Filed 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-3087]

JONES A N D  LAUGHLIN STEEL CORP., HILL 
A NN EX M IN E, CALUMET, M IN N .

N eg ative  D eterm ination R egarding Eligibility  
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Department 
of Labor herein presents the results of 
TA-W-3087: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
February 7, 1978, in response to a 
worker petition received on January 
26, 1978, which was filed by the United 
Steelworkers of America on behalf of 
workers and former workers engaged 
in the production of iron ore at the 
Hill Annex Mine and Plant of Jones 
and Laughlin Steel Corp., Calumet, 
Minn. The Hill Annex Mine and Plant 
are part of Jones and Laughlin’s 
Northwest Ore Division. Another fa­
cility of the Northwest Ore Division, 
the McKinley Mine and Plant, McKin­
ley, Minn., is currently under investi­
gation (TA-W-3086).

The Notice of Investigation was pub­
lished in the F ederal R egister on 
February 24, 1978 f43 FR 7744). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Jones and 
Laughlin Steel Corp., the U.S. Interna­
tional Trade Commission, the U.S. De­
partment of Commerce, the U.S. De­
partment of the Interior, industry an­
alysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the 
other criteria have been met, the fol­
lowing criterion has not been met:
that sales or production, or both, of the 
firm or subdivision have decreased absolute­
ly.

The Hill Annex Mine ships iron ore 
during the period from May through
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October. Shipments equal production. 
The Hill Annex Mine ships iron ore to 
the basic steelmaking facilities of 
Jones and Laughlin Steel Corp. and to 
manufacturing facilities not affiliated 
with Jones and Laughlin. Total ship­
ments of iron ore pellets by the Hill 
Annex Mine increased from 1976 to 
1977. Shipment to Jones and Laugh- 
lin’s steelmaking facilities as well as 
shipments to the other manufacturing 
facilities increased from 1976 to 1977.

Conclusion

After careful review, I determine 
that all workers of the Northwest Ore 
Division of Jones and Laughlin Steel 
Corp., Hill Annex Mine and Plant, Cal­
umet, Minn., are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
24th day of July 1978.

J ames P . T aylor, 
Director, Office of Management, 

Administration and Planning. 
[PR Doc. 78-20983 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3233]

LAND M A NUFACTURING  CO ., NEW ARK, N J .

Certification Regarding E lig ib ility To A p p ly  for  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3233: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
February 23, 1978 in response to a 
worker petition received on February 
7, 1978, which was filed by the Inter­
national Ladies’ Garment Workers’ 
Union on behalf of workers and 
former workers producing ladies coats 
and raincoats at Land Manufacturing 
Co., Newark, N.J. During the course of 
the investigation it was determined 
that only ladies raincoats were pro­
duced at the company.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10650). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Land 
Manufacturing Co., its customers, the 
U.S. Department of Commerce, the 
U.S. International Trade Commission, 
industry analysts, and Department 
files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­

sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports women’s, misses’ and 
children’s raincoats have increased in 
1975 to 191 thousand dozens, increased 
in 1976 to 261 thousand dozen, and de­
creased in 1977 to 242 thousand 
dozens.

Imports of all-weather coats are in­
cluded in import figures for women’s 
and misses’ coats and jackets. U.S. im­
ports in this category increased from 
1,517 thousand in 1975 to 2,252 thou­
sand dozens in 1976 and increased to 
2,723 thousand dozens in 1977. The 
ratio of imports to domestic produc­
tion increased from 38.9 percent in 
1975 to 57.5 percent in 1976.

Lanson Industries, the sole manufac­
turer for whom Land Manufacturing 
Co. produced ladies raincoats in­
creased purchases of imported ladies 
raincoats in 1977 over 1976 while de­
creasing purchases with Land Manu­
facturing during the same period.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports like or direct­
ly competitive with ladies’ raincoats 
produced at Land Manufacturing Co., 
Newark, N.J., contributed importantly 
to the decline in sales or production 
and to the total or partial separation 
of the workers of that plant. In ac­
cordance with the provisions of the 
act, I make the following certification:

All workers of Land Manufacturing Co., 
New York, N.Y. who became totally or par­
tially separated from employment on or 
after February 2, 1977 are eligible to apply 
for adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

J ames F . T aylor, 
Director, Office of Management, 

Administration and Planning. 
[FR Doc. 78-20984 Filed 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-3468]

M cCl u r e  s teel  m a n u f a c t u r in g ,
BLAIRSVILLE, G A .

N eg ative  D eterm ination Regarding E ligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3468: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
April 4, 1978, in response to a worker 
petition received on March 27, 1978,

which was filed on behalf of four indi­
viduals producing wrought iron items 
at McClure Steel Manufacturing, 
Blairsville, Ga.

The notice of investigation was pub­
lished in the F ederal R egister on 
April 28, 1978 (43 FR 18360). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from the partners in Mc­
Clure Steel Manufacturing and De­
partment files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met the following criterion has 
not been met:
That a significant number of proportion of 
the workers in the workers’ firm, or an ap­
propriate subdivision thereof, have become 
totally or partially separated, or are threat­
ened to become totally or partially separat­
ed.

The basic question in this case is 
whether the four individuals are 
“workers,” employed by an employer 
for wages, within the meaning of the 
Trade Act of 1974.

The four individuals are partners in 
McClure Steel Manufacturing and are 
also the only workers at the firm. The 
partners pay themselves by making 
periodic withdrawals from the profits 
of McClure Steel Manufacturing. 
Rather than “wages,” defined at 29 
CFR 91.3 all “all compensation for em­
ployment with an employer,” the part­
ners’ withdrawals from the profits of 
McClure Steel Manufacturing Co. 
serve as “remuneration”—defined in 
section 247 of the act as “wages and 
net earnings derived from services per­
formed as a self-employed individual.” 

Section 232(a) of the Trade Act of 
1974 draws a clear distinction between 
“remuneration” for services performed 
as a self-employed individual, and 
“wages.” An individual whose weekly 
earnings are derived solely from remu­
neration as opposed to wages would 
not be eligible to receive trade read­
justment allowances.

Although the Trade Act does not 
contain a definition of the term 
“worker” for purposes of section 
222(1), it is clear that the intent of the 
act is to cover individuals earning cotti- 
pensation, in the form of wages, in 
return for employment with an em­
ployer.

After careful review of the issues, I 
have determined that as self-employed 
individuals the four partners of Mc­
Clure Steel Manufacturing Co., Blairs­
ville, Ga., are not workers employed 
by an employer for wages within the 
meaning of section 222(1) and section
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232(a) of the Trade Act of 1974, and 
therefore are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
18th day of July 1978.

H arry J . G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[PR Doc. 78-20985 Piled 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

CTA-W-3235]

MICKEY BLUMFIELD IN C , C O M M A C K , N .Y ., 
NEW  YORK, N .Y .

Certification Regarding E lig ib ility  To A p p ly  fo r  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3235: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
February 23, 1978, in response to a 
worker petition received on February 
8, 1978, which was filed on behalf of 
all workers producing ladies’ coats and 
raincoats at Mickey Blumfield, Inc., 
Commack, N.Y. The investigation re­
vealed the company produces ladies’ 
cloth, wool, leather, and suede coats. 
No raincoats are produced.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10650). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Mickey 
Blumfield Inc., its customers, the U.S. 
Department of Commerce, the U.S. In­
ternational Trade Commission, indus­
try analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. It is 
concluded that ah of the group eligi­
bility requirements have been met.

Imports of women’s, misses’, and 
children’s coats and jackets increased
20.9 percent from 2,252,000 dozen in 
1976 to 2,723,000 dozen in 1977.

The value of imports of leather 
coats and jackets increased from 
$177.8 million in 1976 to $186.4 million 
in 1977. Market penetration of imports 
was 85.3 percent in 1977.

Mickey Blumfield began importing 
leather and suede coats in 1977. Im­
ports continued to increase in January 
1978 compared to January 1977.

The Department conducted a survey 
of some of the customers buying 
ladies’ cloth, wool, leather, and suede 
coats from Mickey Blumfield Inc. Sev­
eral of the customers indicated they 
reduced purchases from Mickey Blum­
field and increased purchases of im­
ports in 1976 and 1977 compared to 
the previous year. Some of the respon­
dents also indicated that imports have 
adversely affected the domestic 
market.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ladies’ 
cloth, wool, leather, and suede coats 
produced at Mickey Blumfield Inc., 
Commack, N.Y., and their sales and 
cutting unit in New York, N.Y., con­
tributed importantly to the declines in 
sales and production and to the total 
or partial separation of the workers of 
those plants. In accordance with the 
provisions of the Act, I make the fol­
lowing certification:
All workers of Mickey Blumfield Inc., Com­
mack, N.Y., and at 519 Eighth Avenue, New 
York, N.Y., who became totally or partially 
separated from employment on or after 
February 3, 1977, are eligible to apply for 
adjustment assistance under title II, chap­
ter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

J ames F . T aylor, 
Director, Office of Management, 

Administration, and Planning.
[FR Doc. 78-20986 Filed 7-27-78; 8:45 ami

[ 4 5 1 0 -2 8 ]

[TA-W-32831

NEW  B GARM ENT CO ., NEW  BETHLEHEM, PA.

N eg ative  D eterm ination Regarding E ligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3283: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
March 1, 1978, in response to a worker 
petition received on February 22, 1978, 
which was filed by the Amalgamated 
Clothing & Textile Workers’ Union on 
behalf of all workers producing ladies’ 
and boys’ knit tops and shirts at the 
New Bethlehem, Pa., plant of New B 
Garment Co.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10649). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of New B 
Garment Co., its customers, the U.S. 
Department of Commerce, the U.S. In­
ternational Trade Commission, indus­
try analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Regardless of whether 
any of the other criteria have been 
met, the following criterion has not 
been met:

That increases of imports of articles like 
or directly competitive with the articles pro­
duced by such workers’ firm or an appropri­
ate subdivision thereof contributed impor­
tantly to such total or partial separation, or 
threat thereof, and to such decline in sales 
or production.

The Department conducted separate 
surveys of some of the manufacturers 
for which New B Garment produces as 
a contractor and of some of the cus­
tomers that purchase garments direct­
ly from New B Garment. None of the 
manufacturers who responded to the 
survey purchased imported ladies’ or 
boys’ knit tops or shirts in 1976 or 
1977. Most of the respondents pur­
chasing knit tops under the private 
label reported increased purchases 
from New B Garment in 1977 com­
pared to 1976.

* Conclusion

After careful review, I determine 
that all workers of the New B Gar­
ment Co., New Bethlehem, Pa., are 
denied eligibility to apply for adjust­
ment assistance under Title II, Chap­
ter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

J ames F . T aylor, 
Director, Office of Management, 

Administration and Planning.
[FR Doc. 78-20987 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-32391

PENNSYLVANIA  ENGINEERING CORP., NEW  
CASTLE, PA.

N eg a tive  D eterm ination R egarding Eligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3239: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
February 23, 1978, in response to a 
worker petition received on February
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7, 1978, which was filed by the United 
Automobile, Aerospace & Agricultural 
Implement Workers of America 
(UAW) on behalf of workers and 
former workers producing basic 
oxygen furnaces, ladles, and cylinder 
railroad cars at the New Castle, Pa., 
plant of Pennsylvania Engineering 
Corp.

The Department’s investigation re­
vealed that the New Castle plant of 
Pennsylvania Engineering Corp. also 
produces fume gas hoods and other 
equipment used in the steel industry.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 14, 1978 (43 FR 10650). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Pennsyl­
vania Engineering Corp., its custom­
ers, the U.S. Department of Com­
merce, the U.S. International Trade 
Commission, industry analysts, and 
Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibilty to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met the following criterion has 
not been met:

That increases of imports of articles like 
or directly competitive with articles pro­
duced by the firm or appropriate subdivi­
sion have contributed importantly to the 
separations, or threats thereof, and to the 
absolute decline in sales or production.

The Department’s investigation re­
vealed that imports of basic oxygen 
furnaces, ladles, cylinder railroad cars, 
.and fume gas hoods by customers of 
Pennsylvania Engineering Corp. were 
small and declining during the period 
from 1975 through 1977. None of the 
customers responding to the Depart­
ment’s survey reported any purchases 
of imports of these items in 1977.

Similarly, imported steel cannot be 
considered like or directly competitive 
with equipment used in the steelmak­
ing process. Imports of such equip­
ment must be considered in determin­
ing import injury to workers produc­
ing basic oxygen furnaces, ladles, cyl­
inder railroad cars, and fume gas 
hoods.

Conclusion

After careful review, I determine 
that all workers at the New Castle, 
Pa., plant of Pennsylvania Engineer­
ing Corp. are denied eligibility to 
apply for adjustment assistance under 
title II, chapter 2, of the Trade Act of 
1974.

Signed at Washington, D.C., this 
20th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of . 

Foreign Economic Research. 
[PR Doc. 78-20988 Piled 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3200]

PRINTS-N-THINGS, INC ., NEW  YORK, N .Y .

N eg ative  D eterm ination Regarding E ligibility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3200: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
February 22, 1978, in response to a 
worker petition received on November 
15, 1977, which was filed on behalf of 
workers formerly producing printed 
fabric at Prints-N-Things, Inc., New 
York, N.Y.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 3, 1978 (43 FR 8863). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from Prints-N-Things, Inc., 
its customers, the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts, 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met.-W ithout regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:

That increases of imports of articles like 
or directly competitive with articles pro­
duced by the firm or appropriate subdivi­
sion have contributed importantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

U.S. imports of finished fabric in­
creased from 408 million square yards 
in 1975 to 464 million square years in 
1976 before decreasing to 453 million 
square yards in 1977.

The ratio of imported finished fabric 
to domestic production was 1.6 percent 
in 1975 and increased to 1.8 percent in
1976.

The petitioners allege that increased 
imports of apparel contributed impor­
tantly to the declines in sales and pro­
duction of finished fabric and result­
ing unemployment at Prints-N-Things. 
However, apparel is not “like or direct­

ly competitive” with finished fabric 
within the meaning of section 222 of 
the Trade Act. Imports of fabric must 
be considered in determining import 
injury to workers producing finished 
fabric.

A survey of customers who pur­
chased finished fabric from Prints-N- 
Things, Inc., indicated that these cus­
tomers did not purchase imported fin­
ished fabric in 1975, 1976, or 1977.

Conclusion

After careful review, I determine 
that all workers at Prints-N-Things, 
Inc., New York, N.Y., are denied eligi­
bility to apply for trade adjustment as­
sistance under Title II, Chapter 2, of 
the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20989 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2518, 2639]

R AN I-M E R O N A  CORP., LOWELL A N D  
HAVERHILL, MASS.

N eg ativ«  D eterm ination Regarding Eligibility
to  A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2518 and 2639: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigations were initiated on 
October 27, 1977 and November 21, 
1977 in response to worker petitions 
received on October 25, 1977 and No­
vember 11, 1977, respectively, which 
were filed on behalf of workers and 
former workers stitching uppers for 
shoes at the Lowell and H averh ill , 
Mass, plants of Rani-Merona Corp.

The notices of investigation were 
published in the F ederal R egister on 
November 15, 1977 (42 FR 39132) and 
December 6, 1977 (42 FR 61696). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Rani- 
Merona Corp., its customers, the U.S. 
Department of Commerce, the U.S. In­
ternational Trade Commission, indus­
try analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the
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other criteria have been met the fol­
lowing criterion has not been met.
That such increased imports of articles like 
or directly competitive with articles pro­
duced by the firm or appropriate subdivi­
sions have contributed importantly to the 
separations, or threat thereof, and to the 
decreases in sales or production.

The Department’s investigation re­
vealed that the petitioning group of 
workers were engaged in the produc­
tion of shoe uppers at the Lowell and 
Haverhill, Mass, plants of Rani- 
Merona Corp. These shoe uppers were 
sold to one independent shoe manu­
facturer until September 1977.

Imports of footwear uppers are neg­
ligible and did not contribute impor­
tantly to any dislocations at the firm. 
The ratio of imports to domestic pro­
duction was less than one percent 
from 1972 through the first half of
1977. Imports of shoes which incorpo­
rate uppers are not "like or directly 
competitive” with uppers within the 
meaning of section 223(3) of the Trade 
Act of 1974.

The only customer that purchased 
shoe uppers from the Lowell and Ha­
verhill, Mass, plants of the Rani- 
Merona Corp. indicated that it did not 
purchase imported shoe uppers.

From November 1977 through Janu­
ary 1978, the Lowell and Haverhill 
plants supplied uppers to the Ports­
mouth, New Hampshire plant of Rani- 
Merona which produced finished foot­
wear. The Rani-Merona Corp. termi­
nated all footwear production after 2 
months in operation.

Conclusion

After careful review I determine 
that all workers at the Lowell and Ha­
verhill, Mass, plants of Rani-Merona 
Corp. are denied eligibility to apply 
for trade adjustment assistance under 
title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
20th day of July 1978.

H arry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20990 Filed 7-27-78; 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-3135]

R A N I-M ER O N A  OF NEW  HAMPSHIRE, INC ., 
PORTSMOUTH, N .H .

N eg a tive  D eterm ination Regarding E lig ib ility
To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3135: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the Act.

The investigation was initiated on 
February 15, 1978, in response to a 
worker petition received on January 2, 
1978, which was filed on behalf of 
workers and former workers producing 
athletic footwear at Rani-Merona of 
New Hampshire, Inc., Portsmouth, 
N.H.

The, notice of investigation was pub­
lished in the F ederal R egister on 
February 28, 1978 (43 FR 8209). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Rani- 
Merona of New Hampshire, Inc., its 
customer, the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts, 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the crite­
ria have been met, the following crite­
rion has not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threats thereof, and to the absolute de­
cline in sales or production.

The Department’s investigation re­
vealed that Rani-Merona of New 
Hampshire, Inc., started producing 
athletic footwear in November 1977 
and ceased production in January
1978. The Rani-Merona Corp. termi­
nated all footwear production after 2 
months in operation.

Conclusion

After careful review I determine 
that all workers of Rani-Merona of 
New Hampshire, Inc., Portsmouth, 
N.H., are denied eligibility to apply for 
adjustment assistance under Title II, 
Chapter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
20th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20991 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3298]

RON SO N  CORP. OF DELAWARE, OGLETOW N, 
DEL

Certification Regarding E lig ib ility To A p p ly  for  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3298: Investigation regarding

certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
March 2, 1978, in response to a worker 
petition received on February 24, 1978, 
which was filed by the International 
Association of Machinists & Aerospace 
Workers on behalf of workers and 
former workers producing lighters, 
hairdryers, electric can openers, elec­
tric knives, and blenders at Ronson 
Corp. of Delaware, Ogletown, Del. The 
investigation revealed that, primarily, 
lighters and electric shavers were pro­
duced. The Ogletown plant closed in 
April 1978.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 17, 1978 (43 FR 11276). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from Ronson Corp., its cus­
tomers, the U.S. Department of Com­
merce, the U.S. International Trade 
Commission, industry analysts, and 
Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met.

Imports of disposable lighters in­
creased both absolutely and relative to 
domestic production from 1975 to 1976 
and from 1976 to 1977.

Imports of electric shavers increased 
absolutely from 1976 to 1977.

Ronson Corp. imports disposable 
and refillable lighters. Sales of Ron- 
son’s imported lighters increased both 
absolutely (in value) and relative to 
their sales of domestically produced 
lighters from 1976 to 1977.

Customers who purchased electric 
shavers from Ronson Corp. were sur­
veyed. The survey revealed that cus­
tomers had reduced purchases from 
Ronson and increased purchases of im­
ported electric shavers.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports like or direct­
ly competitive with lighters and elec­
tric shavers produced at Ronson Corp. 
of Delaware, Ogletown, Del., contrib­
uted importantly to the total or par­
tial separations of the workers at that 
plant.

In accordance with the provisions of 
the act, I make the following certifica­
tion:
All workers at Ronson Corp. of Delaware, 
Ogletown, Del., who became totally or par­
tially separated from employment on or 
after August 1, 1977, are eligible to apply
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for adjustment assistance under title II, 
chapter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
21st day of July 1978.

H arry J . G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-20992 Filed 7-27-78. 8:45 am]

[ 4 5 1 0 -2 8 ]

[TA-W-2754]

SHAW M UT TA N N IN G  CO ., PEABODY, MASS.

Certification Regarding E lig ib ility  To A p p ly  for  
W orker A djustm ent Assistance

I accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-2754: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
December 8, 1977 in response to a 
worker petition received on November 
29, 1977 which was filed op behalf of 
workers and former workers tanning 
sheepskin at the Shawmut Tanning 
Co., Peabody, Mass.

The Notice of Investigation was pub­
lished in the F ederal R egister on De­
cember 30, 1977 (42 FR 65307). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of the Shaw­
mut Tanning Co., New England Sports 
Wear Co., its customers, the U.S. In­
ternational Trade Commission, U.S. 
Department of Commerce, industry 
analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. It is 
concluded that all of the requirements 
have been met.

Shawmut Tanning and New England 
Sportswear have common ownership 
and are located in the same facility. 
New England Sports Wear, the manu­
facturer, assembles women’s suede 
coats from skins tanned by Shawmut. 
All finished coats are sold by New 
England Sportswear.

Imports of Men’s, Boys’ Women’s, 
Misses’, Junior’s, and Children’s 
Leather Coats and Jackets, in absolute 
terms, increased from 1975 to 1976 and 
increased 4.8 percent from 1976 to 
1977. The ratios of imports to domes­
tic production and consumption de­
creased from 96.3 percent and 49.0 per­
cent, respectively, in 1976 to 85.3 per­
cent and 46.0 percent, respectively in 
1977.

A Department survey of New Eng­
land Sports Wear’s customers revealed 
that many customers who had de­
creased their purchases of women’s 
leather and suede coats from New 
England Sports Wear in 1977 com­
pared to 1976 increased their pur­
chases of imported leather coats and 
jackets or increased their purchases 
from domestic sources which utilized 
foreign manufactures of leather coats.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports like or direct­
ly competitive with women’s suede 
coats assembled from sheepskin 
tanned at the Shawmut Tanning Co., 
Peabody, Mass, contributed important­
ly to the total or partial separation of 
the workers of that plant. In accord­
ance with the provisions of the act, I 
make the following certification:
All workers at the Shawmut Tanning Co., 
Peabody, Mass, who became totally or par­
tially separated from employment on or 
after November, 18, 1976 are eligible to 
apply for adjustment assistance under Title 
II, Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
20th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20993 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2658]

U N IO N  CARBIDE CORP., CARBON PRODUCTS 
D IV IS IO N , CLARKSBURG, W . V A .

N eg a tive  Determ ination Regarding E ligibility
To A p p ly  fo r W orker A djustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2658: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
November 23, 1977 in response to a 
worker petition received on November 
15, 1977, which was filed by the Oil, 
Chemical and Atomic Workers Union 
on behalf of workers and former work­
ers producing graphite electrodes and 
anodes at the Clarksburg, W. Va. plant 
of Union Carbide Corp., Carbon Prod­
ucts Division.

The Notice of Investigation was pub­
lished in the F ederal R egister on De­
cember 6, 1977 (42 FR 61695). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Union 
Carbide Corp., the U.S. Department of

Commerce, the U.S. International 
Trade Commission, industry analyst 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or subdivision have contributed 
importantly to the total or partial separa­
tion, or threat thereof, and to the absolute 
decline in sales or production.

U.S. imports of graphite electrodes 
declined from 29,600 short tons in 1975 
to 27,700 short tons in 1976 and then 
increased to 33,800 short tons in 1977. 
The ratio of imports to domestic pro­
duction increased from 13.4 percent in 
1976 to 14.7 percent in 1977.

The Clarksburg plant produces pri­
marily graphite electrodes. Some 
graphite anodes and specialty items 
such as graphite pipes and flexing 
tubes are also produced.

Customers of Union Carbide were 
surveyed regarding their purchases 
from the Clarksburg plant. Of the re­
sponding customers, most of those 
who reduced purchases from Clarks­
burg, also reduced purchases of im­
ports or did not purchase imported 
electrodes at all. In 1977, the ratio of 
imports of graphite electrodes to do­
mestic consumption, at 17.0 percent, 
was lower than any year since 1972.

Conclusion

After careful review, I determine 
that all workers at the Clarksburg, W. 
Va. plant of Union Carbide Corp., 
Carbon Products Division are denied 
eligibility to apply for adjustment as­
sistance under Title II, Chapter 2 of 
the Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20994 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3357]

U N IO N  CARBIDE CORP., CHEMICALS A 
PLASTICS D IV IS IO N  MARIETTA, O H IO

N eg ative  D eterm ination Regarding Eligibility  
To A p p ly  fo r W orker A djustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3357: Investigation regarding 
certification of eligibility to apply for
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worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
March 15, 1978, in response to a 
worker petition received on February '
10,1978, which was filed by the United 
Steelworkers of America on behalf of 
workers and former workers producing 
polysulfone and phenolic plastics at 
the Marietta, Ohio Chemicals & Plas­
tics Division x plant of Union Carbide 
Corp. The investigation revealed that 
the workers at the plant also produced 
polystyrene plastics.

The Notice of Investigation was pub­
lished in the F ederal R egister on 
April 7, 1978 (43 FR 14774). No public 
hearing was requested and none was 
held.

The information upon which the de­
termination was made was obtained 
principally from officials of Union 
Carbide Corp., the U.S. Department of 
Commerce, the U.S. " International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met the following criterion has 
not been met.
That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threats thereof, and to the absolute de­
cline in sales or production.

The Department’s investigation re­
vealed that the Marietta, Ohio Chemi­
cals & Plastics Division Plant of Union 
Carbide Corp. produced three basic 
families of plastics; polysulfones, 
phenolics, and polystyrene. In Janu­
ary 1978, Union Carbide sold its poly­
styrene business and production 
center at Marietta. The part of the 
Marietta plant retained by Union Car­
bide continues to produce phenolic 
and polysulfone plastics.

Imports of phenolic resins and sty­
rene plastic materials, which includes 
polystyrene, amounted to less than 
one-half of 1 percent (0.05 percent) of 
domestic production in each year from 
1973 through 1977. During each year 
of this period U.S. exports of phenolic 
resins and styrene plastic materials 
greatly exceeded imports. The impact 
of imported phenolic resins and sty­
rene plastic materials on domestic pro­
duction of those products can be 
termed “negligible”.

There are no imports of polysul­
fones. Polysulfones are proprietary to 
Union Carbide. There are no other 
producers of these products, domestic 
or foreign.

Conclusion

After careful review I determine 
that all workers at the Marietta, Ohio 
Chemicals & Plastics Division plant of 
Union Carbide Corp. are denied eligi­
bility to apply for adjustment assist­
ance under Title II, Chapter 2 of the 
Trade Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20995 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3345]

UNIVERSAL SPORTSWEAR, ELIZABETH, N.J.

N eg a tive  Determ ination Regarding E lig ib ility  
. To A p p ly  fo r W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974, the Depart­
ment of Labor herein presents the re­
sults of TA-W-3345: Investigation re­
garding certification of eligibility to 
apply for worker adjustment assist­
ance as prescribed in section 222 of the 
act.

The investigation was initiated on 
March 9, 1978, in response to a worker 
petition received on February 28, 1978, 
which was filed on behalf of workers 
and former workers producing outer­
wear at Universal Sportswear. The in­
vestigation revealed that men’s and 
boys’ outer jackets and coats are pro­
duced at Universal Sportswear.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 24, 1978 (43 FR 12401). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of Universal 
Sportswear, its customers, the U.S. De­
partment of Commerce, the U.S. Inter­
national Trade Commission, industry 
analysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With­
out regard to whether any of the 
other criteria have been met, the fol­
lowing criterion has not been met:
That increased imports of articles like or di­
rectly competitive with articles produced by 
the firm or subdivision have contributed im­
portantly to the separations, or threat 
thereof, and to the absolute decline in sales 
or production.

Imports of men’s and boys’ nontai- 
lored outer coats and jackets increased 
from 15.6 million units in 1975 to 15.7 
million units in 1976 and again in­

creased to 19.5 million units in 1977. 
The ratio of imports to domestic pro­
duction decreased from 26.3 percent in 
1975 to 25.3 percent in 1976 and then 
increased to 30.8 percent in 1977.

Customers surveyed indicated that 
they did not purchase imported men’s 
and boys’ outer jackets or coats and 
that they did not have any foreign 
contracts for the production of these 
garments. The survey showed that 
these customers’ own sales were in­
creasing.

Conclusion

After careful review I determine 
that all workers of Universal Sports­
wear are denied eligibility to apply for 
adjustment assistance under title II, 
chapter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this 
21st day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20996 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-3346]

W AGNER M A NU FA C TU RING  D IV IS IO N , J. R.
CLARK C O ., SIDNEY, O H IO

C ertification R egarding E lig ib ility To A p p ly  for 
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act. of 1974 the Department 
of Labor herein presents the results of 
TA-W-3346: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
March 9, 1978, in response to a worker 
petition received on February 24, 1978, 
which was filed by the International 
Molders & Allied Workers Union on 
behalf of all workers producing cast 
iron cookwear at Wagner Manufactur­
ing Division, J. R. Clark Co., Sidney, 
Ohio.

The notice of investigation was pub­
lished in the F ederal R egister on 
March 24, 1978 (43 FR 12401). No 
public hearing was requested and none 
was held.

The information upon which the de­
termination was made was obtained 
principally from officials of J. R. 
Clark Co., Wagner Manufacturing Di­
vision, its customers, the U.S. Depart­
ment of Commerce, the U.S. Interna­
tional Trade Commission, industry an­
alysts, and Department files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. It is
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concluded that all of the requirements 
have been met.

Imports of cast iron cookwear in­
creased absolutely in 1977 compared to 
1976 and in the first quarter of 1978 
compared to the first quarter of 1977.

A survey of some of the customers 
which purchased cast iron cookwear 
from Wagner Manufacturing Division 
in 1976 and 1977 indicated that some 
customers reduced purchases from 
Wagner and increased purchases of 
imported cast iron cookwear.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
cast iron cookwear produced by the 
Wagner Manufacturing Division of the
J. R. Clark Co., Sidney, Ohio, contrib­
uted importantly to the sales and pro­
duction declines and to the total or 
partial separations of the workers of 
that plant. In accordance with the 
provisions of the act, I make the fol­
lowing certification:
All workers at the Wagner Manufacturing 
Division of the J. R. Clark Co., in Sidney, 
Ohio, engaged in employment related to the 
production of cast iron cookwear who 
became totally or partially separated from 
employment on or after February 20, 1977, 
are eligible to apply for adjustment assist­
ance under Title II, Chapter 2, of the Trade 
Act of 1974.

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilm an, 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-20997 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 8 ]

[TA-W-2550]

WESLEY TEXTILE CO., NEW  BEDFORD, MASS.

Certification Regarding E lig ib ility  To A p p ly  for  
W orker Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of- Labor herein presents the results of 
TA-W-2550: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre­
scribed in section 222 of the act.

The investigation was initiated on 
November 1, 1977, in response to a 
worker petition received on October 
27, 1977, which was filed on behalf of 
workers and former workers producing 
woven greige goods at Wesley Textile 
Co., New Bedford, Mass.

The notice of investigation was pub­
lished in the F ederal R egister on No­
vember 15, 1977 (42 FR 59131). No 
public hearing was requested and none 
was held.

NOTICES

The information upon which the de­
termination was made was obtained 
principally from officials of Wesley 
Textile Co., its customers, the U.S. De­
partment of Commerce, the American 
Textile Manufacturers’ Institute, the 
U.S. International Trade Commission, 
industry analysts, and Department 
files.

In order to make an affirmative de­
termination and issue a certification of 
eligibility to apply for adjustment as­
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the criteria have been met.

U.S. imports of greige woven cotton 
fabric increased from 570 million 
square yards in 1975 to 945 million 
square yards in 1976 before decreasing 
from 783 million square yards in Janu­
ary through September 1976 to 479 
million square yards in the same 
period in 1977. The ratio of imports to 
domestic production increased from 11 
percent in 1975 to 17 percent in 1976 
and then decreased from 17.7 percent 
in January through June 1976 to 11.3 
percent in the same period in 1977.

U.S. imports of finished fabric in­
creased from 408 million square yards 
in 1975 to 464 million square yards in 
1976 before decreasing to 453 million 
square yards in 1977. The ratio of im­
ports to domestic production increased 
from 1.6 percent in 1976 to 1.8 percent 
in 1977.

Cotton greige goods woven at Wesley 
Textile were sold to converters 
through the parent firm, Antea Felt. 
A survey of customers of Antea Felt 
revealed that a customer representing 
a substantial percentage of the subject 
firm’s sales in 1976 decreased its pur­
chases from Antea Felt in the first 9 
months of 1977 compared to the same 
period in 1976, while demonstrating an 
increased reliance on imported greige 
goods and finished fabric.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with woven 
cotton greige goods produced at 
Wesley Textile Co., New Bedford, 
Mass., contributed importantly to the 
decline in sales and production and to 
the total or partial separations of 
workers of that firm. In accordance 
with the provisions of the act, I make 
the following certification:
All workers of Wesley Textile Co., New Bed­
ford, Mass., who became totally or partially 
separated from employment on or after 
March 1, 1977, are eligible to apply for ad­
justment assistance under title II, chapter 2, 
of the Trade Act of 1974.

32901

Signed at Washington, D.C., this 
24th day of July 1978.

H arry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-20998 Filed 7-27-78; 8:45 am]

[7 5 0 1 -0 1 ]

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION

[Notice (78-35)1

APPLICATIONS STEERING COMMITTEE (A S C )
SUPPORTING RESEARCH A N D  TECHNOLOGY
(S.R. & T.) A D  H OC A DVISO R Y SUBCOMMIT­
TEE

M eeting

The Non-Renewable/Renewable Re­
sources Panel of the ASC, S.R. & T. 
Ad Hoc Advisory Subcommittee will 
meet at the Goddard Space Flight 
Center, Greenbelt, Md. 20771, on 
August 7-11, 1978. The meeting will be 
held in the auditorium of building 8 
from 8:30 a.m. to 5:30 p.m. on each 
day. The subcommittee will conduct a 
comprehensive evaluation of the pro­
posals submitted to NASA in response 
to the applications notice for the sup­
porting research and technology phase 
of the space and terrestrial applica­
tions program. Public discussion of the 
professional qualifications of the pro­
posers and their potential scientific 
contributions to the S.R. & T. pro­
gram would invade the privacy of the 
proposers and the other individuals in­
volved. Since the subcommittee ses­
sions will be concerned throughout 
with matters listed in 5 U.S.C. 
552b(c)(6), as described above, it has 
been determined that the sessions 
should be closed to the public.

Since the evaluation activity is re­
quired to allow the applications re­
search and development program for 
fiscal year 1979 to be determined by 
September 1, 1978, it is imperative 
that the meeting be held at this time.

For further information, please con­
tact Ms. Ruth Whitman, NASA Head­
quarters, Washington, D.C. 20546, area 
code 202-755-8628.

July 24, 1978.
Arnold W. F r u tk in , 

Acting Associate Administrator 
for External Relations.

[FR Doc. 78-20895 Filed 7-27-78; 8:45 am]

[ 7 5 1 0 -0 1 ]

[Notice (78-33)1

N A S A  ADVISO R Y COUNCIL (N A C )  

M ooting

The Ad Hoc Informal Subcommittee 
on Handling of Alternative Aircraft
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Fuels of the NASA Advisory Council 
will meet on August 14, 1978, from 9 
a.m. to 3:30 p.m. at NASA Headquar­
ters, Room 5026, Federal Office Build­
ing 6, 400 Maryland Avenue SW., 
Washington, D.C. 20546. The meeting 
will be open to the public up to the 
seating capacity of the room (approxi­
mately 60 persons, including subcomit- 
tee members). Visitors will be request­
ed to sign a visitor’s register.

This subcommittee, chaired by Mr. 
Willis Hawkins, consists of three other 
members drawn from the membership 
of the NAC and its standing commit­
tees. The subcommittee was estab­
lished to carry out an evaluation of 
recent work in this field and of related 
NASA research activity. This first 
meeting will be devoted to providing 
the members with the necessary back­
ground information and developing 
the plan for its folloW-on activities. 
The agenda for the meeting is as fol­
lows:

M o n d a y , A u g u s t  14,1978
9 a.m.—Introduction.
9:15 a.m.—Background briefing.
10:30 a.m.—Solicited evaluations.
1:30 p.m.—Discussion and plan for follow-on

work.
3:30 p.m.—Adjourn.

For further information regarding 
the meeting, contact Mr. Nathaniel B. 
Cohen, Executive Secretary of the 
Subcommittee, NASA Headquarters, 
Washington, D.C. 20546, telephone 
202-755-8383.

Arnold W. F r u tk in , 
Acting Associate Administrator 

for External Relations.
J uly  25, 1978.

[FR Doc. 78-20894 Filed 7-27-78; 8:45 am]

[ 7 5 1 0 -0 1 ]

[Notice (78-34)1 

N A S A  A dvisory  Council 

M eeting

The NASA Advisory Council will 
meet on August 17, 18, and 19, 1978, at 
the Scripps Institution of Oceanogra­
phy, Marine Biology Conference 
Room, LaJolla, Calif. 92093. Except as 
noted below, the meeting will be open 
to the public up to the seating capac­
ity of the room (approximately 50 per­
sons, not including Council members). 
Visitors will be requested to sign a visi­
tor’s register.

The meeting will be closed to the 
public from 8 a.m. to 9 a.m. on August 
19, 1978 for a discussion of the qualifi­
cations of candidates for membership 
on the Council. Such a discussion 
would invade the privacy of the candi­
dates and other individuals involved. 
Since this session will be concerned 
throughout with matters listed in 5

U.S.C. 552b(c)(6), it has been deter­
mined that this session should be 
closed to the public.

The NASA Advisory Council was es­
tablished as an interdisciplinary group 
to advise NASA senior management on 
NASA’s aeronautics and space pro­
grams. The Council is concerned with 
providing advice in the substantive 
areas of aeronautics, life sciences, 
space and terrestrial applications, 
space sciences* space systems and tech­
nology, and history as they relate to 
aeronautics and space programs. The 
Chairman of the Council is Dr. Wil­
liam A. Nierenberg. There are current­
ly 15 members on the Council and ad­
ditional members on standing commit­
tees which report to the Council. The 
following list sets forth the approved 
schedule for the meeting. For further 
information contact the Executive 
Secretary, Mr. Nathaniel B. Cohen, A/ 
C 202-755-8383, NASA Headquarters, 
Washington, D.C. 20546.

T h u r s d a y , A u g u s t  17,1978
8 a.m. Introduction.
8:30 a.m. Task team report, hydrogen 

study.
9:30 a.m. Fiscal year 1980-84 5-year plan­

ning.
F r i d a y , A u g u s t  1 8 ,  1 9 7 8

8 a.m. Fiscal year 1980-84 5-year planning 
(continued).

S a t u r d a y , A u g u s t  19,1978
8 a.m. Executive session (NAC member­

ship).
9 a.m. Fiscal year 1980-84 5-year planning 

(concluded).
1 p.m. Planning for future NAC activities.

Arnold W. F r u tk in , 
Acting Associate Administrator 

for External Relations.
J uly  21,1978.

[FR Doc. 78-20896 Filed 7-27-78; 8:45 am]

[7 5 3 7 -0 1 ]

NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES

N ationa l Endowm ent fo r the  Arts  

M ED IA  ARTS A DVISO R Y PANEL 

Notice o f M eeting

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463), as amended, notice is 
hereby given that a meeting of the 
Media Arts Advisory Panel (Aid to 
Film/Video Exhibition) to the Nation­
al Council on the Arts will take place 
August 21, 1978, from 9:30 a.m. to 5:30 
p.m., and August 22, 1978, from 9:30 
a.m. to 5:30 p.m., in room 1422 of the 
Columbia Plaza Office Building, 2401 
E Street, NW., Washington, D.C. 
20506.

This meeting is for the purpose of 
Panel review, discussion, evaluation, 
and recommendation on applications 
for financial assistance under the Na­
tional Foundation on the Arts and the 
Humanities Act of 1965, as amended, 
including discussion of information 
given in confidence to the agency by 
grant applicants. In accordance with 
the determination of the Chairman 
published in the F ederal R egister of 
March 17, 1977, these sessions will be 
closed to the public pursuant to sub­
section (c) (4), (6), and 9(B) of section 
552 of title 5, U.S.C.

Further information with reference 
to this meeting can be obtained from 
Mr. John H. Clark, Advisory Commit­
tee Management Officer, National En­
dowment for the Arts, Washington, 
D.C. 20506, or call (202) 634-6070.

Dated: July 30, 1978.
J ohn H. Clark,

Director, Office of Council and 
. Panel Operations, National 

Endowment for the Arts.
[FR Doc. 78-20914 Filed 7-27-78; 8:45 am]

[7 5 3 7 -0 1 ]

N A TIO N A L COUNCIL O N  THE ARTS 

Notice o f M eeting

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463), notice is hereby given that 
a meeting of the National Council on 
the Arts will be held on August 11, 
1978, from 9 a.m. to 5:30 p.m., and 
August 12, 1978, from 9 a.m. to 5:30 
p.m., in the 14th floor conference 
rooms of the Columbia Plaza Office 
Building, 2401 E Street NW., Washing­
ton, D.C. 20506.

A portion of this meeting will be 
open to the public on Friday, August 
11, 1978, from 9 a.m. to 5:30 p.m., and 
Saturday, August 12, 1978, from 10 
a.m. to 12:45 p.m. Topics of discussion 
will be program policy and guidelines 
for the challenge, dance, Federal-State 
partnership, and theater programs; re­
ports of the fashion design task force 
and from regional representatives; the 
annual evaluation plan; and other gen­
eral reports.

The remaining sessions of this meet­
ing on Saturday, August 12, 1978, from 
9 a.m. to 10 a.m.; and 1:30 p.m. to 5:30 
p.m. are for the purpose of Council 
review, discussion, evaluation, and rec­
ommendation on applications for fi­
nancial assistance under the National 
Foundation on the Arts and the Hu­
manities Act of 1965, as amended, in­
cluding discussion of informaion given 
in confidence to the agency by grant 
applicants. In accordance with the de­
termination of the Chairman pub­
lished in the F ederal R egister of 
March 17, 1977, these sessions may be 
closed to the public pursuant to sub-
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sections (c) (4), (6), and 9(B) of section 
552b of title 5, U.S.C.

Further information with reference 
to this meeting can be obtained from 
Mr. John H. Clark, Advisory Commit­
tee Management Officer, National En­
dowment for the Arts, Washington, 
D.C. 20506, or call (202) 634-6070.

Dated: July 21,1978.
J ohn H. Clark,

Director, Office of Council and 
Panel Operations, National 
Endowment for the Arts.

[FR Doc. 78-20915 Filed 7-27-78; 8:45 am]

[7 5 5 5 -0 1 ]

NATIONAL SCIENCE FOUNDATION

A D  H OC SUBCOMMITTEE FOR THE CEPEX SITE 
REVIEW

M eeting

In accordance with the Federal Advi­
sory Committee Act, as amended, Pub.
L. 92-463, the National Science Foun­
dation announces the following meet­
ing:
Name: Ad Hoc Subcommittee for the Site 

Review of the Controlled Ecosystem Pop­
ulations Experiment (CEPEX) of the Ad­
visory Committee for Ocean Sciences.

Date and time: August 13-15, 1978; 10 a.m. 
to 5:30 p.m. daily.

Place: CEPEX Site, Institute of Ocean Sci­
ences, Sidney, British Columbia, Canada.

Type o'f meeting: Closed.
Contact person: Dr. Lauriston R. King, 

Acting Head, International Decade of 
Ocean Exploration Section, room 605, Na­
tional Science Foundation, Washington, 
D.C. 20550, telephone 202-632-7356.

Purpose of subcommittee: To provide advice 
and recommendations concerning support 
for research on CEPEX.

Agenda: To review and evaluate the past re­
search and the 1978 field season of the 
CEPEX project as part of the recommen­
dation process for awards.

Reason for closing: The review process in­
cludes information of a proprietary or 
confidential nature, including technical 
information: financial data, such as sala­
ries: and personal information concerning 
individuals associated with the proposals. 
These matters are within exemptions (4) 
and (6) of 5 U.S.C. 552b(c), Government in 
the Sunshine Act.

Authority to close meeting: This determina­
tion was made by the Committee Manage­
ment Officer pursuant to provisions of 
section 10(d) of Pub. L. 92-463. The Com­
mittee Management Officer was delegated 
the authority to make such determina-

NOTICES

tions by the Acting Director, NSF, on Feb­
ruary 18,1977.

M. R ebecca W inkler , 
Committee Management 

Coordinator.
J uly  24, 1978.

[FR Doc. 78-20879 Filed 7-27-78: 8:45 am]

[ 7 5 5 5 -0 1 ]

A D VISO R Y GROUPS

A v a ila b ility  o f Reports

The National Science Foundation 
has filed with the Library of Congress 
some reports which were prepared by 
various advisory committees of the Na­
tional Science Foundation:
Report of the Condensed Matter Sciences 

Advisory Subcommittee on Oversight 
Review of the NSF Solid State Chemistry 
Program

Report of the Ad Hoc Advisory Group for 
Future Scientific Ocean Drilling 

Report of the Science Applications Task 
Force
The reports were filed in accordance 

with the Federal Advisory Committee 
Act, Pub. L. 92-463, and are available 
for public inspection and use at the Li­
brary of Congress, Rare Book Division, 
Room 256, Washington, D.C. A. copy 
of each report is also available for 
public inspection and use at the Na­
tional Science Foundation, Committee 
Management Office, Room 248, Wash­
ington, D.C.

M. R ebecca W inkler ,
Committee Management 

Coordinator.
J uly  24,1978.

[FR Doc. 78-20878 Filed 7-27-78; 8:45 am]

[ 7 5 9 0 -0 1 ]

NUCLEAR REGULATORY 
COMMISSION

[Docket Nos. 50-416 and 50-417]

MISSISSIPPI POWER & LIGHT CO. A N D  MIDDLE 
SOUTH ENERGY, IN C  (G R A N D  GULF NUCLE­
AR STATION, UNITS 1 A 2 )

Receipt o f A pplication fo r Facility O perating  
Licenses; A v a ila b ility  o f Applicants’ Environ­
m ental Report; Consideration o f Issuance o f  
Facility O p erating  Licenses and O pportun ity  
fo r H earing

Notice is hereby given that the Nu­
clear Regulatory Commission (the 
Commission) has received an applica­
tion for facility operating licenses 
from Mississippi Power & Light Co. 
and Middle South Energy, Inc. (the 
applicants) to possess, use, and oper­
ate Grand Gulf Nuclear Station, Units 
1 and 2 (the facilities), located on the 
applicants’ site in Claiborne County, 
Miss., at a core power level of 3,833 
megawatts thermal, with an equiva-

32903
lent net electrical output of approxi­
mately 1,250 megawatts.

The applicants have also filed, pur­
suant to the National Environmental 
Policy Act of 1969 and the regulations 
of the Commission in 10 CFR Part 51, 
an environmental report. The report, 
which discusses environmental consid­
erations related to the proposed oper­
ation of the facilities is being made 
available at the Southwest Mississippi 
Planning and Development District,
P.O. Box 636, Meadville, Miss. 39653.

After the environmental report has 
been analyzed by the Commission’s 
staff, a draft environmental statement 
will be prepared. Upon preparation of 
the draft environmental statement, 
the Commission will, among other 
things, cause to be published in the 
F ederal R egister a notice of availabil­
ity of the draft statement, requesting 
comments from interested persons on 
the draft statement. The summary 
notice will also contain a statement to 
the effect that any comments of Fed­
eral agencies and State and local offi­
cials will be made available when re­
ceived. The draft environmental state­
ment will focus only on any matters 
which differ from those previously dis­
cussed in the final environmental 
statement prepared in connection with 
the issuance of the construction per­
mits. Upon consideration of comments 
submitted with respect to the draft en­
vironmental statement, the Commis­
sion’s staff will prepare a final envi­
ronmental statement, the availability 
of which will be published in the F ed­
eral R egister.

The Commission will consider the is­
suance of facility operating licenses to 
Mississippi Power & Light Co. and 
Middle South Energy, Inc., which 
would authorize the applicants to pos­
sess, use, and operate the Grand Gulf 
Nuclear Station, Units 1 and 2, in ac­
cordance with the provisions of the li­
censes and the technical specifications 
appended thereto, upon: (1) The com­
pletion of a favorable safety evalua­
tion of the application by the Commis­

sion ’s staff; (2) the completion of the 
environmental review required by the 
Commission’s regulations in 10 CFR 
Part 51; (3) the receipt of a report on 
the applicants’ application for facility 
operating licenses by the Advisory 
Committee on Reactor Safeguards; 
and (4) a finding by the Commission 
that the application for the facility li­
censes, as amended, complies with the 
requirements of the Atomic Energy 
Act of 1954, as amended (the act), and 
the Commission’s regulations in 10 
CFR Chapter I. Construction of the 
facilities was authorized by Construc­
tion Permit Nos. CPPR-118 and 
CPPR-119, issued by the Commission 
on September 4,1974.

Prior to issuance of any operating li­
censes, the Commission will inspect
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the facilities to determine whether 
they have been constructed in accord­
ance with the application, as amended, 
the the provisions of the construction 
permits. In addition, the licenses will 
not be issued until the Commission 
has made the findings reflecting its 
review of the application under the 
act, which will be set forth in the pro­
posed licenses, and has concluded that 
the issuance of the licenses will not be 
inimical to the common defense and 
security or to the health and safety of 
the public. Upon issuance of the li­
censes, the applicants will be required 
to execute an indemnity agreement as 
required by section .170 of the act and 
10 CFR Part 140 of the Commission’s 
regulations.

By August 28, 1978, the applicants 
may file a request for a hearing with 
respect to issuance of the facility oper­
ating licenses and any person whose 
interest may be affected by this pro­
ceeding may file a petition for leave to 
intervene. Requests for a hearing and 
petitions for leave to intervene shall 
be filed in accordance with the Com­
mission’s “Rules of Practice for Do­
mestic Licensing Proceedings” in 10 
CFR Part 2. If a request for a hearing 
or petition for leave to intervene is 
filed within the above date, the Com­
mission or an Atomic Safety and Li­
censing Board, designated by the Com­
mission or by the Chairman of the 
Atomic Safety and Licensing Board 
Panel, will rule on the request and/or 
petition and the Secretary of the Com­
mission, or designated Atomic Safety 
and Licensing Board will issue a notice 
of hearing or an appropriate order.

As required by 10 CFR § 2.714, a pe­
tition for leave to intervene shall set 
forth with particularity the interest of 
the petitioner in the proceeding, and 
how that interest may be affected by 
the results of the proceedings. The pe­
titioner should specifically explain the 
reasons why intervention should be 
permitted with particular reference to 
the following factors: (1) The nature 
of the petitioner’s right under the act 
to be made a party to the proceeding;
(2) the nature and extent of the peti­
tioner’s property, financial, or other 
interest in the proceeding; and (3) the 
possible effect of any order which may 
be entered in the proceeding on the 
petitioner’s interest. The petition 
should also identify the specific 
aspect(s) of the subject matter of the 
proceeding as to which the petitioner 
wishes to intervene. Any person Who 
has filed a petition for leave to inter­
vene or who has been admitted as a 
party may amend his petition, but 
such an amended petition must satisfy 
the specificity requirements described 
above.

Not later than fifteen (15) days prior 
to the first prehearing conference 
scheduled in the proceeding, the peti­

tioner shall file a supplement to the 
petition to intervene which must in­
clude a list of the contentions which 
are sought to be litigated in the 
matter, and the bases for each conten­
tion set forth with reasonable specific­
ity. A petitioner who fails to file such 
a supplement which satisfies these re­
quirements with respect to at least one 
contention will not be permitted to 
participate as a party.

A request for a hearing or a petition 
for leave to intervene must be filed 
with the Secretary of the Commission, 
U.S. Nuclear Regulatory Commission, 
Washington, D.C. 20555, attention: 
Docketing and Service Section, or may 
be delivered to the Commission’s 
Public Document Room, 1717 H Street 
NW., Washington, D.C., by August 28, 
1978. A copy of the petition should 
also be sent to the Executive Legal Di­
rector, U.S. Nuclear Regulatory Com­
mission, Washington, D.C. 20555, and 
to Mr. Robert B. McGehee, Wise, 
Carter, Child, Steen & Caraway, P.O. 
Box 651, Jackson, Miss. 39205; and Mr. 
Troy B. Conner, Jr., Conner, Moore & 
Corber, 1747 Pennsylvania Avenue 
NW., Washington, D.C. 20006, attor­
neys for the applicants. Any questions 
or requests for additional information 
regarding the content of this notice 
should be addressed to the Chief 
Hearing Counsel, Office of the Execu­
tive Legal Director, U.S. Nuclear Reg­
ulatory Commission, Washington, D.C. 
20555.

Nontimely filings of petitions for 
leave to intervene, amended petitions, 
supplemental petitions and/or re­
quests for hearing will not be enter­
tained absent a determination by the 
Commission, the presiding officer, or 
the Atomic Safety and Licensing 
Board designated to rule on the peti­
tion and/or request, that the petition­
er has made a substantial showing of 
good cause for the granting of a late 
petition and/or request. That determi­
nation will be based upon a balancing 
of the factors specified in 10 CFR 
§ 2.714(a)(l)(i)-(v) and § 2.714(d).

For further details pertinent to the 
matters under consideration, see the 
application for the facility operating 
licenses dated June 30, 1978, and the 
applicants’ environmental report 
dated June 30, 1978, which are availa­
ble for public inspection at the com­
mission’s Public Document Room, 
1717 H Street NW., Washington, D.C. 
20555 and at Claiborne County Court­
house, Port Gibson, Miss. As they 
become available, the following docu­
ments may be inspected at the above 
locations: (1) The safety evaluation 
report prepared by the Commission’s 
staff; (2) the draft environmental 
statement; (3) the final environmental 
statement; (4) the report of the Advi­
sory Committee on Reactor Safe­
guards on the application for facility

operating licenses; (5) the proposed fa­
cility operating licenses; and (6) the 
Technical specifications, which will be 
attached to the proposed facility oper­
ating licenses.

Copies of the proposed operating li­
censes and the ACRS report, when 
available, may be obtained by request 
to the Director, Division of Project 
Management, U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555. 
Copies of the Commission’s staff 
safety evaluation report and final en­
vironmental statement, when availa­
ble, may be purchased at current 
rates, from the National technical In­
formation Service, Department of 
Commerce, 5285 Port Royal Road, 
Springfield, Va. 22161.

For the Nuclear Regulatory Com­
mission.

Dated at Bethesda, Md., this 28th 
day of July 1978.

J ohn  F . S tolz,
Chief, Light Water Reactors 

Branch 1, Division of Project 
Management.

[FR Doc. 78-20752 Filed 7-27-78; 8:45 am]

[7 5 9 0 -0 1 ]

[Docket No. P-657A]

NEW  YORK STATE ELECTRIC A GAS CORP.
A N D  LO NG ISLAND LIGHTING CO.

Receipt o f A tto rney  G eneral’s A dvice and Time
for Filing o f Petitions to  In tervene  on A nti­
trust M atters

The Commission has received, pur­
suant to section 105c of the Atomic 
Energy Act of 1954, as amended, the 
following advice from the Attorney 
General of the United States, dated 
July 14, 1978 with respect to a con­
struction permit application for Nucle­
ar Power Station/New Haven—Stuyve- 
sant Sites, Units 1 and 2:

You have requested our advice pursuant 
to section 105 of the Atomic Energy Act, as 
amended, in regard to the above cited appli­
cation by New York State Electric & Gas 
Corp. on behalf of itself and Long Island 
Lighting Co. (Lilco).

Both of the applicants have been the sub­
ject of prior antitrust "advice letters written 
by the Department. On January 7, 1975, we 
rendered antitrust advice on an application 
by Lilco to construct the Jamesport Nuclear 
Power Station, Units 1 and 2. Most recently, 
on January 26, 1978, we rendered antitrust 
advice concerning New York State with re­
spect to its application to participate in the 
Jamesport Nuclear Power Station, Units 1 
and 2. We also rendered antitrust advice on 
December 27, 1974, regarding New York 
State’s application to construct the Somer­
set Nuclear Station, Units 1 and 2.

In each of the above-referenced letters we 
advised of our conclusion that the activities 
under the licenses applied for would not 
create or maintain a situation inconsistent 
with the antitrust laws.
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Since the last antitrust advice letters were 

written Lilco has had a change in its oper­
ations that merits notation.

In April, 1978, the Greenport New York 
Municipal Electric System, which until that 
time had been isolated, interconnected with 
Lilco. The Greenport system has a peak of 
about 3 MW. In addition, Greenport, as well 
as Freeport and Rockville Centre, the only 
two other comparatively small municipal 
utilities in Lilco’s • service area, have ob­
tained commitments from the Power Au­
thority of the State of New York (PASNYO 
to supply their bulk power needs. Lilco, as 
well as other investor-owned utilities in the 
State of New York, have agreed to transmit 
that power from the PASNY transmission 
system to the three municipal systems.

After examination of the current applica­
tion and review of the relevant data, we 
have concluded that no intervening circum­
stances have occurred to warrant a reversal 
of the advice given with respect to the appli­
cants in the above-cited antitrust letters.

We express no opinion, however, concern­
ing the legality under the antitrust laws of 
the manner in which, or any arrangements 
pursuant to which, the plants will be oper­
ated, should they differ from or extend 
beyond those matters specifically disclosed 
in the application.

Accordingly, from the information availa­
ble to us at the present time we conclude 
that no antitrust hearing by the Nuclear 
Regulatory Commission will be required 
with respect to this application.

Any person whose interest may be 
affected by this proceeding may, pur­
suant to § 2.714 of the Commission’s 
“Rules of Practice”, 10 CFR Part 2, 
file a petition for leave to intervene 
and request a hearing on the antitrust 
aspects of the application. Petitions 
for leave to intervene and requests for 
hearing shall be filed by August 27, 
1978, either (1) by delivery to the NRC 
Docketing and Service Section at 1717 
H Street NW., Washington, D.C. or (2) 
by mail or telegram addressed to the 
Secretary, U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555, 
Attn: Docketing and Serviceu Section.

For the Nuclear Regulatory Com­
mission.

J erome S altzman, 
Chief, Antitrust and Indemnity 

Group Office of Nuclear Reac­
tor Regulation.

[FR Doc. 78-20754 Filed 7-27-78; 8:45 am]

[7 5 9 0 -0 1 ]

[Docket No. 70-2623]

DUKE POWER CO.

O pportunity fo r Public Participation in Pro­
posed NRC Licensing Action for A m endm ent 
to M ateria ls  License S N M -17 7 3  fo r Oconee  
Nuclear Station Spent Fuel Transportation  
and Storage a t McGuire Nuclear Station

The U.S. Nuclear Regulatory Com­
mission (the Commission) is giving 
public notice that it is considering an 
application for amendment to ̂ Special 
Nuclear Material License No. SNM-

1773 issued pursuant to 10 CFR Part 
70 to authorize the receipt and storage 
of Oconee Nuclear Station spent fuel 
at the McGuire Nuclear Station.

The proposed amendment would au­
thorize the receipt and storage of 
Oconee Nuclear Station spent fuel at 
the McGuire facility in accordance 
with the licensee’s application for 
amendment dated March 9, 1978. Ac­
tivities for which additional authoriza­
tion is sought involve receipt, posses­
sion, inspection and storage of spent 
nuclear fuel from the licensee’s. 
Oconee Nuclear Facility in Oconee 
County, S.C., at the licensee’s 
McGuire facility located in Mecklen­
burg County, N.C., including transport 
of the Oconee spent fuel by truck be­
tween the two sites. The activities 
being reviewed also include storage of 
Oconee irradiated fuel with the spent 
fuel to be generated by the operation 
of the McGuire facility. In its license 
amendment Duke Power Co. also re­
quested certain special arrangements 
with respect to Price-Anderson Act in­
demnification. This request is under 
consideration by the Commission as a 
separate matter, and it will be the sub­
ject of a separate action, including any 
public notice required. Issuance of an 
operating license for the McGuire Nu­
clear facility is presently under consid­
eration in a separate proceeding pur­
suant to 10 CFR Part 50 in Docket 
Nos. 50-369 and 50-370.

The NRC will not issue the license 
amendment for storage of Oconee 
spent fuel at the McGuire Nuclear 
Station spent fuel pool (1) until the 
Completion of a safety evaluation on 
the licensee’s request and the comple­
tion of environmental evaluations 
made pursuant to 10 CFR Part 51; and
(2) unless favorable findings required 
by the Atomic Energy Act of 1954, as 
amended (the act), and the NRC’s 
rules and regulations have been made.

The NRC will complete an environ­
mental evaluation in accordance with 
10 CFR Part 51 to determine if the 
preparation of an environmental 
impact statement, or negative declara­
tion and environmental appraisal is 
warranted. This action will be the sub­
ject of a separate notice in the F eder­
al R egister.

On or before August 28, 1978, the li­
censee may file a request for a hearing 
and any member of the public whose 
interest may be affected by the pro­
ceeding may file a request for a public 
hearing in the form of a petition for 
leave to intervene with respect to 
whether the proposed amendment to 
SNM-1773 should be issued.

Petitions for leave to intervene must 
set forth the interest of the petitioner 
in the proceeding, how that interest 
may be affected by the results of the 
proceeding, and the specific aspect(s) 
of the subject matter of the proceed­

ing as to which petitioner wishes to in­
tervene. Such petitions must be filed 
in accordance with the above-refer­
enced F ederal R egister Notice and 
must be filed with the Secretary of 
the Commission, U.S. Nuclear Regula­
tory Commission, Washington, D.C. 
20555, Attention: Docketing and Serv­
ice Section, by August 28, 1978. A copy 
of the petition and/or request for 
hearing should be sent to the Execu­
tive Legal Director, U.S. Nuclear Reg­
ulatory Commission, Washington, D.C. 
20555, and to Duke Power Co., c/o W. 
L. Porter, Esq., Associate General 
Counsel, Legal Department, 422 South 
Church Street, Charlotte, N.C. 28242, 
attorney for the applicant. Any ques­
tions or requests for additional infor­
mation regarding the context of this 
notice should be addressed to the 
Chief Hearing Counsel, Office of the 
Executive Legal Director, U.S. Nuclear 
Regulatory Commission, Washington, 
D.C.20555.

The Carolina Environmental Study 
Group was previously admitted as an 
Intervenor In the Matter of Duke 
Power Company (William B. McGuire 
Nuclear Station, Units 1 and 2) Docket 
Nos. 50-369, 50-370, a separate operat­
ing license application proceeding. On 
May 23, 1978, the Carolina Environ­
mental Study Group filed a motion 
(“Motion to Reopen Environmental 
Hearing to Add Contention (2)”) in 
the McGuire operating license pro­
ceeding that seeks to raise a conten­
tion relating to the proposed transpor­
tation and storage of Oconee spent 
fuel at the McGuire facility pursuant 
to the application for amendment of 
the Special Nuclear Material License 
SNM-1773. The Carolina Environmen­
tal Study Group’s motion is being 
treated as a request for hearing pursu­
ant to 10 CFR §2.105. This notice is 
being issued based on the determina­
tion that an opportunity for hearing 
should be afforded pursuant to the 
Carolina Environmental Study 
Group’s request. Carolina Environ­
mental Study Group’s motion of May 
23, 1978, is deemed to be filed pursu­
ant to this notice of application for 
amendment to License No. SNM-1773 
as of the first day of publication of 
this notice in the F ederal R egister, 
provided, however, that the Carolina 
Environmental Study Group may file 
a statement within the thirty- (30) day 
intervention period indicating that it 
does not wish to participate in the 
SNM-1773 license amendment pro­
ceedings, or it may elect to file any ad­
ditional material with respect to the 
specific aspect or aspects of Duke 
Power Company’s application to 
amend SNM-1773 on which it wishes 
to intervene.

Not later than fifteen (15) days prior 
to any prehearing conference sched­
uled in the proceeding, the petitioner
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shall file a supplement to the petition 
t e  intervene which must include a list 
of the contentions which are sought to 
be litigated in the matter, and the 
bases for each. All petitions will be 
acted upon by the Commission or the 
Licensing Board, designated by the 
Commission or by the Chairman of 
the Atomic Safety and Licensing 
Board Panel. Timely petitions will be 
considered to determine whether a 
hearing should be noticed or another 
appropriate order issued regarding the 
disposition of the petitions.

In the event that a hearing is held 
and a person is permitted to intervene, 
that person becomes a party to the 
proceeding and has a right to partici­
pate fully in the conduct of the hear­
ing. For example, that person may 
present evidence and cross-examine 
witnesses.

A copy of the F ederal R egister 
Notice is available for public inspec­
tion at the Commission’s Public Docu­
ment Room, 1717 H Street NW., 
Washington, D.C., and at the local 
Public Document Rooms at the Public 
Library of Charlotte and Mecklenburg 
County, ; 310 North Tryon Street, 
Charlotte, N.C. 28202, between the 
hours of 9 a.m. and 9 p.m. weekdays, 9 
a.m. and 6 p.m. on Saturday and 2 p.m. 
and 6 p.m. on Sunday, and at the 
Oconee County Library, 201 South 
Spring Street, Walhalla, S.C. 29691, 
between the hours of 10 a.m. and 9 
p.m. on Monday, 9 a.m. and 5 p.m. 
Tuesday through Friday, and 9 a.m. 
and 12 noon on Saturday. The Com­
mission has arranged for other docu­
ments and correspondence relating to 
the proposed amendment to the Spe­
cial Nuclear Material License No. 
SNM-1773 to be kept at the same loca­
tions.

Dated at Silver Spring, Md., this 
14th day of July, 1978.

For the Nuclear Regulatory Com­
mission.

R ichard W. S tarostecki, 
Chief, Fuel Reprocessing and Re­

cycle Branch Division of Fuel 
Cycle and Material Safety.

[FR Doc. 78-20753 Filed 7-27-78; 8:45 am]

[759<M >1]

[Docket No. PRM-31-3]

R. F. NACHREINER  

Filing o f Petition fo r Rulemaking

Notice is hereby given that Dr. R. F. 
Nachreiner by letter dated June 19, 
1978, has filed with the Nuclear Regu­
latory Commission a petition for rule- 
making to amend the Commission’s 
regulation “General Domestic Li­
censes for Byproduct Material,” 10 
CFR Part 31.

The petitioner requests the Commis­
sion to amend section 31.11, general li­
cense for use of byproduct material 
for certain in vitro clinical or labora­
tory testing, to include veterinarians 
as general licensees. The petitioner 
states that:

It has been brought to my attention that 
licensed veterinarians are not eligible to reg­
ister on Form AEC-483 for in vitro testing 
under the terms of the general license pro­
vided for in section 31.11 of 10 CFR Part 31. 
Rather, veterinarians must request a specif­
ic byproduct material license on form AEC- 
313. It is also my understanding that the fee 
for the specific byproduct license will be 
$190. Since more veterinarians are receiving 
postgraduate training in clinical pathology 
and upgrading their diagnostic facilities 
considerably, I believe it is a hindrance to 
progress to require a different license than 
that extended to physicians. The small 
quantity used and similarity of use to that 
of a physician (specifically, RIA use) [Ra­
dioimmunoassay] would imply a similar 
type licensure for veterinarians. Would you 
please consider having this type of licensure 
for veterinarians also?

A copy of the petition for rulemak­
ing is available for public inspection in 
the Commission’s Public Document 
Room, 1717 H Street, NW., Washing­
ton, D.C. A copy of the petition may 
be obtained by writing to the Rules 
and Procedures Branch, Division of 
Rules and Records, Office of Adminis­
tration, U.S. Nuclear Regulatory Com­
mission, Washington, D.C. 20555.

All persons who desire to submit 
written comments or suggestions con­
cerning the petition for rulemaking 
should send their comments to the 
Secretary of the Commission, U.S. Nu­
clear Regulatory Commission, Wash­
ington D.C. 20555, Attention: Docket­
ing and Service Branch, By September 
26, 1978.

Dated at Washington, D.C. this 21st 
day of July, 1978.

For the Nuclear Regulatory Com­
mission.

S amuel J. Ch il k , 
Secretary of the Commission.

[FR Doc. 78-20898 Filed 7-27-78; 8:45 am]
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ADVISO R Y COMMITTEE O N  REACTOR SAFE­
GUARDS, SUBCOMMITTEE O N  EMERGENCY 
CORE C O O LIN G  SYSTEMS (ECCS)

M eeting

The ACRS Subcommittee on Emer­
gency Core Cooling will hold an open 
meeting on August 14, 1978 at the 
Westbank Motel Coffee Shop, 475 
River Parkway, Idaho Falls, Idaho 
83401, to review the status of research 
projects related to LOFT, SEMIS­
CALE, thermal-hydraulic aspects of 
the Power Burst Facility (PBF), and 2- 
phase flow instrumentation. Notice of 
this meeting was published at 43 FR

26162 and 30631, June 16 and July 17, 
1978, respectively.

In accordance with the procedures 
outlined in the F ederal R egister on 
October 31, 1977 (42 FR 56972), oral or 
written statements may be presented 
by members of the public, recordings 
will be permitted only during those 
portions of the meeting when a tran­
script is being kept, and questions may 
be asked only by members of the sub­
committee, its consultants, and staff. 
Persons desiring to make oral state­
ments should notify the designated 
Federal employee as far in advance as 
practicable so that appropriate ar­
rangements can be made to allow the 
necessary time during the meeting for 
such statements.

The agenda for subject meeting 
shall be as follows:
Monday, August 14, 1978; 8:30 a.m. until the

conclusion of business.
The subcommittee may meet in executive 

session, with any of its consultants who may 
be present, to explore and exchange their 
preliminary opinions regarding matters 
which should be considered during the 
meeting and to formulate a report and rec­
ommendations to the full committee.

At the conclusion of the executive session, 
the subcommittee will hear presentations by 
and hold discussions with representatives of 
the NRC Staff, the Idaho National Engi­
neering Laboratory (INEL), and their con­
sultants, pertinent to the above topics. The 
subcommittee may then caucus to deter­
mine whether the matters identified in the 
initial session have been adequately covered 
and whether the project is ready for review 
by the full committee.

Further information regarding 
topics to be discussed, whether the 
meeting has been cancelled or resche­
duled, the chairman’s ruling on re­
quests for the opportunity to present 
oral statements and the time allotted 
therefore can be obtained by a prepaid 
telephone call to the designated Fed­
eral employee for this meeting, Dr. 
Andrew L. Bates, telephone 202-634- 
3267, between -8:15 a.m. and 5 p.m., 
e.s.t.j

Dated: July 26,1978.
J ohn C. H oyle, 

Advisory Committee 
Management Officer.

[FR Doc. 78-21132 Filed 7-27-78; 9:09 am]

[3 1 1 0 -0 1 ]

OFFICE OF MANAGEMENT AND 
BUDGET

CLEARANCE OF REPORTS 

List o f requests

The following is a list of requests for 
clearance of reports intended for use 
in collecting information from the 
public received by the Office of Man­
agement and Budget on July 24, 1978 
(44 U.S.C. 3509). The purpose of pub-
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lishing this list in the F ed er a l  R e g is ­
ter  is to inform the public.

The list includes the title of each re­
quest received; the name of the agency 
sponsoring the proposed collection of 
information; the agency form 
number(s), if applicable; the frequency 
with which the «information is pro­
posed to be collected; an indication of 
who will be the respondents to the 
proposed collection; the estimated 
number of responses; the estimated 
burden in reporting hours; and the 
name of the reviewer or reviewing divi­
sion or office.

Requests for extension which appear 
to raise no significant issues are to be 
approved after brief notice through 
this rèlease.

Further information about the items 
on this daily list may be obtained from 
the Clearance Office, Office of Man­
agement and Budget,^ Washington, 
D.C. 20503, 202-395-4529, or from the 
reviewer listed.

N e w  F o r m s

DEPARTMENT OP HOUSING ANft URBAN 
DEVELOPMENT

Government National Mortgage Associ­
ation:

Schedule of Pooled Mortgages—Mobile 
Home, HUD-1725, on occasion, 2,000 
mortgage bankers, Caywood, D. P., 395- 
3443.

Schedule of Pooled Project Mortgages, 
HUD-1721, on occasion,x 90 mortgage 
bankers, Caywood, D. P., 395-3443.

R e v i s i o n s

DEPARTMENT OF COMMERCE

Bureau of Census, Survey of Local Govern­
ment Finances (school system) F-33A and 
33B, annually, State and local public offi­
cials, 6,600 responses, 6,600 hours, Offfice 
of Federal Statistical Policy and Standard, 
Laveme V. Collins, 673-7956.

DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE

National Center for Education Statistics, 
Salaries, Tenure, and Fringe Benefits of 
Full-Time Instructional Facility 78-79, 
NCES 2300-3, annually, colleges and uni­
versities, 3,100 responses, 9,300 hours, 
Office of Federal Statistical Policy and 
Standard, Laveme V. Collins, 673-7956.

E x t e n s i o n s

GENERAL SERVICES ADMINISTRATION

Contractor’s Statement of Contingent or 
Other Fees, 119, on occasion, contract 
pricing, 3,700 responses, 3,700 hours, 
Office of Federal Statistical Policy and 
Standard, 673-7956.

Contract Pricing Proposal (research and de­
velopment), OF-60, on occasion contract 
pricing, 5,000 responses, 15,000 hours, 
Office of Federal Statistical Policy and 
Standard, 673-7956.

Contract Pricing Proposal, OF-59, on occa­
sion, contract pricing, 5,000 responses,
15,000 hours, Office of Federal Statistical 
Policy and Standard, 673-7956.

PENSION BENFIT GUARANTY CORPORATION

Survey Form for Multiemployer Termina­
tion Insurance Program, single time, mul­
tiemployer pension plans, 26 responses, 
104 hours, Office of Federal Statistical 
Policy and Standard, Strasser, A., 673- 
7956.\

V  DEPARTMENT OF COMMERCE

Bureu of Census, November 1976 Voting 
Supplement, CPS-1 and 260, single time, 
households respondents 56,000 households 
in 11/78 CPS samples, Office of Federal 

\Statistical Policy and Standard, 673-7956.
D a v id  R .  L e u t h o l d , 

Budget and Management 
Officer.

IFR Doc. 78-21029 Filed 7-27-78; 8:45 am]
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CLEARANCE OF REPORTS 

List o f Requests

The following is a list of requests for 
clearance of reports intended for use 
in collecting information from the 
public received by the Office of Man­
agement and Budget on July 25, 1978 
(44 U.S.C. 3509). The purpose of pub­
lishing this list in the F ed er a l  R e g is ­
t e r  is to inform the public.

The list includes the title of each re­
quest received; the name of the agency 
sponsoring the proposed collection of 
information; the agency form 
number(s), if applicable; the frequency 
with which the information is pro­
posed to be collected; an indication of 
who will be the respondents to the 
proposed collection; the estimated 
number of responses; the estimated 
burden in reporting hours; and the 
name of the reviewer or reviewing divi­
sion or office.

Requests for extension which appear 
to raise no significant issues are to be 
approved after brief notice through 
this release.

Further information about the items 
on this daily list may be obtained from 
the Clearance Office, Office of Man­
agement and Budget, Washington, 
D.C. 20503, 202-395-4529, or from the 
reviewer listed.

N e w  F o r m s

n a t io n a l  e n d o w m e n t  f o r  t h e  h u m a n i t i e s

Application Form—Practitioners Seminars, 
annually, 3,500 seminar programs, Warren 
Topelius, 395-6132.

Program Development Application Face 
Sheet, quarterly, 150 interested appli­
cants, Warren Topelius, 395-6132.

Media Application Face Sheet, quarterly, 
300 interested applicants, Warren Tope­
lius, 395-6132.

Museums and Historical Organization Ap­
plication Fact Sheet, quarterly, 800 inter­
ested applicants, Budget Review Division, 
Warren Topelius, 395-4775.

Challenge Grant Application Face Sheet, 
NEH CG-2, annually, 300 humanities in-

stitutions, Budget Review Division, 
Warren Topelius, 395-4775.

Cultural Institutions Application Form, an­
nually, 30 cultural institutions in 175 large 
metropolitan areas, Budget Review Divi­
sion, Warren Topelius, 395-4775.

Public Libraries Application Face Sheet, 
quarterly, 300 interested applicants, 
Budget Review Division, Warren Topelius, 
395-4775.

Report of Contributions, Exhibit B, annual­
ly, 350 humanities institutions, Budget 
Review Division, Warren Topelius, 395- 
4775.

Application Face Sheets, NEH Youth Pro­
jects, semiannually, 150 nonprofit organi­
zations, Budget Review Division, Warren 
Topelius, 395-4775.

Instructions for Applicants, on occasion, 25 
nonprofit and professional associations, 
Budget Review Division, Warren Topelius, 
395-4775.

Guideline for Publications Programs, on oc­
casion, 1,000 scholarly presses, Warren To­
pelius, 395-6132.

Application Face Sheet, S um m ary Sheet, 
and Postal Cards, on occasion, 100 individ­
uals and any U.S. nonprofit group, Budget 
Review Division, Warren Topelius, 395- 
4775.

Standard Budget Form, on occasion, 10,000 
potential grantees, Warren Topelius, 395- 
6132.

Application Form—Professions Program - 
Law Teacher, seminars, annually, 200 indi­
viduals, Warren Topelius, 395-6132. 

Application Form—Centers for Advanced 
Study, annually, 40 research centers, 
Warren Topelius, 395-6132.

DEPARTMENT OF LABOR

Occupational Safety and Health Adminis­
tration, designation of competent person 
and log of inspection and tests by compe­
tent person, OSHA-73 and 74, on occasion, 
625 shipyards, Strasser, A., 395-6132.

R e v i s i o n s

NATIONAL ENDOWMENT FOR THE HUM ANITIES

Application Instructions, NEH-2, on occa­
sion, scholars at all kinds of institutions, 
700 responses, 175 hours, Warren Tope­
lius, 395-6132.

DEPARTMENT OF LABOR

Employment Standards Administration: 
Medical History and Examination for Coal 

Mine Workers’ Pneumoconiosis, CM- 
988, on occasion, examining physicians,
8.000 responses, 4,000 hours, Richard Ei- 
singer, 395-3214.

Roentgenographic Interpretation, CM- 
933, on occasion, hospitals, physicians,
40.000 responses, 20,000 hours, Clear­
ance Office, 395-3772.

Miner’s Claim for Benefits and Employ­
ment History, CM-911 and 911A, on oc­
casion, current and former coal miners,
40.000 responses, 40,000 hours, Strasser, 
A., 395-6132.

E x t e n s i o n s

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service, report of child 
nutrition operations, FNS-10, monthly, 
State Education Agencies, 672 responses, 
672 hours, Ellett, C. A., 395-6132.
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric Adminis­
tration, report of fish and shellfish caught 
or purchased from fishermen, NOAA 88- 
12, monthly, wholesale dealers of fishery 
products and fishermen dealers, 4,690 re­
sponses, 1,170 hours, Clearance Office, 
395-3772.

D avid R. Leuthold, 
Budget and Management 

Officer.
[PR Doc. 78-21089 Filed 7-27-78; 8:45 am]

[8 0 2 5 -0 1 ]

SMALL BUSINESS ADMINISTRATION

[Proposal No. 05/05-0130]

FEDERATED CAPITAL CORPORATION

Application fo r a  License as a  Small Business 
Investm ent Com pany

Notice is hereby given of the filing 
of an application with the Small Busi­
ness Administration (SBA) pursuant 
to § 107.102 of the SBA regulations (13 
CFR 107.102 (1977)) by Federated 
Capital Corp., 20000 West 12 Mile 
Road, Southfield, Mich. 48076 for a li­
cense to operate as a small business in­
vestment company (SBIC) under the 
provisions of the Small Business In­
vestment Act of 1958 (the act), as 
amended (15 U.S.C. 661 et seq.).

The proposed officers, directors, and 
shareholders are:

Name and Address, Title and Relationship
Louis P. Ferris, Jr., president, treasurer, and 

director, percent of ownership, none, 7031 
Warren Road, Ann Arbor, Mich. 48105. 

Carl A. Scarborough, senior vice president, 
percent of ownership, none, 3715 Wells 
Drive, Parlin, N.J. 08859.

Jerold T. Pogue, vice , president, percent of 
ownership, none, 26030 Lila Lane, Dear­
born Heights, Mich. 48127.

Susan M. Troyer, secretary, percent of own­
ership, none, 570 Lindsay, Plymouth, 
Mich. 48170.

Federated Financial Reserve Corp., percent 
of ownership, 100, 20000 West 12 Mile 
Road, Southfield, Mich. 48076.
Federated Financial Reserve Corp.’s 

principal business activity is to provide 
equipment financing and leasing ser­
vices with credit worthy equipment 
users by purchasing such equipment 
upon execution of required agree­
ments. All of the outstanding capital 
stock of Federated Financial Reserve 
Corp. is owned by Mr. Louis P. Ferris, 
Jr.

The applicant proposes to begin op­
erations with a capitalization of at 
least $300,000 and will be a source of 
equity capital and long-term loan 
funds for qualified small business con­
cerns.

Matters nvolved in SPA’s considera­
tion of the application include the 
general business reputation and char­
acter of the proposed owners and man­

agement, and the probability of suc­
cessful operations of the new company 
under their management, including 
adequate profitability and financial 
soundness, in accordance with the act 
and regulations.

Notice is further given that any 
person may, not later than August 14, 
1978, submit written comments on the 
proposed SBIC to the Deputy Asso­
ciate Administrator for Investment, 
Small Business Administration, 1441 L 
Street NW., Washington, D.C. 20416.

A copy of this notice will be pub­
lished in a newspaper of general circu­
lation in Southfield, Mich.
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business Invest­
ment Companies.)

Dated: July 21, 1978.
P eter F . M cN e ish , 

Deputy Associate Administrator 
for Investment

[FR Doc. 78-20875 Filed 7-27-78; 8:45 am]

[8 0 2 5 -0 1 ]

[Declaration of Disaster Loan Area No.
1499]

ILLINOIS

D eclaration o f Disaster Loan A rea

St. Clair County and adjacent coun­
ties within the State of Illinois consti­
tute a disaster area as a result of 
damage caused by flooding which oc­
curred on March 25, 1978, through 
April 30, 1978. Eligible persons, firms, 
and organizations may file applica­
tions for loans for physical damage 
until the close of business on Septem­
ber 18, 1978, and for economic injury 
until the close of business on April 19, 
1979, at:

Small Business Administration, Branch 
Office, Illinois National Bank Building, One 
North Old State Capitol Plaza, Springfield, 
111. 62701.
or other locally announced locations.
(Catalog of Federal Domestic Assistance 
Program Nos. 59002 and 59008.)

Dated: July 19, 1978.
P atricia M. Cloherty, 

Acting Administrator.
[FR Doc. 78-20873 Filed 7-27-78; 8:45 am].

[Declaration of Disaster Loan Area No.
1504]

MISSOURI

Declaration o f Dicaster Loan A rea

St. Louis County and adjacent coun­
ties within the State of Missouri con­
stitute a disaster area as a result of 
damage caused by heavy rains and 
flooding which occurred on July 14 
and 15, 1978. Eligible persons, firms, 
and organizations may file applica­
tions for loans for physical damage

until the close of business on Septem­
ber 21, 1978, and for economic injury 
until the close of business on April 23, 
1979, at:

Small Business Administration, District 
Office, Suite 2500, Mercantile Tower, Mer­
cantile Center, St. Louis, Mo. 63101.

or other locally announced locations.
(Catalog of Federal Domestic Assistance 
Program Nos. 59002 and 59008.)

Dated: July 21,1978.
A. V ernon W eaver, 

Administrator. 
[FR Doc. 78-20874 Filed 7-27-78; 8:45 am]

[4 7 1 0 -0 7 ]

DEPARTMENT OF STATE 

[CM-8/80]

SHIPPING C O O R D IN ATIN G  COMMITTEE

SUBCOMMITTEE O N  SAFETY OF LIFE AT SEA 

Notice o f M eeting

The Working Group on Radiocom­
munications of the Shipping Coordi­
nating Committee’s Subcommittee on 
Safety of Life at Sea (SOLAS) will 
conduct an open meeting at 1:30 p.m. 
on Thursday, August 17, 1978 in room 
8442 of the Department of Transpor­
tation, 400 Seventh Street SW., Wash­
ington, D.C.

The purpose of the meeting is to 
prepare position documents for the 
nineteenth session of the Subcommit­
tee on Radiocommunications of the 
Intergovernmental Maritime Consul­
tative Organization (IMCO), to be 
held in London September 4-8, 1978. 
In particular, the SOLAS Working 
Group will discuss the following 
topics:

Code of safety requirements for 
mobile offshore drilling units;

Operational standards for shipboard 
radio equipment;

Revision of Resolution A.283 (VIII 
Maritime Distress System).

Requests for further information 
should be directed to Lt. R. F. Carlson, 
Ü.S. Coast Guard (G/OTM/74), Wash­
ington, D.C. 20590, telephone 202-426- 
1345.

The Chairman will entertain com­
ments from the public as time permits.

Carl T aylor, Jr.
Acting Director, Shipping 

Coordinating Committee.
[FR Doc. 78-20916 Filed 7-27-78; 8:45 am]
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[CM-8/81]

STUDY GROUP 5 OF THE U.S. O R G A N IZA TIO N
FOR THE INTERNATIONAL R AD IO  CONSUL­
TATIVE COMMITTEE (CCIR)

Notice o f M eeting

The Department of State announces 
that Study Group 5 of the U.S. Orga­
nization for the International Radio 
Consultative Committee (CCIR) will 
meet on August 22, 1978, from 9:30 
a.m. until 12 noon in Conference 
Room 3 of the Automation Industries 
Inc.-VITRO Labs, 2361 South Jeffer­
son Davis Highway, Arlington, Va.

Study Group 5 deals with propaga­
tion of radio waves (including radio 
noise) at the surface of the Earth, 
through the nonionized regions of the 
Earth’s atmosphere, and in space 
where the effect of ionization is negli­
gible. The purpose of the meeting is 
preparation for the Special Preparato­
ry Meeting for the 1979 World Admin­
istrative Radio Conference.

Members of the general public may 
attend the meeting and join in the dis­
cussions subject to instructions of the 
Chairman.

Requests for further information 
should be directed to G. Huffcutt, 
State Department, Washington, D.C. 
20520, telephone 202-632-2592.

Dated: July 20, 1978.
R ichard E. S hrum , 

Acting Director, Office of Inter­
national Communications 
Policy.

[PR Doc. 78-20917 Piled 7-27-78; 8:45 am]

[4 7 1 0 -0 7 ]

[CM-8/82]

SHIPPING C O O R D IN ATIN G  COMMITTEE  

SUBCOMMITTEE O N  SAFETY AT SEA 

Notice o f M eeting

The Working Group on Fire Protec­
tion of the Shipping Coordinating 
Committee’s Subcommitte on Safety 
of Life at Sea (SOLAS) will conduct an 
open meeting at 9:30 a.m. on Wednes­
day, September 13, 1978, in Room 8236 
of the Department of Transportation, 
400 Seventh Street SW., Washington, 
D.C.

The purpose of the meeting is to: 
Review the outcome of the 21st ses­
sion (January 23-27, 1978); prepare 
documents for submittal to the 22d 
session of IMCO Subcommittee on 
Fire Protection; review recently sub­
mitted documents by other delega­
tions to determine if a response is ap­
propriate or required; discuss Ro/Ro 
fire safety; discuss future concepts for 
fire protection of machinery spaces;

discuss improvements to Chapter II-2 
of SOLAS 1974.

Requests for further information 
should be directed to Mr. Daniel F. 
Sheehan, U.S. Coast Guard (B-MMT- 
4/82), Washington, D.C. 20590, tele­
phone (202)426-2197.

The chairman will entertain com­
ments from the public as time permits.

Carl T aylor, Jr., 
Acting Director,

Shipping Coordinating Committee.
[FR Doc. 78-20918 Filed 7-27-78; 8:45 am]

[ 4 7 1 0 -0 7 ]

[CM-8/83]

ADVISO R Y COMMITTEE O N  TRANSNATIO NAL  
ENTERPRISES

Notice o f M eeting

The Department of State will hold a 
meeting on August 17 of the Working 
Group on Transborder Data Flows of 
the Advisory Committee on Transna­
tional Enterprises. The Working 
Group will meet from 9:30 a.m. until 
12:30 p.m. The meeting will be held in 
Room 1105 of the State Department, 
2201 C Street NW., Washington, D.C. 
The meeting will be open to the 
public.

The purpose of the meeting will be 
to discuss ongoing work in internation­
al bodies in the area of transborder 
data flows. In particular, the Working 
Group will focus its discussion on the 
work of the Organization for Econom­
ic Cooperation and Development in 
drafting “guidelines” relating to inter­
national data flows. The Group will 
examine the results of the July 10-12 
meeting of the OECD drafting group, 
and consider possible next steps in for­
mulating such guidelines.

Requests for further information on 
the meeting should be directed to 
Richard Kauzlarich, Department of 
State, Office of Investment Affairs, 
Bureau of Economic and Business Af­
fairs, Washington, D.C. 20520. He may 
be reached by telephone on (area code 
202) 632-2728.

Members of the public wishing to 
attend the meeting must contact Mr. 
Kauzlarich’s office in order to arrange 
entrance to the State Department 
building.

The chairman of the Working 
Group will, as time permits, entertain 
oral comments from members of the 
public attending the meeting.

Dated: July 20, 1978.
R ichard D . Kauzlarich , 

Executive Secretary.
[FR Doc. 78-20919 Filed 7-27-78; 8:45 am]

[4 5 1 0 -2 9 ]
[4 8 3 0 -0 1 ]

DEPARTMENT OF THE TREASURY
In ternal Revenue Service

DEPARTMENT OF LABOR
Pension and W e lfa re  B enefit Programs 

[Prohibited Transaction Exemption 78-11] 
LEO F. Q U IN N , P.A. PROFIT SHARING TRUST 

G rant o f Indiv idual Exemption

AGENCIES: Department of the Treas- 
ury/Intemal Revenue Service, Depart­
ment of Labor.
ACTION: Grant of individual exemp­
tion.
SUMMARY: This exemption enables 
the Leo F. Quinn, P.A. Profit Sharing 
Trust (the Trust) to sell certain trust 
assets to Drs. Jacob L. Raney, Charles 
G. Dalbey and Leo F. Quinn, who are 
officers, directors, 10 percent or more 
shareholders and highly compensated 
employees of Leo F. Quinn, P.A. (the 
Employer).
FOR FURTHER INFORMATION 
CONTACT:

Timothy Smith of the Prohibited 
Transactions Staff of the Employee 
Plans Division, Internal Revenue 
Service, 1111 Constitution Avenue 
NW., Washington, D.C. 20224 (At­
tention: E:EP:PT:1) (202-566-6761). 
This is not a toll free number. *

SUPPLEMENTARY INFORMATION: 
On April 25, 1978, notice was pub­
lished in the F ederal R egister (43 FR 
17561) of the pendency before the In­
ternal Revenue Service and the De­
partment of Labor (the Agencies) of 
an exemption from the taxes imposed 
by section 4975 (a) and (b) of the In­
ternal Revenue Code of 1954 (the 
Code) by reason of section 4975(c)(1) 
(A), (D) and (E) of the Code and from 
the provisions of section 406(a)(1) (A) 
and (D), 406(b)(1) and 406(b)(2) of the 
Employee Retirement Income Securi­
ty Act of 1974 (the Act), for a transac­
tion described in an application sub­
mitted by the employer and the trust­
ees of the Trust. The notice set forth a 
summary of the facts and representa­
tions contained in the application for 
exemption and referred interested per­
sons to the application for a complete 
statement of the facts and representa­
tions. The application has been availa­
ble for public inspection at the Agen­
cies in Washington, D.C. The notice 
also invited interested persons to 
submit comments on the requested ex­
emption to the Internal Revenue Serv­
ice (the Service). In addition, the 
notice stated that any interested 
person might submit a written request 
that a hearing be held relating to this 
exemption. No public comments and 
no requests for a hearing were re­
ceived by the Service.
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G eneral I nformation

The attention of interested persons 
is directed to the following:

(1) The fact that a transaction is the 
subject of an exemption granted under 
section 4975(c)(2) of the Code and sec­
tion 408(a) of the act does not relieve a 
fiduciary or party in interest or dis­
qualified person with respect to a plan 
to which the exemption is applicable 
from certain other provisions of the 
Code and the act. These provisions in­
clude any prohibited transaction pro­
visions to which the exemption does 
not apply and the general fiduciary re­
sponsibility provisions of section 404 
of the act, which among other things 
require a fiduciary to discharge his 
duties respecting the plan solely in the 
interests of the participants and bene­
ficiaries of the plan and in a prudent 
fashion in accordance with subsection 
(a)(1)(B) of section 404 of the act, nor 
does the fact the transaction is the 
subject of an exemption affect the re­
quirement of section 401(a) of the 
Code that a plan must operate for the 
exclusive benefit of the employees of 
the employer maintaining the plan 
and their beneficiaries.

(2) This exemption does not extend 
to transactions prohibited under sec­
tion 4975(c)(1)(F) of the Code and sec­
tion 406(b)(3) of the act.

(3) This exemption is supplemental 
to, and not in derogation of, any other 
provisions of the Code and the act, in­
cluding statutory or administrative ex­
emptions and transitional rules. Fur­
thermore, the fact that a transaction 
is subject to an administrative or stat­
utory exemption or transitional rule is 
not dispositive of whether the transac­
tion is in fact a prohibited transaction.

(4) This document does not meet the 
criteria for significant regulations set 
forth in paragraph 8 of the proposed 
Treasury directive appearing in the 
F ederal R egister for Wednesday, 
May 24, 1978 (43 FR 22319).

E xem ption

In accordance with section 4975(c)(2) 
of the Code and section 408(a) of the 
act and the procedures set forth in 
Rev. Proc. 75-26, 1975-1 C.B. 722, and 
ERISA Proc. 75-1 (40 FR 18471] April 
28, 1975), and based upon the entire 
record, the Agencies make the follow­
ing determinations:

(a) The exemption is administrative­
ly feasible;

(b) It is in the interests of the plan 
and of the participants and beneficia­
ries; and

(c) It is protective of the rights of 
participants and beneficiaries of the 
plan.
Accordingly, the following exemption 
is hereby granted under the authority 
of section 4975(c)(2) of the Code and 
section 408(a) of the act and in accord­
ance with the procedures set forth in

Rev. Proc. 75-26 and ERISA Proc. 75-
1.

The taxes imposed by section 4975 
(a) and (b) of the Code by reason of 
section 4975(c)(1) (A), (D) and (E) of 
the Code and the restrictions of sec­
tion 406(a)(1) (A) and (D), 406(b)(1) 
and 406(b)(2) of the act shall not 
apply to a transaction involving the 
sale of approximately 1.18 acres of 
land located in Boca Raton, Palm 
Beach County, Fla., by the Trust to 
Drs. Raney, Dalbey and Quinn for 
$90,000 cash, provided that this 
amount is not less than the fair 
market value of the property.

The availability of this exemption is 
subject to the express conditions that 
the material facts and representations 
contained in the application are true 
and complete and that the application 
accurately describes all material terms 
of the transaction consummated pur­
suant to the exemption.

Signed at Washington, D.C., this 
24th day of July 1978.

Ian  D. Lanoff,
Administrator for Pension and 

Welfare Benefit Programs, 
Labor-Management Services 
Administration, U.S. Depart­
ment of Labor.

F red J. O chs,
Director, Employee Plans Divi­

sion, Internal Revenue Serv­
ice.

[FR Doc. 78-20924 Filed 7-27-78; 8:45 am]

[4 8 1 0 -2 2 ]

DEPARTMENT OF THE TREASURY
Customs Service

BICYCLE TIRES A N D  TUBES FROM THE 
REPUBLIC OF KOREA

Prelim inary C ountervailing Duty D eterm ination

AGENCY: U.S. Customs Service, 
Treasury Department.
ACTION: Preliminary Countervailing 
Duty Determination.
SUMMARY: This notice is to inform 
the public that a countervailing duty 
investigation has resulted in a prelimi­
nary determination that the Govern­
ment of the Republic of Korea has 
given benefits which are considered to 
be bounties or grants on the manufac­
ture or exportation of bicycle tires and 
tubes within the meaning of the Coun­
tervailing Duty Law. A final determi­
nation will be made by December 29,
1978. Interested parties will have an 
opportunity to comment on this 
action.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

William Trujillo, U.S. Customs Serv­
ice, Office of Operations, Duty As­

sessment Division, Technical
Branch, 1301 Constitution Avenue
NW., Washington, D.C. 20229, 202-
566-5492.

SUPPLEMENTARY INFORMATION: 
On February 23, 1978, a notice of “Re­
ceipt of Countervailing Duty Petition 
and Initiation of Investigation” was 
published in the F ederal R egister (43 
FR 7495). The notice stated that a pe­
tition had been received alleging that 
benefits conferred by the Government 
of South Korea upon the manufac­
ture, production or exportation of bi­
cycle tires and tubes constitute the 
payment or bestowal of a bounty or 
grant within the meaning of section 
303, Tariff Act of 1930 as amended (19 
U.S.C. 1303).

For purposes of this notice the term 
“bicycle tires and tubes” means pneu­
matic bicycle tires, and tubes, of 
rubber or plastic, whether such tires 
and tubes are sold together as units or 
separately. Bicycle tires and tubes are 
covered under items 772.48 and 772.57, 
respectively, of the Tariff Schedules 
of the United States (TSUS).

Based upon the information received 
thus far, pursuant to an investigation 
conducted under § 159.47(c) of the 
Customs Regulations (19 CFR 
159.47(c)), there appear to be three 
programs that are utilized by Korean 
firms exporting bicycle tires and tubes 
to the United States which constitute 
bounties or grants within the meaning 
of the law. However, only one of the 
three firms exporting to the United 
States, Korea Inoue Kasei, receives 
benefits from these 'programs that in 
the aggregate exceed what we have in 
the past regarded as a de minimis 
amount. The aggregate benefits re­
ceived by Inoue were 0.50 percent ad 
valorem. Whether this is to be treated 
as de minimis in relation to the size of 
the regular duty or other criteria will 
be considered in connection with the 
final determination. The aggregate 
benefits received by the other two 
companies investigated, Dae Yung 
Tire & Rubber Co., Ltd., and Hung-A 
Industrial Co., Ltd. were 0.31 and 0.34 
percent, respectively, which are de 
minimis by our existing standards.

The three countervailable programs 
which are taken advantage of by one 
or all of the companies are as follows:

1. F oreign Capital Inducement Law

The Foreign Capital Inducement 
Law (FCIL), which was promulgated 
on August i , 1966, has as its purpose 
the “inducement and protection of 
foreign capital conducive to the sound 
develoment of a self-sustaining nation­
al economy and the improvement of 
the international balance of pay­
ments.” The program provides bene­
fits to companies which are wholly or
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partially foreign-owned, based upon 
the extent of foreign ownership. 
These benefits take the form of draw­
back on imported capital equipment, 
income tax exemption, property acqui­
sition tax exemption and property tax 
exemption. Although this program os­
tensibly is designed to compensate for­
eign investors for risks either inherent 
in investing in a country faced by the 
threat of war from North Korea or 
created by problems of converting and 
repatriating Korean currency, and 
thus could be treated as compensation 
for dislocation costs, no evidence was 
submitted to indicate that the benefits 
were related to dislocation costs. Only 
one of the three Korean firms export­
ing to the United States, Inoue, quali­
fied for and took advantage of this 
program. The benefits received 
amounted to 0.24 percent ad valorem. 
Therefore, this program, in the case of 
Inoue, has the effect of a subsidy on 
production that is subject to counter­
vailing because the entirety of Inoue’s 
production is exported.

2. A ccelerated D epreciation

Article 51 of the Enforcement 
Decree to the Corporation Tax Law 
permits a firm earning more than 50 
percent of its total proceeds from for­
eign exchange to increase its normal 
depreciation by 30 percent. Although 
two firms were eligible for this pro­
gram, only one, Hung-A, could take ad­
vantage of it since the other received 
similar benefits under the Foreign 
Capital Inducement Law. The benefits 
received by Hung-A in this instance 
were equivalent to 0.06 percent ad va­
lorem on the merchandise imported 
into the United States.

3. S hort-Term P referential
F inancing

Pursuant to the “Regulation for 
Export Financing” Korean exporters 
are entitled to short-term loans (up to 
180 days) at a rate of interest which is 
normally 8 percent for the purpose of 
acquiring imported raw materials used 
in production for export. However, 
such short term loans are commercial­
ly available only at rates that range 
from 15 percent to 18 percent. All 
three firms exporting to the United 
States took advantage of this program. 
In no case did the individual company 
benefit exceed 0.31 percent ad va­
lorem.

There are certain practices of the 
Korean Government alleged to be 
bounties in this case, which do not on 
their face constitute bounties or 
grants. They are the following:

1. EXEMPTION FOR EXPORT-ORIENTED 
BUSINESSES FROM BUSINESS TAX

This tax has been viewed in previous 
investigations as an indirect tax which 
is directly related to the product and

therefore, pursuant to consistent 
policy, as upheld in the Zenith case, 
not a bounty or grant under the law. 
(Preliminary Countervailing Duty De­
termination in Footwear from the Re­
public of Korea, July 3, 1975 (40 FR 
28105).)
2. EXEMPTION FROM COMMODITY TAX AND 
CUSTOMS DUTIES ON IMPORTED MATERIAL

Just as with the Business Tax, both 
the Commodity Tax and drawback 
provisions have been viewed as not 
constituting bounties or grants. (Pre­
liminary Countervailing Duty Deter­
mination in Handbags from the Re­
public of Korea, December 1, 1976 (41 
FR 52737).) Furthermore, both the 
Business Tax and the Commodity Tax 
were replaced by a Value Added Tax 
on July 1, 1977, so ’that the issue is 
now moot.

3. WASTAGE ALLOWANCE FOR IMPORTED 
RAW MATERIALS

This program provides what 
amounts to a drawback on imported 
raw materials that are used in the pro­
duction of exported products but 
which are, in fact, “waste” because 
they are not actually incorporated in 
the product. The concept of “wastage 
allowance” has been determined in 
previous cases involving Korea to be in 
conformance with accepted interna­
tional principles governing drawbacks. 
Petitioner has alleged that the wast­
age allowance is excessive and there­
fore constitutes a bounty. Although 
the available information indicates 
that no excessive wastage allowance 
was granted to this industry, more in­
formation is required before this issue 
can be resolved definitively. However, 
in light of past practices this is pre­
liminarily not regarded as a bounty or 
grant.

There were numerous other pro­
grams alleged which conceptually are 
bounties or grants but which were 
either not utilized by or not available 
to manufacturers or exporters of bicy­
cle tires and tubes.

These programs are described briefly 
below:
1. ACCELERATED DEPRECIATION FOR FIRMS 
LOCATED IN “ INDUSTRIAL DEVELOPMENT 

DISTRICTS”

There is no such “district” in the 
Republic of Korea, although there are 
“rural development districts”. Howev­
er, none of the manufacturers export­
ing to the United States is located in 
these districts.

2. MISCELLANEOUS TAX BENEFITS

Publicly-held or government-owned 
corporations are entitled to certain tax 
benefits, such as tax-exemption from 
interest on holdings of stocks and de­
bentures. However, none of the firms

exporting to the United States is pub­
licly-held or government-owned. 
Therefore, none of the companies in­
vestigated was eligible to benefit from 
these miscellaneous tax provisions.

3. INDUSTRIAL ESTATES

The Industrial Estate Management 
Law, which superseded a similar law 
December 31, 1977, has as its purpose 
the encouragement of investment out­
side of the heavily populated areas of 
the country. The Government devel­
ops the necessary infrastructure on 
these estates. However, the Korean 
Government claims that the benefits 
which flow from being located on 
these estates, such as low land costs, 
adequate power and water supplies 
and good road networks, do not arise 
from government subsidization but in­
stead from the fact that land values 
and the cost of basic services in the 
areas where these industrial estates 
are located, are lower than in other ge­
ographic areas of the country. Only 
one of the three manufacturers inves­
tigated is located on one of these in­
dustrial estates and no evidence was 
received indicating that it received any 
benefits at non-commercial terms not 
available to any company locating in 
that region. Furthermore, the present 
law, in contrast to the old law, does 
not require that a company be an ex­
porter to be located on such an estate 
so that there is no direct export rela­
tionship to the provision of infrastruc­
ture to companies locaing on these es­
tates.

4. FREE EXPORT ZONES

Only one of the companies is located 
in a Free Export Zone. Hpwever, that 
company utilizes only the drawback 
provision on imported raw material. It 
receives no preferential financing as a 
result of being located in such a zone, 
nor any other benefits.
5. GOVERNMENT ASSUMPTION OF QUALITY

CONTROL ON EXPORTS

Petitioner alleged that the Govern­
ment assumes the cost of quality con­
trol inspections on exported merchan­
dise. The response to the Customs’ 
questionnaire, however, indicates that 
the bicycle tire and tube manufactur­
ers are fully responsible for the costs 
of such quality control measures.

6. RAILWAY FREIGHT AND ELECTRIC 
POWER DISCOUNTS

No manufacturer exporting to the 
United States utilized rail transporta­
tion and all the companies pay stand­
ard utility rates. However, more infor­
mation is needed to determine if util­
ity rates in general might be subsi­
dized by the Government in such a 
manner as to confer a bounty or grant 
on the manufacture of this merchan-

FEDERAL REGISTER, V O L  43, N O . 146— FRIDAY, JULY 28 , 1978



32912 NOTICES

dise. At this time, no evidence of such 
a subsidy has been received.

7. EXPORT-IMPORT “ LINK SYSTEM”

This program, which was abolished 
December 31, 1977, provided for the 
duty-free importation of certain duti­
able items and. their domestic resale, 
with the profit accruing to the seller. 
Petitioner alleges that jthe availability 
of this program was linked to export 
performance. None of the bicycle tire 
and tube manufacturers utilized this 
program in 1977.
8. MEDIUM AND LONG-TERM PREFERENTIAL 

FINANCING

None of the three manufacturers in­
vestigated utilized any preferential fi­
nancing for medium and long-term 
loans.

Accordingly, it is determined pre­
liminarily that bounties or grants, 
within the meaning of section 303, are 
being paid or bestowed, directly or in­
directly, upon the manufacture, pro­
duction or exportation of bicycle tires 
and tubes from the Republic of Korea. 
A final decision in this case is required 
on or before December 29,1978.

Before a final determination is 
made, consideration will be given to 
any relevant data, views or arguments 
submitted in writing with respect to 
the preliminary determination. In par­
ticular, comments are invited concern­
ing Treasury’s standard for determin­
ing de minimis bounties or grants. 
Submissions should be addressed to 
the Commissioner of Customs, 1301 
Constitution Avenue, NW., Washing­
ton, D.C. 20229, in time to be received 
by him not later than August 28, 1978.

This preliminary determination is 
published pursuant to section 303(a) 
of the Tariff Act of 1930, as amended 
(19 U.S.C. 1303(a)).

Pursuant to Reorganization Plan No. 
26 of 1950 and Treasury Department 
Order 190 Revision 15, March 16, 1978, 
the provisions of Treasury Depart­
ment Order No. 165, Revised, Novem­
ber 2, 1954 and § 159.47 of the Customs 
Regulations (19 CFR 159.47), insofar 
as they pertain to the issuance of a 
preliminary countervailing duty deter­
mination by the Commissioner of Cus­
toms are hereby waived.

July 21, 1978.
H enry C. S tockell, Jr., 

Acting General Counsel 
of the Treasury.

[PR Doc. 78-20899 Piled 7-27-78; 8:45 ami

[ 4 8 1 0 -2 2 ]

BICYCLE TIRES A N D  TUBES FROM THE 
REPUBLIC OF C H IN A

Prelim inary C ountervailing D uty Determ ination

AGENCY: United States Customs 
Service, Treasury Department.
ACTION: Preliminary Countervailing 
Duty Determination.
SUMMARY: This notice is to advise 
the public that a countervailing duty 
investigation has resulted in a prelimi­
nary determination that the Govern­
ment of the Republic of China 
(Taiwan) has given benefits which are 
considered to be bounties or grants on 
the manufacture, production or expor­
tation of bicycle tires and tubes within 
the meaning of the Countervailing 
Duty Law. A final determination will 
be made not later than December 29, 
1978. Interested parties are invited to 
comment on this action.
EFFECTIVE DATE: July 28,1978.
FOR FURTHER INFORMATION 
CONTACT:

William T. Trujillo, Operations Offi­
cer, U.S. Customs Service, Office of 
Operation, Duty Assessment Divi­
sion, Technical Branch, 1301 Consti­
tution Avenue NW., Washington, 
D.C. 20229, telephone 202-566-5492.

SUPPLEMENTARY INFORMATION: 
On February 23, 1978, a “Notice of Re­
ceipt of Countervailing Duty Petition 
and Initiation of Investigation” was 
published in the F ederal R egister (43 
FR 7494-5). The notice stated that 
benefits conferred by the Government 
of Taiwan upon the manufacture, pro­
duction or exportation of bicycle tires 
and tubes may constitute the payment 
or bestowal of a bounty or grant 
within the meaning of section 303, 
Tariff Act of 1930, as amended (19 
U.S.C. 1303) (herein referred to as 
“the Act”).

For purposes of this notice the term 
“bicycle tires and tubes” means pneu­
matic bicycle tires, and tubes, of 
rubber or plastics, whether such tires 
and tubes are sold together as units or 
separately. Bicycle tires and tubes are 
covered under items 772.48 and 772.57, 
respectively, of the Tariff Schedules 
of the United States (TSUS).

On the basis of an investigation con­
ducted pursuant to § 159.47(c), Cus­
toms Regulations (19 FR 159.47(c)), it 
prelim inarily  has been determined 
that certain practices of the Govern­
ment of the Republic of China consti­
tute bounties or grants within the 
meaning of section 303 of the act. 
These practices, as described by the 
Taiwanese Government are:

1. INCOME TAX CEILING

Under the Statute for the Encour­
agement of Investment, firms whose 
establishment or expansion was ap­
proved before December 31, 1973, 
qualify for a tax ceiling equivalent to 
25 percent of the firm’s taxable 
income. Several of the firms exporting 
bicycle tires and tubes benefited from 
this provision. Inasmuch as the great 
preponderance of production is ex­
ported, this program has the effect of 
a bounty.

2. PREFERENTIAL EXPORT FINANCING

Several firms exporting bicycle tires 
and tubes received advantageous loan 
rates, in connection with an export 
loan program, for the purchase of raw 
materials. The preferential loan rate is 
6.5 percent (per annum) for a term not 
to exceed 6 months. The regular com­
mercial loan rate varies between 10.5 
to 10.75 percent for loans of similar 
terms.

3 . DEFERRED PAYMENT OF DUTIES ON
IMPORTED MACHINERY AND EQUIPMENT

The bicycle tire and tube industry 
qualifies for installment payment of 
Customs duties on imported machin­
ery and equipment. Because this prac­
tice represents the interest-free use of 
money, it is conceptually a bounty or 
grant. However, more information is 
needed in order to determine the 
extent, if any, of the utilization of this 
program.
4 . GOVERNMENT ASSUMPTION OF QUALITY 

CONTROL EXPENSES

Petitioner provided information 
which showed the possibility that the 
Taiwanese Government assumes all or 
a part of the cost of production qual­
ity control measures. If the Govern­
ment actually assumes the costs of 
meeting required quality control 
standards, then that would be viewed 
as conferring a bounty or grant. How­
ever, if the Government merely sets 
standards, with the responsibility for 
meeting those standards left to the 
companies themselves, then that does 
not constitute a bounty. More infor­
mation is needed to make this judg­
ment.

There are certain practices of the 
Taiwanese Government alleged to be 
bounties or grants in this case which 
do not on their face constitute boun­
ties or grants. They are the following:

1. EXEMPTION FROM BUSINESS AND 
COMMODITY TAXES ON EXPORTS

These taxes have been viewed in pre­
vious investigations as indirect taxes 
which are directly related to the prod­
uct and, therefore, pursuant to con­
sistent policy, as upheld in the Zenith 
case, not a bounty or grant under the 
law. (Preliminary Countervailing Duty
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Determination in Bicycles from the 
Republic of China, October 27, 1976 
(41 PR 47084).)
2. EXEMPTION FROM COMMODITY TAX AND 
CUSTOMS DUTIES ON IMPORTED MATERIAL

Consistent with Treasury’s long-es­
tablished practice, drawback of duties 
on imports incorporated into exports 
are not regarded as bounties or grants.

3 . EXEMPTION OF HARBOR DUES ON 
IMPORTED RAW MATERIAL

The exemption of harbor dues on 
imported raw material used in produc­
tion for export has been determined in 
prior cases not to be countervailable 
because the Government’s decision to 
finance harbor facilities by means 
other than user charges is a legitimate 
state function that does not confer a 
bounty to industries which benefit 
from such facilities. Further, there is 
no information to show that given sec­
tors of the Taiwanese economy benefit 
from harbor facilities more than 
others. This is in contrast to the case 
of Canadian fish wherein the Govern­
ment of Canada provided grants for 
the improvement of wharves and dock- 
side storage facilities which were de­
termined to be utilized almost exclu­
sively by the fishing industry.

There were numerous other pro­
grams alleged which conceptually are 
bounties or grants but which were 
either not utilized by or not available 
to manufacturers or exporters of bicy­
cle tires and tubes.

These programs are described briefly 
below:
i |  INCOME TAX HOLIDAYS OR ACCELERATED 

DEPRECIATION

This provision under the Statute for 
the Encouragement of Investment 
provides income tax holidays or accel­
erated depreciation for approved 
firms. However, no manufacturer in 
the bicycle tires and tube industry uti­
lized this provision during the period 
investigated and none has received 
any tax concession under this provi­
sion since January of 1974.
2 . TAX INCENTIVES FOR SALES PROMOTION

ABROAD

This provision allows qualified firms 
to deduct overseas sales promotion ex­
penses in excess of those permitted by 
the income tax law. The actual ex­
penses incurred by bicycle tire and 
tube manufacturers on travel abroad 
did not exceed the limitation specified 
by law and therefore no benefit was 
realized.

3 . TAX CEILING FOR HIGH TECHNOLOGY
FIRMS

A tax ceiling of 22 percent of taxable 
income is established for “high tech­
nology” firms. However, no manufac­

turer in this industry qualified as a 
“high technology” firm.

4 . DEFERRED PAYMENT OF LAND 
INCREMENT TAXES

Bicycle tire and tube manufacturers 
qualified for installment payments on 
land increment taxes. However, no 
benefits were received by any of the 
companies during the period investi­
gated.

5 . MISCELLANEOUS TAX BENEFITS FOR
PUBLICLY-LISTED ENTERPRISES

Although bicycle tire and tube man­
ufacturers qualified for various tax 
benefits related to publicly-held com­
panies, none of the manufacturers re­
ceived benefits under any of these pro­
visions.

6 . TAX BENEFITS FOR FIRMS IN  
INDUSTRIAL DISTRICTS

For firms located in such districts, 
an exemption from the deed tax or 
house tax is granted. Although manu­
facturers in this industry qualified for 
benefits, none received any.

EXPORT PROCESSING ZONES

No bicycle tire or tube manufactur­
ers are located in Export Processing 
Zones. Consequently, no benefits were 
received.

9 . RAILWAY FREIGHT RATES

Although there was no reduction in 
railway freight rates granted to bicy­
cle tires and tubes for export, no de­
finitive decision can be made on this 
practice until it is known whether the 
Government assumes operating costs 
or provides other subsidies for the rail­
roads which would result in a general 
reduction in railway freight rates.

Accordingly, it is determined pre­
liminarily that bounties or grants, 
within the meaning of section 303, are 
being paid or bestowed, directly or in­
directly, upon the manufacture, pro­
duction or exportation of bicycle tires 
and tubes from the Republic of China. 
A final decision in this case is required 
on or before December 29,1978.

Before a final determination is 
made, consideration will be given to 
any relevant data, views or arguments, 
submitted in writing with respect to 
the preliminary determination. Sub­
missions should be addressed to the 
Commissioner of Customs, 1301 Con­
stitution Avenue NW., Washington, 
D.C. 20229, in time to be received by 
him no later than August 28, 1978.

This preliminary determination is 
published pursuant to section 303(a) 
of the Tariff Act of 1930, as amended 
(19 Ü.S.C. 1303(a)).

Pursuant to Reorganization Plan No. 
26 of 1950 and Treasury Department 
Order 190 Revision 15, March 16, 1978, 
the provisions of Treasury Depart­

ment Order No. 165, Revised, Novem­
ber 2, 1954 and § 159.47 of the Customs 
Regulations (19 CFR 159.47), insofar 
as they pertain to the issuance of a 
preliminary countervailing duty deter­
mination by the Commissioner of Cus­
toms are hereby waived.

July 21, 1978.
H e n r y  C. S t o c k e l l , Jr., 

Acting General Counsel 
of the Treasury.

[FR Doc. 78-20900 Filed 7-27-78; 8:45 am]

[4810-25]
O ffice  o f the Secretary  

U SA-JA M A1C A  TAX TREATY ISSUES 

Public M eeting

The Treasury Department today an­
nounced that it will hold a public 
meeting on August 21, 1978, to solicit 
the views of interested persons regard­
ing issues being considered during ne­
gotiations to develop a netv income tax 
treaty between the United States and 
Jamaica.

The public meeting will be held at 
the Treasury Department, at 2 p.m., in 
room 4121. Persons interested in at­
tending are requested to give notice in 
writing, by August 15,1978, of their in­
tention to attend. Notices should be 
addressed to H. David Rosenbloom, In­
ternational Tax Counsel, Department 
of the Treasury, Washington, D.C. 
20220.

Today's announcement of the 
August public meeting follows the 
recent conclusion of a further round 
of negotiations between representa­
tives of the United States and Jamaica 
to develop a new income tax treaty for 
the avoidance of double taxation and 
the prevention of tax evasion. The 
income tax treaty presently in effect is 
an extension to Jamaica of the United 
States-United Kingdom income tax 
treaty of 1945.

In the course of the recent negotia­
tions, many subjects of mutual con­
cern were identified and discussed. 
Among the major issues being consid­
ered are: Taxation of corporations or­
ganized in one country but managed 
or controlled in the other country: 
taxation of dividends, interest, and 
royalties; the rules relating to perma­
nent establishments; and the taxation 
of various forms of personal service 
income.

The Treasury seeks the views of in­
terested persons in regard to these 
issues, as well as other matters that 
may have relevance in the context of 
an income tax treaty between the 
United States and Jamaica. The 
August 21 public meeting is being held 
to provide an opportunity for an ex­
change of views, as well as for the pur­
pose of discussing the United States
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position in regard to the issues pre­
sented in the negotiations.

Dated: July 25, 1978.
Donald C. Lubick, . 

Assistant Secretary 
{Tax Policy). 

[FR Doc. 78-20901 Filed 7-27-78; 8:45 am]

[4810-25]
USA-BANGLADESH TAX TREATY ISSUES 

Request fo r Public Comments

The Treasury Department today an­
nounced that it is soliciting the views 
of interested persons regarding issues 
being considered during negotiations 
to develop an income tax treaty be­
tween the United States and Bangla­
desh.

Persons interested in commenting 
may do so in writing or they may re­
quest a meeting with Treasury offi­
cials. Written comments and meeting 
requests should be addressed to H. 
David Rosenbloom, International Tax 
Counsel, Department of the Treasury, 
Washington, D.C. 20220, by August 15, 
1978.

Today’s request for comments fol­
lows the conclusion of a further round 
of negotiations between representa­
tives of the United States and Bangla­
desh to develop an income tax treaty 
for the avoidance of double taxation 
and the prevention of tax evasion. 
There is currently no tax treaty in 
force between the United States and 
Bangladesh.

In the course of the recent negotia­
tions, many subjects of mutual con­
cern were identified and discussed. 
Among the major issues being consid­
ered are: Taxation of dividends, inter­
est, and royalties; taxation of rentals 
of motion picture films; the rules re­
lating to permanent establishments; 
the treatment of various forms of per­
sonal service income; and the treat­
ment of shipping profits. With respect 
to the taxation of shipping income, 
the Treasury announced that it is con­
sidering a provision that would have 
the effect of allowing internal law to 
apply in both countries. The views of 
interested parties on this matter are 
particularly sought.

The Treasury seeks the views of in­
terested persons in regard to these 
issues, as well as any other matters 
that may have relevance in the con­
text of an income tax treaty between 
the United States and Bangladesh.

Dated: July 25,1978.
Donald C. Lubick, 

Assistant Secretary 
{Tax Policy).

[FR Doc. 78-20902 Filed 7-27-78; 8:45 am]

[4810-22]
STAINLESS STEEL ROUND WIRE FROM JAPA N  

Antidum ping Proceeding Notice  

AGENCY: U.S. Treasury Department.
ACTION: Initiation of antidumping 
investigation.
SUMMARY: This notice is to advise 
the public that a petition in proper 
form has been received and an anti­
dumping investigation is being initiat­
ed for the purpose of determining 
whether imports of stainless steel 
round wire from Japan are being, or 
are likely to be, sold at less than fair 
value within the meaning of the Anti­
dumping Act, 1921, as amended. How­
ever, as there appears to be substan­
tial doubt that imports of the subject 
merchandise at less than fair value are 
the cause of present, or likely future 
injury to an industry in the United 
States, the case is being referred to 
the U.S. International Trade Commis­
sion pursuant to section 201(c)(2) of 
the act.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Stephen Nyschot, Operations Offi­
cer, U.S. Customs Service, Office of 
Operations, Duty Assessment Divi­
sion, Technical Branch, 1301 Consti­
tution Avenue NW., Washington, 
D.C. 20229, telephone 202-566-5492.

SUPPLEMENTARY INFORMATION: 
On July 14, 1978, information was re­
ceived in proper form pursuant to 
§§ 153.26 and 153.27, Customs Regula­
tions (19 CFR 153.26, 153.27), from 
counsel acting on behalf of various 
American manufacturers, indicating a 
possibility that stainless steel round 
wire from Japan is being, or is likely to 
be, sold at less than fair value within 
the meaning of the Antidumping Act, 
1921, as amended (19 U.S.C. 160 et 
seq.). The petitioners are: Alloy Wire 
Manufacturing Co., Houston, Tex.; A1 
Tech Specialty Steel Corp., Dunkirk, 
N.Y.; ARMCO Steel Corp., Philadel­
phia, Pa.; Branford Wire Manufactur­
ing Co., North Haven, Conn.; Brook­
field Wire Co., Inc., Brookfield, Mass.; 
Carpenter Technology Corp., Reading, 
Pa.; Crucible Inc., Specialty Metals Di­
vision, Syracuse, N.Y.; Cyclops Corp., 
Pittsburg, Pa.; Harris Metals Co., Ho­
lyoke, Mass.; Industrial Alloys, Inc., 
city of Industry, Calif.; Madison Wire 
Co., Buffalo, N.Y.; Mapes Piano String 
Co., Elizabethton, Tenn.; Maryland 
Specialty Wire Co., Cockeysville, Md.; 
National Standard Co., Niles, Mich.; H.
K. Porter Co., Inc., Alloy Metals Wire 
Works, Prospect Park, Pa.; Techalloy 
Co., Inc., Rahns, Pa.; and Willing B. 
Wire Corp., Beverly, N.J.

For purposes of this notice, the term 
“stainless steel round wire” means

stainless steel wire, as defined and pro­
vided for in item 609.45, Tariff Sched­
ules of the United States.

Price information received from the 
petitioners tends to indicate that the 
prices of this merchandise sold for ex­
portation to the United States are less 
than the prices in the home market. 
Petitioners’ information also tends to 
indicate that home market sales have 
been occurring at less than the cost of 
production under section 205(b) of the 
act (19 U.S.C. 165(b)).

There is evidence on record concern­
ing injury to, or the likelihood of 
injury to, or prevention of establish­
ment of an industry in the United 
States. This evidence also indicates, 
however, that were alleged less than 
fair value sales of the subject mer­
chandise eliminated, substantial mar­
gins of underselling of the domestic in­
dustry would still remain. Moreover, 
domestic sales of coarse wire have 
nearly doubled between 1975 and 1977 
and sales of fine wire are no lower in 
1977 than in 1975. On the basis of 
such evidence it has been concluded 
that there is a substantial doubt of 
injury, or likelihood of injury, to an 
industry in the United States by virtue 
of such imports from Japan. Accord­
ingly, the U.S. 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 inves­
tigation as required by § 153.29 of the 
Customs Regulations (19 CFR 153.29) 
and having determined as a result 
thereof that there are grounds for so 
doing, the U.S. Customs Service is in­
stituting an inquiry to verify the infor­
mation submitted and to obtain the 
facts necessary to reach a determina­
tion as to the fact or likelihood of 
sales at less than fair value. Should 
the International Trade Commission, 
within 30 days of receipt of the infor­
mation cited in the preceding para­
graph, advise the the Secretary that 
there is no reasonable indication that 
an industry in the United States is 
being, or is likely to be, injured, or is 
prevented from being established by 
reason of the importation of such mer­
chandise into the United States, the 
Department wjll publish promptly in 
the F ederal R egister a notice termi­
nating the investigation. Otherwise, 
the investigation will continue to con­
clusion.

This notice is published pursuant to 
§ 153.30 of the Customs regulations (19 
CFR 153.30).

Henry C. Stockell, Jr., 
Acting General Counsel 

of the Treasury.
J uly, 20,1978.

[FR Doc. 78-20903 Filed 7-27-78; 8:45 am]
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[4810-22]

VISCOSE R A Y O N  STAPLE FIBER FROM  
BELGIUM

Antidum ping; M odification o f D eterm ination o f 
Sales a t Less Than Fair V a lue

AGENCY: U.S. Treasury Department.
ACTION: Modification of determina­
tion of sales at less than fair value.
SUMMARY: This notice is to advise 
the public that the “Determination of 
Sales at Less Than Pair Value” under 
the Antidumping Act, 1921, as amend­
ed, on viscose rayon staple fiber from 
Belgium has been reconsidered. The 
determination is being modified to re­
flect the results of this reconsider­
ation.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Mary S. Clapp, Operations Officer, 
Office of Operations, Duty Assess­
ment Division, U.S. Customs Service, 
1301 Constitution Avenue NW., 
Washington, D.C. 20229, telephone 
202-566-5492.

SUPPLEMENTARY INFORMATION: 
On May 1, 1978, a “Determination of 
Sales at Less Than Fair Value” was 
published in the F ederal R egister (43 
FR 18619-20). That notice states:

“Following publication of the Tentative 
Determination, an additional claim was 
made that Fabelta’s home market sales had 
been made at less than the cost of produc­
ing the merchandise, invoking section 205(b) 
of the act (19 U.S.C. 164(b)). This allegation 
is currently being investigated. Should this 
investigation establish that some or all 
home market sales must be disregarded and 
that another basis (i.e., third country sales 
prices or constructed value) for determining 
fair value must be used, the new basis will 
be published and we will immediately advise 
the U.S. International Trade Commission of 
any revised LTFV margins for its considera­
tion.”

Information requested from Fabelta 
with respect to the cost of production 
of this merchandise and the prices 
charged by Fabelta in sales to third 
countries has not been received. It has 
therefore been concluded that a deter­
mination whether such home market 
sales have occurred at less than the 
cost of production must be made based 
upon the best evidence otherwise 
available to the Treasury Department.

The best available evidence to us of 
the cost of production of this mer­
chandise in Belgium is primarily 
drawn from information concerning 
the cost of production of this mer­
chandise by members of the American 
rayon staple fiber industry, with ad­
justments for ascertainable differ­
ences in costs of materials and direct 
production labor, between the United 
States and Western Europe, as cor-

roborated by information from a 
number of sources including the 
Bureau of Labor Statistics and Euro­
pean companies affiliated with domes­
tic producers of this merchandise. In­
formation provided by members of the 
domestic industry with respect to var­
ious cost input factors for labor and 
raw materials have also been com­
pared to information of the same fac­
tors submitted by an Austrian produc­
er of such or similar merchandise 
during a comparable time frame which 
was received in a companion case con­
cerning such merchandise from Aus­
tria and which has been verified by 
the Customs Service. This examina­
tion indicates that information sub­
mitted by members of the domestic in­
dustry bearing on the cost of produc­
tion of this merchandise from Belgium 
is not unreliable.

However, a claim by petitioner that 
an imputed cost of invested and inter­
nally generated working capital should 
be included if the cost of production 
calculation has been rejected. Section 
153.5 of the Customs regulations (19 
CFR 153.5), contemplates the calcula­
tion of the cost of production by refer­
ence to costs determined in accordance 
with generally accepted accounting 
principles in the country of manufac­
ture (unless these artificially distort 
the results, in which case U.S. general­
ly accepted accounting principles may 
be applied). In the absence of any evi­
dence that such imputed costs of capi­
tal would be regarded as cost of pro­
duction under generally accepted ac­
counting principles in the United 
States, much less in Belgium, no ad­
justment for these costs has been al­
lowed.

Using the above criteria, it has been 
found that all of Fabelta’s sales of vis­
cose rayon staple fiber sold during the 
period of investigation were made at 
prices less than the cost of producing 
the merchandise. Not having received 
requested information from Fabelta 
with respect to sales of this product to 
third countries, the constructed value 
of the merchandise, as defined in sec­
tion 206 of the act (19 U.S.C. 165), has 
been compared to the purchase price 
as previously calculated for purposes 
of making fair value comparisons, in 
accordance with section 153.5 of the 
Customs regulations (19 CFR 153.5). 
Comparisons were made on 100 per­
cent of the subject merchandise to the 
United States during the period of in­
vestigation, and the amended weight­
ed average margin so calculated is 57.6 
percent.

Accordingly, the “Notice of Determi­
nation of Sales at Less Than Fair 
Value” referred to above is modified to 
reflect the revised reasons, bases and 
results of fair value comparisons set 
forth above.

The U.S. International Trade Com­
mission is being advised of this deter­
mination.

This determination is being pub­
lished pursuant to section 201(d) of 
the act (19 U.S.C. 160(d)).

Dated: July 21,1978.
Henry C. Stockell, Jr., 

Acting General Counsel 
of the Treasury.

[FR Doc. 78-20904 Filed 7-27-78; 8:45 am]

[4810-25]
O ffice  o f the Secretary

[Treasury Department Order No. 246 
(Revision 1)]

FOREIGN INTELLIGENCE ACTIVITIES UNDER 
EXECUTIVE ORDER 12036

Responsibilities fo r O versight

By virtue of the authority vested in 
me as Secretary of the Treasury, in­
cluding the authority vested in me by 
Reorganization Plan No. 26 of 1950, 
and pursuant to Executive Order 
12036, it is ordered as follows:

1. The Inspector General established 
by Treasury Department Order No. 
256 shall assume for the Treasury De­
partment the duties and responsibil­
ities under Executive Order 12036 
(hereinafter Executive Order) for In­
spectors General within the Intelli­
gence Community.

2. The General Counsel shall assume 
for the Treasury Department the 
duties and responsibilities established 
under the Executive Order for Gener­
al Counsels within the Intelligence 
Community.

3. The Inspector General shall 
inform in writing all employees in the 
Office of the Assistant Secretary for 
International Affairs (OASIA) and in 
the Office of Intelligence Support of 
the restrictions on intelligence activi­
ties contained in Section 2 of the Ex­
ecutive Order and obtain a written ac­
knowledgment from each such em­
ployee that he has read the materials 
provided by the Inspector General. 
Heads of inspection services of Treas­
ury Department Bureaus shall provide 
a copy of Section 2 of the Executive 
Order to each employee within their 
bureau.

4. Treasury Department employees 
shall report in confidence to the In­
spector General, the General Counsel, 
or the head of the inspection service 
of their bureau any matters which 
they feel raise questions of propriety 
or legality under the Executive Order.

5. The Inspector General shall 
review at appropriate intervals any 
foreign intelligence activities of the 
Treasury Department to determine 
whether any such activities raise ques­
tions of propriety under the Executive
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Order. Any questions arising from this 
review as to the legality of such activi­
ties shall be referred by the Inspector 
General to the General Counsel. In 
connection with the activities of the 
OASIA representatives stationed over­
seas, the Inspector General shall seek 
to make appropriate arrangements 
with the State Department to provide 
for adequate inspection while avoiding 
duplication of inspection activities by 
the State and Treasury Department.

6. The inspection service within a 
bureau shall review at appropriate in­
tervals the activities of the bureau in 
its relations with U.S. foreign intelli­
gence agencies to determine whether 
such activities raise questions of legal­
ity or propriety. Any questions of le­
gality or propriety arising from this 
review shall be referred to the Inspec­
tor General who shall report to the 
General Counsel any illegal activities. 
The procedures established by Treas­
ury Department Order No. 240 (Revi­
sion 1), which provides for coordina­
tion and review of support arrange­
ments between the Treasury Depart­
ment and U.S. foreign intelligence 
agencies, shall remain in full force and 
effect.

7. Treasury Department employees 
shall cooperate with the Inspector 
General, the General Counsel, and the 
inspection service within their bureau 
and shall make available all necessary 
data to allow those officials to per­
form their duties and responsibilities 
under this Order.

8. Treasury Department Order No. 
246 is rescinded, effective this date.

Dated: July 18,1978.
W. M ichael Blumenthal, 

Secretary of the Treasury.
[PR Doc. 78-20876 Piled 7-27-78; 8:45 am]

[4810-25]
[Treasury Department Order No. 256]

ESTABLISHMENT OF THE POSITION OF  
INSPECTOR GENERAL

Pursuant to the authority vested in 
me as Secretary of the Treasury by 
Reorganization Plan No. 26 of 1950, 
there is hereby established the posi­
tion of Inspector General reporting di­
rectly to the Secretary and Deputy 
Secretary. The Inspector General is 
authorized to perform the following 
duties:

1. Receive and analyze allegations of 
(i) illegal acts, (ii) violations of the 
Rules of Conduct of the Treasury De­
partment or Bureaus, (iii) violations of 
the merit system or (iv) any other mis­
conduct (if the matter is one which is 
not appropriate for normal grievance 
or appeal procedure or other routine 
management action) concerning any 
official or employee of any Treasury 
office or Bureau.

2. Receive by referral from head of 
Treasury offices or Bureaus serious al­
legations of official or employee mis­
conduct which the Treasury office or 
Bureau does not want to investigate 
using its own staff.

3. With regard to senior Treasury 
and Bureau officials:

a. Initiate, organize, direct, and con­
trol investigations of any allegations 
received pursuant to paragraphs 1 or 2 
against such officials which have po­
tential validity and which, within the 
discretion of the Inspector General, 
merit such action, and,

b. Review and report the results of 
investigations of senior officials con­
ducted by the Inspector General or at 
his or her direction to the Secretary or 
Deputy Secretary for appropriate 
action.

4. Refer allegations of mis- conduc­
tion by any nonsenior official or em­
ployee of a Treasury office or Bureau 
that does not have an Inspection serv­
ice to any Inspection service within 
Treasury for investigation and receive 
a full report of the results of such in­
vestigation.

5. Refer any complaints concerning 
improper activity of a nonsenior offi­
cial or employee of a Treasury office 
or Bureau that has an Inspection serv­
ice to that service and receive a full 
report concerning the investigation 
arid action taken concerning any such 
referral.

6. Conduct in exceptional situations 
such investigations as may be specifi­
cally directed by the Secretary or 
Deputy Secretary concerning any alle­
gations or misconduct by an official or 
employee of any Treasury office or 
Bureau.

7. Review existing policies, proce­
dures and operations for ascertaining, 
reporting and investigating miscon­
duct of officials and employees of any 
Treasury office or Bureau and, after 
consulting with other Treasury offi­
cials as may be appropriate, make rec­
ommendations, if anjr, to the Secre­
tary or Deputy Secretary for their 
change or implementation.

8. Carry out those duties and func­
tions set forth in Treasury Depart­
ment Order No. 246 (Rev.) which are 
required of the Department under Ex­
ecutive Order 12036 and relate to the 
oversight of foreign intelligence activi­
ties in Treasury.

9. Obtain, as needed, under pre­
scribed procedures developed pursuant 
to paragraph 10, investigative and 
other support personnel from Inspec­
tion services within Treasury for con­
ducting investigations under his or her 
direct supervision, any such detailed 
personnel to remain on the rolls of the 
services from which they are detailed 
but to report exclusively to the Inspec­
tor General as to the matter being in­
vestigated.

10. Develop detailed procedures and 
definitions for approval by the Deputy 
Secretary and Secretary which shall 
become a part of this Order.

This Order does not change or 
reduce the authority presently exist­
ing in Treasury offices or Bureaus 
having Inspection services to conduct 
their own investigations in accordance 
with their procedures with the excep­
tion of investigations being conducted 
by the Inspector General. Where 
notice is received by a Treasury office 
or Bureau from the Inspector General 
that he or she is conducting an investi­
gation in a particular area, no investi­
gation or similar activity will be initi­
ated or continued in that area by any 
Treasury office or Bureau except with 
the approval of the Inspector General.

Dated: July 18,1978.
W. M ichael Blumenthal, 

Secretary of the Treasury.
[PR Doc. 78-20877 Piled 7-27-78; 8:45 am]

[7035-01]
INTERSTATE COMMERCE 

COMMISSION
[Notice No. 687]

Assignm ent o f Hearings

J uly 25,1978.
Cases assigned for hearing, post­

ponement, cancellation, or oral argu­
ment appear below and will be pub­
lished 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 no­
tices of cancellation of hearings as 
promptly as possible, but interested 
parties should take appropriate steps 
to insure that they are notified of can­
cellation or postponements of hearings 
in which they are interested.

MC 103993 (Sub-914), Morgan Drive- 
Away, Inc., now assigned September 26, 
1978, at Little Rock, AR, is canceled and 
transferred to modified procedure.

MC 94201 (Sub-157), Bowman Transporta­
tion, Inc., is now assigned for hearing No­
vember 28, 1978 (2 weeks) at New Orleans, 
LA, at a location to be later designated.

MC-P 13400, Ovemite Transportation 
Co.—purchase—St. Louis-Kansas City Ex­
press, Inc., is now assigned for hearing Octo­
ber 16, 1978 (1 week) at St. Louis, MO, at a 
location to'be later designated.

MC 114211 (Sub-334), Warren Transport, 
Inc., now assigned September 27, 1978, at 
Little Rock, AR, will be held in room 3412, 
Federal Office Building, 700 West Capitol

MC 111231 (Sub-221), Jones Truck Lines, 
Inc., now assigned October 2, 1978, at Little 
Rock, AR, will be held in room 3412, Federal 
Office Building, 700 West Capitol Street.

MC 141804 (Sub-IOOF), Western Express, 
Division of Interstate Rental, Inc., is now
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assigned for hearing September 20, 1978 (1 
day) at Los Angeles, CA, at a location to be 
later designated.

MC 141804 (Sub-97), Western Express, Di­
vision of Interstate Rental, Inc., is now as­
signed for hearing September 21, 1978 (2 
days) at Los Angeles, CA, at a location to be 
later designated.

MC 82492 (Sub-173), Michigan & Nebras­
ka Transit Co., Inc., now assigned Septem­
ber 6, 1978, at Columbus, OH, is canceled 
and transferred to modified procedure.

MC 115841 (Sub-577), Colonial Refrigerat­
ed Transportation, Inc., now assigned Sep­
tember 6,1978, at Nashville, TN, is canceled; 
application dismissed.

H. G. H omme, Jr., 
Acting Secretary.

[PR Doc. 78-20945 Piled 7-27-78; 8:45 am]

[7035-01]
[Rule 19; Ex Parte No. 241; Forty-Seventh 

Rev. Exemption No. 90]
ABERDEEN A N D  ROCKFISH RAILROAD CO. ET 

AL.

Exemption U nder Provision o f M an d ato ry  Car 
Service Rules

It appearing, that certain of the rail­
roads named below own numerous 50- 
ft. plain boxcars; that under present 
conditions, there are substantial sur­
pluses of these cars on their lines; that 
return of these cars to the owners 
would result in their being stored idle; 
that such cars can be used by other 
carriers for transporting traffic of­
fered for shipments to points remote 
from the car owners; and that compli­
ance with Car Service Rules 1 and 2 
prevents such use of these cars, result­
ing in unnecessary loss of utilization 
of such cars; and

It further appearing, that there are 
substantial shortages of 50-ft. plain 
boxcars throughout the country; that 
the carriers identified in this exemp­
tion by the symbol (%) have 150% or 
more of their ownership of these cars 
on their lines; and that such a dispro­
portionate use of the total supply of 
such cars causes shippers served by 
other lines to be deprived of their 
proper share of such cars.

It is ordered, That, pursuant to the 
authority vested in me by Car Service 
Rule 19, 50-ft. plain boxcars described 
in' the Official Railway Equipment 
Register, I.C.C.-R.E.R. No. 407, issued 
by W. J. Trezise, or successive issues 
thereof, as having mechanical designa­
tion “XM”, and bearing reporting 
marks assigned to the railroads named 
below, shall be exempt from provisions 
of Car Service Rules 1, 2(a), and 2(b).
Aberdeen and Rockfish Railroad Co.

Reporting Marks: AR 
%  The Baltimore Sc Ohio Railroad Co.

Reporting Marks: BO 
%  Bessemer & Lake Erie Railroad Co.

%  Carriers having 150% or more of owner­
ship on lines.

Reporting Marks: BLE 
Camino, Placerville & Lake Tahoe Railroad 

Co.
Reporting Marks: CPLT 

% The Chesapeake & Ohio Railway Co.
Reporting Marks: CO-PM 

% Chicago & Illinois Midland Railway Co.
Reporting Marks: CIM 

% Chicago, Rock Island Sc Pacific Railroad 
Ccfr

Reporting Marks: RI-ROCK 
City of Prineville

Reporting Marks: COP 
The Clarendon & Pittsford Railroad Co.

Reporting Marks: CLP 
% Consolidated Rail Corp.

Reporting Marks: CR-DLW-EL-ERIE- 
LV-NH-NYC P&E-PAE-PC-PCA- 
PRR-RDG

% Delaware Sc Hudson Railway Co. 
Reporting Marks: DH

Duluth, Missabe & Iron Range Railway Co.
Reporting Marks: DMIR 

% Florida East Coast Railway Co.
Reporting Marks: FEC 

Genessee & Wyoming Railroad Co.
Reporting Marks: GNWR 

% Grand Trunk Western Railroad Co.
Reporting Marks: GTW 

Greenville Sc Northern Railway Co.
Reporting Marks: GRN 

•Lenawee County Railroad Co., Inc.
Reporting Marks: LCRC 

Louisville & Wadley Railway Co.
Reporting Marks: LW

Louisville, New Albany & Corydon Railroad 
Co.

Reporting Marks: LNAC 
Middletown & New Jersey Railway Co., Inc.

Reporting Marks: MNJ 
% Missouri-Kansas-Texas Railroad Co. 

Reporting Marks: BKTY-MKT

* * * * *i
New Orleans Public Belt Railroad 

Reporting Marks: NOPB 
% Norfolk Sc Western Railway Co.

Reporting Marks: ACY-N&W-NKP- 
WAB

Pearl River Valley Railroad Co.
Reporting Marks: PRV 

Providence Sc Worcester Co.
Reporting Marks: PW 

Raritan River Railroad Co.
..Reporting Marks: RR 

Sacramento Northern Railway 
Reporting Marks: SN 

St. Lawrence Railroad 
Reporting Marks: NSL 

Sierra Railroad Co.
Reporting Marks: SERA _

Terminal Railway, Alabama State Docks 
Reporting Marks: TASD 

Tidewater Southern Railway Co.
Reporting Marks: TS 

Toledo, Peoria & Western Railroad Co.
Reporting Marks: TPW 

•Vermont Railway, Inc.
Reporting Marks: VTR 

WCTU Railway Co.
Reporting Marks: WCTR 

% Western Maryland Railway Co.
Reporting Marks: WM 

% Western Railway of Alabama 
Reporting Marks: WA 

Youngstown Sc Southern Railway Co.
Reporting Marks: YS 

Yreka Western Railroad Co.
Reporting Marks: YW

•Addition.
'Municipality of East Troy, Wis. deleted.

Effective July 15, 1978, and continu­
ing in effect until further order of this 
Commission.

Issued at Washington, D.C., July 13, 
1978.

Interstate Commerce 
Commission,

R obert S. Turkington,
Agent

[FR Doc. 78-20948 Filed 7-27-78; 8:45 am]

[7035-01]
[Rule 19; Ex Parte No. 241, Twenty-first 

Rev. Exemption No. 241]
ATLANTA & SAINT ANDREWS BAY RAILROAD  

C O ., ET A L

Exemption U nder Provision o f M an d ato ry  Car 
Service Rules

It appearing, that the railroads 
named herein own numerous 40-ft. 
plain boxcars; that under present con­
ditions, there is virtually no demand 
for these cars on the lines of the car 
owners; that return of these cars to 
the car owners would result in their 
being stored idle on these lines; that 
such cars can be used by other carriers 
for transporting traffic offered for 
shipments to points remote from the 
car owners; and that compliance with 
Car Service Rules 1 and 2 prevents 
such use of plain boxcars owned by 
the railroads listed herein, resulting in 
unnecessary loss of utilization of such 
cars.

It is ordered, That, pursuant to the 
authority vested in me by Car Service 
Rule 19, plain boxcars described in the 
Official Railway Equipment Register, 
I.C.C.-R.E.R. No. 407, issued by W. J. 
Trezise, or successive issues thereof, as 
having mechanical designation “XM”, 
with inside length 44-ft. 6-in. or less, 
regardless of door width and bearing 
reporting marks assigned to the rail­
roads named below, shall be exempt 
from the provisions of Car Service 
Rules 1(a), 2(a), and 2(b).
Atlanta Sc Saint Andrews Bay Railway Co.

Reporting Marks: ASAB 
Chicago, West Pullman Sc Southern Rail­

road Co.
Reporting Marks: CWP 

Detroit and Mackinac Railway Co.
Reporting Marks: D&M-DM 

Illinois Terminal Railroad Co.
Reporting Marks: ITC 

Louisville, New Albany Sc Corydon Railroad 
Co.

Reporting Marks: LNAC 
Richmond, Fredericksburg and Potomac 

Railroad Co.
Reporting Marks: RFP 

Southern Railway Co.1
Reporting Marks: CG-NS-SA-SOU

Effective 12:01 a.m. July 15, 1978, 
and continuing in effect until further 
order of this Commission.

Issued at Washington, D.C., July 13, 
1978.

'Addition.
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Interstate Commerce 
Commission,

R obert S. Turkington, 
Agent

[FR Doc. 78-20949 Filed 7-27-78; 8:45 am]

[7035-01]
[Exception No. 4 to Corrected Second Rev.

S.O. No. 1309]

BURLINGTON NORTHERN IN C  

Decision

Decided J uly 24,1978.
By ICC Order No. 64 under Revised 

Service Order No. 1252 CP Rail is au­
thorized to reroute certain traffic it is 
unable to handle over its line between 
Fort Steele, British Columbia, and 
Beaverdell, British Columbia, subject 
to the concurrence of the receiving 
line. One such route selected is via the 
line of the Burlington Northern Inc., 
between Sand Point, Idaho, and 
Sweetgrass, Montana, thence via CP 
Rail beyond those points. Because of 
limited siding capacity and limited 
availability of motive power on these 
lines the BN agreed to accept only 
specified volumes of rerouted traffic 
from CP Rail for movement over this 
route. Through inadvertence CP Rail, 
on July 18 and 19, 1978, delivered sub­
stantially more rerouted traffic to BN 
for movement between these points 
than the BN had agreed to accept and 
was able to move within the time 
period established by Section (a)(4) of 
Corrected Second Revised Service 
Order No. 1309.

It is ordered, Pursuant to the au­
thority vested in the Railroad Service 
Board by Section (a)(l)(v) of Correct­
ed Second Revised Service Order No. 
1309, the Burlington Northern Inc. 
(BN) is directed to forward traffic rer­
outed by CP Rail over the BN’s lines 
between Sand Point, Idaho, and 
Sweetgrass, Montana, within ninety- 
six (96) hours regardless of the provi­
sions of Section (a)(4) of the order.

By the Railroad Service Board, 
members Joel E. Bums, Robert S. 
Turkington and John R. Michael. 
Member John R. Michael not partici­
pating.

Effective: July 19,1978.
H. G. H omme, Jr., 

Acting Secretary.
[FR Doc. 78-20954 Filed 7-27-78; 8:45 am]

[7035-01]
[ICC Order No. 62; Rev. S.O. No. 1252]

CHESAPEAKE A N D  O H IO  R AILW A Y CO.

Rerouting or Diversion o f Traffic

In the opinion of Robert S. Turking­
ton, Agent, The Cheaspeake and Ohio 
Railway Company is unable to trans­

port promptly all traffic offered for 
movement through Bison Yard at Buf­
falo, New York, because of a strike.

It is ordered,
(a) Rerouting traffic. The Chea­

speake and Ohio Railway Company 
being unable to transport promptly all 
traffic offered for movement through 
Bison Yard at Buffalo, New YorKf, be­
cause of a strike, that line is author­
ized to divert or reroute such traffic 
via any available route to expedite the 
movement. Traffic necessarily diverted 
by authority of this order shall be rer­
outed so as to preserve as nearly as 
possible the participation and rev­
enues of other carriers provided in the 
original routing.

(b) Concurrence of receiving roads to 
be obtained. The railroad rerouting 
cars in accordance with this order 
shall receive the concurrence of other 
railroads to which such traffic is to be 
diverted or rerouted, before the rer­
outing or diversion is ordered.

(c) Notification to shippers. Each 
carrier rerouting cars in accordance 
with this order, shall notify each ship­
per at the time each shipment is rer­
outed or diverted and shall furnish to 
such shipper the new routing provided 
under this order.

(d) Inasmuch as the diversion or rer­
outing of traffic is deemed to be due to 
carrier disability, the rates applicable 
to traffic diverted or rerouted by said 
Agent shall be the rates which were 
applicable at the time of shipments as 
originally routed.

(e) In executing the directions of the 
Commission and of such Agent pro­
vided for in this order, the common 
carriers involved shall proceed even 
though no contracts, agreements, or 
arrangements now exist between them 
with reference to the divisions of the 
rates of transportation applicable to 
said traffic. Divisions shall be during 
the time this order remains in force, 
those voluntarily agreed upon by and 
between said carriers; or upon failure 
of the carriers to so agree, said divi­
sions shall be those hereafter fixed by 
the Commission in accordance with 
pertinent authority conferred upon it 
by the Interstate Commerce Act.

(f) Effective date. This order shall 
become effective at 3 p.m., July 12, 
1978.

Expiration date. This order shall 
expire at 11:59 p.m., July 31, 1978, 
unless otherwise modified, changed, or 
suspended.

This order shall be served upon the 
Association of American Railroads, 
Car Service Division, as agent of all 
railroads subscribing to the car service 
and car hire agreement under the 
terms of that agreement, and upon the 
American Short Line Railroad Associ­
ation. A copy of this order shall be 
filed with the Director, Office of the 
F ederal R egister.

Issued at Washington, D.C., July 11, 
1978.

Interstate Commerce 
Commission,

R obert S. Turkington, 
Agent

[FR Doc. 78-20952 Filed 7-27-78; 8:45 am]

[7035-01]

[ICC Order No. 63; Rev. S.O. No. 1252]

CP RAIL

Rerouting or D iversion o f Traffic

In the opinion of Robert S. Turking­
ton, Agent, CP Rail is unable to trans­
port promptly all traffic offered for 
movement over its lines between 
Brownville Junction, Maine, and Pres­
que Isle, Maine, because of a washout.

It is ordered,
(a) Rerouting traffic. CP Rail being 

unable to transport promptly all traf­
fic offered for movement over its lines 
between Brownville Junction, Maine, 
and Presque Isle, Maine, because of a 
washout, that line is authorized to 
divert or reroute such traffic via any 
available route to expedite the move­
ment. Traffic necessarily diverted by 
authority of this order shall be rerout­
ed so as to preserve as nearly as possi­
ble the participation and revenues of 
other carriers provided in the original 
routing.

(b) Concurrence of receiving roads to 
be obtained. The railroad rerouting 
cars in accordance with this order 
shall receive the concurrence of other 
railroads to which such traffic is to be 
diverted or rerouted, before the rer­
outing or diversion is ordered.

(c) Notification to shippers. Each 
carrier rerouting cars in accordance 
with this order, shall notify each ship­
per at the time each shipment is rer­
outed or diverted and shall furnish to 
such shipper the new routing provided 
under this order.

(d) Inasmuch as the diversion or rer­
outing of traffic is deemed to be due to 
carrier disability, the rates applicable 
to traffic diverted or rerouted by said 
Agent shall be the rates which were 
applicable at the time of shipment on 
the shipments as originally routed.

(e) In executing the directions of the 
Commission and of such Agent pro­
vided for in this order, the common 
carriers involved shall proceed even 
though no contracts, agreements, or 
arrangements now exist between them 
with reference to the divisions of the 
rates of transportation applicable to 
said traffic. Divisions shall be during 
the time this order remains in force, 
those voluntarily agreed upon by and 
between said carriers; or upon failure 
of the carriers to so agree, said divi­
sions shall be those hereafter fixed by 
the Commission in accordance with
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pertinent authority conferred upon it 
by the Interstate Commerce Act.

(f) Effective date. This order shall 
become effective at 1 p.m., July 13, 
1978.

Expiration date. This order shall 
expire at 11:59 p.m., July 21, 1978, 
unless otherwise modified, changed, or 
suspended.

This order shall be served upon the 
Association of American Railroads, 
Car Service Division, as agent of all 
railroads subscribing to the car service 
and car hire agreement under the 
terms of that agreement, and upon the 
American Short Line Railroad Associ­
ation. A copy of this order shall be 
filed with the Director, Office of the 
Federal Register.

Issued at Washington, D.C., July 13, 
1978.

Interstate Commerce 
Commission,

R obert S. Turkington, 
Agent

[FR Doc. 78-20950 Filed 7-27-78; 8:45 am]

[7035-01]
[ICC Order No. 61-A; Rev. S.O. No. 1252] 

CP RAIL

Rerouting or Diversion o f Traffic

Upon further consideration of ICC 
Order No. 61 (CP Rail), and good 
cause appearing therefor:

It is ordered, ICC Order No. 61 is va­
cated.

This amendment shall become effec­
tive at 11:59 p.m., July 11, 1978, and 
that this order shall be served upon 
the Association of American Rail­
roads, Car Service Division, as agent of 
all railroads subscribing to the car 
service and car hire agreement under 
the terms of that agreement, and upon 
the American Short Line Railroad As­
sociation. A copy shall be filed with 
the Director, Office of the Federal 
Register.

Issued at Washington, D.C., July 11 
1978.

Interstate Commerce 
Commission,

J oel E. Burns,
Agent.

[FR Doc. 78-20951 Filed 7-27-78; 8:45 am]

[7035-01]
[ICC Order No. 64; Rev. S. Order No. 1252] 

CP RAIL

Rerouting or D iversion o f Traffic

In the opinion of Robert S. Turking­
ton, Agent, CP Rail is unable to trans­
port promptly all traffic offered for 
movement over its lines originating 
and terminating at stations between 
Fort Steele, British Columbia, and

Beaverdell, British Columbia, because 
of track barricaded by outside party at 
milepost 102 Cranbrook Sub on CP 
Rail.

It is ordered,
(a) Rerouting traffic. CP Rail being 

unable to transport traffic originating 
and terminating at stations between 
Fort Steele, British Columbia, and 
Beaverdell, British Columbia, because 
of track barricaded by outside party at 
milepost 102 Cranbrook Sub on CP 
Rail, that line is authorized to divert 
or reroute such traffic via any availa­
b le  route to expedite the movement. 
Traffic necessarily diverted by author­
ity of this order shall be rerouted so as 
to preserve as nearly as possible the 
participation and revenues of other 
carriers provided in the original rout­
ing.

(b) Concurrence of receiving roads to 
be obtained. The railroad rerouting 
cars in accordance with this order 
shall receive the concurrence of other 
railroads to which such traffic is to be 
diverted or rerouted, before the rer­
outing or diversion is ordered.

(c) Notification to shippers. Each 
carrier rerouting cars in accordance 
with this order, shall notify each ship­
per at the time each shipment is rer­
outed or diverted and shall furnish to 
such shipper the new routing provided 
under this order.

(d) Inasmuch as the diversion or rer­
outing of traffic is deemed to be due to 
carrier disability, the rates applicable 
to traffic diverted or rerouted by said 
Agent shall be the rates which were 
applicable at the time of shipment on 
the shipments as originally routed.

(e) In executing the directions of the 
Commission and of such Agent pro­
vided for in this order, the common 
carriers involved shall proceed even 
though no contracts, agreements, or 
arrangements now exist between them 
with reference to the divisions of the 
rates of transportation applicable to 
said traffic. Divisions shall be during 
the time this order remains in force, 
those voluntarily agreed upon by and 
between said carriers; or upon failure 
of the carriers to so agree, said divi­
sions shall be those hereafter fixed by 
the Commission in accordance with 
pertinent authority conferred upon it 
by the Interstate Commerce Act.

(f) Effective date. This order shall 
become effective at 2 p.m., July 14, 
1978.

Expiration date. This order shall 
expire at 11:59 p.m., August 14, 1978, 
unless otherwise modified, changed, or 
suspended.

This order shall be served upon the 
Association of American Railroads, 
Car Service Division, as agent of all 
railroads subscribing to the car service 
and car hire agreement under the 
terms of that agreement, and upon the 
American Short Line Railroad Associ­

ation. A copy of this order shall be 
filed with the Director, Office of the 
Federal Register.

Issued at Washington, D.C., July 14, 
1978.

Interstate Commerce 
Commission,

R obert S. Turkington, 
Agent.

[FR Doc. 78-20953 Filed 7-27-78; 8:45 am]

[7035-01]

[Notice No. 91]

M OTOR CARRIER BOARD TRANSFER 
PROCEEDINGS

The following publications include 
motor carrier, water carrier, broker, 
and freight forwarder transfer applica­
tions filed under sections 212(b), 
206(a), 211, 312(b), and 410(g) of the 
Interstate Commerce Act.

Each application (except as other­
wise specifically noted) contains a 
statement by applicants that there 
will be no significant effect on the 
quality of the human environment re­
sulting from approval of the applica­
tion.

Protest against approval of the ap­
plication, which may include a request 
for oral hearing, must be filed with 
the Commission on or before August 
28, 1978. Failure seasonably to file a 
protest will be construed as a waiver of 
opposition and participation in the 
proceeding. A protest must be served 
upon applicants’ representative(s), or 
applicants (if no such representative is 
named), and the protestant must certi­
fy that such service has been made.

Unless otherwise specified, the 
signed original and six copies of the 
protest shall be filed with the Com­
mission. All protests must specify with, 
particularity the factual basis, and the 
section of the act, or the applicable 
rule governing the proposed transfer7 
which protestant believes would p r ­
elude approval of the application/ If 
the protest contains a request for oral 
hearing, the request shall be support­
ed by an explanation as to why the 
evidence sought to be presented 
cannot reasonably be submitted 
through the use of affidavits.

The operating rights set forth below 
are in synopses form, but are deemed 
sufficient to place interested persons 
on notice of the proposed transfer.

FD-28802, filed July 21, 1978. Trans­
feree: INGRAM MATERIALS, INC., 
4304 Harding Road, Nashville, TN 
37205. Transferor: Ingram Corp., 4100 
One Shell Square, New Orleans, LA 
70139. Representative: Donal Macleay, 
1625 K Street NW., Washington, D.C. 
20006. Authority sought for transfer 
to transferee of the operating rights of 
transferor, and for E. B. Ingram affili­
ated with the Wayerhauser Co. (No.
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W-417) to control the said rights 
through ownership of capital stock. 
The operating rights, as set forth in 
Permit No. W-353, issued to Ingram 
Corp., as latest amended on April 1, 
1969, authorizes transferor to perform 
contract carrier towage service over 
the Mississippi River below and in­
cluding Geno, WI, the Ohio River 
below and including Louisville, KY, 
and the Gulf Intracoastal Waterway 
and its tributaries east of and includ­
ing Houston, TX. In addition, the 
Permit authorizes transferor to 
engage, at Nashiville, TN, in the fur­
nishing of towing vessels and barges 
without crews, owned by it, to persons 
other than carriers to be used by them 
in the transportation of their own 
property. Transferee presently holds 
no authority from this Commission.

35478 filed, June 21, 1978. Lessee: 
AG TRUCKING, INC., R.R. 1 Box 
206, Milford, IN 46542. Lessor? Hoosier 
Haulers, Inc., 27800 Company Road 
38, Route 3, Goshen, IN 46526. Repre­
sentative: Gregory A. Hartzler, 130 
North Main Street, Goshen, IN 46526. 
Authority sought for lease by lessee of 
the operating rights, acquired by 
lessor pursuant to MC-FC-75147, set 
forth in certificates MC-13367 (Sub-2), 
MC-13367 (Sub-4), MC-13367 (Sub-5), 
MC-13367 (Sub-6), MC-13367 (Sub-7), 
MC-13367 (Sub-8), MC-13367 (Sub-9), 
and MC-13367 (Sub-13), issued August 
10, 1961, May 11, 1962, October 24, 
1962, May 10, 1963, May 1, 1969, 
March 11, 1964, October 2, 1964, and 
October 7, 1969, respectively, as fol­
lows: Meat scraps, tankage, and dried 
blood, from points in IN and the lower 
peninsula of MI, to Milwaukee, Wi; 
meat scraps, tankage, and dried blood, 
not fit for human consumption, from 
Milwaukee, WI, to points in IL, IN, 
OH, and the lower peninsula of MI; 
Grain, over specified regular routes, 
from Wakarusa, IN, to Chicago, IL, 
serving intermediate and off-route 
points within 25 miles of Wakarusa, 
restricted to pickup only; fertilizer, 
from Calumet City, IL, to points in IN 
on and north of U.S. Hwy 40; dry man- 
vfactured fertilizer, in bulk, from the 
plantsite of Michiana Chemical Co., 
near Niles, MI, to. points in named 
counties in IN; feed, including meat 
scraps and tankage, from Riverdale 
and Chicago, IL, to points in IN on 
and north of U.S. Hwy 40; oats, from 
points in a described area of IL, to 
points in Elkhart, Lagrange, La Porte, 
and St. Joseph Counties, IN; meat 
scraps, tankage, and dried blood, from 
points in IL, and described areas of 
MO and IA, to Milwaukee, WI; fertiliz­
er, from points in the Chicago, IL, 
Com m ercial Zone, to Charlotte, MI, 
and points in Kalamazoo, Branch, Van 
Buren, Berrien, Calhoun, Cass, and St. 
Joseph Counties, MI; fruits and vege­
tables, from points Berrien, Van
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Buren, and Cass Counties, MI, to Chi­
cago, IL; livestock, from points in Ber­
rien County, MI to Chicago, IL; frozen 
fruits, frozen berries, and frozen vege­
tables, from parts of Berrien and Van 
Buren Comities, MI, within 20 miles of 
Coloma, MI, to Cleveland, OH, Chica­
go, IL, and Milwaukee, WI, from 
Cleveland, OH, to Milwaukee, WI; dry 
fertilizer, in bulk, in vehicles equipped 
with pneumatic unloading equipment, 
from the plantsite of Swift & Co. at 
Calumet City, IL, to points in Allegan, 
Ottawa, Muskegon, Oceana, Newaygo, 
and Eaton (except Charlotte, MI) 
Counties, MI; fertilizer, dry, in bulk, 
from Plymouth, IN, to points in Alle­
gan, Berrien, Branch, Cass, Kalama­
zoo, St. Joseph, Van Buren, Kala- 
kaska, Mecosta, Missaukee, Muskegon, 
Newaygo, Osceola, and Ottawa Coun­
ties, MI; fertilizer and fertilizer mate­
rials (except anhydrous ammonia and 
fertilizer or fertilizer materials derived 
from petroleum products and except 
in dump vehicles) from Joilet, IL 
(except from the plantsite of Blockson 
Chemical Division of Olin Mathieson 
Corp.), to points in IN, MI, and OH. 
Lessee presently holds no authority 
from this Commission. Application has 
been filed for temporary authority 
under section 210a(b).

MC-FC-77650, filed May 2, 1978. 
Transferee: MOTORPRATE DIS­
PATCH, INC., 16360 Broadway, Maple 
Heights, OH 44137. Transferor: Motor 
Dispatch, Inc., 16360 Broadway, Maple 
Heights, OH 44137. Representative: A. 
Charles Tell, Attorney at Law, 100 
East Broad Street, Columbus, OH 
43215. Authority sought for purchase 
by transferee of the operating rights 
of transferor, as set forth in certifi­
cates, MC-55778 and, Subs-11, 12, 13, 
14, 16, 17, issued August 2, 1954, Octo­
ber 19, 1956, September 22, 1967, De­
cember 24, 1969, December 16, 1971, 
February 29, 1972, and January 16, 
1974 respectively as follows: General 
commodities (with exceptions), over 
specified regular routes from, to, or 
between specified points in IN, OH, 
MI, and IL; telephone directories and 
telephone directory pages, from the 
plantsite of R. R. Donnelley & Sons 
Co. in Dwight, IL, to points in OH, MI, 
IN, and St. Louis, MO; frozen prepared 
foods, from the facilities of Banquet 
Foods at Macon, Marshall, Milan, Mo- 
berly, and Carrollton, MO, to points in 
IL, IN, KY, MI, OH, PA, VA and WV, 
and Davenport, and Dubuque, IA with 
restrictions; frozen foods, from the fa­
cilities fo Kitchens of Sara Lee, Inc. 
located at or near Deerfield, and Chi­
cago, IL, to points in NY, NJ, DE, MD, 
RI, CT, PA, MA, WV, VA, OH, and DC 
with restrictions. Transferee presently 
holds no authority from this Commis­
sion. Application has both been filed 
for temporary authority under section 
210a(b).

MC-FC-77654, filed June 27, 1978. 
Transferee: COUNTY LINE TRUCK­
ING, INC., 224 North Defiance Street, 
Defiance, OH. Transferor: KDB Ex­
press, Inc., P.O. Box 217, Archbold, 
OH. Representative: Michael M. 
Briley, 300 Madison Avenue, P.O. Box 
2088, Toledo, OH 43603. Authority 
sought for purchase by transferee of 
the operating rights of transferor, as 
set forth in Certificate MC-143887 
issued June 2, 1978, as follows: New 
furniture, from Archbold, OH, to 
points in the United States, except AK 
and HI; Returned shipments of new 
furniture, and equipment, materials, 
and supplies used in the manufacture 
and distribution of furniture, from 
points in the United States (except 
AK and HI), to Archbold, OH; Furni­
ture parts and furniture stock, from 
Archbold, OH, to points in the United 
States except AK and HI; New furni­
ture, furniture parts, and furniture 
stock from Stryker, OH, to points in 
the United States except AK and HI; 
Returned shipments of new furniture, 
and equipment, materials, and sup­
plies used in the manufacture and dis­
tribution of furniture, except commod­
ities in bulk, from points in the United 
States, except AK and HI, to Stryker, 
OH; Uncrated tubular steel scaffolding 
and accessories, uncrated boarding 
ramps, uncrated maintenance stands, 
and uncrated baggage loading stands, 
between Arphbold, OH, on the one 
hand, and, on the other, points in the 
Unites States, except AK and HI; be­
tween points in the Unites States, 
except AL, AK, FL, GA, HI, IN, LA, 
MS, NC, SC, and TN; Agricultural ma­
chinery, implements, and parts, as de­
scribed in Appendix XII to the report 
on Descriptions in Motor Carrier Cer­
tificates, 61 MCC 209, except those re­
quiring the use of special equipment, 
between the site of the Yoder & Frey, 
Inc., auction yard, located near Arch­
bold, OH, on the one hand, and, on 
the other, points in IL, PA, and WI; 
between the site of the Yoder & Frey, 
Inc., auction yard, located approxi­
mately IV* miles northwest of Arch­
bold, OH, on an unnumbered county 
road, on the one hand, and, on the 
other, points in AR, IN, IA, KY, MI, 
MO, NY, NC, TN, and WV; Agricultur­
al machinery, implements, and parts, 
between the auction yard of Yoder & 
Frey, Inc., located near Archbold, OH, 
on the one hand, and, on the other, 
points in ME, VT, NH, MA, CT, NJ, 
MD, VA, DE, OH, and DC; from points 
in CA, ID, KS, LA, MS, MT, NV, NM, 
OK, OR, SD, and WA, to the auction 
yard of Yoder & Frey, Inc., located 
near Archbold, OH; Corrugated 
sheets, pads, boxes, and related pack­
aging, from the facilities of the Arch­
bold Container Corp. at Archbold, OH, 
to points in IL, IN, and MI; and mate­
rials and supplies used in the manu-
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facture and distribution of corrugated 
sheets, pads, boxes, and related pack­
aging, except commodities in bulk, 
from points in the states listed imme­
diately above to the facilities of the 
Archbold Container Corp. at Arch­
bold, OH. Transferee presently holds 
no authority from this Commission. 
Application has been filed for tempo­
rary authority under section 210a(b).

MC-FC-77659, filed May 12, 1978. 
Transferee: SUPERIOR TRANSFER, 
INC., 2669 Merchant Drive, Baltimore, 
MD 21230. Transferor: Chesapeake 
Motor Lines, Inc., 6748 Dorsey Road, 
Baltimore, MD 21227. Representatives: 
Ronald N. Cobert, Attorney for trans­
feree, 1730 M Street NW., Washing­
ton, DC 20036. Edward N. Button, At­
torney for transferor, P.O. Box 1417 
Hagerstown, MD 21740. Authority 
sought to transfer to transferee that 
portion of Certificate MC-52917, 
issued June 15, 1966, as follows: Gener­
al commodities, with specified excep­
tions, between Baltimore, MD and Al­
exandria, VA, over U.S. Hwy 1, serving 
all intermediate points and off-route 
points within 10 miles of the route 
north of an east-west line drawn 
through Alexandria. Transferee pres­
ently holds no authority from this 
Commission. Application has been 
made for temporary authority under 
section 210a(b) of the act.

Republication MC-FC-77669, filed 
May 17, 1978. Transferee: PAT AND 
JAKE’S, INC., 5838 Monroe Street, 
Sylvania, OH 43560. Transferor: Carl 
& Gene Towing Service, Inc., 1418 Elm 
Street, Toledo, OH 53603. Representa­
tive: Wolfgang Drescher and Arthus 
R. Cline, 403 Security Building, 
Toledo, OH 43604. Authority sought 
for purchase of the operating rights 
set forth in certificate MC-108804 
(Sub-1), issued December 7, 1966, as 
follows: Wrecked or disabled motor ve­
hicles, in truckaway service, between 
points in Lucas County, OH, on the 
one hand, and, on the other, points in 
Steuben County, IN and Monroe, 
Lenawee, and Wayne Counties, MI; 
and wrecked, disabled, and replace­
ment motor vehicles, by use of wrecker 
equipment only, between points in 
Lucas, Fulton, Williams, and Wood 
Counties, OH, on the one hand, and, 
on the other, points in IN and speci­
fied areas in MI, NY, and PA. Trans­
feree holds no authority from this 
Commission. Application has been 
filed for temporary authority under 
section 210a(b) of the act. The purpose 
of this republication is to include addi­
tional authority in the proposed trans­
fer.

MC-FC-77682, filed May 10, 1978. 
Transferee: BRELAR, INC., Route 2, 
Box 22, Greenville, MS 38701. Trans­
feror: Bel’s Produce Co., Inc., 11357 
Vienna Road, Montrose, MI 48457.

Representative: Martin J. Leavitt, Law 
Offices of Sullivan, Leavitt & Bileti, 
22375 Haggerty Road, P.O. Box 400, 
Northville, MI 48167, Transferor. Ed 
Glasscock, Brown, Todd & Heybum, 
Citizens Plaza, Louisville, KY 40202, 
Transferee. Authority sought for pur­
chase by transferee of that portion of 
the operating rights of transferor, as 
set forth in permit MC-141691, issued 
March 28, 1978, as follows: Pickles and 
pickle products (except frozen and in 
bulk), from the facilities of Vlasic 
Foods, Inc., located at Greenville, MS 
to points in the United States (except 
MS, AK, and HI), to be performed 
under a continuing contract or con­
tracts with Vlasic Foods, Inc. Trans­
feree presently holds no authority 
from this Commission. Application has 
been filed for temporary authority 
under section 210a(b).

MC-FC-77690, filed June 21, 1978. 
Transferee: ANTHONY D. FLA­
MINGO, d.b.a. FLAMINGO MOVING 
& STORAGE CO., R.D. 3, Box 678, 
Mansfield, PA 16933. Transferor: Sey­
mour Rail Hauling, Inc., 510 Fifth 
Avenue, Williamsport, PA 17701. Rep­
resentative: Thomas F. X. Foley, Colts 
Neck Professional Plaza, State High­
way 34, Colts Neck, NJ 07722. Authori­
ty sought for purchase by transferee 
of the operating rights of transferor, 
as set forth in certificate MC-40174 
issued April 22, 1971, as follows: Pack­
inghouse products, from Williamsport, 
PA, to points within 75 miles of Wil­
liamsport. Transferee is presently au­
thorized to operate as a common carri­
er under certificate MC-126900. Appli­
cation has not been filed for tempo­
rary authority under section 210a(b).

MC-FC-77704, filed June 9, 1978. 
Transferee: MONUMENT VALLEY 
STAGE LINES, INC., Park Terrace 
Road, Box 318, Blanding, UT 84511. 
Transferor: Barton F. Lyman, d.b.a. 
Lyman Truck Line, P.O. Box 675, 
Blanding, UT 84511. Representative: 
William S. Richards, Attorney at Law, 
P.O. Box 2465, 48 Post Office Place, 
Salt Lake City, UT 84110. Authority 
sought for purchase by transferee of 
the remaining portion of the operating 
rights of transferor, as set forth in 
Certificate MC-120836 (Sub-3), issued 
February 28, 1974, as follows: General 
commodities, with exceptions between 
points in a specified portion of San 
Juan County, UT with restrictions. 
Transferee is presently authorized to 
operate as a common carrier under 
Certificate MC-116104 and subs there­
after. Application has not been filed 
for temporary authority under section 
210a(b).

MC-FC-77706, filed June 9, 1978. 
Transferee: KENNETH L. STUART,
d.b.a. K & S Tankline, P.O. Drawer R, 
Copperhill, TN 37317. Transferor: 
Howard Kaylor and Kenneth L.

Stuart, d.b.a. K & S Tankline, P.O. 
Drawer R, Copperhill, TN 37317. Rep­
resentative: Paul M. Daniell, Attorney 
at Law, P.O. Box 872, Atlanta, GA 
30301. Authority sought for purchase 
by transferee of the operating rights 
of transferor, as set forth in Certifi­
cate MC-119557 and (Sub-7), issued 
August 31, 1970 and June 10, 1976, as 
follows: Sulphur dioxide, in bulk, in 
tank vehicles, from Copperhill, TN, to 
Canton and Sylvia, NC, Bastrop and 
Bogalusa, LA, and points in GA, AL, 
SC, MS, FL, and MO (except points in 
MO in the St. Louis, MO.-East St. 
Louis, IL, commercial zone, as defined 
by the Commission). Transferee pres­
ently holds no authority from this 
Commission. Application has not been 
filed for temporary authority under 
section 210a(b).

MC-FC-77707, filed June 6, 1978. 
Transferee: CALIFORNIA-PACIFIC 
FREIGHT, INC., 12212 AJton Lane, 
Santa Ana, CA 92705. Transferor: S & 
M Freight Lines, 531 North Francisca 
Street, Redondo Beach, CA 90277. 
Representative: R. Y. Schureman, 
1545 Wilshire Boulevard, Los Angeles, 
CA 90017. Authority sought for pur­
chase by transferee of a portion of the 
operating rights of transferor, as set 
forth in Certificate of Registration 
MC-10381 (Sub-3), issued March 18, 
1964, as follows: General commodities, 
with specified exceptions, between 
points in the Los Angeles Basin Area, 
on the one hand, and, on the other, 
Indio, CA, via U.S. Hwy 99 and Cali­
fornia Hwy 111, serving all intermedi­
ate points on said Hwys and all points 
laterally within 5 miles of said Hwys 
between the Los Angeles Basin Area 
and Indio. Transferee presently holds 
no authority from this Commission. 
Application has not been filed for tem­
porary authority under section 
210a(b).

MC-FC-77710, filed June 14, 1978. 
Transferee: B & B GENERAL STOR­
AGE WAREHOUSE, INC., 182-10 Lib­
erty Avenue, Jamaica, NY 11412. 
Transferor: Noble Van & Storage Co., 
Inc., 1 Hayes Street, Elmsford, NY 
10523. Representative: Jack Schiller, 
One Lefrak City Plaza, Flushing, NY 
11368. Authority sought for purchase 
by transferee of a portion of the oper­
ating rights of transferor, as set forth 
in Certificate MC-93855 (Sub-2),
issued August 2, 1971, as follows: 
Household goods as defined by the 
Commission, between points in West­
chester County, NY, on the one hand, 
and, on the other, points in OH, and 
VA. Transferee is presently authorized 
to operate as a common carrier under 
Certificate MC-42364. Application has 
not been filed for temporary authority 
under section 210a(b).

MC 77712, filed June 15, 1978. 
Transferee: S & T TRANSPORT,
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INC., 31 Frederick Place, Old Bridge, 
NJ 08857. Transferor: Bivins Freight 
Service, Inc., South 15th Street, Mill­
ville, NJ 08332. Representative: Piken 
& Piken, Attomeys-at-Law, One 
Lefrak City Plaza, Flushing, NY 11368. 
Authority sought for purchase by 
transferee of the operating rights of 
transferor, as set forth in Certificate 
MC 73618, issued March 20, 1963, as 
follows: General commodities (with 
the usual exceptions), over regular 
routes, between Millville, NJ and 
Philadelphia, PA, and other specified 
commodities excepted. Building mate­
rial, and brick, feed, grain and meat 
scraps, seed, fertilizer, fertilizer mate­
rial, airplane engines, airplane engine 
parts, and airplane accessories, boat 
building materials, equipment, and 
supplies, over irregular routes, gener­
ally between Millville and other speci­
fied cities in NJ and specified cities in 
NY, MD, PA, DE, and DC. Transferee 
presently holds no authority from this 
Commission. Application has not been 
filed for temporary authority under 
section 210a(b).

MC-FC-77716, filed June 21, 1978. 
Transferee: Graham Bell, d.b.a. B <fe 
W Trucking, P.O. Box 281, 462 Essex 
Avenue, Gloucester, MA 01903. Trans­
feror: Roger D. Peterson, d.b.a. Peter­
son Motor Transportation, 107 Port­
land Street, Rochester, NH. Repre­
sentative: George C. O’Brien, Attor- 
ney-at-Law, 12 Vernon Street, Nor­
wood, MA 02062. Authority sought for 
purchase by transferee of a portion of 
the operating rights set forth in Cer­
tificate MC 7953, issued November 18, 
1975, as follows: General commodities 
(with usual exceptions), over regular 
routes, between Boston, and Haverhill, 
MA, serving all intermediate and spec­
ified and off-route points; radio tubes 
and supplies and containers for such 
commodities during the season extend­
ing from the 15th of May to the 15th 
of September, between Salem, MA and 
Coming, NY serving no intermediate
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points; over irregular routes, general 
commodities (with usual exceptions), 
between Boston, Quincy, Hingham, 
Milton, and Weymouth, MA; supplies, 
materials, equipment, and machinery 
used in the manufacture of lumber 
and lumber products, between Provi­
dence, RI and Boston, MA on the one 
hand, and, on the other, Rochester, 
NH; Such merchandise as is dealt in by 
wholesale, retail, and chain grocery 
and food business houses, and in con­
nection therewith, equipment, materi­
als, and supplies used in the conduct 
of such business, between points in 
Strafford, Rockingham, and Carroll 
Counties, NH, on the one hand, and, 
on the other, points in Androscoggin, 
Cumberland, Oxford, and York Coun­
ties, ME; from points in Dover, Ports­
mouth, and Rochester, NH to points in 
a described portion of NH; from Roch­
ester, NH to Wallum Lake, RI; grocer­
ies and grocery supplies, fruit, and 
vegetables, from Boston MA to Roch­
ester, NH and South Berwick, ME; 
building materials, from Walpole and 
Boston, MA and points within 5 miles 
of Boston, to Rochester; box shooks, 
from Rollinsord, NH to Gloucester, 
MA and rejected shipments of box 
shooks, from Gloucester, MA to Rol- 
linsford, NH; wooden box shooks and 
sawdust, from Rochester, NH to Willi- 
mantic, CT; and metal screws used in 
the manufacture of wooden boxes, 
from Willimantic, CT to Rochester, 
NH. Transferee holds no Commission 
authority and does not seek section 
210a(b) temporary authority.

H. G. H omme, Jr., 
Acting Secretary.

[FR Doc. 78-20946 Filed 7-27-78; 8:45 am]

[7035-01J
[Notice No. 92]

M O TO R  CARRIER TRANSFER PROCEEDINGS 

J uly  28,1978.
Application filed for temporary au­

thority under section 210a(b) in con­

nection with transfer application 
under section 212(b) and transfer 
rules, 49 C.F.R. Part 1132:

MC-FC 77651. By application filed 
July 5, 1978, OIL COUNTRY HAUL­
ERS, INC., 15714 Old Beaumont Hwy 
(U.S. 90), Houston, TX 77049, seeks 
temporary authority to transfer the 
operating rights of SHELDON 
TRUCKING CO., 15714 Old Beau­
mont Hwy (U.S. 90), Houston, TX 
77049, under section 210a(b). The 
transfer to OIL COUNTRY HAUL­
ERS, INC., of the operating rights of 
SHELDON TRUCKING CO., is pres­
ently pending.

MC-FC 77756. By application filed 
July 12, 1978, C & H BUS LINES, 
INC., Route 1, Harrison, GA 31035, 
seeks temporary authority to transfer 
the operating rights of NATIONAL 
BUS SERVICE, INC., 746 Wheaton 
Street, Savannah, GA 31401, under 
section 210a(b). The transfer to C & H 
BUS LINES, INC., of the operating 
rights of NATIONAL BUS SERVICE, 
INC., is presently pending.

MC-FC 77757. By application filed 
July 18, 1978, McNULTY TANK
LINES DIVISION, McNULTY IN­
DUSTRIES, INC., d.b.a. McNULTY 
TANK LINES, U.S. Hwy 130, Bridge­
port, NJ 08014, seeks temporary au­
thority to transfer the operating 
rights of SKYLINE TRANSPORT, 
INC., 1910 Russell Street, Baltimore, 
MT> 21230, under section 210a(b). The 
transfer to McNULTY TANK LINES 
DIVISION, McNULTY INDUSTRIES, 
INC., d.b.a. McNULTY TANK LINES, 
of the operating rights of SKYLINE 
TRANSPORT, INC., is presently 
pending.

By the Commission.

H. G . H omme, Jr., 
Acting Secretary.

[FR Doc. 78-20947 Filed 7-27-78; 8:45 am]
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[6351-01]
1

COMMODITY FUTURES TRADING 
COMMISSION.
TIME AND DATE: 10 a.m., July 28, 
1978.
PLACE: 2033 K Street NW., Washing­
ton, D.C., 5th floor hearing room.
STATUS: Closed.
MATTERS TO BE CONSIDERED: 
Discussion of an amicus curiae memo­
randum.
CONTACT PERSON FOR MORE IN­
FORMATION:

Jane Stuckey, 254-6314.
[S-1545-78 Filed 7-26-78; 11:44 am]

3

FEDERAL DEPOSIT INSURANCE 
CORPORATION.
TIME AND DATE: 10 a.m., August 2,
1978.
PLACE: Room 6135, FDIC Building,
550 17th Street NW., Washington,
D.C.
STATUS: Closed.
MATTERS TO BE CONSIDERED:
Applications for Federal deposit insurance:

NBD-Portage Bank, a proposed new bank 
to be located at 6400 South Westnedge 
Avenue, Portage, Mich., for Federal de­
posit insurance.

Banco Union de Puerto Rico, a proposed 
new bank to be located on Ignacio Ar- 
zuaga Street, comer of Bernardo Garcia 
Street, Carolina, Puerto Rico, for Feder­
al deposit insurance.

Application for Federal deposit insurance 
and for consent to establish a branch 
(drive-in facility):

Burbank Citizens Bank, a proposed new 
bank to be located at 333 North Glen- 
oaks Boulevard, Burbank, Calif., for 
Federal deposit insurance and for con­
sent to establish a branch (drive-in fa­
cility) at 372 East Olive Avenue, Bur­
bank, Calif.

Applications for Federal deposit insurance 
and for consent to exertise lim ited trust 
powers:

First Bank & Trust of Carter Lake, a pro­
posed new bank to be located at 1230 
Locust Street, Carter Lake, Iowa, for 
Federal deposit insurance and for con­
sent to exercise limited trust powers.

[6351-01]
2

COMMODITY FUTURES TRADING 
COMMISSION.
TIME AND DATE: 11 a.m., August 4, 
1978.
PLACE: Eighth floor conference room, 
2033 K Street NW., Washington, D.C.
STATUS: Closed.
MATTERS TO BE CONSIDERED: 
Market surveillance.
CONTACT PERSON FOR MORE IN­
FORMATION:

Jane Stuckey, 254-6314.
tS-1546-78 Filed 7-26-78; 11:44 am]

Applications for consent to establish 
branches:

Dixie County State Bank, Crose City, Fla., 
for consent to establish a branch at the 
northeast comer of State Road 358, 
south end of the river bridge approach, 
Unincorporated Jena Area of Dixie 
County, Fla.

Umatilla State Bank, Umatilla Fla., for 
consent to establish a branch on Butler 
Street (State Road 40) near its intersec­
tion with Alco Street, unincorporated 
Lake Comity (P.O. Astor), Fla.

The Citizens Bank of Perry, Perry, Fla., 
for consent to establish a branch in the 
southwest quadrant of the intersection 
of Ninth Street East and First Avenue, 
unincorporated area of Steinhatchee, 
Taylor County, Fla.

United Mutal Savings Bank, New York, 
N.Y., for consent to establish a branch 
at 556 Main Street, Islip (unincorporat­
ed area), town of Islip, N.Y.

The Western Saving Fund Society of 
Philadelphia, Haverford, Pa., for con­

sent to establish a branch at 2601-05 
South Broad Street, Philadelphia, Pa.

Application for consent to establish a 
branch-detached facility:

The Kiowa State Bank, Kiowa, Colo., for 
consent to establish a branch-detached 
facility on Highway 86, Elizabeth, Colo.

Applications for consent to merge and to es­
tablish branches:

Albany Savings Bank, Albany, N.Y., an in­
sured mutal savings bank, for consent to 
merge under its charter and title with 
Onedia Federal Savings & Loan Associ­
ation, Oneida, N.Y., upon the latter’s 
conversion to a State charter, and for 
consent to establish the sole office of 
the latter institution as a branch of 
Albany Savings Bank.

Brookville Bank & Trust Co., Brookville, 
Pa., an insured State nonmember bank, 
for consent to merge under its charter, 
and with the title of “Unibank,” with 
Brockway Citizens Bank, Brockway, Pa., 
also an insured State nonmember bank, 
and for consent to establish the one ex­
isting office of Brockway Citizens Bank 
as a branch of the resultant bank. 

Farmers Bank & Trust Co., of Hanover, 
Hanover, Pa., an insured State non­
member bank, for consent to merge 
under its charter and title with Abbott- 
stown State Bank, Abbottstown, Pa., 
also an insured State nonmember bank, 
and for consent to estabish the sole 
office of Abbottstown State Bank as a 
branch of the resultant bank.

Application for consent to consolidate, es­
tablish branches, redesignate the main 
office location, and exercise trust 
powers:

Southwest Mississippi Bank, Magnolia, 
Miss., an insured State nonmember 
bank, for consent to consolidate under 
its charter, and with the title of “First 
Bank of Southwest Mississippi,” with 
Banlj of McComb, McComb, Miss., also 
an insured State nonmember bank; for 

- consent to establish Bank of McComb’s 
four offices as branches of the resultant 
bank; for consent to redesignate its main 
office location to the present site of the 
main office of Bank of McComb; and for 
consent to exercise trust powers.

Recommendations regarding liquidation of 
a bank’s assets acquired by the Corpora­
tion in its capacity as receiver, liquida­
tor, or liquidating agent of those assets: 

Case No. 43,549-L—Bank of Picayune, 
Picayune, Miss.

Case No. 43,580-L—Fanklin National 
Bank, New York, N.Y.

Case No. 43,584-NR—United States Na­
tional Bank, San Diego, Calif.

Case No. 43,588-L—First State Bank Of 
Northern California, San Leandro, Calif. 

Case No. 43,590-L—American City Bank & 
Trust Co., National Association, Milwau­
kee, Wis.

Case No. 43,591-L—The Drovers’ National 
Bank of Chicago, Chicago, 111.
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Case No. 43,592-L—The Drovers’ National 
Bank of Chicago, Chicago, 111.

Case No. 43,596-SR—Ill.The Peoples Bank 
of the Virgin Islands, Charlotte Amalie, 
Virgin Islands.

Case No. 43,595-L—The Drovers’ National 
Bank of Chicago, Chicago, 111.

Recommendations with respect to the in iti­
ation or termination of cease-and-desist 
proceedings, termination-of-insurance 
proceedings, or suspension or removal 
proceedings against certain insured 
banks or officers or directors thereof:

Names of persons and names and locations 
of banks authorized to-be exempt from 
disclosure pursuant to the provisions of 
subsections (c)(6), (c)(8), and
(c)(9)(A)(ii) of the “Government in the 
Sunshine Act” (5 U.S.C. 552b (c)(6), 
(c)(8), and (e)(9)(A)(ii)).

Personnel actions regarding appointments, 
promotions, adm inistrative pay in­
creases, reassignments, retirements, sep­
arations, removals, etc.

Names of employees authorized to be 
exempt from disclosure pursuant to the 
provisions of subsections (c)(2) and 
(c)(6) of the “Government in the Sun­
shine Act” (5 U.S.Ci 552b (c)(2) and 
(c)(6)).

Grievance officer’s findings and recommen­
dations in connection with the formal 
grievance of a  corporation employee:

Name of employee authorized to be 
exempt from disclosure pursuant to the 
provisions of subsection (c)(6) of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b(c)(6)).

CONTACT PERSON FOR MORE IN­
FORMATION:

Alan R. Miller, Executive Secretary, 
202-389-4446.

[S-15550-78 Filed 7-26-78; 3:54 pm]

[6714-01]
4

FEDERAL DEPOSIT INSURANCE
CORPORATION.
TIME AND DATE: 10:30 a.m., August
2, 1978.
PLACE: Board room, sixth floor,
FDIC Building, 550 17th Street NW.,
Washington, D.C.
STATUS: Open.
MATTERS TO BE CONSIDERED:
Disposition of minutes o f previous meetings.
Application for Federal deposit insurance: 

Hickory Point Bank, a proposed new bank 
to be located in the Hickory Point Mall 
at the intersection of U.S. Highway 51 
and Interstate Highway 72, Forsyth, 111., 
for Federal deposit insurance.

Request by the Comptroller of the Currency 
for a report on the competitive factors 
involved in  the proposed merger of 
Adams County National Bank, Cumber­
land Township-(P.O. Gettysburg), Pa., 
and The National Bank of Arendtsville, 
Arendtsville, Pa.

Recommendations with respect to payment 
for legal services rendered and expenses

SUNSHINE ACT MEETINGS

incurred in connection with receiver­
ship and liquidation activities:

Schall, Boudreau & Gore, San Diego, 
Calif., in connection with the receiver­
ship of United States National Bank, 
San Diego, Calif.

Trager & Trager, Fairfield, Conn., in con­
nection with the liquidation of the 
Monroe Bank & Trust Co., Monroe, 
Conn.

Sullivan & Worcester, Boston, Mass., in 
connection with the receivership of 
Surety Bank & Trust Co., Wakefield, 
Mass.

Kaye, Scholer, Pierman, Hays & Handler, 
New York., N.Y., in connection with the 
liquidation of Franklin National Bank, 
New York, N.Y.

O’Neill & Borges, Raco Rey, Puerto Rico, 
in connection with the liquidation of 
Banco Credito y Ahorro Ponceno, 
Ponce, P.R.

Memorandum and resolution proposing cer­
tain delegations of authority from the 
Board of Directors to the Committee on 
Liquidations, Loans and Purchases of 
Assets (Case No. 43,386).

Memorandum and resolution proposing the 
delegation to the General Counsel and 
the Director of the Division of Liquida­
tion, or their designees, of authority to 
in itia te litigation to which the Corpora­
tion will be a party either in its corpo­
rate capacity or as receiver of a closed 
bank.

Memorandum proposing the procurement of 
new computer equipment

Memorandums and resolutions proposing 
that the liquidators of Banco Econo­
mics, San German, Puerto Rico, and 
Banco Credito y Ahorro Ponceno, Ponce, 
Puerto Rico, be authorized to convey 
real property.
Reports of Committees and Officers

Minutes of the actions approved by the 
Committee ori Liquidations, Loans, and 
Purchases of Assets pursuant to authori­
ty delegated by the Board of Directors. 

Report of the Executive Secretary regard­
ing his transmittal of “no significant 
effect” competitive factor reports. 

Reports of the directory of the Division of 
Bank Supervision with respect to appli­
cations or requests approved by him and 
the various Regional Directors pursuant 
to authority delegated by the Board of 
Directors.

Final report of the Office of the Control­
ler on the termination of the liquidation 
of First Citizens Bank & Trust Co. of 
Utica, Utica, N.Y.

Reports of security transactions author­
ized by the Chairman.

CONTACT PERSON FOR MORE IN­
FORMATION:

Alan R. Miller, Executive Secretary, 
202-389-4446.

[S-1551-78 Filed 7-26-78; 3:54 pm]

[6715-01]
5

FEDERAL ELECTION COMMIS­
SION.

DATE AND TIME: Wednesday, 
August 2, 1978, at 10 a.m.
PLACE: 1325 K Street NW., Washing­
ton, D.C.
STATUS: This meeting will be closed 
to the public.
MATTERS TO BE CONSIDERED: 
Audits, compliance, and personnel.

* * * * *
DATE AND TIME: Thursday, August 
3, 1978, at 10 a.m.
MATTERS TO BE CONSIDERED:

Portions open to the public:
Setting of Future Meeting Dates 
Correction and Approval of Minutes 
Advisory Opinion 1978-42 
Advisory Opinion 1978-48 
Response to Advisory Opinion Request 

From National Treasury Employees Union 
Policy Regarding Transfers to Registered 

Entities From Unregistered Organizations 
Quarterly Management Report 
Pending Legislation 
Pending Litigation 
Appropriations and Budget 
Liaison With Other Federal Agencies 
Classification Actions 
Routine Administrative Matters

Portions closed to the public (execu­
tive session):
Any Matters Not Concluded on August 2, 

1978.
PERSON TO CONTACT FOR IN­
FORMATION:

Mr. David Fiske, Press Officer, tele­
phone 202-523-4065.

Marjorie W. Emmons, 
Secretary to the Commission. 

[S-1549-78 Filed 7-26-78; 3:54 pm]

[6740-02]
6

FEDERAL ENERGY REGULATORY 
COMMISSION.
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
(Published July 24, 1978; 43 FR 
32025).
PREVIOUSLY ANNOUNCED TIME 
AND DATE OF MEETING: 10 a.m., 
July 26, 1978.
CHANGE IN THE MEETING: The 
following items have been added:

Item No., Docket No., and Company
M-4—Memorandum of Understanding be­

tween the Secretary of Energy and the 
Federal Energy Regulatory Commission 
concerning procedures for review of pro­
posed rules, regulations, and statements 
of policy.

M-5—RM78-40, Natural Gas Companies’ 
Annual Report of Proved Domestic Gas 
Reserves: FPC No. 40—extension of 1977 
filing deadlines.
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Cl-4—CI75-45, et al., Tenneco Oil Co,, et al.
K enneth F. P lumb,

Secretary.
[S-1547-78 Filed 7-26-78; 11:44 am]

[6720-01]
7

FEDERAL HOME LOAN BANK
BOARD.
TIME AND DATE: 9:30 a.m., August
2,1978.
PLACE: 1700 G Street NW., Sixth
Floor, Washington, D.C.
STATUS: Open meeting.
CONTACT PERSON FOR MORE IN­
FORMATION:

Franklin O. Bolling, 202-377-6677.
MATTERS TO BE CONSIDERED:
Consideration of Final Regulations Re: FTC 

Pre-Merger Notification Requirements.
Consideration of Amendments Relating to 

Servicing of Loans. .
Consideration of Waiver of Condition Re: 

Branch Office Opening—First Federal 
Savings & Loan Association of Pineville, 
Pineville, Ky.

Consideration of Proposed Acquisition of 
Western Savings Association, Pratt, Kans., 
and Lamed Savings <fc Loan Association, 
Lamed, Kans., by Western Financial 
Corp., Pratt, Kans.

Applications for Bank Membership and In­
surance of Accounts—Evergreen Savings 
& Loan Association, Redwood City, Calif.

Branch Office Application—First Federal 
Savings <fc Loan Association of Brunswick, 
Brimswick, Ga.

No. 169, July 26, 1978.
[S-1553-78 Filed 7-26-78; 3:54 pm]

[6730-01]
8

FEDERAL MARITIME COMMIS­
SION.
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
July 21, 1978, 43 FR 31503.
PREVIOUSLY ANNOUNCED TIME 
AND DATE OF THE MEETING: 10 
a.m., July 26, 1978.
CHANGES IN THE MEETING: Addi­
tion of the following item to the closed 
session:
3. Practices of Zim-American Israeli Ship­

ping Co., Inc.
tS-1543-78 Filed 7-26-78; 11:50 ami

[6730-01]
9

FEDERAL MARITIME COMMIS­
SION.

TIME AND DATE: August 2, 1978—10
а. m.
PLACE: Room 12126—1100 L Street
NW., Washington, D.C. 20573.
STATUS: Open.
MATTERS TO BE CONSIDERED:
1. Agreement No. 8660-8; Modification of 

the Latin America/Pacific Coast Steam­
ship Conference to include intermodal 
service.

2. Agreement No. 9510-4: Modification of 
the Household Goods Forwarders Asso­
ciation of America Rate Agreement to 
permit independent action of the mem­
bers.

2. Agreement No. 7680-D.R.: Petition of 
American West African Freight Confer­
ence for unlimited extension dual rate 
contract.

4. Agreement No. 9973-4: Modification of 
Johnson ScanStar Combined Service 
Agreement to permit service to the Pa­
cific Coast via minibridge.

5. Petition for Declaratory Order—Dr. 
Jenaro Collazo, Secretary of Social Ser­
vices of Puerto Rico (Petitioner).

б. Petition for Reconsideration of Agree­
ments Nos. 2846-28 and 5660-21.

7. Docket No. 76-60: Petition for Declara­
tory Order of Seatrain International, 
S.A.’—Consideration of record.

8. Docket No. 70-50: Marine Terminal Prac-
_ tices of the Port of Seattle—Possible vio­

lation of section 17, Shipping Act, 1916- 
Consideration of initial decision.

CONTACT PERSON FOR MORE IN­
FORMATION:

Francis C. Humey, Secretary, 202- 
523-5725.

[S-1544-78 Filed 7-26-78; 11:44 am]

[6210-01]
10

BOARD OF GOVERNORS OF THE 
FEDERAL RESERVE SYSTEM.
TIME AND DATE: 10 a.m., Wednes­
day, August 2, 1978.
PLACE: 20th Street and Constitution 
Avenue NW., Washington, D.C. 20551.
STATUS: Open.
MATTERS TO BE CONSIDERED: 
Summary Agenda: Because of their 
routine nature, no substantive discus­
sion of the following items is anticipat­
ed. These matters will be resolved with 
a single vote unless a member of the 
Board requests that an item be moved 
to the discussion agenda:
1. Request for an exemption from the Fed­

eral Home Mortgage Disclosure Act and 
Regulation C for Connecticut chartered 
depository institutions that are subject 
to the Connecticut Home Mortgage Dis­
closure Act and the implementing regu­
lations of the Connecticut Banking De­
partment.

2. Proposed extension and revision of the
Commercial Bank Report of Consumer 
Credit (FR 571).

Discussion Agenda:

1. Proposed statement to be presented to 
the Senate Committee on Banking, Hous­
ing, and Urban Affairs regarding S. 2011, 
the Regulatory Reduction and Congression­
al Control Act.

2. Any agenda items carried forward from 
a previously announced meeting.
CONTACT PERSON FOR MORE IN­
FORMATION:

Mr. Joseph R. Coyne, Assistant to 
the Board, 202-452-3204.
Dated: July 25, 1978.

G riffith  L. Garwood,
Deputy Secretary of the Board.

[S-1552-78 Filed 7-26-78; 3:54 pm] .

[7020-02]
11

tUSITC SE-78-36A]
UNITED STATES INTERNATIONAL 
TRADE COMMISSION.
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
43 FR 32220, July 25, 1978.
PREVIOUSLY ANNOUNCED TIME 
AND DATE OF THE MEETING: 10 
a.m., Thursday, August 3, 1978.
CHANGES IN THE MEETING: En­
largement of the scope of item No. 5:
5. Copper (Inv. TA-201-32)—Vote on injury 

(at 2 p.m.) and briefing on remedy, if  
necessary.

CONTACT PERSON FOR MORE IN­
FORMATION:

Kenneth R. Mason, Secretary, 202- 
523-0161.

[S-1554-78 Filed 7-26-78; 3:54 pm]

[7020-02]
12

[USITC SE-78-37]

UNITED STATES INTERNATIONAL 
TRADE COMMISSION.
TIME AND DATE: 10 a.m„ Thursday, 
August 10,1978.
PLACE: Room 117, 701 E Street NW., 
Washington, D.C. 20436.
STATUS: Open to the public. 
MATTERS TO BE CONSIDERED:
1. Agenda.
2. Minutes.
3. Ratifications.
4. Petitions and complaints (if necessary).
5. Copper (Inv. TA-201-32)—Vote on 

remedy, if necessary.
6. Bicycle tires and tubes (Inv. TA-201-33)—

Vote on injury.
7. Appeal of denial of information under the

FOIA (if necessary).
8. Any items left over from previous agenda.
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CONTACT PERSON FOR MORE IN­
FORMATION:

Kenneth R. Mason, Secretary, 202- 
523-0161.

[S-1555-78 Filed 7-26-78; 3:54 pm]

[4110-39]
13

NATIONAL COUNCIL ON EDUCA­
TIONAL RESEARCH.

The National Council on Education­
al Research hereby gives notice that it 
has tentatively scheduled meetings to 
be held in Washington, D.C., on the 
following dates: September 15, 1978; 
November 3, 1978; January 11-12, 
1979; March 23, 1979; May 11, 1979; 
July 12-13,1979.

Agendas for these meetings and any 
changes in meeting dates or locations 
will be published in the F ederal R eg­
ister as promptly as possible.
PERSON TO CONTACT FOR IN­
FORMATION:

Ella L. Jones, Administrative Coor­
dinator, telephone 202-254-7900.

Peter H. G erber, 
Chief, Policy and Administra­

tive Coordination, National 
Council on Educational Re­
search.

[S-1548-78 Filed 7-26-78; 11:44 am]

FEDERAL REGISTER, VO L. 43 , N O . 146— FRIDAY, JULY 28 , 1978





■inm
iM

' iT

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 LSA (List of CFR 

Sections Affected), the “Federal 
Register Index,” or both.

LSA (List of CFR Sections Affected)
$10.00
per year

The LSA (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 prim arily 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 o f publication

in the Federal Register.

Note to  FR Subscribers: FR Indexes and the  
LSA (List of CFR Sections Affected) will continue 

to be mailed free of charge to regular FR subscribers.

iiiim n i amami m im m i m m m m m m iia ii

Mail order form to:
Superintendent of Documents, U.S. Government Printing Office, Washington, O.C. 20402

There is enclosed $_ ..for. . subscription(s) to the publications checked below:

LSA (LIST OF CFR SECTIONS AFFECTED) ($ 1 0 .0 0  a year domestic; $ 1 2 .5 0  foreign) 

FEDERAL REGISTER INDEX ($8.00 a year domestic; $10.00 foreign)

Name____________________________________________________________________________________________

Street Address_________ _______ ______________________________ :__________________ ' ________ "

City_______________________1_________________  State __________ ________________ ZIP ____________ _

Make check payable to the Superintendent of Documents

iim naivin iivfivn iiiiiv iiiin iftiiu iim m aim iiiiim m iam iiiiiiia iiiiiim iiiia ii n
ii

ii
im

im
im

im
m

ii
ii

ii
ii

im
ii

m
a



Vol.43— No. 146 
7-28-78

BOOK 2:
Pages
32987— 38227

BOOK 2 OF 2 BOOKS

FRIDAY, JULY 28, 1978
PART II

DEPARTMENT OF
HEALTH,

EDUCATION, AND 
WELFARE

Food and Drug 
Administration

MEDICAL DEVICES
Classification Procedures



32988

[4110-03]
Title 21— Food and Drugs

CHAPTER I— FOOD AND DRUG AD­
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL­
FARE

SUBCHAPTER A — GENERAL 

SUBCHAPTER H— MEDICAL DEVICES

[Docket No. 77N-0155]

Classification Procedures
AGENCY: Pood and Drug Administra­
tion.
ACTION: Pinal rule.
SUMMARY: This rule sets forth crite­
ria and procedures for classifying de­
vices intended for human use into 
classes of regulatory control sufficient 
to provide reasonable assurance of 
safety and effectiveness. The rule also 
explains the determination of the 
safety and effectiveness of devices, 
prescribes the procedures for the sub­
mission and review of petitions for re­
classification, and defines the circum­
stances under which information and 
data associated with the classification 
or reclassification of devices will be re­
leased to the public. These actions are 
taken under the Medical Device 
Amendments of 1976.
EFFECTIVE DATE: August 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Joseph Sheehan, Bureau of Medical 
Devices (HFK-70), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7114.

SUPPLEMENTARY INFORMATION: 
The proposal upon which this final 
regulation is based was published in 
the F ederal R egister of September 
13, 1977 (42 FR 46028). Interested per­
sons were given until November 14, 
1977 to comment. Twenty-five com­
ments were received on the proposal, 
presenting a wide range of issues.

This regulation essentially codifies 
existing procedures that have been 
followed in the classification process 
to date. Manufacturers and other in­
terested persons have already become 
involved in the various aspects of the 
classification process described in this 
regulation. The agency has been urged

RULES AND REGULATIONS

to promulgate this regulation as quick­
ly as possible to provide industry a, 
more certain basis for production deci­
sions. Although the Commissioner 
doubts that this procedural regulation 
will affect manufacturers’ production 
decisions, the Commissioner has decid­
ed that it is in the best interest of the 
public and of all parties concerned 
that this regulation become effective 
August 28, 1978.

G eneral

The Commissioner has made many 
minor editorial changes in the regula­
tion for clarity.

L Several comments stated that pub­
lication of panel recommendations and 
proposed regulations for the classifica­
tion of devices before promulgation of 
the final regulation establishing classi­
fication procedures violates the basic 
principles of administrative rule- 
making. The Comments pointed out 
that an agency must provide public 
notice and an opportunity for interest­
ed parties to participate before imple­
mentation of a rule.

Section 513(c)(1) of the act requires 
the promulgation by regulation of the 
procedures to be followed by classifica­
tion panels in making their reviews 
and recommendations. The section 
does not require, however, that the 
final classification procedures regula­
tion precede every other step in the 
classification process. Moreover, this 
classification procedures regulation es­
sentially codifies the procedures that 
the agency has been following in the 
classification process. Public notice of 
these procedures was provided in a 
notice published in the F ederal R egis­
ter on May 19, 1975 (40 FR 21848). Be­
cause classification panels are public 
advisory committees, the general pro­
cedure's under which the panels oper­
ate have already , been promulgated by 
regulation (21 CFR Part 14).

2. One comment, referring to the 
portion of the preamble to the pro­
posed regulation that discussed the 
classification criteria (42 FR 46030), 
argued against consideration of such 
“practical matters” as the difficulty 
involved in enforcing general controls 
and the length of time required to de­
velop performance standards. The 
comment stated that such consider­
ations should be irrelevant to classifi­
cation decisions, and that any inconve­
nience to the agency does not change 
the fact that adequate information 
may exist to allow proper classifica­

tion in accordance with the statutory 
criteria.

The Commissioner agrees that it is 
improper to consider the length of 
time required to develop a perform­
ance standard when determining 
whether to classify a device into class 
II unless compliance with a standard is 
essential to provide reasonable assur­
ance of a device’s safety and effective­
ness. The legislative history reveals 
both that Congress recognized that 
considerable time may elapse between 
classification of a device into class II 
and the development of a performance 
standard for the device (Ref. 1, p. 27), 
and that FDA has ample latitude to 
classify a device into the premarket 
approval category in instances in 
which use of the device poses public 
health concerns. The Commissioner 
believes also, however, that the degree 
of difficulty involved in enforcing gen­
eral controls with respect to a particu­
lar device may well be a relevant con­
sideration in determining whether 
general controls will provide reason­
able assurance of the safety and effec­
tiveness of the device.

3. A few comments expressed con­
cern that the definition of “implant” 
in proposed § 860.3(d) would include 
many devices which should not be 
classified into class III, such as dental 
fillings. The comments suggested that 
the proposed definition be worded so 
as not to include such devices.

The Commissioner acknowledges the 
broad scope of the proposed defini­
tion, but also notes that a device 
which is termed an implant is not nec­
essarily classified into class III. Sec­
tions 513 (c)(2)(C) and (d)(2)(B) of the 
act clearly states that an implant need 
not be classified into class III if such 
classification is not necessary to pro­
vide reasonable assurance of safety 
and effectiveness. The proposed defi­
nition, therefore, has been retained 
without change in the final regulation.

4. Several comments requested revi­
sion of the proposed definition of 
“life-supporting or life-sustaining 
device” in § 860.3(e). The comment 
suggested that the proposed wording 
is redundant and vague. The com­
ments also stated that the proposed 
definition is too broad because Con­
gress intended that only devices essen­
tial to supporting or sustaining life be 
considered life-supporting or life-sus­
taining devices for classification pur­
poses. Some comments suggested that 
the words “or yields information that
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is to be used for restoration, mainte­
nance or continuation of such func­
tion” be deleted from the definition.. 
Other comments suggested that the 
definition be reworded to include only 
devices the discontinuance of Which 
would result in a high probability of 
death.

The proposed definition has been 
reworded. The Commissioner believes 
that the special regulatory treatment 
afforded life-supporting or life-sustain­
ing devices is necessary for devices 
which yield information essential to 
supporting oi* sustaining life, as well as 
for devices which are themselves life­
supporting or life-sustaining. The 
Commissioner also rejects the idea 
that discontinuation of the use of a 
particular device must result in a high 
probability of death in order for that 
device to be properly termed life-sup­
porting or life-sustaining. Congress ex­
pressed its intent that the phrase 
“life-supporting or life-sustaining” be 
interpreted broadly (ref. 1, p. 35). The 
Commissioner has reworded the defi­
nition to eliminate redundancy and to 
reflect more accurately the congres­
sional intent (ref. 2, p. 58).

5. A few comments objected to the 
fact that the classification question­
naire was included in the preamble 
but not in the proposed regulation. 
The comments stated that the ques­
tionnaire is a substantive part of the 
classification process and expressed 
concern that if it were not included in 
the regulation PDA could revise the 
questionnaire without notice.

The classification questionnaire is 
merely a guideline intended to aid the 
panels in applying the legal require­
ments to the practical task of device 
classification. Devices will be classified 
and reclassified only according to the 
criteria in section 513 of the act. The 
entire questionnaire may not be appli­
cable to all present cases. Further­
more, it is foreseeable that technologi­
cal developments or other circum­
stances might necessitate future 
changes in the questionnaire, al­
though such significant changes 
should be rare and would be an­
nounced by appropriate notice pub­
lished in the F ederal R egister. Copies 
of the current classification question­
naire may be obtained from the Classi­
fication Coordinator (HFK-401), 
Bureau of Medical Devices, Food and 
Drug Administration, 8757 Georgia 
Avenue, Silver Spring, Md. 20910.

6. Some comments suggested that 
§ 860.3(g)(7), requiring the supplemen­
tal data sheet to identify any needed 
restrictions on the use of the device, 
exceeds classification panel authority 
and requires a level of experience and 
competence beyond that possessed by 
most classification panel members. 
The comments suggested that because 
the power to recommend restrictions
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on the use of a device could be abused, 
and because of possible conflicts of in­
terest, any identification of necessary 
restrictions should be accompanied by 
a statement of reasons and should be 
supported by objective evidence. Sev­
eral comments also recommended that 
the phrase “authorization of a physi­
cian” be changed to “authorization of 
a licensed practitioner,” to conform 
with the wording of section 520(e) of 
the act.

The general classification recom­
mendations, required to be made by 
classification panels, necessarily in­
volve identification of any needed re­
strictions on the use of the device. 
Moreover, there is no prohibition 
against FDA’s asking its classification 
panels for advice on needed restric­
tions on device use or other matters 
within FDA’s authority, even if the 
act does not require FDA to solicit 
such advice. The Commissioner rejects 
the contention that such determina­
tions are beyond the authority or com­
petence of the panels, or that they 
present the panels with a unique op­
portunity to abuse their power. These 
objections have been adequately con­
sidered and provided for in the act and 
in FDA regulations. The restrictions 
mentioned in § 860.3(g)(7) are merely 
examples of the possible types of re­
strictions on the use of a device which 
may be necessary. The phrase “au­
thorization of a physician” has been 
changed in the final regulation to “au­
thorization of a licensed practitioner” 
to reflect the wording in section 520(e) 
of the act.

7. Several comments on proposed 
§ 860.3(i) questioned the need to intro­
duce the new term “generic type of 
device.” The comments suggested that 
the statutory terms “within a type” 
and “substantially equivalent” are ac­
cepted and well understood, while the 
phrase “generic type of device” is 
vague.

The Commissioner rejects the sug­
gestion that the phrase “generic type 
of device” is vague and is at variance 
with the statute. The statutory terms, 
“within a type” and “substantially 
equivalent,” serve a purpose different 
from that of FDA’s definition of “ge­
neric type of device.” Application of 
the two statutory terms determines 
whether a device is classified in class 
III under sections 513(f) and 
520(1X1 )(D) of the act. The term “ge­
neric type of device” describes FDA’s 
grouping, for reasons of administrative 
convenience, of devices that are to be 
regulated in the same way because 
they present similar safety and effec­
tiveness concerns. A generic type of 
device will include devices that may or 
may not be “within a type” and “sub­
stantially equivalent” to each other.

For example, to reduce unnecessary 
proliferation of regulations, FDA may
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treat all pathology stains as a single 
generic type of device and may issue a 
single proposed and final classification 
regulation concerning these stains. If 
a single regulation is issued, not all of 
the stains in the generic type, and cov­
ered by the regulation, would be “sub­
stantially equivalent” to each other. If 
a manufacturer submitted a premar­
ket notification seeking to market a 
new stain, FDA would determine 
whether the new stain was “substan­
tially equivalent” to any stain in the 
generic type, that is subject to the 
classification regulation, and thus 
whether the new stain was itself sub­
ject to the regulation. If the new stain 
was not “substantially equivalent” to 
any stain covered by the regulation, 
the new stain would be classified into 
class III by section 513(f) of the act. If 
the manufacturer sought reclassifica­
tion of the new stain, under 
§ 860.120(b) only the new stain and 
any later “substantially equivalent” 
devices would be affected by the re­
classification. '

The Commissioner warns that FDA 
may find it difficult to describe the ge­
neric type of devices subject to a clas­
sification regulation so precisely that 
an interested person will be able to de­
termine whether a new device is sub­
ject to the regulation merely by read­
ing it, without FDA’s comparing the 
new device to existing devices already 
covered by the regulation. This diffi­
culty is recognized and addressed in 
the premarket notification procedure 
in section 510(k) of the act and 21 
CFR 807.81.

8. One comment pointed out that 
the requirement of proposed 
§ 860.5(c)(1) that safety and effective­
ness data regarding devices classified 
into class III be regarded as confiden­
tial and not be disclosed unless the 
data have been disclosed previously to 
the public was impossible to satisfy 
under the present system of open 
panel meetings. The comment suggest­
ed that some provision be made for 
closed panel meetings.

The requirements of 21 CFR 14.27, 
which are applicable to classification 
panel meetings, provide that portions 
of a panel meeting may be closed for 
discussion of certain matters including 
trade secrets and confidential commer­
cial information.

9. The comments on proposed § 860.5
(d) and (e) questioned the legality of 
publicly disclosing otherwise confiden­
tial information when contain in re­
classification petitions. The comments 
suggested several provisions which 
would restrict the extent to which 
such information would be subject to 
public disclosure. The comments also 
questioned the apparent inconsistency 
in proposed § 860.5(d)(2) which allows 
a petitioner to show that any of the 
contents of a deficient petition should
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be exempt from public disclosure, 
when the entire contents of the peti­
tion are disclosable once the deficien­
cies have been corrected.

The Commissioner has determined 
that a petitioner voluntarily surren­
ders the confidentiality of the con­
tents of a nondeficient reclassification 
petition. As explained in the preamble 
to the proposed regulation, the loss of 
confidentiality is based in part on the 
necessity that reclassification proceed­
ings be as open as possible. Because all 
devices within a generic type are re­
classified together, one reclassification 
petition may affect several manufac­
turers, and each manufacturer affect­
ed by the petition should be afforded 
an opportunity to address the issue.

Because reclassification decisions 
concern generic types of devices, trade 
secrets, or other confidential informa­
tion which relates only to individual 
devices is irrelevant to reclassification 
decisions. The Commissioner neither 
requires nor desires that manufactur­
ers or importers submit such confiden­
tial information in reclassification pe­
titions. Furthermore, the Commission­
er has determined that the legislative 
intent precludes the use of such confi­
dential information as the basis for 
the reclassification of devices into 
class III (ref. 1, pp. 48 through 50). See 
section 520(c) of the act (21 U.S.C. 
360j(c)). Consequently, petitioners 
should not include in their petitions 
any data or information that is unnec­
essary to a decision on the petition, es­
pecially if the petitioner wishes to 
keep such data or information confi­
dential.

Because the policy of disclosure is 
not yet widely known by those peti­
tioning for reclassification, all reclassi­
fication petitions will be screened for 
possible confidential information at 
the same time that they are being re­
viewed for deficiencies, until 180 days 
after the final classification regulation 
becomes effective. All petitioners will 
be offered an informal opportunity to 
delete any confidential data from 
their petition, or to withdraw the 
entire petition before it becomes avail­
able for public disclosure. However, 
180 days after the final classification 
regulation becomes effective, petition­
ers should have become familiar with 
the reclassification process, and FDA 
will cease reviewing nondeficient peti­
tions for confidential information and 
will make the entire contents of all pe­
titions available for public disclosure 
once they have been determined to be 
nondeficient.

Because a deficient petition will not 
be considered on its merits until the 
deficiencies have been corrected, sub­
mission of a petition is not considered 
a surrender of the confidentiality of 
its contents until all deficiencies have 
been corrected. Following notification

of a deficiency in the petition, the pe­
titioner is allowed a period of time in 
which to submit supplemental materi­
al intended to correct the deficiency. 
To provide adequate time for response 
to a notification of deficiency, the 
Commissioner has increased the 
period of time allowed from 20 days to 
30 days. If, during this 30-day period, 
the petitioner wishes to withdraw the 
deficient petition rather than have its 
contents be available to the public, the 
Commissioner, in his discretion, may 
allow the withdrawal. This provision 
has been added to §860.5(d)(2). Once 
the deficient petition has been correct­
ed, the entire contents of the petition 
will be available for public disclosure. 
The Commissioner has added the pro­
vision that any supplemental material 
submitted by the petitioner, together 
with the material in the original peti­
tion, is considered as a new petition. 
The new petition is reviewed for defi­
ciencies in the same manner as the 
original petition, and the same proce­
dures for notification and correction 
of deficiencies are followed. The Com­
missioner has also added the provision 
that a deficient petition which is not 
corrected within 180 days after notifi­
cation of a deficiency will be returned 
to the petitioner, and will not be con­
sidered further unless resubmitted.

10. One comment stated that the 
provisions of § 860.7, defining valid sci­
entific evidence and well-controlled in­
vestigations should apply only to evi­
dence developed or compiled after the 
effective date of the final regulation.

The provisions in that section do not 
depart from traditionally recognized 
concepts, are flexible, are required by 
section 513(a)(3) of the act, and closely 
reflect the legislative intent in this 
area (ref. 1, pp. 17 and 40). Because 
the provisions do not require a new ap­
proach to the proper substantiation of 
device safety or effectiveness, there is 
no valid reason for their being applied 
only to evidence compiled or devel­
oped after the effective date of the 
final regulation.

The Commissioner has deleted the 
first sentence of § 860.7(a) because it is 
obvious that no single standard of 
safety and effectiveness could apply to 
all devices, and it is not necessary to 
include that fact in the regulation.

11. Several comments addressed the 
safety and effectiveness factors listed 
in proposed § 860.7(b). The comments 
suggested that advertising should not 
be considered with regard to intended 
conditions of use, that surgical risks 
should not be considered when weigh­
ing the risks of implants, and that the 
reliability of a device is not a relevant 
factor in determining its safetly and 
effectiveness. Several comments also 
suggested that; classification panels 
should either include engineers as 
members or seek technical engineering

advice if the reliability of devices must 
be considered.

The legislative history of section 513 
of the act clearly reveals that Con­
gress intended the phrase “conditions 
of use” to include uses promoted 
through advertising, but that a device 
should not be regarded as unsafe 
merely because of “collateral risks” 
not inherent in the use of the device 
(ref. 1, p. 16). The Commissioner be­
lieves that FDA must retain some dis­
cretion in determining which surgical 
risks are to be considered inherent in 
the use of any particular device, in­
cluding implants. The legislative histo­
ry also reveals that Congress intended 
that device reliability be considered in 
determining device safety and effec­
tiveness (ref. 1, p. 16). Furthermore, 
engineers are represented on panels in 
order to facilitate consideration of 
device reliability. Consequently, 
§ 860.7(b) has been retained without 
change in the final regulation.

12. Several comments argued that 
proposed § 860.7(c), by restricting con­
sideration to valid scientific evidence 
when determining the safety and ef­
fectiveness of a device, does not reflect 
accurately the legislative intent. Sev­
eral comments also questioned wheth­
er the Commissioner should have the 
authority, “in his discretion,” to deter­
mine whether evidence submitted is 
valid scientific evidence. Several com­
ments also suggested that if nonvalid 
scientific evidence is irrelevant in es­
tablishing the effectiveness of a 
device, such evidence also should be ir­
relevant in establishing that a device 
is not effective. One comment suggest­
ed that the panel should investigate 
and corroborate islolated case reports, 
random experience, and similar forms 
of evidence.

The purpose of the act is to assure 
the safety and effectiveness of medical 
devices intended for human use. Be­
cause such assurance necessarily de­
mands a high standard of proof, sec­
tion 513(a)(3) of the act requires that 
device effectiveness be established 
only by valid scientific evidence. The 
Commissioner has extended this re­
quirement to the establishment of 
device safety as well. The requirement 
that only valid scientific evidence be 
used to establish device safety and ef­
fectiveness, however, does not pre­
clude consideration of other forms of 
evidence when determining whether a 
device is safe or effective. Although it 
is imperative that early and sometimes 
informal indications of the danger or 
ineffectiveness of a device be consid­
ered fully, every effort will be made to 
corroborate such evidence before 
acting on it. The phrase “in his discre­
tion” has been deleted from the 
second sentence of § 860.7(c)(1) in the 
final regulation because it is superflu-
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ous, but the remainder of the section 
has not been changed.

13. Comments on proposed § 860.7(d) 
requested a more objective and specif­
ic definition of what constitutes rea­
sonable assurance of device safety, and 
clearer guidelines as to what consti­
tutes “adequate efforts to demonstrate 
the absence of unreasonable risk of ill­
ness or injury.”

The wording of the proposed section 
closely follows the wording of section 
513 of the act. The legislative history 
(ref. 1, pp. 16-17) explains that deter­
mination of device safety involves bal­
ancing the probable benefits of a 
device against its probable risks. Con­
sequently, proof of device safety is in­
tended to establish that the risks are 
not unreasonably disproportionate to 
the benefits. The proposed section 
merely expands this concept, empha­
sizing tha,t only valid scientific evi­
dence may be used to establish device 
safety. The Commissioner does not be­
lieve that any change in the final reg­
ulation is necessary.

14. One comment on proposed 
§ 860.7(e) suggested that a determina­
tion of device effectiveness should be 
based upon whether a device meets 
the claims of its manufacturer.

Section 513 of the act and 
§ 860.7(b)(2) provide that the effect 
which a device purports or is repre­
sented to have is to be considered in 
determining its effectiveness. Pro­
posed § 860.7(e) is consistent with 
those provisions and has been retained 
in the final regulation with minor 
clarifying word changes.

A question has arisen concerning the 
number of studies required to estab­
lish the effectiveness of a device. The 
Commissioner advises that section 
513(a)(3) of the act and §860.7 (e) and
(f) require at least two well-controlled 
investigations showing effectiveness, 
unless the Commissioner, under 
§ 860.7(f), authorizes reliance upon 
other valid scientific evidence. With 
respect to the general requirement of 
two or more effectiveness studies, 
device law is similar to drug law (sec. 
505(d) of the act, 21 U.S.C. 355(d); 21 
CPR 312.1, 314.111(a)(5)).

15. Comments suggested that the 
testing described in proposed § 860.7(f) 
is oriented too heavily toward drugs 
and is not appropriate for electronic, 
mechanical, or similar devices. It was 
suggested that many of these devices 
could be adequately tested by purely 
electronic or similar testing.

Section 860.7(e) provides that other 
valid scientific evidence may be used 
to prove device effectiveness in cases 
where the Commissioner determines 
that the requirements of § 860.7(f) are 
not reasonably applicable or essential 
to the testing of the device in ques­
tion. Furthermore, the requirements 
of § 860.7(f) are designed to allow some
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leeway, including alternative ap­
proaches in some areas, and thus 
should prove compatible with most 
device testing.

16. Comments objected to proposed 
§ 860.7(g) which requires the manufac­
turer or importer to show that general 
controls or performance standards 
would provide sufficient assurance of 
the safety and effectiveness of a 
device. The comments suggested that 
failure to make such a showing shoùld 
not result in classification of the 
device into class III if tl p̂ device is of 
the type described in section 
513(a)(l)(A)(ii) of the act. Other com­
ments suggested that the section be 
deleted in its entirety. Several com­
ments also objected to the provision 
authorizing the Commissioner to re­
quire device manufacturers, importers, 
or distributors to submit reports or 
other information. The comments ob­
jected that, because section 519 of the 
act contemplated a more specific rule- 
making process, such reporting re­
quirements may not be promulgated in 
this manner.

The legislative history indicates that 
Congress intentionally placed upon in­
dustry the burden of furnishing suffi­
cient evidence to substantiate the 
safety and effectiveness of a device, 
and that the absence of such data may 
be the basis for classification of the 
device into class III (ref. 1, p. 40). Al­
though section 513(a)(l)(A)(ii) of the 
act provides that some devices may be 
classified into class I even if there is 
insufficient information from which to 
determine that general controls would 
provide reasonable assurance of their 
safety and effectiveness, such classifi­
cation is permitted only for devices 
which do not present a potential un­
reasonable risk of illness or injury. In 
the absence of safety and effectiveness 
data, it may be impossible to deter­
mine that nô such potential risk 
exists. The Commissioner emphasizes 
the need for industry to provide collec­
tively sufficient safety and effective­
ness data to ensure the proper classifi­
cation of each generic type of device. 
The Commissioner believes that 
§ 860.7(g) complies with the require­
ments of section 519 of the act.

Classification

17. One comment on proposed 
§ 860.84 suggested that a classification 
of a device by the Commissioner which 
differs from the classification recom­
mended by the panel should be sup­
ported by valid scientific evidence. It 
was also suggested that panel recom­
mendations be required to identify 
only unreasonable risks to health, 
rather than all risks to health, pre­
sented by a particular device.

The act clearly provides the basis for 
determining device safety and effec­
tiveness and prescribes the criteria for
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device classification. All classification 
decisions reached by the Commission­
er or by the classification panels will 
be made in accordance with the provi­
sions of the act. The Commissioner 
may disagree with a panel recommen­
dation if his interpretation of availa­
ble scientific evidence differs from 
that of the panel. In addition, the 
Commissioner intends to evaluate 
carefully panel recommendations in is- 
tances where valid scientific evidence 
is not available to support a panel rec­
ommendation. The requirement that 
panel recommendations specifically in­
clude identification of the risks to 
health presented by a device is based 
on section 513(c)(2)(A)(i)(III) of the 
act.

The Commissioner has redesignated 
some of the paragraphs in proposed 
§ 860.84 in order to facilitate reference, 
but the section has been incorporated 
in the final regulation with no sub­
stantive changes.

18. One comment on proposed 
§ 860.95 suggested that, in their recom­
mendations, panels should not be re­
quired to state the reasons for recom­
mending that a device be exempt from 
the requirements of section 510, 519, 
or 520(f) of the act. Another comment 
suggested that a regulation or order 
classifying or reclassifying a device 
into class I be required to state the 
reasons for not granting exemptions 
as well as the reasons for granting ex­
emptions.

Section 513 of the act requires that 
panel recommendations for classifica­
tion into class I, and final regulations 
or orders classifying devices into class 
I, specify whether the device is 
exempted from the requirements pf 
sections 510, 519, or 520(f) of the act. 
The legislative history reveals that 
Congress considered “general con­
trols,” such as those provided for in 
sections 510, 519, and 520(f), impor­
tant safeguards for public health (ref. 
1, p. 17). Consequently, the act pro­
vides for exemption from only certain 
general controls, and requires that 
such exemptions be justified. There is 
no need to justify a requirement that 
devices that are not exempted comply 
with general controls. Proposed 
§860.95 has been incorporated in the 
final regulation without change.

R eclassification

19. One comment on proposed 
§860.120 suggested that reclassifica­
tion of one device within a generic 
type of device should not cause reclas­
sification of all other devices within 
that generic type unless all such de­
vices present the same unreasonable 
risk. Another comment stated that 
some clarification was needed as to 
who may file a reclassification peti­
tion. Several comments suggested that 
manufacturers and importers who
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have not petitioned for the. reclassifi­
cation of a device should be provided a 
reasonable time to comply with new 
requirements applicable to the device 
following its reclassification.

By definition, all devices within a ge­
neric type present the same or very 
similar risks to health. The similarity 
in health risks is fundamental to the 
concept of classification by generic 
type of device. If devices thought to be 
within the same generic type present 
different risks, it is likely that the de­
vices are not really of the same generic 
type. Manufacturers and importers of 
devices within a generic type will be 
provided an opportunity to participate 
in all reclassification proceedings re­
garding the generic type of device. 
The open nature of the reclassifica­
tion process is assured by the provi­
sions in the regulation regarding 
public disclosure of reclassification of 
petitions and panel recommendations. 
If compliance with a performance 
standard is required because of reclas­
sification, the performance standard 
will be promulgated under the proce­
dures in section 514 of the act which 
provide manufacturers notice and a 
grace period for compliance.

The Commissioner has added new 
§860.120(0 to clarify who may file a 
petition for reclassification. PDA pre­
viously announced, in 21 CFR 10.25, 
its general policy that any interested 
party (whether a manufacturer, con- 
siuner, importer, or member of the 
public) may petition the Commission­
er to issue, amend, or revoke a regula­
tion or order promulgated by him. As 
explained below, reclassification peti­
tions are subject to the special proce­
dures of subpart C of part 860 rather 
than the citizen petition procedures. 
However, under the policy of the citi­
zen petition procedure as applied to 
the classification process, any interest­
ed person is afforded an opportunity 
to file a petition for reclassification 
under the regulation based on sections 
513(e), 514(b), or 515(b) of the act. 
The reclassification process under sec- 
tibn 513(f) or 520(1) of the act is limit­
ed to the manufacturer or importer of 
the specific device involved because of 
the special procedural safeguards for 
reclassifying new devices and devices 
previously regarded as new drugs. The 
Commissioner has reorganized the re­
mainder of proposed §860.120 for 
clarification, but the substance of the 
section has not been changed in the 
final regulation.

20. Two comments on proposed 
§860.123 questioned why reclassifica­
tion petitions were not treated as citi­
zen petitions, and why the Commis­
sioner was not required to respond to 
such petitions within a definite period 
of time.

Section 10.30 (21 CFR 10.30) defines 
“citizen petitions” and provides that
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other sections regarding other types of 
petitions may include different re­
quirements. The Commissioner has de­
termined that petitions for device re­
classification shall conform to the re­
quirements of proposed §860.123, and 
has added new §860.3(j) to define the 
meaning of the term “petition” as it is 
used in part 860. The Commissioner 
agrees that a response time should be 
provided for reclassification petitions 
submitted under section 513(e) of the 
act, and §860.130 of the final’regula­
tion has been revised accordingly. The 
act provides specific response times for 
all other reclassification petitions.

21. Several comments on proposed 
§860.125 objected that consultation by 
the Commissioner with less than an 
entire panel would defeat the effec­
tiveness of the panel and is contrary 
to the legislative intent in this area. It 
was also mentioned that informal 
means of consultation, especially con­
sultation by telephone, might result in 
an unsatisfactory record. One com­
ment suggested that a petitioner 
should be able to request that the 
Commissioner consult with the classi­
fication panel at a regular panel meet­
ing.

The Commissioner agrees that every 
effort should be made to consult with 
an entire classification panel, and that 
an adequate record of such consulta­
tion is essential. There will be circum­
stances, however, in which statutory 
time constraints, the request by the 
petitioner for a timely response, or the 
unavailability of panel members will 
require the Commissioner to consult 
with less than an entire panel, and by 
means other than discussion at a regu­
lar panel meeting. The Commissioner 
had preceded the phrase “a majority 
of current voting panel members,” in 
proposed §860.125(a) (1) and (2), with 
the words “at least.” Whenever possi­
ble, the Commissioner will consult 
with nonvoting members, and 
§860.125(a) (1) and (2) has been 
changed accordingly.

22. Comments on proposed §860.130 
suggested that the Commissioner be 
required to secure a panel recommen­
dation for reclassification of a device 
under section 513(e), that all reclassifi­
cations of devices from class III to 
class II should take effect immediate­
ly, that all regulations promulgating 
reclassifications should identify and 
revoke specific requirements of the 
prior classification which are no 
longer applicable to the device, and 
that the Commissioner should be re­
quired to publish oral panel recom­
mendations made under § 860.125(a) 
(1) or (3) as well as written recommen­
dations. One comment also noted that 
no deadline is provided for response to 
petitions submitted under this section.

Section 513(e) of the act provides 
that the Commissioner may act on the

basis of new information to reclassify 
a device without seeking a panel rec­
ommendation. There will be circum­
stances in which the Commissioner 
will need to consult with a panel in 
order to reach a proper decision re­
garding such reclassifications. When­
ever a panel is consulted, any panel 
advice will be recorded, whether the 
advice is written or oral. Oral advice 
will be written down. A regulation re­
classifying a device will identify and 
revoke all requirements of the previ­
ous classification which no longer 
apply to the device. In the case of de­
vices reclassified from class III to class 
II, section 513(e) of the act specifically 
provides that the effective date of a 
reclassification in class II may be de­
layed pending the development of a 
performance standard for the device, 
and FDA will take this approach when 
it is appropriate. The Commissioner 
has added the provision that petitions 
submitted under §860.130 will be ap­
proved or denied within 180 days after 
the filing of the petition.

23. One comment on proposed 
§860.132 suggested that the title be 
reworded, and that the text of 
§ 860.132(b) be condensed and reorga­
nized. The proposed title of §860.132 
was “Procedures when the Commis­
sioner initiates a performance stand­
ard or premarket approval require­
ment under section 514(b) or 515(b) of 
the act.” Several comments also ob­
jected that the 15-day deadline for 
filing petitions is inadequate.

The Commissioner believes that the 
title of proposed §860.132, when read 
in the context of the other sections in 
the reclassification subpart, clearly 
states the subject of the section. The 
Commissioner recognizes no need to 
reorganize the section^ Sections 514(b) 
and 515(b) of the act require the 15- 
day deadline for the submission of a 
petition. Proposed §860.132 has been 
incorporated in the final regulation 
with minor editorial changes.

24. Comments on proposed §860.134 
suggested that the 210-day response 
time was too long, that an order deny­
ing a petition should set forth the rea­
sons for the denial, that any decision 
by the Commissioner which differs 
form the panel recommendation 
should be supported by valid scientific 
evidence, and that any interested 
person should be able to petition for 
reclassification under this section.

The 210-day period for final action 
on reclassification petitions for “new 
devices” is established by section 
513(f) of the act and is not unreason­
able in light of the many steps re­
quired to process such petitions. Any 
order denying a petition for reclassifi­
cation of a new device will set forth 
the reasons for that decision, as will 
orders approving such petitions. The 
Commissioner’s decision regarding re-
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classification will be based upon the 
same criteria considered by panels in 
making their recommendations, and 
will be in accordance with the provi­
sions of the act. Section 513(f) of the 
act authorizes only the manufacturer 
or importer of a “new device” to initi­
ate reclassification proceedings for the 
device. Other interested persons may 
seek reclassification of the device 
under section 513(e) of the act and 
§ 860.130. The Commissioner has made 
minor changes in the wording"“ of the 
proposed section in order to follow 
more closely the wording of section 
513(f) of the act.

R eferences

Background data and information 
upon which the Commissioner relies in 
promulgating this regulation have 
been placed on file for public review in 
the office of the Hearing Clerk (HFC- 
20), Food and Drug Administration, 
Room 4-65, 5600 Fishers Lane, Rock­
ville, Md. 20857. The following is a list 
of those documents:

1. House Report No. 94-853, Medical 
Device Amendments, February 29, 
1976 (Committee on Interstate and 
Foreign Commerce).

2. House Report No. 94-1090, Medi­
cal Device Amendments, May 6, 1976 
(Committee of Conference).

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 514, 
515, 519, 520, and 701(a), 52 Stat. 1055, 
90 Stat. 540-559, 564-574 (21 U.S.C. 
360c, 360d, 360e, 360i, 360j, and 
371(a))), and under authority delegat­
ed to the Commissioner (21 CFR 5.1), 
21 CFR Chapter I is amended as fol­
lows:

PART 16— REGULATORY HEARING 
BEFORE THE FOOD AND DRUG AD­
MINISTRATION

1. Part 16 is amended in § 16.1 by 
adding new paragraph (b)(31), to read 
as follows:
§ 16.1 Scope.

* * * * *
(b) * * *
(31) Section 860.136 of this chapter, 

relating to petitions for reclassifica­
tion of a medical device currently in 
class III by operation of section 
520(1)(1) of the Federal Food, Drug, 
and Cosmetic Act.

♦ * * * *

PART 20— PUBLIC INFORMATION
2. Part 20 is amended in §20.100 by 

adding new paragraph (c)(31), to read 
as follows:
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§20.100 Applicability; cross-reference to 
other regulations.

* * * * *
(c) * * *
(31) Data and information submitted 

to the Commissioner or to classifica­
tion panels in connection with the 
classification or reclassification of de­
vices intended for human use, in 
§ 860.5 of this chapter.

3. Part 860 is added to read as fol­
lows:

PART 860— MEDICAL DEVICE 
CLASSIFICATION PROCEDURES

Subpart A — G eneral

Sec.
860.1 Scope.
860.3 Definitions.
860.5 Confidentiality and use of data and 

information submitted in connection 
with classification and reclassification. 

860.7 Determination of safety and effec­
tiveness.

Subpart B— Classification

860.84 Classification procedures for “old 
devices.”

860.93 Classification of implants, life-sup­
porting or life-sustaining devices.

860.95 Exemptions from sections 510, 519, 
and 520(f) of the act.

Subpart C— Reclassification

860.120 General.
860.123 Reclassification petition: content 

and form.
860.125 Consultation with panels.
860.130 General procedures under section 

513(e) of the act.
860.132 Procedures when the Commission­

er initiates a performance standard or 
premarket approval proceeding under 
section 514(b) or 515(b) of the act. 

860.134 Procedures for “new devices” 
under section 513(f) of the act.

860.136 Procedures for transitional prod­
ucts under section 520(1) of the act.

A uthority: Secs. 513, 514, 515, 519, 520, 
and 701(a), 52 Stat. 1055, 90 Stat. 540-559, 
564-574 (21 U.S.C. 360c, 360d, 360e, 360i, 
360j, and 371(a)), unless otherwise noted.

Subpart A— General

§ 860.1 Scope.
(a) This part implements sections 

513, 514(b), 515(b), and 520(1) of the 
act with respect to the classification 
and reclassification of devices intend­
ed for human use.

(b) This part prescribes the criteria 
and procedures to be used by classifi­
cation panels in making their recom­
mendations and by the Commissioner 
in making the Commissioner’s deter­
minations regarding the class of regu­
latory control (class I, class II, or class 
III) appropriate for particular devices. 
Supplementing the general Food and 
Drug Administration procedures gov­
erning advisory committees (part 14 of 
this chapter), this part also provides
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procedures for manufacturers, import­
ers, and other interested persons to 
participate in proceedings to classify 
and reclassify devices. This part also 
describes the kind of data required for 
determination of the safety and effec­
tiveness of a device, and the circum­
stances under which information sub­
mitted to classification panels or to 
the Commissioner in connection with 
classification and reclassification pro­
ceedings will be available to the public.
§ 860.3 Definitions. -

For the purposes of this part:
(a) “Act” means the Federal Food, 

Drug, and Cosmetic Act.
(b) “Commissioner” means the Com­

missioner of Food and Drugs, Food 
and Drug Administration, United 
States Department of Health, Educa­
tion, and Welfare, or the Commission­
er’s designee.

(c) “Class” means one of the three 
categories of regulatory control for 
medical devices, defined below:

(1) “Class I” means the class of de­
vices that are subject to only the gen­
eral controls authorized by or under 
sections 501 (adulteration), 502 (mis­
branding), 510 (registration), 516 
(banned devices), 518 (notification and 
other remedies), 519 (records and re­
ports), and 520 (general provisions) of 
the act. A device is in class I if (i) gen­
eral controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device, or (ii) 
there is insufficient information from 
which to determine that general con­
trols are sufficient to provide reason­
able assurance of the safety and effec­
tiveness of the device or to establish a 
performance standard to provide such 
assurance, but which is not life-sup- 
porting or life-sustaining or for a use 
which is of substanial importance in 
preventing impairment of human 
health, and which does not present a 
potential unreasonable risk of illness 
of injury.

(2) “Class II” means the class of de­
vices that are or eventually will be 
subject to the requirements of a per­
formance standard promulgated in ac­
cordance with section 514 of the act. A 
device is in class II if general controls 
alone are insufficient to provide rea­
sonable assurance of its safety and ef­
fectiveness and there is sufficient in­
formation to establish a performance 
standard to provide such assurance.

(3) “Class III” means the class of de­
vices for which premarket approval is 
or will be required in accordance with 
section 515 of the act. A device is in 
class III if insufficient information 
exists to determine that general con­
trols are sufficient to provide reason­
able assurance of its safety and effec­
tiveness or to establish a performance 
standard to provide such assurance 
and if, in addition, the device is life-
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supporting of life-sustaining, or for a 
use which is of substantial importance 
in preventing impairment of human 
health, or if the device presents a po­
tential unreasonable risk of illness or 
injury.

(d) “Implant” means a device that is 
placed into a surgically or naturally 
formed cavity of the human body.' A 
device is regarded as an implant for 
the purpose of this part only if it is in­
tended to remain implanted continu­
ously for a period of 30 days or more, 
unless the Commissioner determines 
otherwise in order to protect human 
health.

“Life-supporting or life-sustaining 
device” means a device that is essen­
tial to, or that yields information that 
is essential to, the restoration or con­
tinuation of a bodily function impor­
tant to the continuation of human 
life.

(f) “Classification questionnaire” 
means a specific series of questions 
prepared by the Commissioner for use 
as guidelines by classification panels 
preparing recommendations to the 
Commissioner regarding classification 
and by petitioners submitting peti­
tions for reclassification. The ques­
tions relate to the safety and effective­
ness characteristics of a device and the 
answers are designed to help the Com­
missioner determine the proper classi­
fication of the device.

(g) “Supplemental data sheet” 
means information compiled by a clas­
sification panel or submitted in a peti­
tion for reclassification, including:

(1) A summary of the reasons for 
the recommendation (or petition);

(2) A summary of the data upon 
which the recommendation (or peti­
tion) is based;

(3) An identification of the risks to 
health (if any) presented by the 
device;

(4) To the extent practicable in the 
case of a class II or class III device, a 
recommendation for the assignment of 
a priority for the application of the re­
quirements of performance standards 
or premarket approval;

(5) In the case of a class I device, a 
recommendation whether the device 
should be exempted from any of the 
requirements of registration, record­
keeping and reporting, or good manu­
facturing practice regulations;

(6) In the case of an implant or a 
life-supporting or life-sustaining 
device for which classification in class 
III is not recommended, a statement 
of the reasons for not recommending 
that the device be classified in class 
III;

(7) Identification of any needed re­
strictions on the use of the device, e.g., 
whether the device requires special la­
beling, should be banned, or should be 
used only upon authorization of a
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practitioner licensed by law to admin­
ister or use such device; and

(8) Any known existing standards 
applicable to the device, device compo­
nents, or device materials.

(h) “Classification panel” means one 
of the several advisory committees es­
tablished by the Commissioner under 
section 513 of the act and part 14 of 
this chapter for the purpose of making 
recommendations to the Commission­
er on the classification and reclassifi­
cation of devices and for other pur­
poses prescribed by the act or by the 
Commissioner.

(i) “Generic type of device” means a 
grouping of devices that do not differ 
significantly in purpose, design, mate­
rials, energy source, function, or any 
other feature related to safety and ef­
fectiveness, and for which similar reg­
ulatory controls are sufficient to pro­
vide reasonable assurance of safety 
and effectiveness.

(j) "Petition” means a submission 
seeking reclassification of a device in 
accordance with §860.123.
§ 860.5 Confidentiality and use of data 

and information submitted in connec­
tion with classification and reclassifi­
cation.

(a) This section governs the avail­
ability for public disclosure and the 
use by the Commissioner of data and 
information submitted to classification 
panels or to the Commissioner in con­
nection with the classification or re­
classification of devices under this 
part.

(b) In general, data and information 
submitted to classification panels in 
connection with the classification of 
devices under §860.84 will be available 
immediately for public disclosure upon 
request. However, except as provided 
by the special rules in paragraph (c) of 
this section, this provision does not 
apply to data and information exempt 
from public disclosure in accordance 
with part 20 of this chapter: Such data 
and information will be available only 
in accordance with part 20.

(c) (1) Safety and effectiveness data 
submitted to classification panels or to 
the Commissioner in connection with 
the classification of a device under 
§ 860.84, which have not been disclosed 
previously to the public, as described 
in §20.81 of this chapter, shall be re­
garded as confidential if the device is 
classified in to class III. Because the 
classification of a device under § 860.84 
may be ascertained only upon publica­
tion of a final regulation, all safety 
and effectiveness data that have not 
been disclosed previously are not avail­
able for public disclosure unless and 
until the device is classified into class I 
or II, in which case the procedure in 
paragraph (c)(2) of this section ap­
plies.

(2) Thirty days after publication of a 
final regulation under § 860.84 classify­
ing a device into class I or class II, 
safety and effectiveness data submit­
ted for that device that had been re­
garded as confidential under para­
graph (c)(1) of this section will be 
available for public disclosure and 
placed on public display in the office 
of the Hearing Clerk, Pood and Drug 
Administration unless, within that 30- 
day period, the person who submitted 
the data demonstrates that the data 
still fall within the exemption for 
trade secrets and confidential commer­
cial information described in § 20.61 of 
this chapter. Safety and effectiveness 
data submitted for a device that is 
classified into class III by regulation 
in accordance with § 860.84 will remain 
confidential and unavailable for public 
disclosure so long as such data have 
not been disclosed to the public as de­
scribed in § 20.81 of this chapter.

(3) Because device classification af­
fects generic types of devices, in 
making determinations under §860.84 
concerning the initial classification of 
a device, the classification panels and 
the Commissioner may consider safety 
and effectiveness data developed for 
another device in the same generic 
type, regardless of whether such data 
are regarded currently as confidential 
under paragraph (c)(1) of this section.

(d)(1) The fact of its existence and 
the contents of a petition for reclassi­
fication filed in accordance with 
§860.130 or §860.132 are available for 
public disclosure at the time the peti­
tion is received by the Food and Drug 
Administration.

(2) The fact of the existence of a pe­
tition for reclassification filed in ac­
cordance with §860.134 or §860.136 is 
available for public disclosure at the 
time the petition is received by the 
Food and Drug Administration. The 
contents of such a petition are not 
available for public disclosure for the 
period of time following its receipt 
(not longer than 30 days) during 
which the petition is reviewed for any 
deficiencies preventing the Commis­
sioner from making a decision on it. 
Once it is determined that the petition 
contains no deficiencies preventing the 
Commissioner from making a decision 
on it, the petition will be filed with 
the Hearing Clerk and its entire con­
tents will be available for public disclo­
sure and subject to consideration by 
classification panels and by the Com­
missioner in making a decision on the 
petition. If, during this 30-day period 
of time, the petition is found to con­
tain deficiencies that prevent the 
Commissioner from making a decision 
on it, the petitioner will be so notified 
and afforded an opportunity to correct 
the deficiencies.

Thirty days after notice to the peti­
tioner of deficiencies in the petition,
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the contents of the petition will be 
available for public disclosure unless, 
within that 30 days, the petitioner 
submits supplemental material intend­
ed to correct the deficiencies in the pe­
tition. The Commissioner, in the Com­
missioner’s discretion, may allow with­
drawal of a deficient petition during 
the 30-day period provided for correct­
ing deficiencies. Any supplemental ma­
terial submitted by the petitioner, to­
gether with the material in the origi­
nal petition, is considered as a new pe­
tition. The new petition is reviewed for 
deficiencies in the same manner as the 
original petition, and the same proce­
dures for notification and correction 
of deficiencies are followed. Once the 
petitioner has corrected the deficien­
cies, the entire contents of the petition 
will be available for public disclosure 
and subject to consideration by classi­
fication panels and by the Commis­
sioner in making a decision on the pe­
tition. Deficient petitions which have 
not been corrected within 180 days 
after notification of deficiency will be 
returned to the petitioner and will not 
be considered further unless resubmit­
ted.

(e) The Commissioner may not dis­
close, or use as the basis for reclassifi­
cation of a device from class III to 
class II, any information reported to 
or otherwise obtained by the Commis­
sioner under section 513, 514, 515, 516, 
518, 519, 520(f), 520(g), or 704 of the 
act that falls within the exemption de­
scribed in §20.61 of this chapter for 
trade secrets and confidential commer­
cial information. The exemption de­
scribed in §20.61 does not apply to 
data or information contained in a pe­
tition for reclassification submitted in 
accordance with §860.130 or §860.132, 
or in a petition submitted in accord­
ance with §860.134 or §860.136 that 
has been determined to contain no de­
ficiencies that prevent the Commis­
sioner from making a decision on it. 
Accordingly, all data and information 
contained in such petitions may be dis­
closed by the Commissioner and used 
as the basis for reclassification of a 
device from class III to class II.

(f) For purposes of this section, 
safety and effectiveness data include 
data and results derived from all stud­
ies and tests of a device on animals 
and humans'and from all studies and 
tests of the device itself intended to 
establish or determine its safety and 
effectiveness.
§860.7 Determination of safety and effec­

tiveness.
(a) The classification panels, in re­

viewing evidence concerning the safety 
and effectiveness of a device and in 
preparing advice to the Commissioner, 
and the Commissioner, in making de­
terminations concerning the safety
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and effectiveness of a device, will 
apply the rules in this section.

(b) In determining the safety and ef­
fectiveness of a device for purposes of 
classification, establishment of per­
formance standards for class II de­
vices, and premarket approval of class 
III devices, the Commissioner and the 
classification panels will consider the 
following, among other relevant fac­
tors:

(1) The persons for whose use the 
device is represented or intended:

(2) The conditions of use for the 
device, including conditions of use pre­
scribed, recommended, or suggested in 
the labeling or advertising of the 
device, and other intended conditions 
of use:

(3) The probable benefit to health 
from the use of the device weighed 
against any probable injury or illness 
from such use; and

(4) The reliability of the device.
(c) (1) Although the manufacturer 

may submit any form of evidence to 
the Food and Drug Administration in 
an attempt to substantiate the safety 
and effectiveness of a device, the 
agency relies upon only valid scientific 
evidence to determine whether there 
is reasonable assurance that the device 
is safe and effective. After considering 
the nature of the device and the rules 
in this section, the Commissioner will 
determine whether the evidence sub­
mitted or otherwise available to the 
Commissioner is valid scientific evi­
dence for the purpose of determining 
the safety or effectiveness of a partic­
ular device and whether the available 
evidence, when taken as a whole, is 
adequate to support a determination 
that there is reasonable assurance 
that the device is safe and effective for 
its conditions of use.

(2) Valid scientific evidence is- evi­
dence from well-controlled investiga­
tions, partially controlled studies, 
studies and objective trials without 
matched controls, well-documented 
case histories conducted by qualified 
experts, and reports of significant 
human experience with a marketed 
device, from which it can fairly and re­
sponsibly be concluded by qualified 
experts that there is reasonable assur­
ance of the safety and effectiveness of 
a device under its conditions of use. 
The evidence required may vary ac­
cording to the characteristics of the 
device, its conditions of use, the exis­
tence and adequacy of warnings and 
other restrictions, and the extent of 
experience with its use. Isolated case 
reports, random experience, reports 
lacking sufficient details to permit sci­
entific evaluation, and unsubstantiat­
ed opinions are not regarded as valid 
scientific evidence to show safety or 
effectiveness. Such information may 
be considered, however, in identifying
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a device the safety and effectiveness of 
which is questionable.

(d) (1) There is reasonable assurance 
that a device is safe when it can be de­
termined, based upon valid scientific 
evidence, that the probable benefits to 
health from use of the device for its 
intended uses and conditions of use, 
when accompanied by adequate direc­
tions and warnings against unsafe use, 
outweigh any probable risks. The valid 
scientific evidence used to determine 
the safety of a device shall adequately 
demonstrate the absence of unreason­
able risk of illness or injury associated 
with the use of the device for its in­
tended uses and conditions of use.

<2) Among the types of evidence that 
may be required, when appropriate, to 
determine that there is reasonable as­
surance that a device is safe are inves­
tigations using laboratory animals, in­
vestigations involving human subjects, 
and nonclinical investigations includ­
ing in vitro studies.

(e) (1) There is reasonable assurance 
that a device is effective when it can 
be determined, based upon valid scien­
tific evidence; that in a significant por­
tion of the target population, the use 
of the device for its intended uses and 
conditions of use, when accompanied 
by adequate directions for use and 
warnings against unsafe use, will pro­
vide clinically significant results.

(2) The valid scientific evidence used 
to determine the effectiveness of a 
device shall consist principally of well- 
controlled investigations, as defined in 
paragraph (f) of this section, unless 
the Commissioner authorizes reliance 
upon other valid scientific evidence 
which the Commissioner has deter­
mined is sufficient evidence from 
which to determine the effectiveness 
of a device, even in the absence of 
well-controlled investigations. The 
Commissioner may make such a deter­
mination where the requirement of 
well-controlled investigations in para­
graph (f) of this section is not reason­
ably applicable to the device.

(f) The following principles have 
been developed over a period of years 
and are recognized by the scientific 
community as the essentials of a well- 
controlled clinical investigation. They 
provide the basis for the Commission­
er’s determination whether there is 
reasonable assurance that a device is 
effective based upon well-controlled 
investigations and are also useful in 
assessing the weight to be given to 
other valid scientific evidence permit­
ted under this section.

(1) The plan or protocol for the 
study and the report of the results of 
a well-controlled investigation shall in­
clude the following:

(i) A clear statement of the objec­
tives of the study;

(ii) A method of selection of the sub­
jects that:
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(а) Provides adequate assurance that 
the subjects are suitable for the pur­
poses of the study, provides diagnostic 
criteria of the condition to be treated 
or diagnosed, provides confirmatory 
laboratory tests where appropriate 
and, in the case of a device to prevent 
a disease or condition, provides evi­
dence of susceptibility and exposure to 
the condition against which prophy­
laxis is desired;

(б) Assigns the subjects to test 
groups, if used, in such a way as to 
minimize any possible bias;

(c) Assures comparability between 
test groups and any control groups of 
pertinent variables such as sex, sever­
ity or duration of the disease, and use 
of therapy other than the test device;

(iii) An explanation of the methods 
of observation and recording of results 
utilized, including the variables meas­
ured, quantitation, assessment of any 
subject’s response, and steps taken to 
minimize any possible bias of subjects 
and observers;

(iv) A comparison of the results of 
treatment or diagnosis with a control 
in such a fashion as to permit quanti­
tative evaluation. The precise nature 
of the control must be specified and 
an explanation provided of the meth­
ods employed to minimize any possible 
bias of the observers and analysts of 
the data. Level and methods of “blind­
ing,” if appropriate and used, are to be 
documented. Generally, four types of 
comparisons are recognized:

(а) No treatments.—Where objective 
measurements of effectiveness are 
available and placebo effect is negligi­
ble, comparison of the objective re­
sults in comparable groups of treated 
and untreated patients;

(б) Placebo control.—Where there 
may be a placebo effect with the use 
of a device, comparison of the results 
of use of the device with an ineffective 
device used under conditions designed 
to resemble the conditions of use 
under investigation as far as possible;

(c) Active treatment control.—Where 
an effective regimen of therapy may 
be used for comparison, e.g., the condi­
tion being treated is such that the use 
of a placebo or the withholding of 
treatment would be inappropriate or 
contrary to the interest of the patient;

(d) Historical control.—In certain 
circumstances, such as those involving 
diseases with high and predictable 
mortality or signs and symptoms of 
predictable duration or severity, or in 
the case of prophylaxis where morbid­
ity is predictable, the results of use of 
the device may be compared quantita­
tively with prior experience historical­
ly derived from the adequately docu­
mented natural history of the disease 
or condition in comparable patients or 
populations who received no treat­
ment or who followed an established
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effective regimen (therapeutic, diag­
nostic, prophylactic).

(v) A summary of the methods of 
analysis and an evaluation of the data 
derived from the study, including any 
appropriate statistical methods uti­
lized.

(2) To insure the reliability of the 
results of an investigation, a well-con­
trolled investigation shall involve the 
use of a test device that is standard­
ized in its composition or design and 
performance.

(g) (1) It is the responsibility of each 
manufacturer and importer of a device 
to assure that adequate, valid scientif­
ic evidence exists, and to furnish such 
evidence to the Pood and Drug Admin­
istration to provide reasonable assur­
ance that the device is safe and effec­
tive for its intended uses and condi­
tions of use. The failure of a manufac­
turer or importer of a device to pres­
ent to the Food and Drug Administra­
tion adequate, valid scientific evidence 
showing that there is reasonable as­
surance of the safety and effectiveness 
o f’the device, if regulated by general 
controls alone, or by general controls 
and performance standards, may sup­
port a determination that the device 
be classified into class III.

(2) The Commissioner may require 
that a manufacturer, importer, or dis­
tributor make reports or provide other 
information bearing on the classifica­
tion of a device and indicating wheth­
er there is reasonable assurance of the 
safety and effectiveness of the device 
or whether it is adulterated or mis­
branded under the act.

(3) A requirement for a report or 
other information under this para­
graph will comply with section 519 of 
the act. Accordingly, the requirement 
will state the reason or purpose for 
such request; will describe the re­
quired report or information as clearly 
as possible; will not be imposed on a 
manufacturer, importer, or distributor 
of a classified device that has been 
exempted from such a requirement in 
accordance with § 860.95; will prescribe 
the time for compliance with the re­
quirement; and will prescribe the form 
and manner in which the report or in­
formation is to be provided.

(4) Required information that has 
been submitted previously to the 
Bureau of Medical Devices need not be 
resubmitted, but may be incorporated 
by reference.

Subpart B— Classification

§ 860.84 Classification procedures for “old 
devices.”

(a) This subpart sets forth the pro­
cedures for the original classification 
of a device that either was in commer­
cial distribution before May 28, 1976, 
or is substantially equivalent to a 
device that was in commercial distri­
bution before that date. Such a device

will be classified by regulation into 
either class I (general controls), class
II (performance standards), or class
III (premarket approval), depending 
upon the level of regulatory control 
required to provide reasonable assur­
ance of the safety and effectiveness of 
the device (§ 860.3(c)). This subpart 
does not apply to a device that is clas­
sified into class III by statute under 
section 513(f) of the act because the 
Food and Drug Administration has de­
termined that the device is not “sub­
stantially equivalent” to any device 
subject to this subpart or under sec­
tion 520(1) (1) through (3) of the act 
because the device was regarded previ­
ously as a new drug. This subpart does 
apply to a device that was previously 
regarded as an antibiotic drug and 
that is subject to section 520(1X4) of 
the act. In classifying a device under 
this section, the Food and Drug Ad­
ministration will follow the procedures 
described in paragraphs (b) through
(g) of this section.

(b) The Commissioner refers the 
device to the appropriate classification 
panel organized and operated in ac­
cordance with section 513 (b) and (c) 
of the act and part 14 of this chapter.

(c) In order to make recommenda­
tions to the Commissioner on the class 
of regulatory control (class I, class II, 
or class III) appropriate for the device, 
the panel reviews the device for safety 
and effectiveness. In so doing, the 
panel:

(1) Considers the factors set forth in 
§860.7 relating to the determination 
of safety and effectiveness;

(2) Determines the safety and effec­
tiveness of the device on the basis of 
the types of scientific evidence set 
forth in § 860.7;

(3) Answers the questions in the 
classification questionnaire, applicable 
to the device being classified;

(4) Completes a supplemental data 
sheet for the device;

(5) Provides, to the maximum extent 
practicable, an opportunity for inter­
ested persons to submit data and views 
on the classification of the device in 
accordance with part 14 of this chap­
ter.
.(d) Based upon its review of evidence 

of the safety and effectiveness of the 
device, and applying the definition of 
each class in § 860.3(c), the panel sub­
mits to the Commissioner a recom­
mendation regarding the classification 
of the device. The recommendation 
will include:

(1) A summary of the reasons for 
the recommendation;

(2) A summary of the data upon 
which the recommendation is based, 
accompanied by references to the 
sources containing such data;

(3) An identification of the risks to 
health (if any) presented by the 
device;
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(4) In the case of a recommendation 
for classification into class I, a recom­
mendation as to whether the device 
should be exempted from the require­
ments of one or more of the following 
sections of the act: section 510 (regis­
tration, product listing, and premarket 
notification) section 519 (records and 
reports) and section 520(f) (good man­
ufacturing practice regulations) in ac­
cordance with § 860.95;

(5) In the case of a recommendation 
for classification into class II or class 
III, to the extent practicable, a recom­
mendation for the assignment to the 
device of a priority for the application 
of a performance standard or a pre­
market approval requirement;

(6) In the case of a recommendation 
for classification of an implant or a 
life-supporting or life-sustaining 
device into class I or class II, a state­
ment of why premarket approval is 
not necessary to provide reasonable as­
surance of the safety and effectiveness 
of the device, accompanied by refer­
ences to supporting documentation 
and data satisfying the requirements 
of § 860.7, and an identification of the 
risks to health, if any, presented by 
the device.

(e) A panel recommendation is re­
garded as preliminary until the Com­
missioner has reviewed it, discussed it 
with the panel if appropriate, and 
published a proposed regulation classi­
fying the device. Preliminary panel 
recommendations are filed in the 
Hearing Clerk’s office upon receipt 
and are available to the public upon 
request. /

(f) The Commissioner publishes the 
panel’s recommendation in the F e d e r ­
al R e g is t e r , together with a proposed 
regulation classifying the device, and 
other devices of that generic type, and 
provides interested persons an oppor­
tunity to submit comments on the rec­
ommendation and proposed regula­
tion.

(g) The Commissioner reviews the 
comments and issues a final regulation 
classifying the device and other de­
vices of that generic type. The regula­
tion will:

(1) If classifying the device into class 
I, prescribe which, if any, of the re­
quirements of sections 510, 519, and 
520(f) of the act will not apply to the 
device and state the reasons for' 
making the requirements inapplicable, 
in accordance with § 860.95;

(2) If classifying the device into class 
II or class III, at the discretion of the 
Commissioner, establish priorities for 
the application to the device of a per­
formance standard or a premarket ap­
proval requirement;

(3) If classifying an implant, or life­
supporting or life-sustaining device, 
comply with § 860.93(b).

RULES AND REGULATIONS

§ 860.93 Classification of implants, life­
supporting or life-sustaining devices.

(a) The classification panel will rec­
ommend classification into class III of 
any implant or life-supporting or life- 
sustaining device unless the panel de­
termines that such classification is not 
necessary to provide reasonable assur­
ance of the safety and effectiveness of 
the device. If the panel recommends 
classification or reclassification of 
such a device into a class other than 
class III, it shall set forth in its recom­
mendation the reasons for so doing to­
gether with references to supporting 
documentation and data satisfying the 
requirements of § 860.7, and an identi­
fication of the risks to health, if any, 
presented by the device.

(b) The Commissioner will classify 
an implant or life-supporting or life- 
sustaining device into class III unless 
the Commissioner determines that 
such classification is not necessary to 
provide reasonable assurance of the 
safety and effectiveness of the device. 
If the Commissioner proposes to clas­
sify or reclassify such a device into a 
class other than class III, the regula­
tion or order effecting such classifica­
tion or reclassification will be accom­
panied by a full statement of the rea­
sons for so doing. A statement of the 
reasons for not classifying or retaining 
the device in class III may be in the 
form of concurrence with the reasons 
for the recommendation of the classi­
fication panel, together with support­
ing documentation and data satisfying 
the requirements of §860.7 and an 
identification of the risks to health, if 
any, presented by the device.
§ 860.95 Exemptions from sections 510, 

519, and 520(f) of the act.
(a) A panel recommendation to the 

Commissioner that a device be classi­
fied or reclassified into class I will in­
clude a recommendation as to whether 
the device should be exempted from 
some or all of the requirements of one 
or more of the following sections of 
the act: section 510 (registration, prod­
uct listing and premarket notifica­
tion), section 519 (records and re­
ports), and section 520(f) (good manu­
facturing practice regulations).

(b) A regulation or an order classify­
ing or reclassifying a device into class I 
will specify which requirements, if 
any, of sections 510, 519, and 520(f) of 
the act the device is to be exempted 
from, together with the reasons for 
such exemption.

(c) The Commissioner will grant ex­
emptions under this section only if the 
Commissioner determines that the re­
quirements from which the device is 
exempted are not necessary to provide 
reasonable assurance of the safety and 
effectiveness of the device.
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Subpart G—Reclassification 

§ 860.120 General.
(a) Sections 513(e) and (f), 514(b), 

515(b), and 520(1) of the act provide 
for reclassification of a device and pre­
scribe the procedures to be followed to 
effect reclassification. The purposes of 
subpart C are to:

(1) Set forth the requirements as to 
form and content of petitions for re­
classification;

(2) Describe the circumstances in 
which each of the five statutory re­
classification provisions applies; and

(3) Explain the procedure for reclas­
sification prescribed in the five statu­
tory reclassification provisions.

(b) The criteria for determining the 
proper class for a device are set forth 
in § 860.3(c). The reclassification of 
any device within a generic type of 
device causes the reclassification of all 
substantially equivalent devices within 
that generic type. Accordingly, a peti­
tion for the reclassification of a specif­
ic device will be considered a petition 
for reclassification of all substantially 
equivalent devices within the same ge­
neric type.

(c) Any interested person may 
submit a petition for reclassification 
under section 513(e), 514(b), or 515(b). 
A manufacturer or importer may 
submit a petition for reclassification 
under section 513(f) or 520(1).
§ 860.123 Reclassification petition: content 

and form.
(а) Unless otherwise provided in 

writing by the Commissioner, any peti­
tion for reclassification of a device, re­
gardless of the section of the act 
under which it is filed, shall include 
the following:

(1) A specification of the type of 
device for which reclassification is re­
quested;

(2) A statement of the action re­
quested by the petitioner, e.g., “It is 
requested that — device(s) be reclassi­
fied from class III to a class II”;

(3) A completed supplemental data 
sheet applicable to the device for 
which reclassification is requested;

(4) A completed classification ques­
tionnaire applicable to the device for 
which reclassification is requested;

(5) A statement of the basis for dis­
agreement with the present classifica­
tion status of the device;

(б) A full statement of the reasons, 
together with supporting data satisfy­
ing the requirements of § 860.7, why 
the device should not be classified into 
its present classification and how the 
proposed classification will provide 
reasonable assurance of the safety and 
effectiveness of the device;

(7) Representative data and informa­
tion known by the petitioner that are 
unfavorable to the petitioner’s posi­
tion;
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(8) If the petition is based upon new 
information under section 513(e), 
514(b), or 515(b) of the act, a summary 
of the new information;

(9) Copies of source documents from 
which nëw information used to sup­
port the petition has been obtained 
(attached as appendices to the peti­
tion).

(b) Each petition submitted pursu­
ant to this section shall be:

(1) Addressed to the Food and Drug
Administration, Bureau of Medical De­
vices, Document Control Center 
(HFK-20), 8757 Georgia Avenue,
Silver Spring, Md. 20910;

(2) Marked clearly with the section
of the act under which the petition is 
being submitted, i.e., “513(e),”
“513(f),” “514(b),” “515(b),” or “520(1) 
Petition”;

(3) Bound in a volume or volumes, 
where necessary; and

(4) Submitted in quintuplicate.
§ 860.125 Consultation with panels.

(a) When the Commissioner is re­
quired to refer a reclassification peti­
tion to a classification panel for its 
recommendation under § 860.134, or is 
required, or chooses, to consult with a 
panel concerning a reclassification pe­
tition, such as under §860.130, 
§860.132, or §860.136, the Commis­
sioner will distribute a copy of the pe­
tition, or its relevant portions, to each 
panel member and will consult with 
the panel in one of the following ways:

(1) Consultation by telephone with 
at least a majority of current voting 
panel members and, when possible, 
nonvoting panel members;

(2) Consultation by mail with at 
least a majority of current voting 
panel members and, when possible, 
nonvoting panel members; and

(3) Discussion at a panel meeting.
(b) The method of consultation 

chosen by the Commissioner will 
depencf upon the importance and com­
plexity of the subject matter involved 
and the time available for action. 
When time and circumstances permit, 
the Commissioner will consult with a 
panel through discussion at a panel 
meeting.

(c) When a petition is submitted 
under §860.134 for a post-enactment, 
not substantially equivalent device 
(“new device”), in consulting with the 
panel the Commissioner will obtain a 
recommendation that includes the in­
formation described in § 860.84(d). In 
consulting with a panel about a peti­
tion submitted under §860.130, 
§860.132, or §860.136, the Commis­
sioner may or may not obtain a formal 
recommendation.
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§ 860.130 General procedures under sec­
tion 513(e) of the act.

(a) Section 513(e) of the act applies 
to reclassification proceedings under 
the act based upon new information.

(b) A proceeding to reclassify a 
device under section 513(e) may be ini­
tiated:

(1) On the initiative of the Commis­
sioner alone;

(2) On the initiative of the Commis­
sioner in response to a request for 
change in classification based upon 
new information, under section 514(b) 
or 515(b) of the act (see § 860.132); or

(3) In response to the petition of an 
interested person, based upon new in­
formation, filed in accordance with 
§860.123.

(c) The rulemaking procedures in 
§ 10.40 of this chapter apply to pro­
ceedings to reclassify a device under 
section 513(e), except that the Com­
missioner may secure a recommenda­
tion with respect to a proposed reclas­
sification from the classification panel 
to which the device was last referred. 
The panel will consider a proposed re­
classification submitted to it by the 
Commissioner in accordance with the 
consultation procedures of §860.125. 
Any recommendation submitted to the 
Commissioner by the panel will be 
published in the F e d er a l  R e g is t e r  
when the Commissioner promulgates a 
regulation under this section.

(d) Within 180 days after the filing 
of a petition for reclassification under 
this section, the Commissioner, by 
order published in the F e d er a l  R e g is ­
t e r , will either deny the petition or 
give notice of his intent to initiate a 
change in the classification of the 
device.

(e) If a device is reclassified under 
this section, the regulation effecting 
the reclassification may revoke any 
performance standard or premarket 
approval requirement that previously 
applied to the device but that is no 
longer applicable because of the 
change in classification.

(f) A regulation under this section 
changing the classification of a device 
from class III to class II may provide 
that such classification will not take 
effect until the effective date of a per­
formance standard for the device es­
tablished under section 514 of the act.
§ 860.132 Procedures when the Commis­

sioner initiates a performance standard 
or premarket approval proceeding 
under section 514(b) or 515(b) of the 
act.

(a) Sections 514(b) and 515(b) of the 
act require the Commissioner to pro­
vide, by notice in the F ed er a l  R e g is ­
t e r , an opportunity for interested par­
ties to request a change in the classifi­
cation of a device based upon new in­
formation relevant to its classification 
when the Commissioner initiates a

proceeding either to develop a per­
formance standard for the device if in 
class II, or to promulgate a regulation 
requiring premarket approval for the 
device if in class III. In either case, if 
the Commissioner agrees that the new 
information warrants a change in clas­
sification, the Commissioner will pub­
lish in the F ed er a l  R e g is t e r  notice of 
the Commissioner’s intent to initiate a 
proceeding under section 513(e) of the 
act and § 860.130 to effect such a 
change.

(b) The procedures for effecting a 
change in classification under sections 
514(b) and 515(b) of the act are as fol­
lows:

(1) Within 15 days after publication 
of the Commissioner's notice referred 
to in paragraph (a) of this section, an 
interested person files a petition for 
reclassification in accordance with 
§860.123.

(2) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord­
ance with § 860.125.

(3) Within 60 days after publication 
of the notice referred to in paragraph 
(a) of this section, the Commissioner, 
by order published in the F ederal  
R e g is t e r , either denies the petition or 
gives notice of his intent to initiate a 
change in classification in accordance 
with § 860.130.
§ 860.134 Procedures for “new devices” 

under section 513(f) of the act.
(a) Section 513(f)(2) of the act ap­

plies to reclassification proceedings 
initiated by a manufacturer or import­
er for reclassification of a device cur­
rently in class III by operation of sec­
tion 513(f)(1) of the act. This category 
includes any device that is to be first 
introduced or delivered for introduc­
tion into interstate commerce for com­
mercial distribution after May 28, 
1976, unless:

(1) It is substantially equivalent to 
another device that was in commercial 
distribution before that date and had 
not been regulated before that date as 
a new drug; or

(2) It is substantially equivalent to 
another device that was not in com­
mercial distribution before such date 
but which has been classified into 
class I or class II; or

(3) The Commissioner has classified 
the device into class I or class II in re­
sponse to a petition for reclassification 
under this section.

The Commissioner determines 
whether a device is “substantially 
equivalent” for purposes of the appli­
cation of this section. If a manufactur­
er or importer believes that a device is 
not “substantially equivalent” but 
that it should not be in class III under 
the criteria in § 860.3(c), the manufac­
turer or importer may petition for re­
classification under this section. A
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manufacturer or importer who be­
lieves that a device is “substantially 
equivalent” and wishes to proceed to 
market the device shall submit a pre­
market notification in accordance with 
part 807 of this chapter. After consid­
ering a premarket notification, the 
Commissioner will determine whether 
the device is ' “substantially equiva­
lent” and will notify the manufacturer 
or importer of such determination in 
accordance with part 807 of this chap­
ter.

(b) The procedures for effecting re­
classification under section 513(f) of 
the act are as follows:

(1) The manufacturer or importer of 
the device petitions for reclassification 
of the device in accordance with 
§ 860.123.

(2) Within 30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficiencies in the 
petition that prevent the Commission­
er from making a decision on it and 
allows the petitioner to supplement a 
deficient petition. Within 30 days 
after any supplemental material is re­
ceived, the Commissioner notifies the 
petitioner whether the petition, as 
supplemented, is adequate for review.

(3) After determining that the peti­
tion contains no deficiencies preclud­
ing a decision on it, the Commissioner 
refers the petition to the appropriate 
classification panel for its review and 
recommendation whether to approve 
or deny the petition.

(4) Within 90 days after the date the 
petition is referred to the panel, fol­
lowing the review procedures set forth 
in § 860.84(c) for the original classifica­
tion of an “old” device, the panel sub­
mits to the Commissioner its recom­
mendation containing the information 
set forth in § 860.84(d). A panel recom­
mendation is regarded as preliminary 
until the Commissioner has reviewed

RULES AND REGULATIONS

it, discussed it with the panel, if ap­
propriate, and developed a proposed 
reclassification order. Preliminary 
panel recommendations are filed in 
the hearing clerk’s office upon receipt 
and are available to the public upon 
request.

(5) The panel recommendation is 
published in the F e d er a l  R e g is t e r  as 
soon as practicable arid interested per­
sons are provided an opportunity to 
comment on the recommendation.

(6) Within 90 days after the panel’s 
recommendation is received (and no 
more than 210 days after the date the 
petition was filed), the Commissioner 
denies or approves the petition by 
order in the form of a letter to the pe­
titioner. If the Commissioner approves 
the petition, the order will classify the 
device into class I or class II in accord­
ance with the criteria set forth in 
§ 860.3(c) and subject to the applicable 
requirements of §860.93, relating to 
the classification of implants, life-sup- 
porting or life-sustaining devices, and 
§ 860.95, relating to exemptions from 
certain requirements of the act.

(7) Within a reasonable time after is­
suance of an order under this section, 
the Commissioner announces the 
order by notice published in the F e d ­
er al  R e g is t e r .

§ 860.136 Procedures for transitional 
products under section 520(1) o f the 
act.

(a) Section 520(1X2) of the act ap­
plies to reclassification proceedings 
initiated by a manufacturer or import­
er for reclassification of a device cur­
rently in class III by operation of sec­
tion 520(1X1) of the act. This section 
applies only to devices that the Food 
and Drug Administration regarded as 
“new drugs” before May 28, 1976.

(b.) The procedures for effecting re­
classification under section 520(1) are 
as follows:
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(1) The manufacturer or importer of 
the device files a petition for reclassifi­
cation of the device in accordance with 
§ 860.123.

(2) Within 30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficiencies in the 
petition that prevent the Commission* 
er from making a decision on it, allow­
ing the petitioner to supplement a de­
ficient petition. Within 30 days after 
any supplemental material is received, 
the Commissioner notifies the peti­
tioner whether the petition, as supple­
mented, is adequate for review.

(3) The Commissioner provides the 
petitioner an opportunity for a regula­
tory hearing conducted in accordance 
with part 16 of this chapter.

(4) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord­
ance with § 860.125.

(5) Within 180 days after the peti­
tion is filed (where the Commissioner 
has determined it to be adequate for 
review), the Commissioner, by order in 
the form of a letter to the petitioner, 
either denies the petition or classifies 
the device into class I or class II in ac­
cordance with the criteria set forth in 
§ 860.3(c).

(6) Within a reasonable time after is­
suance of an order under this section, 
the Commissioner announces the 
order by notice published in the F e d ­
er al  R e g is t e r .

Effective date: This regulation shall 
be effective August 28, 1978.
(Secs. 513, 514, 515, 519, 520, 701(a), 52 Stat. 
1055, 90 Stat. 540-559, 564-574 (21 U.S.C. 
360c, 360d, 360e, 360i, 360j, and 371(a)).)

Dated: July 18, 1978.
S h e r w in  G a r d n e r , 
Acting Commissioner 

of Food and Drugs.
[FR Doc. 78-20625 Filed 7-27-78; 8:45 am]
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33002 NOTICES

[4510-27]
DEPARTMENT OF LABOR

Em ploym ent Standards Adm inistration

M IN IM U M  W AGES FOR FEDERAL A N D
FEDERALLY ASSISTED CONSTRUCTION

G eneral W a g e  D eterm ination Decisions

General wage determination deci­
sions of the Secretary of Labor speci­
fy, in accordance with applicable law 
and on the basis of information availa­
ble to the Department of Labor from 
its study of local wage conditions and 
from other sources, the basic hourly 
wage rates and fringe bénefit pay­
ments which are determined to be pre­
vailing for the described classes of la­
borers and mechanics employed in 
construction activity of the character 
and in the localities specified therein.

The determinations in these deci­
sions of such prevailing rates and 
fringe benefits have been made by au­
thority of the Secretary of Labor pur­
suant to the provisions of the Davis- 
Bacon Act of March 3, 1931, as amend­
ed (46 Stat. 1494, as amended, 40 
U.S.C. 276a) and of other Federal stat­
utes referred to in 29 CFR 1.1 (includ­
ing the statutes listed at 36 FR 306 fol­
lowing Secretary of Labor’s order No. 
24-70) containing provisions for the 
payment of wages which are depend­
ent upon determination by the Secre­
tary of Labor under the Davis-Bacon 
Act; and pursuant to the provisions of 
part 1 of subtitle A of title 29 of Code 
of Federal Regulations, procedure for 
predetermination of wage rates (37 FR 
21138), and of Secretary of Labor’s 
orders 12-71 and 15-71 (36 FR 8755, 
8756). The prevailing rates and fringe 
benefits determined in these decisions 
shall, in accordance with the provi­
sions of the foregoing statutes, consti­
tute the minimum wages payable on 
Federal and federally assisted con­
struction projects to laborers and me­
chanics of the specified classes en­
gaged on contract work of the charac­
ter and in the localities described 
therein.

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 
U.S.C. 553 and not providing for delay 
in effective date as prescribed in that 
section, because the necessity to issue 
construction industry wage determina­
tion frequently and in large volume 
causes procedures to be impractical 
and contrary to the public interest.

General wage determination deci­
sions are effective from their date of 
publication in the F e d er a l  R e g is t e r  
without limitation as to time and are 
to be used in accordance with the pro­
visions of 29 CFR parts 1 and 5. Ac­
cordingly, the applicable decision to­
gether with any modification issued

subsequent to its publication date 
shall be made a part of every contract 
for performance of the described work 
within the geographic area indicated 
as required by an applicable Federal 
prevailing wage law and 29 CFR part
5. The wage rates contained therein 
shall be the minimum paid under such 
contract by contractors and subcon­
tractors on the work.
M o d if ic a t io n s  a n d  S u p e r s e d e a s  D e c i­

s i o n s  t o  G e n e r a l  W age D e t e r m in a ­
t io n  D e c is i o n s

Modifications and supersedeas deci­
sions to general wage determination 
decisions are based upon information 
obtained concerning changes in pre­
vailing hourly wage rates and fringe 
benefit payments since the decisions 
were issued.

The determinations of prevailing 
rates and fringe benefits made in the 
modifications and supersedeas deci­
sions have been made by authority of 
the Secretary of Labor pursuant to 
the provisions of the Davis-Bacon Act 
of March 3, 1931, as amended (46 Stat. 
1494, as amended, 40 U.S.C. 276a) and 
of other Federal statutes referred to in 
29 CFR 1.1 (including the statutes 
listed at 36 FR 306 following Secretary 
of Labor’s order No. 24-70) containing 
provisions for the payment of wages 
which are dependent upon determina­
tion by the Secretary of Labor under 
the Davis-Bacon Act; and pursuant to 
the provisions of part 1 of subtitle A of 
title 29 of Code of Federal Regula­
tions, procedure for predetermination 
of wage rates (37 FR 21138) and of 
Secretary of Labor’s orders 13-71 and 
15-71 (36 FR 8755, 8756). The prevail­
ing rates and fringe benefits deter­
mined in foregoing general wage deter­
mination decisions, as hereby modi­
fied, and/or superseded shall, in ac­
cordance with the provisions of the 
foregoing statutes, constitute the 
minimum wages payable on Federal 
and federally assisted construction 
projects to laborers and mechanics of 
the specified classes engaged in con­
tract work of the character and in the 
localities described therein.

Modifications and supersedeas deci­
sions are effective from their date of 
publication in the F ed er a l  R e g is t e r  
without limitation as to time and are 
to be used in accordance with the pro­
visions of 29 CFR parts 1 and 5.

Any person, organization, or govern­
mental agency having an interest in 
the wages determined as prevailing is 
encouraged to submit wage rate infor­
mation for consideration by the De­
partment. Further information and 
self-explanatory forms for the purpose 
of submitting this data may be ob­
tained by writing to the U.S. Depart­
ment of Labor, Employment Stand­
ards Administration, Office of Special 
Wage Standards, Division of Wage De­

terminations, Washington, D.C. 20210. 
The cause for not utilizing the rule- 
making procedures prescribed in 5 
U.S.C. 553 has been set forth in the 
original general wage determination 
decision.

N e w  G e n e r a l  W age D e t e r m in a t io n  
D e c is i o n s

Indiana—IN78-2066.

M o d if ic a t io n s  t o  G e n e r a l  W age 
D e t e r m in a t io n  D e c is i o n s

The numbers of the decisions being 
modified and their dates of publica­
tion in the F ed er a l  R e g is t e r  are listed 
with each State.

California:
CA78-5107.........................................  July 7,1978.

District of Columbia:
DC78-3008........................ ................. Mar. 17,1978.

Florida:
1PL78-1062..................... .................. . July 14,1978.

Iowa:
IA77-4223; IA77-4224; IA77-4225;
IA77-4226; IA77-4227; IA77-4228;
IA77-4229; IA77-4230; IA77-4231;
IA77-4232; LA77-4233; IA77-4234;
IA77-4235...........................................  Sept. 30,1977.

North Carolina:
NC78-1061........ ................................. July 7,1978.

Oklahoma:
OK77-4060.........................................  Mar. 11,1977.

Pennsylvania:
PA77-3122..................... ..................... Sept. 9,1977.
PA78-3037..........................................  Apr. 21, 1978.

Tennessee:
TN78-1058.............. ........................... July 7, 1978.

S u p e r s e d e a s  d e c is io n s  t o  G e n e r a l  
W age D e t e r m in a t io n  D e c is i o n s

The numbers of the decisions being 
superseded and their dates of publica­
tion in the F ed er a l  R e g is t e r  are listed 
with each State. Supersedeas decision 
numbers are in parentheses following 
the numbers of the decisions being su­
perseded.

Arizona:
AZ77-5115 (AZ78-5025); AZ77-
5026 (AZ78-5116)..............................  June 17,1977.

Arkansas:
AR78-4070 (AR78-4074).................  June 30,1978.

Connecticut:
CT78-3003 (CT78-3055); CT78-
3004 (CT78-3056)....________ ____  Feb. 17,1978.

Louisiana:
AR78-4070 (AR78-4074).................  June 30,1978.

Mississippi:
AR78-4070 (AR78-4074).................  Do.

r i  ' p n n p c c p p '

AR78-4070 (AR78-4074).................  Do.
Vermont:

VT76-2170 (VT78-2067)..................  Dec. 10,1976.

C a n c e l l a t io n  o f  G e n e r a l  W age 
D e t e r m in a t io n  D e c is i o n s

None.
Signed at Washington, D.C., this 

21st day of July 1978.

X a v ie r  M . V e la , 
Adminstrator, 

Wage and Hour Division.
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

N ationa l Institute* o f Health  

RECOMBINANT D N A  RESEARCH 

Proposed Revised Guidelines

Statement by J oseph A. Califano, Jr.,
Secretary of Health, Education,
and Welfare

The Director of the National Insti­
tutes of Health is publishing proposed 
revisions to the NIH guidelines on re­
search involving recombinant DNA 
molecules.

The original guidelines are being up­
dated in light of NIH’s experience op­
erating under them and in light of our 
increasing knowledge about the poten­
tial risks and benefits of this research 
technique. As experience accumulates, 
we should review and evaluate the evi­
dence to assure that the restrictions 
imposed are appropriate to potential 
risks—strengthening restrictions
where needed, relaxing regulation 
where justified.

In publishing these proposals for 
public comment, I recognize the ex­
traordinarily difficult challenge that 
developing sensitive but effective regu­
lations in this field poses for NIH, for 
the research community, and for the 
concerned public.

Necessarily, this task poses difficult 
questions that we will never be able to 
answer with complete certainty. I 
hope that those concerned will ana­
lyze the proposed revisions with care 
and give us their views on the strength 
of the evidence that supports the pro­
posed revisions, the specific scientific 
and research containment procedures 
that the proposed revisions require, 
and the procedures and the standards 
they establish for future changes in 
the guidelines and for the exercise of 
discretion under them.

We particularly seek comment on 
the sections in the proposed revisions 
that establish the mechanisms for ad­
ministering and revising the guide­
lines. For example, do the proposed re­
visions strike the proper balance in es­
tablishing:

The procedures for permitting oth­
erwise prohibited experiments and for 
exempting classes of research from 
the guidelines;

The standards for the exercise of ad­
ministrative discretion under the 
guidelines;

The composition of the Depart­
ment’s Recombinant DNA Advisory 
Committee and of the institutional 
biohazard committees.

To review the comments on the pro­
posed revisions, I am establishing a de­
partmental review committee, consist­
ing of Mr. Peter Libassi, the Depart­

ment’s General Counsel (Chairper­
son); Dr. Donald Fredrickson, the Di­
rector of NIH (Vice-Chairperson); Dr. 
Julius Richmond, Assistant Secretary 
for Health; and Dr. Henry Aaron, As­
sistant Secretary for Planning and 
Evaluation.

I have asked this committee to hold 
a public hearing to insure full and 
complete opportunity for comment. In 
order to hold this hearing and to issue 
the revised guidelines on a reasonably 
prompt schedule, no extension of the 
60-day period for public comment will 
be possible.

In preparing these revisions, the Na­
tional Institutes of Health have al­
ready held 19 hours of public hearings 
and have received continual advice 
from the scientific community and 
from the public. I want this open proc­
ess to continue. I urge those concerned 
to help us find the proper balance by 
providing us with their comments on 
NIH’s proposed revisions.

Dated: July 19,1978.
J oseph A. Califano, Jr., 

Secretary.
Department of Health, Education, 

and Welfare

NATIONAL INSTITUTES OF HEALTH 
R ecombinant DNA R esearch

PROPOSED REVISED GUIDELINES—NIH
This will introduce three related 

documents that the National Insti­
tutes of Health (NIH) is publishing for 
public comment: ( l ) a  Decision of the 
Director, NIH, to publish revised NIH 
guidelines for research involving re­
combinant DNA molecules, (2) the 
Proposed ftevised Guidelines—NIH, 
and (3) an Environmental Impact As­
sessment of the proposed action. The 
Secretary of Health, Education, and 
Welfare has approved the release of 
these documents for public comment.

As stated in the Secretary’s preface, 
we are particularly concerned that 
public comment be invited on the sci­
entific and procedural aspects of the 
proposed guidelines. A public hearing 
on these proposed revisions will be 
held in late September at the Hubert
H. Humphrey Building, Washington, 
D.C. All comments received on or 
before September 25, 1978, will be con­
sidered, and no extension of the com­
ment period will be granted. Within 45 
days after the comment period, final 
guidelines will be promulgated with a 
notice in the F ederal R egister.

The events leading to the proposed 
revisions are described in the "Intro­
duction and Overview” to the Decision 
and in the “Foreword” to the Assess­
ment This preface will orient the 
reader to other NIH documents that 
are directly related to the present pub­
lications. One is the current Recom­
binant DNA Research Guidelines, ef­

fective since June 23, 1976 (published 
in the F ederal R egister, July 7, 1976). 
Another is the Environmental Impact 
Statement (EIS) on those guidelines, 
published in 1977. The EIS, which 
contains a copy of the guidelines, is 
available from the Government Print­
ing Office (stock No. 017-040-00413-3) 
and in GPO depository libraries 
throughout the country. A third relat­
ed document is Proposed Revised 
Guidelines on Recombinant DNA Re­
search, which the NIH Recombinant 
DNA Advisory Committee (RAC) rec­
ommended to the NIH Director on 
September 1, 1977. The RAC proposal 
was published in the Federal R egis­
ter, September 27, 1977, for public 
comment.

The RAC-proposed revisions were 
discussed at a public meeting of the 
Advisory Committee to the Director 
(DAC), held at NIH on December 15- 
16, 1977. The DAC and special consul­
tants heard witnesses from environ­
mental groups, the scientific communi­
ty, industry, etc. All correspondence 
from the public in response in the F ed­
eral R egister publication was availa­
ble to those present and will be pub­
lished, with the transcript of the meet­
ing and other documents, as part of a 
continuing public record of NIH activi­
ties concerning recombinant DNA. 
The Director, NIH, acting in light of 
the 2-day discussion, all commentaries, 
and the DAC’s recommendations, has 
arrived at the present proposal—the 
Proposed Revised Guidelines (NIH)— 
and offers it for public review.

The current (1976) guidelines con­
tain an appendix entitled “Supplemen­
tary Information on Physical Contain­
ment.” This has been omitted from 
the present proposed guidelines but, in 
revised and expanded form, will be 
available on request as “Laboratory 
Safety Monograph—A Supplement to 
the NIH Guidelines for Recombinant 
DNA Research.” For a copy, write to 
the Office of Recombinant DNA Activ­
ities, Building 31, Room 4A52, Nation­
al Institutes of Health, Bethesda, Md. 
20014.

The Environmental Impact Assess­
ment is based on an intensive analysis 
of the current guidelines, the RAC- 
proposed alternative, and the present 
NIH alternative. The conclusion of 
this analysis is that there would be no 
adverse impact of the NIH-proposed 
changes upon the environment.

The guidelines as presently proposed 
are designed to discharge the continu­
ing obligation of NIH to insure that 
recombinant DNA research goes for­
ward under standards of safety reflect­
ing the latest scientific knowledge, so 
that the public and the environment 
are protected from any hazards while 
deriving the full benefits of the recom­
binant DNA technique.
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Written comments and inquiries con­

cerning the Proposed Revised Guide* 
lines should be addressed to the Direc­
tor, National Institutes of Health, Be- 
thesda, Md. 20014. All comments re­
ceived will be available for public in­
spection at the Director’s office on 
weekdays (Federal holidays excepted) 
between the hours of 8:30 a.m. and 5 
p.m.

Dated: July 19,1978.
Donald S. F redrickson, 

Director,
National Institutes of Health.

Decision of the D irector, National 
Institutes, of Health, T o Issue R e­
vised G uidelines for R ecombinant 
DNA R esearch

J uly 19, 1978. 
Contents

Introduction and overview.
Scope and applicability of guide­
lines.
Containment.
Containment guidelines for covered 
experiments.
Roles and responsibilities. 
Organization of document and ab­
breviations used.

I. Scope of the guidelines.
Review of RAC proposed guidelines. 
Review of comments and NIH pro­
posed guidelines.

II. Containment.
Physical containment.

Review of RAC proposed guide­
lines.

Review of comments and NIH pro­
posed guidelines.
Biological containment.

Review of RAC proposed guide­
lines.

Review of comments and NIH pro­
posed guidelines.

III. Containment guidelines for cov­
ered experiments.

Review of RAC proposed guidelines. 
Review of comments and NIH pro­
posed guidelines (general).
Specific considerations.

IV. Roles and responsibilities.
Review of RAC proposed guidelines. 
Review of comments and NIH pro­
posed guidelines.

Introduction and Overview

Today, with the concurrence of the 
Secretary of Health, Education, and 
Welfare, and the Assistant Secretary 
for Health, I am proposing revisions to 
the NIH Guidelines for Recombinant 
DNA ResearchXI) These Guidelines 
were first issued on June 23, 1976. The 
proposed revisions result from a con­
tinuing process of scientific and public 
exchange similar to that of the 1976 
edition. This overview sketches the 
background for proposed revisions and 
summarizes the proposed changes. It 
references accompanying documents

and other pertinent sources of infor­
mation.

The probable risks and benefits of 
recombinant DNA research—the 
larger subject of which the NIH 
Guidelines are a part—have been dis­
cussed in numerous forums since first 
addressed in 1973.(2) Congress has 
held multiple hearings on related 
issues, including proposals to convert 
the Guidelines to Federal regula­
tions^) and redefine recombinant 
DNA research to narrow the range of 
experiments subject to regulations. 
Early in 1977 the NIH Recombinant 
DNA Advisory Committee (RAC), the 
scientific and technical committee re­
sponsible for proposing revisions to 
the Guidelines, began its task of iden­
tifying changes needed in the Guide­
lines and forwarded suggestions to me 
for consideration. In order that public 
comments could be heard on the RAC- 
proposed revisions, published in Sep­
tember 1977,(4) a meeting of the Advi­
sory Committee to the Director, NIH 
(DAC), the committee responsible for 
public oversight, was held in Decem­
ber. The extensive record of this hear­
ing bears witness to almost unan im ous 
agreement that the original Guide­
lines badly need updating, and sug­
gests numerous directions in which re­
visions might move.(5)

Much of the discussion at the De­
cember 1977 meeting of the DAC af­
firmed the need for continuous rééva­
luation of the scientific premises un­
derlying the original Guidelines. Since 
Asilomar,(2) growing evidence has sug­
gested that other experts ought to 
review the concerns of the molecular 
biologists who first raised questions 
about the safety of recombinant DNA 
research. Scrutiny from experts in in­
fectious diseases, epidemiology, viro­
logy, botany, ecology, laboratory 
safety, and other disciplines has been 
needed. NIH sponsored a workshop for 
this purpose at Falmouth, Mass., 6 
months before the DAC meeting. 
Here, old and new information about
E. coli K-12—the host most used in re­
combinant DNA experiments—was in­
terpreted carefully. From this came a 
consensus that the chances of this 
host being convertible to an epidemic 
pathogen are negligible.

Those attending the December DAC 
meeting also heard complaints that 
containment levels were set too strin­
gently for recombinant DNA work on 
viruses and plants. This applied both 
to the original Guidelines and to the 
revisions proposed in September 1977. 
A decision was made to address the 
issues through workshops without 
delay.

One of these workshops, held at 
Ascot, England, dealt specifically with 
viruses.(7) Here, experts from several 
countries, most of whom had no stake 
in recombinant DNA experiments,

reached an unequivocal opinion that 
the risks of cloning viral DNA in a bac­
terium like E. coli K-12 are not great­
er, and are usually much less, than the 
risks of handling the parent virus 
alone. They also stressed that defec­
tive viruses pose little risk of infection 
when used as vectors for cloning DNA 
in eukaryotic cells, since the cells 
cannot survive outside permissive labo­
ratory conditions and the virus cannot 
escape in a viable form. A second 
working group, meeting in Bethes- 
da,(7) then reviewed the conclusions. 
It agreed that the original Guidelines 
imposed stricter containment on use 
of viral DNA or of viruses as vectors 
than could be justified by any availa­
ble fact, and recommended changes.

A group of agricultural scientists 
met in Washington, D.C., in March 
1978(8) to consider the containment 
conditions for incorporation of DNA 
from plant pathogens into E. coli K-12 
and for use of viral and other vectors 
in plants. An important concept dis­
cussed at this workshop is the lack of 
evidence that E. coli K-12, or any 
other strain of this bacterium, is capa­
ble of acquiring an ecological niche in 
plants and thus infecting them.

On April 27-28, 1978, the RAC con­
sidered the recommendations concern­
ing viruses and plants and agreed with 
most of them. With a few changes, 
they are a part of the proposed revi­
sion.

At the December 1977 hearings 
before the DAC, other aspects of the 
Guidelines evoked requests fop-revi­
sions.^) There was overwhelming sen­
timent for exempting from the Guide­
lines experiments involving recombin­
ation of DNA within the same strains 
or from pairs of organisms that trans­
fer genes in nature. Discretion to 
exempt such experiments is not pro­
vided in the original Guidelines; nor 
does one find there the flexibility to 
permit other experiments for purposes 
of risk assessments needed to deter­
mine the merits of particular stand­
ards, or how these should be revised. 
Other criticisms of the Guidelines 
stressed the delays and confusion cre­
ated by excessive centralization of ad­
ministrative control, and it is evident 
that implementing procedures must be 
changed.

Certain background elements merit 
comment. Shortly after the NIH 
Guidelines were published, the British 
guidelines appeared.(9) Subsequently 
other national guidelines have been 
issued, most recently those of the 
Soviet Union. Many international as­
pects of DNA research and its regula­
tion have been reviewed elsewhere.(9) 
The December 1977 DAC meeting di­
rected attention to instances where 
the NIH Guidelines either exclude ex­
periments that have been conducted 
abroad or make them far more diffi-
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cult to do.(f0) Moreover, factual bases 
for the greater stringency of the U.S. 
(NIH) Guidelines cannot be shown.

Five years have passed since con­
cerns were first raised about the hypo­
thetical hazards of laboratory experi­
ments with recombinant DNA. The 
thousands of individual applications of 
such techniques have produced much 
useful knowledge, but no evidence has 
come to light of a product created by 
these techniques that has been harm­
ful to man or the environment. For­
eign genes inserted into prokaryotic 
host-vector systems have been faith­
fully replicated and produced in quan­
tities valuable to science. On the other 
hand, prokaryotes generally have not 
been able to translate eukaryotic 
genes into biologically active proteins. 
No new facts or unconsidered older 
ones have emerged to support the 
fears of harmful effects, and one 
prominent early proponent of guide­
lines has repudiated his support for 
them.(ff) At the least, there is grow­
ing sentiment that the burden of 
proof is shifting toward those who 
would restrict recombinant DNA re­
search, ( i  2)

Although clearly the time has come 
to revise the original NIH Guidelines 
for Recombinant DNA Research, it is 
not the time to conclude that they are 
being altered in preparation for their 
early abandonment. Understanding of 
gene regulation and expression is in­
creasing inexorably and at an awe­
some pace. We may predict that ways 
will be found to achieve and control 
the translation of foreign genes by a 
variety of hosts.(13) As the barriers to 
translation are dropped, some of the 
larger promise of recombinant tech­
nology will be realized. In some pro­
portion to the harvest of positive re­
sults, a capability must be maintained 
for observing any capacity of these ex­
periments to yield harmful products, 
and for communicating this to all who 
have an interest in similar experi­
ments.

In preparation for this next phase of 
recombinant DNA research, several 
shifts in NIH guidance are necessary. 
Experiments posing no threat to 
safety must be exempted from the 
Guidelines; and provisions must be 
made to remove others as soon as their 
harmlessness becomes evident. Any 
universal rules imposed on this kind of 
activity derive validity from continual 
modification dictated by results of the 
experimentation they govern.

Primary responsibility for comliance 
with the rules must be located where 
the work is done. There it must be 
shared fully by principal investigators, 
those who work in their laboratories, 
institutional biosafety committees, 
and the institutional leaders. The NIH 
Office of Recombinant DNA Activities 
(ORDA) should be relieved of its

NOTICES

burden of obligatory prior approval of 
certain experiments, so that it can 
better carry out, along with the RAC, 
two central functions. These are the 
continuing synthesis and interpreta­
tion of the Guidelines, and the main­
tenance of full communication among 
all who must use them.

To recapitulate, these new proposed 
Guidelines arose from a proposal 
made to me by the RAC in September 
1977. Numerous amendments have 
been made on the basis of public com­
ments received at the December 1977 
hearing, in extensive correspondence 
before and after that, and recommen­
dations of special expert workshops 
whose reports were then assessed by 
the RAC in April 1978. The proposal 
and the amendments have been the 
products of long and intense participa­
tion by numerous persons represent­
ing many points of view. I now summa­
rize the more important proposed 
changes. The basis for decision on 
each element of revision is provided in 
detail in subsequent sections of this 
document.

SCOPE AND APPLICABILITY OP THE 
GUIDELINES

Recombinant DNA containing syn­
thetic sequences is now explicitly part 
of the definition of what is included 
under the Guidelines. The standards 
of the Guidelines now apply to all re­
combinant DNA experiments conduct­
ed in an institution that receives any 
support from NIH for recombinant 
DNA research. This includes a regis­
tration requirement.

The original Guidelines contain a 
number of prohibited experiments. 
There was little sentiment for the re­
moval of all the original prohibitions— 
although it has been noted that the 
U.S. (NIH) Guidelines are the only na­
tional guidelines to stipulate “prohib­
ited” activities. The original prohibi­
tions, with one modification and a nec­
essary “flexibility” clause, (14) are 
therefore retained in the proposed re­
vision. They immediately precede a 
new section called “Exemptions”—a 
juxtapositipn chosen to emphasize 
that the prohibitions still override.

The first exemption from the guide­
lines covers the handling of DNA out­
side a host organism or virus. Such 
“naked DNA” has been handled in lab­
oratories for years and is rapidly inac­
tivated in nature.

The exempted experiments of the 
second class consist essentially in rear­
ranging, or deleting from, molecules of 
nonchromosomal or viral DNA. No for­
eign DNA is involved. An example 
would be the introduction of a DNA 
molecule formed from pieces of SV40 
virus into eukaryotic cells in tissue cul­
ture. Since there is little if any basis 
for presuming such “rearrangement”

or “deletion” experiments to be haz­
ardous, they are now excluded.

A third class of exemptions are ex­
periments called “self-cloning,” in 
which DNA found naturally in a host 
may be reinserted into that host. 
These are reproductions in the labora­
tory of events that occur in nature.

Similarly, provision is made in the 
proposed guidelines for exemption of a 
fourth class of experiments that in­
volve donor-host pairs that normally 
exchange DNA. Such genetic ex­
change is known to occur widely be­
tween various species of bacteria and 
is generally mediated by certain plas­
mids or viruses. Experimental recom­
binations of this type are only an imi­
tation of what nature is able to accom­
plish handily in the absence of Feder­
al regulation. A list of donor-host pairs 
to be exempted is begun in this revi­
sion and will be expanded periodically 
as knowledge grows. The initial choice 
from several possible lists submitted to 
me by the RAC is a conservative one, 
restricted to pairs of organisms for 
which there is documented evidence of 
natural exchange.

Finally, a fifth exemption is pro­
vided for removal of other recombina­
tions when they are shown to be safe. 
The last two »exemptions create some 
of the discretionary power for modify­
ing the guidelines that was so lacking 
in the original. Provision will be made 
for public input to such decisions, 
either by announcement of proposed 
exemptions prior to consideration by 
the RAC or before a decision by the 
Director becomes effective.

CONTAINMENT

I have made one decision that will 
not be regarded with equal pleasure by 
all engaged in recombinant DNA re­
search. PI containment previously per­
mitted mouth pipetting. In accord 
with a previous recommendation by 
the European Molecular Biology Orga­
nization (EMBO), its virus Working 
Group strongly recommended prohib­
iting this practice; and so did NIH 
safety advisors. The RAC at its meet­
ing on April 27-28, 1978, recommended 
that mouth pipetting be prohibited 
only for those PI recombinant DNA 
experiments involving viral DNA. 
Rather than create two separate 
classes of PI, and in recognition of the 
present availability of excellent me­
chanical devices for pipetting, I am 
proposing that mouth pipetting no 
longer be permitted in PI contain­
ment. Since it is already prohibited in 
P2-P4 containment, this bans the use 
of mouth pipetting for any experiment 
covered by the Guidelines.

CONTAINMENT GUIDELINES FOR COVERED 
EXPERIMENTS

The recommendations of the RAC, 
arising from the Ascot-Bethesda work-
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shops, represent the first realistic ap­
praisal of any hazards that might lie 
in the use of viral vectors or the clon­
ing of viral DNA. Recombinant tech­
niques offer access to ares of viral biol­
ogy that are vitally important. Such 
studies should not be impeded unnec­
essarily. I have accepted the April 
1978 recommendations of the RAC in 
this area with minor amendments. 
The revised guidelines emphasize the 
current dictum that any hazards of 
working with viruses in recombinant 
DNA experiments are maximal at the 
first stage, when the virus itself with 
its full genomic complement is han­
dled.

The RAC unanimously approved 
modest changes in containment for 
plant experiments. I have also ap­
proved them provisionally, contingent 
upon concurrence by the Department 
of Agriculture.

A new sentence has been added to 
the guidelines giving much needed 
flexibility in the setting of contain­
ment levels.if 5)

ROLES AND RESPONSIBILITIES
Two years’ experience with the 

guidelines has offered valuable tute­
lage in the limits of external (Federal) 
control of laboratory experimentation. 
Scientists and their co-workers have 
long experimented with pathogenic or­
ganisms, poisonous plants and ani­
mals, and hazardous chemicals. The 
laboratory is not among the more no­
torious occupational settings for acci­
dents or illness, and damage to com­
munity or environment by basic labo­
ratory research is almost unknown. 
Control over the use of radioisotopes 
in the laboratory, long a Federal pre­
serve, is not comparable to use of re­
combinant DNA techniques; for the 
risks of using radioisotopes are calcu­
lable and mistakes are easily meas­
ured. Thus realistic and durable stand­
ards can be set. Without a base for the 
setting of such standards, convention­
al regulation is difficult at best, and at 
worst can be preposterous.

In the case of recombinant DNA 
technology, we are in the midst of a 
search for any risks, and thus for ap­
plicable standards. The scientists who 
raised the possibility of risks also real­
ized that the only effective safeguards 
lay in a maximum enhancement of the 
collective nature of the scientific proc­
ess. The usual communications net­
works of science had to be augmented 
and the evaluation of results and the 
reaching of consensus accelerated. 
These actions, is was reasoned, would 
help establish a set of initial rules, and 
there was the added assumption that 
they could and should be kept up to 
date. All using the new techniques 
would sign a “memorandum of under­
standing” to the effect that, until 
things became clearer, the basic com-

munality of scientific inquiry would be 
especially emphasized in any work 
with recombinant DNA techniques.

The power of the Government to re­
quire such discipline of its grantees 
was an attractive reason for the scien­
tists to request Federal intervention. 
And the Federal capacity to achieve 
the essential communication and con­
sensus-building has been one of the 
most positive results of this experi­
ment in adminstration. But the price 
of Fedeal intervention includes a 
heavy tax of formalism. In the in­
stance of these guidelines, diverse 
pressures have made difficult the ap­
propriate balancing of substance and 
procedure. I have already alluded to 
one of the undesirable results—a chill­
ing inflexibility of the original guide­
lines—and its proposed correction by 
revision.

Prior NIH clearance is mandatory 
for new NIH grants and contracts in­
volving recombinant DNA techniques 
and for all projects in P4 facilities. In 
the proposed revised guidelines, prior 
NIH clearance is no longer required 
for changes at the P1-P3 levels. These 
changes must be approved by the in­
stitutional biosafety committee (IBC), 
and NIH will then review the IBC ac­
tions. This proposal reverses an Octo­
ber 1977 issuance stating that changes 
in ongoing projects require prior NIH 
clearance. The requirement resulted in 
numerous delays in projects which 
could not be justified on grounds of 
safety.

The proposed guidelines would 
strengthen institutional responsibil­
ities and authorities in determining 
compliance. A full partnership with all 
investigators and their institutions is 
intended. The role of the IBC is par­
ticularly enhanced through delegation 
of some discretionary powers that 
were previously reserved for NIH and 
the RAC. To better meet these obliga­
tions, an institution using P3 or P4 
containmen is required under the pro­
posed guidelines to have a qualified bi- 
logical safety officer.

Experience gained in the past 5 
years in explaining recombinant DNA 
technology has shown how valuable 
can be a community’s activities. At 
least one member of the IBC is to be a 
“public member”—i.e., one who has no 
financial connection with the institu­
tion. Further, to ensure opportunity 
for public particiation at the national 
level, procedural are set forth, as ex­
plained in Part IV of the decision, that 
provide public notice and solicit com­
ment on the major actions of NIAH.

Another stipulation of the revised 
guidelines is that failure of compliance 
can lead to suspension of NIH support 
for recombinant DNA research.G6)

Provision is now made for the pri­
vate sector to register voluntarily its 
recombinant DNA activities with NIH.

Also, other consulting services, includ­
ing certification of host-vector sys­
tems, will be provided. The service will 
be accompanied by protection of pro­
prietary data as mandated by law.

NIH issued a draft environmental 
impact statement on the guidelines in 
September 1976. This was revised after 
public comment and issued in final 
form in October 1977. It concluded 
that the activities covered by the 
guidelines had no predictable impact 
on the environment, since all the risks 
discussed were hypothetical. The EIS 
was examined by a Federal district 
court in 1978.(17)

In parallel with the process of revis­
ing the guidelines, NIH has conducted 
an environmental impact assessment, 
including an analysis of how current 
experiments supported by NIH will be 
affected by this revision. Again, the 
activities covered by the revised guide­
lines deal only with hypothetical risks, 
and thus the assessment reveals no 
predictable impact on the environ­
ment. Its content is published here­
with in a companion document.

ORGANIZATION OF THE REMAINDER OF 
THIS DOCUMENT AND ABBREVIATIONS USED

The Recombinant DNA Molecule 
Program Advisory Committee is som- 
netimes referred to below as the Re­
combinant DNA Advisory Committee 
or Recombinant Advisory Committee 
or RAC.

The meeting of the Advisory Com­
mittee to the Director, NIH, which 
took place in December 1977 is some­
times referred to below as the meeting 
of the Director’s Advisory Committee 
or of the DAC or the December 1977 
public hearing.

The “NIH Guidelines for Research 
Involving Recombinant DNA Mole­
cules” as issued on June 23, 1976, and 
publishes in the F ederal R egister on 
July 7, 1976, are sometimes referred to 
below as the original guidelines or the 
1976 guidelines or the current guide­
lines.

The proposed revised guidelines pre­
pared by the RAC and published in 
the F ederal R egister on September 
27, 1977, are referred to below as the 
PRG-RAC.

The proposed revised guidelines 
which are being proposed now by NIH 
are referred to below as the PRG- 
NIH.

The remainder of this document is 
divided into four parts corresponding 
to the four parts of the guidelines; i.e., 
I. Scope of the Guidelines; II. Contain­
ment; III. Containment Guidelines for 
Covered Experiments; and IV. Roles 
and Responsibilities.

Within each of these four parts 
there are two subsections; i.e., Review 
of RAC-Proposed Guidelines and 
Review of Comments and NIH-Pro- 
posed Guidelines. The first subsection
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describes how the PRG-RAC differs 
from the 1976 guidelines; the second 
describes (1) the public comments re­
ceived both before and after the De­
cember 1977 DAC meeting, concerning 
the PRG-RAC, and (2) the changes 
which have been made in response to 
these comments leading to the PRG- 
NIH.
F ootnotes to Introduction and Overview

(1) In addition to the proposed revised 
guidelines and this “Decision Document,” 
there is also being released an Environmen­
tal Impact Assesemment, including numer­
ous appendices.

(2) The capability to perform DNA recom­
binations, and the potential hazards, had 
become apparent to scientists at the Gordon 
Research Conference on Nucleic Acids in 
July 1973. At their behest the National 
Academy of Sciences created a committee 
that organized an international conference 
held in February 1975 at Asilomar Confer­
ence Center, Pacific Grover, Calif. Approxi­
mately 150 scientists, of whom a third were 
from foreign countries, were present. The 
committee also called on the National Insti­
tutes of Health to establish an advisory 
committee to-draft guidelines for the con­
duct of this research. Temporary guidelines 
were issued at Asilomar pending issuance of 
NIH guidelines.

In response, the NIH Recombinant Advi­
sory Committee (formally “NIH Recombin­
ant DNA Molecule Program Advisory Com­
mittee”) was established in October 1974 to 
advise the Secretary of HEW, the Assistant 
Secretary for Health, and the Director of 
NIH to accomplish these tasks. The several 
meetings at which the Recombinant Adviso­
ry Committee developed its proposed guide­
lines in 1975 were announced in the F ederal 
R egister and were open to the public. The 
committee, after preparing several draft 
versions of guidelines, reached agreement

on a recommended revised version, which 
was referred to the NIH Director for review 
in December 1975.

A special meeting of the public advisory 
Committee to the Director, NIH, was con­
vened in February 1976 to review these pro­
posed guidelines. In addition to current 
members of the committee, a number of 
former committee members as well as other 
scientific and public representatives had 
been invited to participate. There was ample 
opportunity for comment and an airing of 
the issues, both by the committee members 
and the public witnesses. All major points of 
view were broadly represented.

The proposed guidelines were reviewed by 
the Director, NIH, in the light of comments 
and suggestions made at the public hearing 
as well as extensive written correspondence 
received after the meeting. When the final 
guidelines were released in June 1976, an ac­
companying decision paper described in 
great detail all relevant public comments 
and the reason for accepting or rejecting 
specific recommendations in preparing the 
final guidelines. The NIH guidelines and the 
Decision of the Director, NIH, were pub­
lished in the F ederal R egister on July 7, 
1976. In addition, copies of the guidelines 
were widely distributed to foreign embas­
sies, medical and scientific journals, NIH 
grantees and contractors, and professional 
research societies.

(3) The following committees have held 
hearings and/or markup sessions on Recom­
binant DNA legislation:

House—The Subcommittee on Health and 
the Environment and its parent, the Com­
mittee on Interstate and Foreign Com­
merce; the Subcommittee on Science, Re­
search, and Technology and its parent, the  
Committee on Science and Technology.

Senate—The Subcommittee on Health 
and Scientific Research and its parent, the 
Committee on Human Resources; the Sub­
committee on Science, Technology, and 
Space. Its parent, the Committee on Com­
merce, Science, and Transportation, has not 
held any hearings or markup sessions on 
this topic.

The following bills on recombinant 
DNA technology have been formally 
introduced:

(4) The Recombinant Advisory Committee 
considered its proposed revisions at meet­
ings throughout 1977. The version proposed 
to the Director, NIH, in September 1977, ap­
peared in the F ederal R egister on Septem­
ber 27,1977.

(5) This meeting of the Director’s Adviso­
ry Committee took place in Bethesda on De­
cember 15-16,1977. A summary of the meet­
ing appeared in the recombinant DNA tech­
nical bulletin, and the complete record will 
shortly be published by NIH in vol. 3 of the 
series recombinant DNA research.

(6) The NIH-sponsored meeting at Fal­
mouth, Mass., on June 20-22, 1977, was 
chaired by Dr. Sherwood Gorbach. A com­
plete record of this meeting appears in the 
“Journal of Infectious Diseases” (May 
1978).

(7) The “U.S.-EMBO Workshop to Assess 
Risks for Recombinant DNA Experiments 
Involving the Genomes of Animal, Plant, 
and Insect Viruses” was held on January 26- 
28, 1978, in Ascot, England. It was attended 
by experts on viruses from the United 
States, Britain, and other European coun­
tries, a majority of whom were not engaged 
in recombinant DNA research. The primary 
purpose of the meeting was to conduct a sci­
entific and technical analysis of possible 
risks associated with cloning eukaryotic 
viral DNA segments in E. coli K-12 host- 
vector systems and with the use of eukaryo­
tic viruses as cloning vectors in animal, 
plant, and insect systems. The report of the 
workshop was published in the F ederal 
R egister on March 31, 1978, and appears as 
appendix E to the accompanying environ­
mental impact assessment. The results of 
the Ascot meeting were then reviewed by 
another group of U.S. virologists who con­
verted them into recommendations for revi­
sion of the guidelines. This working group 
was chaired by Dr. Harold Ginsberg and 
met on April 6-7,1978. Its report appears as 
appendix F  to the accompanying environ­
mental impact assessment. The report was 
considered by the Recombinant Advisory 
Committee at its April 27-28, 1978, meeting.

(8) The “Workshop on Risk Assessment of 
Agricultural Pathogens” was held on March 
20-21, 1978, in Washington, D.C., under the 
auspices of the National Science Founda­
tion, the Department of Agriculture, and 
the National Institutes of Health. A copy of 
the report of this workshop appears as ap­
pendix G to the accompanying environmen­
tal impact assessment.

(9) The United Kingdom guidelines, also 
known as the “Williams report,” were issued 
in August 1976. A fairly comprehensive 
review of the international aspects of re­
combinant DNA research, including issu­
ance of national guidelines, is contained in 
the “Report of the Federal Interagency 
Committee on Recombinant DNA Research: 
International Activities,” November 1977. 
This is available from the Office of Recom­
binant DNA Activities, National Institutes 
of Health, Bethesda, Md. 20014.

(10) Under the NIH guidelines, experi­
ments using prokaryotic hosts other than E. 
coli K-12 are severely limited whereas such 
experiments are proceeding in Europe, espe­
cially with Bacillus subtilis. Certain other 
categories of experiments require, according 
to the NIH guidelines, either P4+EK2 or 
P3+EK3 containment. Since no EK3 system

Bill Chief sponsor Date

House:
H. Res. 131. .Richard Ottinger, Democrat of Jan. 19,1977.

H.R. 3191.. 
H.R. 3591.. 
H.R. 3592. 
H R . 4232.

Identical to S. 621. 
......do.......................
......do.......................

H.R. 4759.... 
H.R. 4849.... 
H.R. 5020.... 
H R . 6158.... 
H R . 7418..., 
H R . 7897... 
H R . 11192.

Senate:
S. 621-------

Identical to H R . 4759........
Identical to S. 621...............
Administration bill...—.....

New York.
do .................................. .............. Feb. 7.1977.
rin_____ ;___________' ...............  Peb. 16,1977.

......do..............—...— ..............—...— .
Stephen Solarz, Democrat of New 

York.
Paul Rogers, Democrat of FLorida..
___do.................................- .................-  Mar. 10,1977.
Ottinger Mar. 14,1977.
Rogers......................—........................  Apr. 6,1977.
___do__________________________  May 24,1977
..... do._......._.....................___............. June 20,1977.
Rogers and Harley Staggers, Demo­

crats of West Virginia.

Do.
Mar. 1,1977.

Mar. 9.1977.

Feb. 28,1978.

„Dale.Bumpers, Democrat of Arkan-
sas.

S. 945.... 

S. 1217.. 

S. 1217..

........................... ......... Howard Metzenbaum. Democrat of
Ohio.

Administration bill............. Edward Kennedy, Democrat of
Massachusetts.

Peb. 4,1977. 

Mar. 8,1977. 

Apr. 1,1977

S. 1217.. 

S. 1217..

,.As.reported:. accompanied..., •••»» July 22,1977.
by Report 95-359. •

Amendment 754 in the Gaylord Nelson, Democrat of Wis- Aug. 2,1977. 
nature of a substitute. consin.

Amendment 1713 in the Kennedy..............------ -— ................. Mar. 1.1978
nature of a substitute.
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has as yet been certified and since the first 
P4 facility has only recently been certified, 
these experiments were effectively forbid­
den. The same experiments require signifi­
cantly lower containment under some Euro­
pean guidelines.

(1 1 ) Prof. James Watson, in testimony at 
the December 1977 DAC meeting and in 
print, has sought repentance for his earlier 
activities in support of special precautions 
for recombinant DNA research.

(12) The report, “Science Policy Implica­
tions of DNA Recombinant Molecule Re­
search,” March 1978, of the Subcommittee 
on Science, Research, and Technology of 
the Committee on Science and Technology, 
U.S. House of Representatives, says, “The 
burden of proof of safety factors should not 
be borne exclusively by proponents of re­
combinant DNA research; opponents must 
assume a corresponding burden.”

(13) Significant differences exist between 
prokaryotes and eukaryotes in the ways pro­
teins are synthesized under genic direction, 
and these account for limitations on the ap­
parent success of many recombinant DNA 
experiments to date. A major thrust of cur­
rent recombinant DNA research is in the di­
rection of overcoming these differences. 
There is every reason to believe that this re­
search will succeed. At my invitation» Dr. 
Malcolm Martin of NIH has drawn up this 
brief analysis of the state-of-the-art:

The potential use of recombinant DNA 
techniques to produce biologically useful 
reagents is predicated on: (a) the faithful 
replication of a segment of foreign DNA in a 
new host cell; (b) the synthesis of messenger 
RNA (mRNA) complementary to the insert­
ed DNA; and (c) the efficient translation of 
the mRNA into a polypeptide. In nearly all 
cases that have been examined to date, 
DNA, from both eukaryotic and prokaryotic 
sources, has been amplified in prokaryotic 
host-vector systems. The fidelity of this 
entire process (a, b, and c) has been verified 
in several instances in which prokaryotic 
DNA segments have been cloned in E. coli 
and resulted in the synthesis of new poly­
peptides. Thus, in such cases, the informa­
tional content contained in the inserted pro­
karyotic DNA is expressed as evidenced by 
the synthesis of mRNA and novel proteins.

With few exceptions (some yeast inserts) 
the expression of eukaryotic DNA in the 
form of biologically active or biochemically 
detectable polypeptides in prokaryotes has 
not been demonstrated using chromosomal 
DNA inserts and unmodified vectors. In 
nearly all cases where the system has been 
rigorously examined, it has been shown that 
eukaryotic DNA has replicated in E. coli; in 
some instances, RNA complementary to the 
inserted eukaryotic DNA has been identi­
fied.

Messenger RNA synthesis and function in  
E. coli. The synthesis of messenger RNA 
(mRNA) in a prokaryote, such as E. coli, 
proceeds in a linear fashion along the DNA 
template of individual gene segments or 
groups of related genes. In nearly all cases 
examined, the mRNA molecules are the 
faithful colinear transcripts of prokaryotic 
genetic information and can be used in an 
unmodified form to direct the synthesis of 
prokaryotic polypeptides. The information­
al content of mRNA corresponds directly to

the nucleotide sequence of DNA in such sys­
tems (i.e., all nucleotides present in a pro­
karyotic gene are transcribed into messen­
ger RNA which, in turn, programs the syn­
thesis of a corresponding protein). Control 
of this phase of gene expression appears, to 
be solely at the level of RNA synthesis.

In prokaryotes (and eukaryotes), nucleo­
tide sequences preceding the sequences cor­
responding to the actual genes play a major 
role in determining (a) whether a given 
DNA sequence will be transcribed into RNA 
and (b) whether the RNA so synthesized 
will efficiently bind to ribosomes, a prereq­
uisite for protein synthesis. For example, 
certain DNA sequences interact with regions 
of RNA polymerase and thereby participate 
in the initiation of RNA synthesis; they are 
not represented in the final RNA product. 
DNA sequences specifying binding to ribo­
somes are physically located between those 
for initiation of RNA synthesis and se­
quences encoding the amino acids of a par­
ticular protein (the gene) and are also con­
tained in the functional mRNA molecules.

Messenger RNA synthesis and metabolism  
in eukaryotes. Our understanding of gene 
regulation and expression in eukaryotic 
cells has increased markedly during the past 
TO months. A common feature of all systems 
that have been carefully evaluated is that 
the initial, faithful RNA copy of the DNA is 
extensively modified to produce a function­
al form of mRNA. The final mRNA contains 
only a fraction of the sequences present in 
the original RNA product. That is to say, 
portions of large RNA molecules are re­
moved by mechanisms that are, at present, 
poorly understood and the remaining seg­
ments of the primary RNA transcript are 
then rejoined to one another. In nearly all 
cases an RNA segment containing a riboso- 
mal binding site is joined to a segment 
coding for a polypeptide; in addition, larger 
gene segments are often joined together. 
This process was first observed in animal 
virus systems (1, 2) where it was shown that 
viral mRNA, containing the information for 
a product which had been previously 
mapped to a specific locus on the viral 
genome, was complementary to regions of 
the viral DNA which were separated by 
more than a thousand nucleotides.

Support for the concept of complex modi­
fication leading to functional mRNA in eu­
karyotic cells has recently come from re­
combinant DNA experiments in which chro­
mosomal DNA has been cloned in E. coli. 
When individual cloned eukaryotic genes 
are carefully analyzed, intervening DNA se­
quences which interrupt the actual se­
quence of the gene in chromosomal DNA 
have been identified. To date, such intra­
genic DNA has been detected in ovalbumin 
(3, 4), 0  globin (5, 6), immunoglobulin (7), 
and even tRNA genes (8). In one instance it 
has been clearly shown that the intervening 
DNA sequences, present in the primary 
RNA transcript of 0 globin DNA, are absent 
in 0  globin mRNA (5). These mechanisms 
presumably function in some regulatory 
fashion to modulate eukaryotic gene activi- 
ty.

Implications for R ecombinant DNA R esearch

A. The discovery of the existence of com­
plex processes involved in the maturation of

mRNA eukaryotic cells and the demonstra­
tion of intragenic DNA in several eukaryotic 
genes suggests that; (1) cloning of chromo­
somal DNA in E. coli DNA (shotgun or puri­
fied) will pose little, if any, risk since the 
maturation mechanisms have never been 
observed in prokaryotes; and (2) investiga­
tors who wish to develop prokaryotic clon­
ing systems for the purpose of synthesizing 
useful biological products will utilize cDNA 
copies of functional mRNAs or synthetic 
DNA with a nucleotide sequence derived 
from a known amino acid sequence as DNA 
inserts.

B. Vectors are currently being “engi­
neered” to ensure efficient transcription 
and translation of DNA inserts. Using 
slightly different approaches, groups in San 
Franscisco and at Harvard (9T1) are pre­
paring DNA segments which: (1) contain the 
sequences necessary for interaction with E. 
coli RNA polymerase linked closely to (2) 
sequences which encode a bacterial ribo­
some binding site. Such DNA segments can 
then be added to a prokaryotic cloning 
vector next to the site into which a foreign 
DNA will be inserted. This arrangement will 
facilitate the transcription of the inserted 
DNA and enable the mRNA so synthesized 
to bind to bacterial ribosomes. This embel­
lishment has already been used to maximize 
the expression of a bacteriophage gene and 
human somatostatin DNA in a plasmid 
vector system 'TO, 11).

R eferences for F ootnote 13 .
1. Berget, S. M , Moore, C., and Sharp, P. 

A. (1977). Proc. Nat. Acad. Sci., USA 74, 
3171 3175.

2. Aloni, Y., Dhar R., Laub, O., Horowitz, 
M , and Khoury <}. (1977). Proc. Nat. Acad. 
Sci., USA 74, 3686 3690.

3. Breathnack, R., Mandel, J. L., and 
Chambon, P. 1977/. Nature 270, 314 319.

4. Weinstock, R., Sweet, R., Weiss, M., 
Cedar H., and Axel, R. (1978). Proc. Nat. 
Acad. Sci., USA 75, 1299 1301.

5. Jeffreys, A. J. and Flavell, R. A. (1977). 
Cell 12, 1097 1108.

6. Tilghman, S. M,, Tiemeier, D. C., Seid- 
man, J. G , Peterlin, B. M., Sullivan, M., 
Maizel, J. V., and Leder P. (1978). Proc. Nat. 
Acad Sci., USA 75, 725 -759.

7. Tonegawa, S., Brack, C., Hozumi, N., 
and Schuller R. (1977). Proc. Nat. Acad. 
Sci., USA 74, 3518 3522.

8. Valenzuela, P , Venegas, A., Weinberg,
F., Bishop, R , and Rutter, W. (1978). Proc. 
Nat. Acad. Sci., USA 75, 190 194.

9. Backman, K., Ptashne, M., and Gilbert, 
W. (1976). Proc. Nat. Acad. Sci., USA 73, 
4174 4178.

10. Itakura, K , Hirose, T., Crea, R., Riggs, 
A., Heyneker H., Bolivar, F. and Boyer, H. 
(1977). Science 198, 1056-1063.

11. Backman, K„ and Ptashne, M. (1978). 
Cell 13, 65-71.

(14) Prohibition (i) in the original guide­
lines forbids experiments with “oncogenic 
viruses classified by NCI as moderate risk.” 
The absence of evidence that use of these 
viruses will lead to formation of agents 
harmful to man and the potential for ob­
taining useful new knowledge, relevant to 
carcinogenesis in particular, and genetics in 
general, supports the removal of the prohi-

FEDERAL REGISTER, V O L. 43 , N O . 146— FRIDAY, JULY 28 , 1978



33048 NOTICES

bition. The removal of this prohibition was 
proposed in the report of the Working 
Group on Viruses which met on Apr. 6-8, 
1978, and endorsed by the RAC at its Apr. 
27-28, 1978, meeting. The reasoning behind 
this is that recombinant DNA experiments 
with pieces of these viruses cloned in E. coli 
K-12 pose no more risk, and actually appear 
to pose clearly less risk, than work with the 
whole infectious virus itself. Since NCI rec­
ommends that work with these whole vir­
uses not be prohibited, but rather be per­
formed under containment conditions simi­
lar to P3, there is no scientific reason to pro­
hibit recombinant DNA work with these vir­
uses. The “flexibility” clause refers to 
power of the Director, NIH, to waive prohi­
bitions when the public interest may be 
served by such action.

(15) The Guidelines say at the beginning 
of Pt. Ill, “Given below are containment 
guidelines for permissible experiments. 
Changes in these levels for specific experi­
ments (or the assignment of levels to experi­
ments not explicitly considered in this sec­
tion) may be expressly approved by the Di­
rector, NIH, on the recommendation of the 
Recombinant DNA Advisory Committee.” 
Insertion of such language into the guide­
lines was recommended by the RAC at its 
Apr. 27-28, 1978, meeting. It recognizes that 
the classification of experiments given in 
Pt. I l l  will necessarily be imperfect, as in­
vestigators in the future devise new ways to 
conduct recombinant DNA experiments not 
currently foreseen and therefore not explic­
itly considered in the guidelines. Also, new 
data may become available showing that 
certain particular experiments currently as­
signed a particular containment level are, 
indeed, clearly more (or less) safe than envi­
sioned at this time.

(.16) See App. C to the guidelines and Part 
IV of this “Decision Document.”

(17) In May 1977, a resident of Frederick, 
Md., brought suit in the U.S. District Court 
for the District of Columbia to enjoin a pro­
posed risk-assessment experiment which 
was about to be undertaken in a maximum 
containment facility (P4) located at the 
Frederick Cancer Research Center. (Mack v. 
Califano, Civil Action No. 77-0916). On Feb­
ruary 23, 1978, the court issued a decision 
refusing to grant the injuction. In so doing, 
the court observed that the environmental 
impact statement on the original guidelines 
constituted a “hard look” at recombinant 
DNA research performed in accordance 
with the guidelines. The court further 
noted that compliance with the guidelines, 
it appeared, would insure that no recombin­
ant DNA molecules would escape from the 
carefully controlled laboratory to the envi­
ronment, and that the guidelines “represent 
an effort by many scientists to evaluate the 
hazards and provide safe methods for their 
control.”

The plaintiff appealed (Appeal No. 78- 
1156), and on Mar. 8, 1978, the Court of Ap­
peals for the District of Columbia upheld 
the district court decision.

I. Scope of the G uidelines

REVIEW OF RAC-PROPOSED GUIDELINES

It was the determination of the Re­
combinant Advisory Committee that 
advances in knowledge pertaining to 
recombinant DNA activities in past 
years warranted significant revisions 
in the “purpose,” “definition,” and

“prohibition” sections of the NIH 
guidelines. A comparison of the “pur­
pose” language of the two sets of 
guidelines1 reveals that the standards 
in the PRG-RAC were meant to per­
tain to recombinant DNA molecules in 
organisms. The analogues language in 
the 1976 guidelines addresses recom­
binant DNA molecules whether or not 
they are contained within a cell or 
virus. The rationale for this change is 
that DNA by itself (commonly re­
ferred to as “naked” DNA) is extreme­
ly unlikely to be hazardous under ex­
perimental conditions, as it is rapidly 
inactivated in nature.

The definition in the PRG-RAC 
consisted of two parts: (1) an oper­
ational definition of recombinant DNA 
and (2) a qualification that the guide­
lines would pertain only to “novel” re­
combinant DNA’s. The operational 
definition does not differ significantly 
from that in the original guidelines.

The second part, however, called for 
the creation of a list of organisms that 
exchange genetic information in 
nature, commonly referred to as “non­
novel exchangers.” Recombinant DNA 
formed with DNA from such organ­
isms would be exempted from the pro­
visions of the PRG-RAC, with thè ra­
tionale that there is no justification 
for requiring containment procedures 
for the handling of recombinations 
that occur regularly in nature and are 
not known to be associated with any 
special hazards.

The provision of an open-ended list­
ing was recommended rather than is­
suance or a blanket exemption, be­
cause this would allow the RAC and 
NIH to consider evidence that (1) the 
putative gene transfers do take place 
naturally and (2) their exemption 
from the guidelines is justifiable (see 
footnote 1 of the PRG-RAC).

Although the PRG-RAC deals with 
prohibited experiments under Part III, 
this decision document, for purposes 
that become apparent below, will con­
sider the definition, exemptions, and 
prohibitions together under section I.

The “prohibitions” section was 
called section III-A, “Experiments 
That Are Not To Be Performed,” in 
both the 1976 guidelines and PRG- 
RAC. Changes from the 1976 guide­
lines, proposed in the PRG-RAC, in­
cluded minor wording changes in 
items (iii), (iv), and (vi).

The ability to grant exemptions for 
certain experiments from the “prohi­
bitions” was limited in the 1976 guide­
lines to only the sixth prohibition 
(large-scale experiments with recom­
binant DNA’s known to make harmful 
products). In the PRG-RAC the Direc-

*The current guidelines as published in 
the F ederal R egister, July 7, 1976 (41 F R  
27902), and the RAC’s proposed revisions 
(PRG-RAC) as published in the F ederal 
R egister, Sept. 27,1977 (42 F R  49596).

tor, NIH, is given the authority to 
grant exceptions from any of the six 
prohibitions. Such a determination 
must be based upon the recommenda­
tion of the RAC, and weight must be 
given in the decisionmaking “both to 
scientific and societal benefits and to 
potential risks.” The rationale for this 
proposed change was the desire of the 
RAC not to preclude the possibility of 
conduction such experiments for some 
compelling social or scientific rea­
sons—for example, risk-assessment ex­
periments.

The sections of the PRG-RAC deal­
ing with purpose of the guidelines, 
definition of recombinant DNA, ex­
emptions, and prohibitions evoked a 
great deal of comment both before 
and after the December 1977 public 
hearing. An anylsis of these comments 
and my decision in response to the 
issues raised are presented in the fol­
lowing section.
REVIEW OF COMMENTS AND NIH-PROPOSED 

GUIDELINES

There was considerable discussion at 
the public hearing over the scope of 
the guidelines. Some felt that the 
guidelines were too narrow in their 
preoccupation with recombinant DNA, 
as there exist other forms of genetic 
research capable of producing organ­
isms of unknown potential hazard. It 
was further suggested that the title of 
the guidelines be modified to reflect 
the preoccupation with experiments 
involving prokaryotes and cells in cul­
ture, and that a companion document 
be released dealing with higher eukar­
yotes. On the other hand, it was also 
argued that genetic research has now 
received attention far beyond its due, 
and that other matters of experimen­
tation await their turn.

While it is true that other tech­
niques in genetic research, such as cell 
fusion and chromosome transfer, may 
result in formation of recombinant 
molecules, I do not believe at this time 
that we should mandate or extend the 
guidelines to these research areas. 
There are inherent in these tech­
niques a range of natural barriers to 
the formation of hazardous organisms 
which apparently afford adequate con­
tainment, making unnecessary the is­
suance of Federal standards. I base 
this conclusion on the fact that such 
techniques have been used in the labo­
ratory for decades with no known 
harmful effects on either the public 
health or the environment. I should 
also emphasize that the entire area of 
laboratory safety is of primary con­
cern to NIH and is the subject of con­
stant review and attention. A descrip­
tion of NIH activities in these areas is 
presented in the environmental impact 
assessment.

A commentator suggested that the 
language be deleted stating that “*■*'*
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the revised guidelines [have] the 
intent of erring on the side of cau­
tion.” While believing that the guide­
lines are, and should be, deliberately 
restrictive, I agree with the criticism 
that scientists should not enter into 
an activity with the intent of erring. 
The PRG-NIH now reflects this opin­
ion by deletion of this phrase.

Another commentator suggested 
that the guidelines should contain lan­
guage requiring all publications deal­
ing with recombinant DNA activities 
to include a description of the physical 
and biological containment procedures 
used. While the PRG-NIH urges “that 
all publications dealing with recombin­
ant DNA work include a description of 
the physical and biological contain­
ment procedures employed,” NIH is 
not well advised to dictate to research­
ers or editors what must be included in 
a scientific publication.

There were several suggestions that 
the purpose of the guidelines be more 
clearly stated and that terms be more 
precisely defined. I have, therefore, 
added considerable new material to 
Part I of the PRG-NIH, renamed 
“Scope of the Guidelines,” and divided 
it into the following sections, each of 
which is discussed further below: Pur­
pose; Definition of Recombinant DNA 
Molecules; General Applicability; Pro­
hibitions; Exemptions; and General 
Definitions.
Purpose

The introduction to the 1976 guide­
lines states that “the purpose of these 
guidelines is to recommend safeguards 
for research on recombinant DNA 
molecules.” As noted above, to elimi­
nate “naked” recombinant DNA from 
the guidelines, the PRG-RAC pro­
posed this passage to read that the 
purpose is to “establish procedures for 
handling organisms and viruses con­
taining recombinant DNA molecules.”

This proposed revision would have 
had the effect of removing from cover­
age by the guidelines certain experi­
ments which are prohibited by the 
1976 guidelines—for example, deliber­
ate formation of naked recombinant 
DNA containing genes for the biosyn­
thesis of potent toxins. I have decided 
to resolve this issue conservatively. 
The language in the PRG-NIH, there­
fore, clearly states that the guidelines 
are intended to pertain to the con­
struction and handling of naked re­
combinant DNA molecules as well as 
of organisms and viruses containing 
such molecules.
General applicability

Many commentators urged that a 
statement of general applicability of 
the guidelines be included in an early 
part. The issues relate to (1) the appli­
cability of the guidelines to non-NIH 
funded research with recombinant 
DNA at institutions receiving NIH

funds for this purpose, (2) the applica­
bility of the guidelines to NIH-sup- 
ported recombinant DNA research 
conducted in foreign countries, and (3) 
the location of responsibility for insur­
ing compliance with the guidelines. 
Therefore, a section entitled “General 
Applicability” now appears after the 
“Purpose” section in Part I of the 
PRG-NIH.

The existence of guidelines for re­
combinant DNA research assumes 
their general application. Partial ad­
herence within an institution would 
defeat the purpose of extending maxi­
mal protection to the community. 
Thus, it would be inconsistent for NIH 
to provide funds for biomedical re­
search activities to an institution that 
did not meet the standards of the 
guidelines in all of its recombinant 
DNA research, regardless of the 
source of funding. This principle is 
now stated explicity in the PRG-NIH, 
and we intend to consider withholding 
NIH funds as a sanction against viola­
tion.

Rules must be established for the 
conduct of recombinant DNA activities 
funded by NIH in other countries. 
Generally, the requirements in force 
in those countries shall apply. A 
memorandum of understanding and 
agreement (MUA) must still be filed 
with NIH, indicating specifically 
which guidelines will govern the activi­
ties; and NIH reserves the right to 
withhold funding if the safety prac­
tices to be employed are not compara­
ble to the NIH guidelines. An explicit 
statement about this has been inserted 
in the PRG-NIH.

Part IV of the PRG-NIH describes 
the responsibilities of all individuals 
and organizational entities involved in 
the conduct and review of a recombin­
ant DNA activity. Two years of experi­
ence with ¿dministering the NIH 
guidelines has indicated that the ulti­
mate responsibility for insuring com­
pliance must be borne by the institu­
tion where the research is being done. 
This implies some discretion under 
well-defined limits for interpretation 
of common standards, and imposes a 
requirement for local expertise other 
than the investigator’s. Accordingly, 
Part I of the PRG-NIH now requires 
that an individual receiving NIH sup­
port for recombinant DNA research be 
associated with an institution that is 
willing and able to accept the responsi­
bilities and conditions of local gover­
nance, described more fully in Part IV 
of the PRG-NIH.
Definition of recombinant DNA mole­

cules
It became apparent from the com­

ments received that the PRG-RAC 
definition was inadequate in that it 
did not address the handling of recom­
binant DNA molecules containing seg­

ments of chemically synthesized DNA.
I have decided that the most effective 
way to achieve this objective is simply 
to include “natural or synthetic DNA” 
in the definition of a recombinant 
DNA molecule, and this has been in­
serted in the PRG-NIH definition. A 
new section, therefore, has also been 
added to Part III of the PRG-NIH 
giving containment levels for work 
with recombinant DNA molecules con­
taining synthetic DNA.

I have also revised what I perceived 
to be an ambiguity in the PRG-RAC 
definition by including within the 
PRG-NIH definition language explic­
itly stating that DNA molecules which 
result from the replication of recom­
binant DNA molecules are subject to 
the safety provisions of the guidelines.

Finally, no other provision of the 
PRG-RAC definition evoked as much 
comment as did the wording to ex­
clude “non-novel” recombinant DNÁ 
from the standards. The ambiguity of 
such phrases as “known to exchange 
chromosomal DNA” and “by natural 
physiological processess” was strongly 
noted, and I agree with the commenta­
tors that we must strive for a greater 
degree of clarity and objectivity. Thus, 
it has been decided to eliminate in the 
PRG-NIH the two conditions cited 
above as criteria for exemption from 
the guidelines. Staff discussions of the 
public comments made it clear that in­
clusion of exemption provisions within 
the definition itself was not desirable. 
Several attempts at appropriate lan­
guage did not bear careful scrutiny.

Given this situation, and also my 
opinion that certain categories of re­
combinant DNA experiments are 
indeed so apparently free of causing 
harm that they should not come 
under the guidelines, it was my deci­
sion to remove the criterion of “novel­
ty” from the definition and use it as a 
basis for the development of a new 
section entitled “Exemptions.”
Exemptions

The nature of the public comments 
on the PRG-RAC exclusion of nonno­
vel exchangers can be divided into cat­
egories—those that pertain to the pro­
posed standards and those to the pro­
posed process.

The standards proposed by the 
PRG-RAC were that novel recombin­
ant DNA’s are those consisting of “seg­
ments of any DNA from different spe­
cies not known to exchange chromoso­
mal DNA by natural physiological 
processes * * * In general recombinant 
DNA molecules * * * will not be con­
sidered novel when all the components 
are derived from genomes known to 
replicate within the organism used to 
propagate the recombinant DNA.” 
This is qualified, however, by a foot­
note stating that the “recombinant 
DNA formed between segments of eu-
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karyotic viral DNA and any eukaryotic 
DNA * * * shall not be excluded * * * 
until such time as there is more infor­
mation about the extent of naturally 
occurring recombinational events be­
tween these DNAs.”

The public comments on these 
standards raised the following issues:

•  That safety rather than novelty 
should he the criterion for exclusion; 
that is, any recombinant DNA mole­
cule that poses a threat to the public 
health or the environment should be 
covered by the guidelines regardless of 
whether the molecule is a novel ohe.

•  Others argued that the proper cri­
terion should not be safety but rather 
whether the potential hazard of the 
recombinant DNA molecules differs 
significantly in degree or in kind from 
those found in nature or from bioha­
zards that are successfully handled by 
conventional methods.

•  That there is a question of quanti­
fication that goes beyond novelty; that 
is, a recombinational event that occurs 
very rarely in nature can be mimicked 
more frequently in the laboratory.

•  That the PRG-RAC was ambigu­
ous in describing the criteria to be 
used in judging novelty.

•  That the list of nonnovel exchang­
ers should not be limited to the ex­
change of chromosomal DNA, but 
should also include plasmid DNA ex­
change.

•  That the list should not be drawn 
broadly at the species level, but should 
deal with exchange at subspecies 
levels.

•  That footnote 1 of the PRG-RAC 
unjustly discrimated against natural 
recombinants involving eukaryotic 
viral DNA and other eukaryotic DNA. 
Others urged that this footnote be ex­
panded to ensure that recombinants 
involving pathogenic bacteria not 
appear on the list.

•  That experiments classified as 
P1+EK1 be exempted from the guide­
lines. Apparently harmless experi­
ments do not warrant the administra­
tive burden that accompanies inclu­
sion within the guidelines.

•  That it was unclear whether the
PRG-RAC definition woud permit, 
“self-cloning” experiments (such as 
the cloning of B. subtilis genes in B. 
sub tills). t

It proved impossible to reconcile 
these differences of opinion in the 
definition itself, but in my opinion the 
“Exemptions” section of the PRG- 
NIH as drafted does so successfully. 
This section was drafted by NIH staff 
in conjunction with a working group 
of the RAC; it was then modified 
slightly and endorsed by the full RAC 
at its meeting on April 27-28, 1978, 
and subsequently modified slightly for 
clarity by NIH staff. Before proceed­
ing to a discussion of these exemp­

tions, however, I want to emphasize 
that no provision in this section may 
be cited to exempt from the guidelines 
an activity listed in the “Prohibitions” 
section.

The first exemption concerns recom­
binant DNA molecules that are not in 
organisms or viruses. This is in recog­
nition that “naked” DNA, which is 
rapidly inactivated in nature, is ex­
tremely unlikely to be hazardous 
under experimental conditions. To 
guard against the remote possibility, 
however, that potentially harmful 
naked recombinant DNA will be incor­
porated into an organism, the han­
dling of certain naked recombinant 
DNA molecules described in the “Pro­
hibitions” section remains prohibited. 
It should also be noted that the con­
cept of extremely low hazard of naked 
recombinant DNA was included in the 
PRG-RAC in the section on “Han­
dling Recombinant DNA Molecules” at 
the end of part III. This language, I 
believe, is more appropriately present­
ed under the “Exemptions” section.

The second exemption pertains to 
recombinant DNA molecules consist­
ing entirely of DNA segments from a 
single nonchromosomal or viral 
source. This statement clarifies a cate­
gory of “self-cloning” experiments 
that are considered safe enough to be 
excluded from the guidelines. This is a 
concept which the RAC tried to 
convey in the PRG-RAC definition by 
use of the phrase “different genomes,” 
but which some commentators found 
ambiguous.

The third exemption concerns “self- 
cloning.” It exempts from the guide­
lines recombinant DNA molecules 
made entirely from the DNA of a 
single organism including the plas­
mids, viruses, mitochondria, or chloro- 
plasts indigenous to (i.e., found in 
nature in) that organism, when propa­
gated only in- that organism (or a 
closely related strain of the same spe­
cies). This partially responds to the 
suggestion made by many commenta­
tors that experiments previously clas­
sified as P1+EK1 be excluded from 
the guidelines. It also covers some of 
the cases the RAC was including in 
the concepts of “novelty” and “differ­
ent genomes.” This exemption, howev­
er, does not include recombinant DNA 
molecules formed between viral DNA 
and eukaryotic host DNA. In this 
regard it is analogous to footnote 1 of 
the PRG-RAC.

The fourth exemption covers “cer­
tain specified recombinant DNA mole­
cules that consist entirely of DNA seg­
ments from different-species that ex­
change DNA by known physiological 
processes.” In this case a list is pre­
pared and periodically revised by the 
Director, NIH, on the recommendation 
of the RAC, after appropriate notice 
and opportunity for public comment.

This list is analogous to the list of 
“nonnovel exchangers” proposed in 
the PRG-RAC.

The initial entries on the list speci­
fied under exemption I-E-4 are given 
in appendix A to the guidelines. Any 
recombinant DNA molecules composed 
entirely of DNA segments coming 
from organisms listed in appendix A, 
would be exempt from the PRG-NIH 
under exemption I-E-4. The inclusion 
of the particular organisms listed in 
appendix A was recommended by the 
RAC at its meeting on April 27-28, 
1978. (For further discussion of this 
list see appendix D to the accompany­
ing Environmental Impact Assess­
ment.)

The fifth exemption allows the Di­
rector, NIH, on the recommendation 
of the RAC, after appropriate notice 
and opportunity for public comment, 
to exempt other classes of recombin­
ant DNA molecules if he finds that 
“they do not present a significant risk 
to health or the environment.” The 
exemption of classes of experiments 
that do “not present a significant risk 
to health or the environment” is the 
language used in proposed legislation 
(H.R. 11192), recently reported out of 
the committee on Interstate and For­
eign Commmerce and the Committee 
on Science and Technology of the U.S. 
House of Representatives.

In addition to comments pertaining 
to the standards for exemption in the 
PRG-RAC, the following comments 
were directed toward the processes 
Whereby exemptions would be made:

•  Rather than compile a list of non­
novel exchangers exempt from the 
guidelines, the burden of proof should 
be on the Director, NIH, to compile a 
list of novel exchangers which are sub­
ject to the guidelines.

•  The procedures and critieria used 
in the development of the list should 
be explained thoroughly, and ade­
quate opportunity should be given for 
public review and comment.

•  Before being placed on the list, all 
the data pertaining to the application 
should be available for public review.

In response to these comments, the 
PRG-NIH specifies that for exemp­
tion I-E-4 and I-E-5—the two exemp­
tions which involve the development^ 
of “lists”—these lists will be prepared 
by the Director, NIH, on the advice of 
the RAC, after appropriate notice and 
opportunity for public comment Pub­
lication of the PRG-NIH includes ap­
pendix A giving an initial proposed list 
for exemption I-E-4. As part of the 
public comment which I am soliciting 
on the entire PRG-NIH, I include ap­
pendix A. In the future, no additions 
will be made to appendix A, nor will 
any items be listed as exemptions 
under exemption I-E-5, without ap-
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propriate notice and opportunity for 
public comment.
Prohibitions

Two changes in this section have 
bejgn initiated to make it more com­
patible with the new “Definition” and 
“Exemptions” sections. The first was 
to transfer this section from part III 
of the guidelines to part I. This is 
again to emphasize that the exemp­
tions are not applicable to the six ac­
tivities listed as being prohibited. The 
second was to drop all references to 
novel recombinant DNA’s and natural 
genetic exchange. My other actions 
were based upon the following com­
ments:

•  There was general endorsement of 
the provision in this section which 
grants to the Director, NIH, upon the 
recommendation of the RAC, the au­
thority to waive any of the prohibi­
tions. The widespread support for this 
authority reflects the realization that 
many important risk-assessments ex­
periments may not be able to proceed 
otherwise. NIH is now supporting and 
will continue to support experiments 
that will yield knowledge contributing 
to a better understanding of the 
nature of potential risks of recombin­
ant DNA. This section has been ex­
pended in the PRG-NIH to indicate 
that if any experiments are excepted 
from the prohibitions, they will “at 
that time be assigned appropriate 
levels of physical and biological con­
tainment.”

•  It was urged that the advice of 
other Government agencies, such as 
the Environmental Protection Agency 
(EPA) and the Occupational Safety 
and Health Administration (OSHA), 
should be sought when the Director, 
NIH, considers invoking this waiver 
authority. The Federal Interagency 
Committee on Recombinant DNA Re­
search provides for coordination of 
policies in this area. EPA and OSHA 
are. represented on the Committee. 
The advice of relevant research and 
regulatory agencies will continue to be 
sought when appropriate.

•  It was suggested that the RAC as 
presently constituted should not be 
the sole advisory body because societal 
as well as scientific considerations 
must enter into the waiver decision. As 
explained in greater detail in part IV 
of this document, the membership of 
the RAC will be broadened modestly 
as needed for expertise, but provisions 
for public notice and opportunity to 
comment, and other appropriate ad- 
minstrative practices, can be used to 
ensure adequate public input when 
the issues warrant.

•  It was suggested that an Environ­
mental Impact Assessment or State­
ment should accompany each waiver. 
My waiver decisions will include a 
careful consideration of the potential

environmental impact, and certain de­
cisions may be accompanied by a 
formal assessment or statement. This 
must be determined on a case-by-case 
basis.

•  It was suggested that waiver of 
the prohibition on the large-scale use 
of culture containing recombinant 
DNA’s be issued on the basis of indus­
try’s experience in dealing with such 
cultures. While such experience will 
surely be weighed in the decisionmak­
ing, I believe that it should not be the 
sole criterion for granting such a 
waiver.

•  Agricultural scientists noted the 
importance to their research commu­
nity of being allowed eventually to re­
lease organisms containing recom­
binant DNA into the environment. 
When the original guidelines were pre­
sented to me in draft form in 1976, the 
release of organisms containing recom­
binant DNA molecules into the envi­
ronment was to-be allowed if a series 
of controlled tests had been done to 
leave no reasonable doubt of safety. At 
that time I rejected this waiver provi­
sion because of the limited scientific 
evidence available that any of the po­
tential benefits from such a release 
were near realization.

The prohibition of deliberate release 
into the environment of recombinant 
DNA-containing organisms can be 
waived if all of the requirements for a 
waiver are met (and if the require­
ments of the National Environmental 
Policy Act are considered). Given the 
limited experience of NIH in agricul­
tural research, the U.S. Department of 
Agriculture would be deeply involved 
in this process. I have given written 
notice of this opinion to the appropri­
ate officials of the USDA.

•  The Standing Advisory Committee 
on Recombinant DNA Research of the 
European Molecular Biology Organi­
zation (EMBO) has noted that the list 
of pathogenic organisms under prohi­
bition I-D-l, especially those in class 
5, may not be appropriate for all Euro­
pean countries, and that “the decision 
as to which pathogenic orgamisms 
should be classified as too dangerous 
to use must be the responsibility of na­
tional or regional authorities.” In re­
sponse to this a footnote could be 
added to the guidelines stating that 
prohibition I-D -l relates only to re­
search in the United States. I have de­
cided, however, not to include such a 
footnote, because these guidelines are 
directed to NIH grantees and contrac­
tors, almost all within this country. In 
other countries, different criteria may 
govern.

•  A final change in the PRG-NIH 
relates to prohibition I-D-l. As dis­
cussed below in this, document in part 
III, considerable changes have been 
made in the sections dealing with the

use of viral DNA in recombinant DNA 
experiments. The history leading to 
these changes, including the report of 
the “Ascot” workshop (appearing as 
appendix E to the accompanying Envi­
ronmental Impact Assessment) and 
the report of the working group held 
on April 6-7, 1978 (appearing as ap­
pendix F to the accompanying Envi­
ronmental Impact Assessment), are 
discussed in detail in part III of this 
document under the heading “Recom­
binant DNA Experiments Involving 
Viral DNA.”

One of the Working Group’s recom­
mendations, arising out of the “Ascot” 
report and endorsed by the RAC at its 
April 27-28, 1978, meeting and en­
dorsed by me, is that the previous pro­
hibition on the use in recombinant 
DNA experiments of Vesicular Stoma­
titis Virus (VSV) and of oncogenic vir­
uses classified by the National Cancer 
Institute (NCI) as “moderate risk” 
should be lifted; instead, use of these 
viruses should be permitted under con­
tainment conditions to be specified in 
part III of the guidelines. The reason­
ing behind this is that recombinant 
DNA experiments with pieces of these 
viruses cloned in E. coli K-12 pose no 
more risk, and actually appear to pose 
clearly less risk, than work with the 
whole infectious virus itself. Since the 
Center for Disease Control (CDC) and 
NCI recommend that work with these 
whole viruses not be prohibited, but 
rather be performed under contain­
ment conditions similar to P3, there is 
no scientific reason to prohibit recom­
binant DNA work with these viruses. -

Therefore, prohibition I-D -l in the 
PRG-NIH no longer prohibits the use 
of VSV or oncogenic viruses classified 
by NCI as moderate risk; containment 
conditions for their use are specified 
in part III of the guidelines.
General Definitions

In response to commentators’ sug­
gestions that terms be more precisely 
defined, I have added a new section to 
the PRG-NIH with such definitions. 
Many of these terms are further dis­
cussed in part IV of PRG-NIH.

In summary, part I of the PRG-NIH 
has been extensively modified from 
that proposed in the PRG-RAC. In an 
effort to be responsive to the sugges­
tions of commentators and to make 
the guidelines more comprehensible, 
the definition of recombinant DNA 
molecules has been simplified and 
clarified, the “Prohibitions” section 
has been transferred from part III to 
part I, and new sections have been 
added to part I including “Exemp­
tions.” part I, now entitled “Scope of 
the Guidelines.” is composed of the 
following sections:

•  Purpose
•  Definition of Recombinant DNA 

Molecules
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•  General Applicability
•  Prohibitions
•  Exemptions
•  General Definitions
It should be noted that the Prohibi­

tions appear before the Exemptions. 
This will again emphasize the fact 
that the latter provisions cannot be 
used to claim relief from the former.

II. Containment

The object of these revised guide­
lines is to insure that experimental 
DNA recombination will have no ill ef­
fects on the researchers, on the gener­
al public, or on the environment. The 
essence of their construction, as in the 
case of the 1976 Guidelines, is subdivi­
sion of potential experiments by class, 
and assignment to these of certain 
procedures for containment.

Containment is both physical suid 
biological. Physical containment in­
volves the isolation of the research by 
procedures that have evolved over 
many years of experience in laborato­
ries studying infectious micro-organ­
isms. PI containment—the first physi­
cal containment level—is that used in 
most routine bacteriology laboratories. 
P2 and P3 afford increasing isolation 
of the research from the environment. 
P4 represents the most extreme meas­
ures used for containing virulent path­
ogens, and permits no escape of con­
taminated air, wastes, or untreated 
materials. Biological containment is 
the use of biological agents that are 
crippled by nlutation so as to be in­
capable of surviving under natural 
conditions.

PHYSICAL CONTAINMENT
Review of RAC-Proposed Guidelines

Two major changes were proposed in 
the physical containment section of 
the PRG-RAC. One deals with the or­
ganization, of the section; the other in­
corporates into the PRG-RAC the 
philosophy and guidance of the report 
of the NIH European Molecular Biol­
ogy Organization (EMBO) Workshop 
on parameters of physical contain­
ment.2

Physical containment requirements 
for each P level have been organized 
under the topic headings Laboratory 
Practices, Containment Equipment, 
and Special Laboratory Design. This 
was done to emphasize the importance 
of laboratory practices and contain­
ment equipment in achieving the de­
sired safety objective^

Other revisions contained in the 
“Physical Containment” section re-

*The “Report of the NIH/EMBO Work­
shop (Parameters of Physical Contain­
ment)” may be obtained from the Office of 
Research Safety, National Cancer Institute, 
Room 3E47, Building 13, National Institutes 
of Health, 9000 Rockville Pike, Bethesda, 
Md. 20014.

fleet a conscious effort to encourage 
international uniformity with respect 
to recombinant DNA guidelines. This 
has been achieved by revising the con­
tainment descriptions so that they are 
consistent with the guidance provided 
in the NIH/EMBO report. In addition, 
some statements have been rewritten 
and others added in order to clarify 
the basic requirements for each level 
of containment. The most significant 
clarifications were made in the areas 
on containment equipment and special 
facility design. The revisions, however, 
have not resulted in changing the pur­
pose or intent of the physical contain­
ment descriptions in the 1976 Guide­
lines.

Two specific additions to the Guide­
lines that originated from the NIH/ 
EMBO report are particularly notable. 
The first is that Tables I and II have 
been added to the P3 and P4 sections, 
respectively. These tables show combi­
nations of safeguards that provide 
similar protection. The combinations 
are dependent on the level of biologi­
cal containment. This approach allows 
flexibility in selecting containment 
equipment for a particular study with­
out compromising safety.

The second specific addition is the 
inclusion of laboratory design criteria 
for an area in which personnel wear 
positive-pressure suits ventilated by 
life-support systems. This added ap­
proach provides a level of physical 
containment equivalent to that afford­
ed by the glove-box cabinet require­
ment at the P4 level.

Other important changes are sum­
marized below;

•  Certain specific microbiological 
practices are mandated at the PI level 
in the PRG-RAC (whereas in the 1976 
Guidelines they were merely encour­
aged);

•  At the P2 level, prohibitions 
against eating, drinking, smoking, and 
storage of foods have been extended 
from the work area to the entire labo­
ratory;

•  The universal biohazard sign is 
now required at the P2 level. Use of 
these signs has been extended to 
equipment such as freezers and refrig­
erators in which organisms containing 
recombinant DNA molecules are 
stored;

•  Access procedures in controlled 
areas adjacent to P3 laboratories have 
been specified;

•  Installation of foot-, elbow-, or 
automatically-operated facilities for 
washing hands is now required in PS- 
level laboratories;

•  Specific guidance on containment 
equipment appropriate for laboratory 
animals has been added to the P3 and 
P4 sections;

•  The labeling requirements for 
shipment of etiologic agents now 
apply to all organisms containing re­

combinant DNA molecules. Thus, the 
Center for Disease Control, U.S. 
Public Health Service, must be noti­
fied in the event of any accidental 
breakage during shipment. Also, 
agents requiring P4 containment must 
be packaged according to strict Feder­
al standards and be shipped by regis­
tered mail or an equivalent system 
that provides for notifying the shipper 
upon delivery.

I have carefully reviewed the recom­
mendations of the PRG-RAC relating 
to physical containment and propose 
to adopt them with certain modifica­
tions. The modifications, based on 
issues raised by the Director’s Adviso­
ry Committee and public commenta­
tors, are discussed below.
Review of comments and NIH-pro- 

posed guidelines
As reported in the “Decision Docu­

ment” which accompanied the release 
of the 1976 guidelines, comments on 
the containment provisions of the 
original Guidelines Were directed to 
the definitions of both physical and 
biological containment and to the 
safety and effectiveness of the pre­
scribed levels. Several commentators 
at that time found the* concept of 
physical Containment imprecise and 
subject to human error. Others ques­
tioned the concept of biological con­
tainment in terms of its safety and 
purported effectiveness in averting po­
tential hazards. The commentators 
were divided on which method of con­
tainment would provide the most ef­
fective and safe system.

Several suggested that each of the 
physical levels be explained more 
fully. The physical containment sec­
tion of the 1976 guidelines—and now 
of the PRG-NIH—is directly respon­
sive to many of these commentators. 
In addition, the PRG-NIH takes into 
account the more recent comments re­
lated to standards for physical and 
biological containment. Commentators 
on the PRG-RAC have expressed par­
ticular concern over (1) the flexibility 
which allows various combinations of 
containment safeguards, (2) the design 
of containment systems, and (3) the 
adequacy of training in laboratory 
safety practices. The Standing Adviso­
ry Committee on Recombinant DNA 
Research- of the European Molecular 
Biology Organization (EMBO) made a 
number of recommendations that NIH 
has considered, and public commenta­
tors have proffered additional sugges­
tions relating to specific levels of phys­
ical containment and to shipment of 
recombinant DNA materials. These 
are examined below.

Concept of “Flexibility. ” Some com­
mentators have expressed concern 
over the flexibility provided in Tables 
I and II that allows various combina­
tions of containment safeguards. For
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example, some feel that work in a P3 
facility conveys a desirable sense of 
hazard, whereas a reduction to the P2 
level will promote an undesirable re­
laxation of vigilance, it has also been 
suggested that an increase in the op­
tions increases the difficulty of control 
and implementation of the guidelines. 
Some commentators object to specific 
options provided at the P3 and P4 
levels. NIH has been urged to include 
a better explanation of the rationale 
for this flexibility. ^

Indeed, the calculus of switching 
physical and biological containment 
levels has been questioned. Does an in­
crease in biological containment from 
EK1 to EK2 truly compensate a reduc­
tion in physical containment from P3 
to P2?

The scale of either form of contain­
ment from least to greatest is not nec­
essarily linear, and substitutions are 
only roughly approximate. Neverthe­
less, there are some numerical bases 
for comparison.

For example, a class III biological 
safety cabinet is required at the P4 
level (if a positive pressure suit is not 
used); whereas at P3, one can work in 
an open-front biological safety cabi­
net. The class III cabinet is virtually 
an absolute containment system. It is 
certified gas-tight when tested under 
positive pressure. It is operated under 
negative pressure to gain optimum 
safety. It provides at least a 10,000- to 
100,000-fold increase in safety over 
that provided by a Class I or II cabi­
net, which is required at the P3 level.

The relative safety of these two con­
tainment cabinets is based on the effi­
ciency of their exhaust-air treatment 
systems. The exhaust-air treatment 
for the class III cabinet is provided by 
two HEPA filters installed in series. 
This arrangement gives a containment 
efficiency of at least 99.99 percent. 
The, exhaust-air treatment for class I 
and II cabinets, with only one HEPA 
filter, provides a containment efficien­
cy of 99.99 percent. The potential for 
escape of microorganisms across the 
open front of the class I and II cabi­
nets is similar to that for escape 

, through the exhaust-air treatment 
system under operating conditions. 
These cabinets must meet a perform­
ance criterion which permits fewer 
than 20 microorganisms to escape 
through the open front when 1x10® 
(100,000,000) to 8x10* (800,000,000) 
microorganisms are experimentally re­
leased within the cabinet. The degree 
of protection provided by the class I or 
II cabinets is equivalent to the in­
crease in safety at the P3 level over 
that provided at the PI level which 
allows open-bench operations.

The symbol HV (Host-Vector) is 
used in the PRG-NIH to designate 
biological containment systems encom­
passing the present EK systems. HV2

is defined in terms of a probability of 
escape of recombinant DNA of less 
than 1 in 10® (1 in 100,000,000). in con­
sidering “equivalency” between P and 
EK levels, it is recognized that the two 
systems are conceptually different. 
Biological safety cabinets are designed 
primarily for the protection of the lab­
oratory worker, and all physical con­
tainment protection stops at the walls 
of the laboratory. Biological contain­
ment continues to operate even were 
an organism to escape from the labo­
ratory.

The flexibility allowed in alternate 
P and HV levels is carefully explained 
in the text of the PRG-NIH, and the 
investigator must follow the explicit 
requirements set forth in Part III of 
the proposed guidelines and Tables I 
and II.

Redundancy. A question has been 
raised concerning redundancy in the 
safety systems to insure that alternate 
systems will come into play in case of 
an emergency—for example, power 
failures or major accidents. The con­
cept of redundancy is inherent in the 
design of the containment systems 
used in recombinant DNA research. 
Redundancy, however, is provided by 
standby systems, but rather by design 
features and operational requirements 
of the safety systems used. For exam­
ple, primary containment at the P4 
level is provided by the gas-tight class 
III cabinet system. These cabinets are 
also maintained under negative air 
pressure, which would provide protec­
tion against the release of microrgan- 
isms in the event that a glove were to 
rupture or a leak to develop. Similarly, 
the physical isolation of the class III 
cabinet would not be compromised in 
the event of a power failure. However, 
since the redundant protection pro­
vided by the negative pressure would 
be compromised, personnel would be 
instructed to stop work immediately 
during the power interruption. An­
other example is the requirement that 
the exhaust and supply fans for P4 fa­
cilities be interlocked. This assures 
that in the event of failure of the ex­
haust fan, the supply fan will auto­
matically shut down, preventing the 
pressurization of the laboratory envi­
ronment. As with the class III cabinet 
example, personnel would stop their 
work because of the loss of secondary 
protection provided by the ventilation 
systems. Operational procedures, 
therefore, become an important ele­
ment in assuring safety in the event of 
any system failure.

Institutions are required to devise 
emergency plans to handle possible 
problems. In response to recommenda­
tions of the Environmental Protection 
Agency Study Group on Recombinant 
DNA and to concerns raised by com­
mentators, NIH has stipulated more 
clearly (in the supplement to the

PRG-NIH entitled, “Laboratory 
Safety Monograph”) certain elements 
in these emergency plansl Moreover, 
NIH staff have recently met with rep­
resentatives of the center for Disease 
Control (CDC) to establish a mecha­
nism for providing advice, consulta­
tion, or assistance, if necessary, in case 
of an emergency, such as an accident 
in the laboratory.

Laboratory safety. A number of com- 
mentators felt that the PRG-RAC was 
vague in regard to the training in 
safety of researchers, students, and 
janitors. It was urged that specific cur­
ricula be developed and that a require­
ment for certification of training be 
stipulated in the guidelines (a recom­
mendation also made by the EPA 
Study Group on Recombinant DNA). 
It has been suggested, further, that 
NIH develop curricula for training.

At the present time, NIH has a con­
tract with the American Society for 
Microbiology (ASM) to develop mini­
mum standards for training partici­
pants in recombinant DNA research. 
The ASM Working Panel will consider 
what standards of training in micro- 
biologic techniques are appropriate for 
the conduct of experiment requiring 
PI through P3 containment condi­
tions. The Panel will solicit views from 
the scientific community to develop 
minimum requirements for training. 
The Panel’s report will be made availa­
ble to the IBC’s and investigators to 
set standards for all who participate in 
this  ̂research. In view of these develop­
ments, formal certification require­
ments by NIH are considered prema­
ture.

Other commentators stressed the 
need for more stringent measures in 
regard to safe practices. In particular, 
these commentators urged regular 
monitoring of laboratory facilities, 
preferably at all P levels. This would 
include monitoring of microbiological 
practices, serological monitoring, and 
CDC review of incidence of infections. 
It was also suggested that regular in­
spections be performed by individuals 
not associated with the institution (to 
preclude conflict of interest); that the 
guidelines require a member of the 
work force to be represented on the in­
stitutional biosafety committee; and 
that penalties (other than cutoff of 
funds) be imposed on violators as a de­
terrent. I have accepted many of these 
proposals; the specific NIH actions in 
regard to them are discussed in Part 
IV of this document.

Appendix D, "Supplementary Infor­
mation on Physical Containment,” was 
added to the 1976 guidelines in re­
sponse to numerous requests for great­
er specificity in describing contain­
ment requirements. Commentators 
noted the absence of this document 
from the PRG-RAC and urged that it 
be retained and further expanded. Ac-
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cordingly, a special committee of 
safety and health experts was con­
vened by W. Emmett Barkley, Ph. D., 
Director of the Office of Research 
Safety, National Cancer Institute, to 
review and revise this supplementary 
information. Several sections have 
been extensively rewritten, and new 
sections have been added on evalua­
tion methods fojr P3 facilities, certifi­
cation procedures for P4 facilities, cer­
tification of biological safety cabinets, 
emergency control procedures, medical 
surveillance programs, and other 
topics. This document is separately 
available as “Laboratory Safety Mono­
graph—A Supplement to the NIH 
Guidelines for Recombinant DNA Re­
search.”

Other comments. A number of addi­
tional comments have been received 
from public commentators relating to 
proposed actions at specific levels of 
physical containment.

It has been suggested that certain 
requirements at the P  ̂ level remain 
“permissive” rather than be changed 
to “mandatory”; i.e., that the language 
in the PRG-NIH read “should” rather 
than “shall.” NIH considers this incon­
sistent with the stated principle of 
specifying requirements, and has 
therefore mandated adherence to 
these good microbiological practices.

The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search has recommended that simple 
air exhaust cabinets be used at the PI 
level when there is likelihood of pro­
ducing large amounts of aerosols. In 
the view of NIH such cabinets are un­
necessary, as the agents used at this 
level would not create aerosols hazard­
ous to laboratory workers.

A recommendation has been received 
from the EMBO Standing Advisory 
Committee on Recombinant DNA Re­
search to reclassify P2 with a class III 
cabinet as equivalent to P3 specifica­
tions. While this option was permitted 
in the 1976 guidelines, it is no longer 
considered practical. The cost of fabri­
cating and installing class III cabinets 
would far exceed the cost of installing 
a new exhaust-air system for the labo­
ratory. It is considered more cost-ef­
fective and desirable to convert P2 lab­
oratories into P3 laboratories. The 
elimination of the 1976 option should 
be viewed as an encouragement to up­
grade laboratories.

It has been observed that many class 
II safety cabinets do not meet accept­
ed standards. A recommendation has 
been made that the local IBC be au­
thorized to certify these cabinets, and 
that such a requirement be included in 
the guidelines. It should be noted that 
the guidelines already authorize IBC’s 
to certify safety practices and proce­
dures; however, to respond more di­
rectly to the above suggestion, a spe­
cial section on certification of biologi­

cal safety cabinets has been included 
in the supplement to the PRG-NIH 
entitled “Laboratory Safety Mono­
graph.”

The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search observes that in the case of a 
P3 facility, the proposed revisions do 
not speak to precautions against the 
contamination of the main water sup­
plies by laboratory water systems. It is 
noted that building codes and labora­
tory design standards require that pre­
cautionary measures be taken to sepa­
rate potable water systems from labo­
ratory process water. Additional pre­
cautions have been required at the P4 
level. Standard design practice is felt 
to be appropriate at the P3 level.

Some commentators have pointed 
out that the PRG-RAC did not re­
quire an autoclave in the P3 labora­
tory itself, but only within the build­
ing. The 1976 guidelines require that 
for P3 laboratories an autoclave be 
available “within the building and 
preferably within the controlled labo­
ratory area.” Some believe an auto­
clave in the P3 laboratory should be 
required. One commentator felt that 
the autoclave should be “as close as 
possible” to the controlled area of the 
P3 laboratory, not merely available in 
the same building. He pointed out that 
from an operational point of view, the 
closer the autoclave can be to the solid 
waste, the better. This is especially 
true in the larger medical research 
complexes, where transport of wastes 
from the laboratory to the autoclave 
might involve passage “via some 
rather sensitive patient areas of the 
institution.” He prefers that the auto­
clave be located either in the con­
trolled area or as close to it as possi­
ble, with such explicit language in the 
guidelines. The language in the 1976 
guidelines stating that in a P3 labora­
tory “an autoclave shall be available 
within the building and preferably 
within the controlled laboratory area” 
has been reinserted in the PRG-NIH. 
However, an absolute requirement 
that the autoclave must be within the 
controlled area is not considered ap­
propriate, since contaminated materi­
als can be safely transported. Such a 
requirement would exclude the use of 
autoclaves in waste staging areas that 
have been conveniently sited to sup­
port an entire facility.

The PRG-RAC states that P4 work 
can be done in either (1) a class III 
cabinet system or (2) a class I or class 
II cabinet system in a special area 
where all personnel wear one-piece, 
positive-pressure suits. Some investiga­
tors apparently prefer use of pressure 
suits over work in the class III cabi­
nets. NIH believes that the suits are 
especially useful in working with ex­
perimental animals in a P4 facility or 
with large amounts of material. At

present, however, most recombinant 
DNA studies are handled more practi­
cally in a class III without need for a 
suit.

In 1976, several commentators advo­
cated that NIH arrange for sharing of 
P4 facilities, both by investigators 
from the NIH intramural program and 
from institutions supported through 
NIH awards. In response to these sug­
gestions and those of recent commen­
tators, we have arranged to make our 
recently established P4 facilities at the 
Frederick Cancer Research Center 
(Fort Detrick) available to outside sci­
entists.

Shipment Some commentators have 
urged that stricter controls be re­
quired on shipping recombinant DNA 
molecules in or out of the country. It 
has been recommended, for example, 
that shipping procedures differentiate 
between types of substances being 
transported. We wish to emphasize 
that requirements for shipping organ­
isms that contain recombinant DNA 
molecules are consistent with relevant 
Public Health Service, Department of 
Transportation, and Civil Aeronautics 
Board regulations, and are also in 
compliance with the World Health Or­
ganization recommendations on the 
international shipment of biologic 
agents. It should be noted that organ­
isms containing recombinant DNA 
molecules all require the same con­
tainment conditions as for the most 
hazardous known agents.

The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search recommends that before a ship­
ment is made, the recipients of organ­
isms containing recombinant DNA 
molecules should affirm to the donors 
that they are following the safety 
standards and practices of their coun­
try. NIH considers this a sound recom­
mendation and requires the following 
(as stated in the NIH Guide for grants 
and contracts):

All memoranda of understanding and 
agreement (MUA’s) submitted with compet­
ing and noncompeting applications involv­
ing recombinant DNA research must indi­
cate that the principal investigator (pro­
gram director, fellow, or candidate) agrees 
to comply with the NIH Guidelines and 
other specific NIH instructions pertaining 
to the proposed project. Included in the pro­
visions are the following pertaining to ship­
ment or transfer or recombinant DNA mate­
rials:

A. Prior to shipment or transfer of recom­
binant DNA materials to other Federally 
funded investigators within the United 
States, the sending laboratory shall obtain a 
letter from the requesting laboratory stat­
ing that:

1. Research involving recombinant DNA 
molecules shall be conducted in compliance 
with the NIH Guidelines and other NIH 
instructions, and that the requesting labora­
tory shall not transfer the recombinant 
DNA materials to other laboratories;

2. The requesting laboratory has been re­
viewed by its Institutional Biosafety Com-
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mittee which has certified that facilities, 
procedures, and the training and expertise 
of the personnel involved are adequate;

3. An approve MUA with a certification is 
on file with the funding agency of the re­
questing laboratory;

4. A copy of this letter is on file with the 
requesting laboratory’s Institutional Bioha­
zards Committee.

B. Prior to shipment or transfer of recom­
binant DNA materials to non-Federally 
funded investigators or institutions within 
the United States, the sending laboratory 
shall obtain a letter from the requesting 
laboratory stating items i, 2, and 4 under A 
above.

C. Prior to international shipment of re­
combinant DNA materials, the sending labo­
ratory shall obtain a statement from the re­
questing laboratory stating that research in­
volving recombinart DNA molecules shall 
be conducted in a ;ordance with the con­
tainment levels spe .ified by the NIH Guide­
lines, or applicable national guidelines if 
such have been adopted by the country in 
which the research is to be conducted, and 
that the requesting laboratory shall not 
transfer the recombinant DNA material to 
other laboratories.

D. The sending laboratory shall maintain 
a record of all shipments of recombinant 
DNA materials and shall provide NIH with 
a complete list of such shipments in the 
annual progess report for NIH grants and 
contracts.

Mounth-pipetting at the PI level. 
Both the 1976 guidelines and the 
PRG-RAC prohibit mouth-pipetting 
at the P2, P3, and P4 levels. For the 
PI level, however, they state, “Al­
though pipetting by mouth is permit­
ted, it is preferable that mechanical 
pipetting devices be used. When pipet­
ting by mouth, cotton-plugged pipettes 
shall be employed.” A number of com­
mentators have urged that mouth-pi- 
petting be prohibited at the PI level of 
physical containment. This is strongly 
endorsed by NIH safety experts, who 
point out that this is an important 
safety feature, and that efficient new 
mechanical pipetting aids should not 
greatly hamper researchers. Also, the 
EMBO Standing Advisory Committee 
on Recombinant DNA Research “be­
lieves that mouth pipetting should be 
prohibited in the PI laboratory, as it is 
prohibited in P2-P4 laboratories.” In 
addition, the Working Group of 
American virologists which met on 
April 6-7, 1978, to review the report of 
the U.S.-EMBO Workshop to Assess 
Risks for Recombinant Experiments 
Involving the Genomes of Animal, 
Plant, and Insect Viruses1 wrote the 
following in their report:

In its deliberations, the Working Group 
was impressed with the safeguards afforded 
by a ban on mouth pipetting for recombin-

•The history of the U.S.-EMBO Work­
shop and the April 6-07, 1978, working 
group is discussed in detail in Pt. I ll of this 
document under the heading “Recombinant 
DNA Experiments Involving Viral DNA” 
and the report of the working group ap­
pears as App. E to the accompanying envi­
ronmental impact assessment.

ant DNA experiments involving E. coli K-12 
host-vectors. The group felt that the only 
plausible way E. coli K-12 could gain entry 
into laboratory workers was by oral inges­
tion. The analysis contained in the U.S.- 
EMBO Report was predicated on the 
remote possibility that E. coli K-12, con­
taining eukaryotic viral DNA, would be 
swallowed and the viral DNA insert would 
be delivered to a tissue in the body which 
ordinarily would be inaccessible to the virus. 
A prohibition of mouth pipetting would 
clearly prevent this sequence of events from 
even beginning. The Working Group there­
fore recommended that no mouth pipetting 
be allowed at any level of physical contain­
ment (including PI) when working with E. 
coli K-12.

On the other hand, when I request­
ed that the RAC, at their April 27-28, 
1978, meeting reconsider whether 
mouth pipetting should not be banned 
at the PI level, it was their consensus 
that many experiments classified as 
PI need not include a ban on mouth- 
pipetting, and that therefore PI in 
general should not be redefined. In­
stead, they recommended that only 
certain classes of PI experiments be 
designated as requiring no mouth-pi­
petting.

In resolving this issue, I have decid­
ed to adopt the conservative position 
and ban mouth-pipetting. Accordingly, 
language has been inserted in the 
PRG-NIH saying that at the PI level, 
“Mechanical pipetting devices shall be 
used; pipetting by mouth is prohibit­
ed.” Since mouth-pipetting had al­
ready been banned at the P2-P-4 
levels, this means that it is now 
banned for all experiments covered by 
these guidelines.

BIOLOGICAL CONTAINMENT

Review of RAC-proposed guidelines
Experiments on recombinant DNA’s 

by their very nature lend themselves 
to applications of highly specific bio­
logical barriers as a means of contain­
ment. In fact, there are natural'bar­
riers that limit either the infectivity of 
a vector or vehicle (plasmid or virus) 
to specific hosts, or its dissemination 
and survival in the environment. Both 
the vectors whereby DNA is trans­
ferred to the recipient host and the 
host cells wherein it replicates can be 
designed genetically to decrease by 
many orders of magnitude the prob­
ability of dissemination of recom­
binant DNA outside the laboratory.

The proposed revised guidelines de­
scribe the categories of hosts and vec­
tors to be used in minimizing the 
spread of organisms containing recom­
binant DNA. The PRG-RAC differs in 
some respects from the 1976 guidelines 
as a result of certain changes in defini­
tions of HV systems and in the re­
quirements at specific HV levels (nota­
bly HV3). A new section has been 
added on certification of host-vector 
systems.

Definitions of host-vector systems. A 
new nomenclature—HV1, HV2, and 
HV3—has been developed to incorpo­
rate a variety of hosts and vectors into 
the framework initially established for
E. coli K-12. In particular, the PRG- 
RAC provides criteria for HV1 systems 
other than E. coli K-12. In the 1976 
guidelines, cloning systems other than 
E. coli K-12 were to be considered 
only if superior to E. coli K-12 in con­
tainment properties; but it is now rec­
ognized that many useful experiments 
can only be conducted using HV sys­
tems other than those based on E. coli 
K-12, and that such experiments 
should be permitted so long as the 
proposed HV system provides equiva­
lent biological containment. The new 
HV1 criteria provide a structure for 
approval of systems that meet these 
requirements.3

HV2 systems. AT the HV2 level of 
containment, there are no substantive 
changes comparing the 1976 guidelines 
with the PRG RAC. However, the 
RAC, on June 23, 1977—the same day 
it approved the PRG-RAC—also 
adopted unanimously “Instructions to 
Investigators Concerning Data To Be 
Submitted on Host-Plasmid Systems 
Proposed for EK2 Certification.” Al­
though not officially part of the PRG- 
RAC, these instructions set forth cri­
teria that any putative EK2 host- 
vector systems must meet before rec­
ommendation by the RAC for certifi­
cation. The RAC applied these criteria 
in reviewing new systems (pBR322 and 
pBR313 in xl776) at the June 23, 1977, 
meeting, and will do so for all future 
submissions. It was made clear at the 
meeting that these criteria are defi­
nitely more stringent than previous 
ones, and this greater stringency 
means that EK2 host-vector systems 
approved now and to be approved in 
the future are even safer than those 
approved previously.

Requirements for HV3 systems. 
These have been made more stringent 
in the PRG-RAC than the corre­
sponding requirements for EK3 in the 
1976 guidelines. The PRG-RAC re­
quires that the vector be dependent on 
its propagation host or be highly de­
fective in mobilizability. “Reversion to 
host-independence must be less than 
Vio8 per vector genome per genera­
tion.” Also, the vector may carry no 
resistance to antibiotics used clinically 
or in agriculture. The provision that 
antibiotic resistance markers of medi­
cal or agricultural importance are not 
to be used in the vector should pre­
vent any inadvertent advantage for re­
combinant DNA-bearing vectors that 
encounter antibiotics in the environ­
ment.

* Under the proposed revisions, HVls 
other than E. coli K-12 need not offer a dis­
tinct advantage over E. coli K-12 host-vec­
tors, need not be capable of modification to 
HV2 and HV3, and need not be class I étiolo­
gie agents.
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Certification of host-vector systems. 
A new section has been added detail­
ing the responsibility for certification 
of HV1, HV2, and HV3 systems, the 
types of data to be submitted, and the 
mechanisms for distributing strains 
once certified. The section delineates 
procédures used by the RAC for the 
past 2 years and therefore represents 
no changé from practices under the 
1976 guidelines.
Review of comments and NIH-pro- 

posed guidelines
I have reviewed the biological con­

tainment section of the PRG-RAC in 
the light of comments and suggestions 
made by participants of the Director’s 
Advisory Committee (DAC) as well as 
written comments received before and 
afterward, and have adopted the rec­
ommendations of the PRG-RAC with 
some revisions. An analysis of the spe­
cific issues raised by commentators 
and the basis for my decision follow.

Development of Alternative Host- 
Vector Systems. Many commentators 
from the scientific com m unity  believe 
that the PRG-RAC discriminates 
against alternate host-vector systems 
other than E. coli K-12. They urge de­
velopment of other systems, maintain­
ing that new systems will be needed 
increasingly, both in pure research 
and in industry, and should be certi­
fied as soon as possible. It is unlikely, 
according to one commentator, that 
agriculture will best be served through 
the use of E. coli K-12 (or B. subtilis), 
and that alternate host-vector systems 
are therefore essential if the potential 
of recombinant DNA technology for 
agriculture is to be realized. In view of 
the support evident at the 1976 DAC 
meeting for NIH to encourage develop­
ment of alternate host-vector systems, 
one commentator expressed disap­
pointment that there was not now a 
large NIH contract program in this 
area.

Others view the introduction of al­
ternate HV systems with some misgiv­
ings. It was pointed out, for example, 
that if uncertainty continues to sur­
round research with so well-studied an 
organism as E. coli K-12, our igno­
rance must be that much greater with 
regard to any other organism—its eco­
logical involvement, the organism s 
with which it can exchange DNA, etc. 
Moreover, the guidelines, which have 
been developed around the use of E. 
coli K-12, are primarily focused on 
dangers to man, and the introduction 
of new systems may affect other life 
forms with which we should be equal­
ly concerned. In the view of commen­
tators who urge restraint, the larger 
the number of systems certified, the 
greater the problem of monitoring the 
work.

Clearly, hbwever, research addressed 
to the development of other host- 
vector systems must proceed. This is

particularly evident in the agricultural 
sector, where the potential for imme­
diate benefits to man is great. At pres­
ent, a number of alternate systems, in­
cluding those using B. subtilis and 
Saccharomyces cerevisiae, are being 
developed by NIH grantees. The inter­
est shown by numerous investigators 
in developing new host-vector systems 
means that NIH need not develop a 
special program to promote research 
in this area.

I appreciate and understand the con­
cern of those who urge deliberate cau­
tion. I would stress that the same con­
siderations of safety and risk associat­
ed with the use of E. coli K-12 will 
also apply to any- new host-vector sys­
tems to be certified in the future.

Risk Assessment Many commenta­
tors advocate more studies in risk as­
sessment. It has been maintained that 
assumptions about biological contain­
ment may not be valid and that all 
components should be tested. Concern 
has been expressed that the biological 
containment safety systems may fail 
altogether.

Some risk assessment studies are 
prohibited by the 1976 guidelines. 
Under the PRG-RAC, however, the 
Director, NIH, on recommendation of 
the RAC, would have discretion to 
permit such risk assessment experi­
ments by granting a waiver from a spe­
cific prohibition. There was virtually 
unanimous support for this discretion 
at the DAC hearing in December 1977. 
Of course, its exercise must be consist­
ent with standards of due process for 
the scientific community and the 
public.

Risk assessment studies are proceed­
ing both within and outside the 
United States. For example, the “po­
lyoma” experiment,4 which was de­
layed in this country because of litiga­
tion and the renovations necessary to 
meet the ejjtremely stringent P4 re­
quirements, has now begun here, and 
a similar experiment is proceeding in 
Europe. The work of Robin Holliday 
in assessing statistical probabilities of 
biological accidents is also noteworthy 
(see appendix P of the October 1977 
Environmental Impact Statement).

NIH is committed to the conduct 
and support of risk analysis studies to 
determine the extent to which certain 
potentially harmful effects from re­
combinant DNA molecules may occur. 
It is intended that the NIH P4 facili­
ties both in Bethesda, Md., and at the 
Frederick Cancer Research Center will 
serve as a focal point for many such

4 Two NIH virologists, Drs. Wallace Rowe 
and Malcolm Martin, are linking viral DNA 
from the mouse polyoma virus with the 
DNA of bacterial plasmids and bacterio­
phages and inserting this recombined DNA 
into a weakened strain of E. coli. The bacte­
ria will then be injected into or fed to mice 
to determine the effects, if any, of the viral 
DNA.

studies. Provision has already been 
made to share these facilities with 
non-governmental scientists.

It should be stressed that prior to 
certification as EK2, each candidate 
EK2 host-vector system is analyzed in 
great detail by the RAC and NIH. 
Much data must be submitted, a good 
deal of which is risk assessment data.

Safety of E. Coli K-12. In 1976, there 
was considerable comment regarding 
the use of E. coli K-12 as a host, in­
cluding recommendations that its use 
be prohibited. Some recent commenta­
tors have also questioned the safety of
E. coli K-12, noting that the Fal­
mouth Workshop proceedings had not 
been published for public review. On 
the other hand, one commentator 
urged that, base on the safety of E. 
coli K-12, essentially all experiments 
employing E. coli K-12, be exempted 
from the Guidelines. An extensive dis­
cussion of E. coli K-12 together with 
new scientific information on its 
safety are presented in part III of this 
document and in a special section of 
the Environmental Impact Assess­
ment.

The proceedings of the Falmouth 
Workshop have now been published in 
the May 1978 issue of Journal of In­
fectious Diseases. Reprints are availa­
ble from the Office of Recombinant 
DNA Activities, NIH, Bethesda, Md. 
20014. As noted in a letter of July 14,
1977, from Dr. Sherwood Gorbach, 
moderator of the Falmouth Workshop 
and Chief of Infectious Disease and 
Professor of Medicine at Tufts Univer­
sity School of Medicine, “The partici­
pants arrived at unanimous agreement 
that E. coli K-12 cannot be converted 
into an epidemic pathogen by labora­
tory manipulations with DNA inserts.”

Comments on Specific Containment 
Levels. One commentator sought clari­
fication of section II-D-l-a of the 
PRG-RAC, which defines HV1. Ac­
cording to the second sentence, “The 
host should have a low potential for 
survival in its natural environment.” 
As the commentator noted, “ ‘natural 
environment’ could be ambiguous, in 
practice. Presumably many of the host 
cells that people may wish to use have 
no natural environment other than 
the laboratory.” I referred this com­
ment to the RAC at its April 27-28,
1978, meeting. The RAC agreed that 
this sentence is ambiguous and recom­
mended that it be deleted. I have done 
so in the PRG-NIH.

A question was raised on whether 
HV1 hosts could be wild type organ­
isms or if they are always “meant to 
harbor containment mutations.” If 
wild type organisms can qualify as 
HV1, then the definition of HV1 
should be reworded to state this ex­
plicitly. The answer to the question is 
that if wild type organisms meet the 
criteria for HV1, they may be certified
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as HV1. However, I see no need to 
modify the definition to state this ex« 
plicitly.

One commentator thought the 
standards for HV1 should be signifi­
cantly relaxed and that NIH approval 
should not be necessary. He proposed 
that the Guidelines state that “wild 
type isolets of any bacterial species 
not known to be pathogenic to 
humans, to domestic animals, or to ag­
riculturally important plants may be 
used as an HV1 host-vector system, 
provided that all components of re­
combinant DNA molecules introduced 
into such a host-vector system, are de­
rived from other prokaryotic organ­
isms within Etiologic Agent Class 1.” I 
have rejected this suggestion since I 
believe it prudent, at least for the 
present, to have higher standards and 
to require NIH approval before a 
system may be called HV1. Some com­
mentators have urged that the re­
quirement for independent confirma­
tion of relevant phenotypic and geno­
typic traits before certification at the 
HV3 level should also be applied at the 
HV2 level. There are two objects of 
such testing: (1) To determine wheth­
er a system already approved has 
changed its characteristics before a 
new sample of it is distributed (for ex­
ample, whether the amber mutations 
for phage systems are still present), 
and (2) to repeat independently all the 
safety tests required before each new 
system would be certified. The first 
could be done easily and is sufficient 
to confirm the safety characteristics; 
the second is cumbersome and diffi­
cult. It should be pointed out that the 
RAC and its working groups that 
review the data on proposed HV2 sys­
tems are, in effect, conducting an inde­
pendent check and know this area of 
research well. Further, the Committee 
may request that additional experi­
mental data be submitted as part of its 
review. NIH believes these controls to 
be sufficient. Consequently, the re­
quirement for an independent check 
at the HV2 level is deemed unneces­
sary.

For the HV3 level of containment, 
some objections have been raised to 
the requirement banning antibiotic-re­
sistance markers. Antibiotic resistance 
can serve as a valuable marker in ex­
periments with organisms bearing re­
combinant DNA. The ban at the HV3 
level, however, is prudent inasmuch as 
organisms rendered antibiotic resis­
tant would be less amenable to control 
should they escape from the labora­
tory. This requirement also allows 
only a certain class of certified HV2 
systems to qualify for HV3. Therefore, 
attempts to develop systems that meet 
these HV3 criteria' should simulta­
neously upgrade the HV2 systems in 
use, since it is to the experimenter’s 
advantage to use Jbhose HV2 systems

with the greatest likelihood of meet­
ing HV3 criteria.

Certification. A number of commen­
tators have urged more precise criteria 
for biological containment systems. 
They feel that criteria should be as ob­
jective as possible and should be 
framed in terms of performance, as in 
the case of physical containment (for 
example, safety cabinets). It should be 
stressed that specific objective criteria 
do exist for EK2 host-vector systems. 
These, however, do not appear in the 
Guidelines themselves, but rather as 
information in the Environmental 
Impact Statement, Appendix H, enti­
tled “Certification of EK2 Host-Vector 
Systems.” To insure that detailed ma­
terial on certification of host-vector 
systems is readily accessible, NIH will 
publish specific criteria in a standar- 
ized format in the Recpmbinant DNA 
Technical Bulletin. Specific instruc­
tions concerning the type of data to be 
submitted to NIH for proposed EK2 
systems involving either plasmids or 
bacteriophage lambda in E. coli K-12 
are available from the NIH Office of 
Recombinant DNA Activities, and a 
statement to this effect is included in 
the PRG-NIH.

Many problems persist for setting 
general criteria that could be applied 
to all organisms for possible certifica­
tion as HV2 and HV3. For example, 
with B. subtilis, which forms spores, 
safety would depend on nonsporulat- 
ing derivatives. Some commentators 
urged that all new systems be certified 
with deliberate caution, and that crite­
ria and evidence should be a matter of 
public record before decisions are 
made. The J3. subtilis system was cited 
as a case in point; extensive public 
analysis and debate should precede 
certification.

I agree that prior notification to the 
public in the F ederal R egister should 
be given when the RAC considers ap­
plications for certification. (It should 
be noted that all meetings of the RAC 
are announced in the F ederal R egis­
ter.) I also agree with the suggestion 
that the RAC should have a more 
fixed schedule of meetings throughout 
the year so that the public and scien­
tific communities may know the 
schedule of events clearly.

The entire section (II-D-2-a) on re­
sponsibility for certification of host- 
vector systems has been rewritten in 
the PRG-NIH to clarify this process.

Distribution of Certified Host-Vec­
tors. Some commentators have sug­
gested that NIH distribute HV1 sys­
tems as well as HV2 and HV3 systems. 
Language has been placed in the 
PRG-NIH indicating that, where ap­
propriate, HV1 systems other than E. 
coli K-12 may be sent by NIH to inves­
tigators.

Concern has been expressed about 
culture contamination and how this

problem would be addressed. The 
PRG-NIH provides that if NIH propa­
gates any of the host strains or 
phages, it will not distribute the cul­
ture before sending a sample to the in­
vestigator who developed the system 
or to an appropriate contractor for 
verification that “the material is free 
from contamination and unchanged in 
phenotypic properties.” The PRG- 
NIH also assigns to the investigator 
the responsibility for “insuring the in­
tegrity of physical containment (e.g., 
biological safety cabinets) and biologi­
cal containment (e.g., genotypic and 
phenotypic . characteristics, purity, 
etc.).”

Distribution of certified host-vector 
systems has raised comment relating 
to the protection of proprietary infor­
mation and patent rights, for this sec­
tion of the Guidelines seems to man­
date distribution and might conflict 
with patent protection. NIH has care­
fully considered such protection. Lan­
guage has been included in the PRG- 
NIH (in section IV-C) allowing RAC 
review for certification at the request 
of the private sector. The language 
notes, however, that interested indi­
viduals should consider filing for 
patent protection before submitting 
information to DHEW. To be consist­
ent with the institutional patent 
agreement policies of the Department 
of Health, Education, and Welfare, 
support is accorded the concept of pro­
tection of proprietary and patent 
rights within the bounds of due proc­
ess for public review.

III. Containment G uidelines for 
Covered Experiments

REVIEW OF RAC-PROPOSED GUIDELINES

A major concern of all individuals 
who have participated in establishing 
guidelines for recombinant DNA re­
search is that any guidelines that are 
drafted and adopted be reassessed pe­
riodically and changes made when 
warranted by new information and/or 
experimental data. In keeping with 
this responsibility, the RAC compiled 
additional information pertaining to 
risk assessment in recombinant DNA 
research. This information is in the 
following forms:

1. Consultations with scientists with 
expertise in the areas of evolution, 
plant biology, bacteriology, virology, 
and human and animal infectious dis­
eases;

2. Reports from scientific meetings 
dealing with the potential biohazards 
of recombinant DNA research (for ex­
ample, the Tenth Miles International 
Symposium on Recombinant Mole­
cules—Impact on Science and Society, 
Cambridge, Mass., June 1976; the Na­
tional Academy of Sciences Forum on 
Recombinant DNA Research, Washing­
ton, D.C., March 1977; Genetic Engi­
neering for Nitrogen Fixation, Brook-
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haven, N.Y., March 1977; and the 
Workshop on Studies for Assessment of 
Potential Risk Associated with Recom­
binant DNA Experimentation, Fal­
mouth, Mass., June 1977);

3. Results from experiments specifi­
cally designed to test (a) the survivabi­
lity and colonizing ability of E. coli K- 
12 and EK2 host-vector systems, (b) 
the transmissibility of plasmids and 
phage vectors, (c) the potential of E. 
coli K-12 for pathogenicity, and (d) 
the potential of genetic exchange be­
tween diverse bacteria and between 
eukaryotic and prokaryotic organisms.

Each category of experiments in 
part III of the original guidelines was 
then extensively examined, applying 
the following criteria to the new infor­
mation:

•  The degree to which the DNA seg­
ment has been purified away from 
other genes and shown to be free of 
harmful characteristics;

•  The potential biohazard associat­
ed with the DNA of the cell or micro­
organism that serves as the DNA 
source (e.g., genes for toxin produc­
tion);

•  The potential biohazard associat­
ed with the vector that serves to trans­
mit the source DNA to a recipient host 
cell;

•  The ability of the vector to sur­
vive in natural environments or habi­
tats;

•  The kinds and number of differ­
ent organisms that are susceptible to 
infection by the vector or recipient; .

•  The potential biohazard of the re­
cipient host cell that serves to repli­
cate the recombinant DNA molecule;

•  The ability of the recipient cell to 
survive in natural environments of 
habitats;

•  The ability of the recipient cell to 
transmit the recombinant DNA mole­
cule to other cells capable of surviving 
in natural environments or habitats;

•  The potential of the recipient cell 
to obtain the source DNA by natural 
means; and

•  The evolutionary relatedness of 
the DNA source to humans. The po­
tential dangers are considered to in­
crease as the organism providing the 
source DNA approaches humans phy- 
logenetically. Thus, source DNA from 
primate cells is considered to have 
greater potential danger than source 
DNA from prokaryotes.

To present more clearly the changes 
in containment levels proposed by thè 
PRG-RAC, a table was prepared for 
use at the December 1977 meeting of 
the Advisory Committee to the Direc­
tor, which compared the containment 
levels in the PRG-RAC with those of 
the 1976 guidelines. This table has 
now been expanded with a third 
column to f  show the containment 
levels of the proposed revised guide­

lines which are now being proposed by 
NlH (called PRG-NIH). The table ap­
pears as appendix A to the accompa­
nying Environmental Impact Assess­
ment.

The remainder of this section sum­
marizes a number of the proposed 
changes comparing the 1976 guidelines 
with the PRG-RAC. (Not all the 
changes are discussed here; certain 
items in which the PRG-NIH differs 
significantly from the PRG-RAC are 
considered below in the section enti­
tled “Review of Comments and NIH 
Proposed Guidelines.”) The numbers 
in parentheses indicated the line num­
bers on the table to which the pro­
posed revision applies.

The principal changes reflected in 
the table are as follows:

•  Several categories of experiments 
(primarily those involving prokaryotes 
that are exchangers of genetic infor­
mation with E. coli in nature) are no 
longer subject to the provisions of the 
PRG-RAC due to the changes in the 
definition. (See lines 20, 21, 27, 46, and 
47.)

•  Shotgun experiments involving 
birds and mammals other than pri­
mates were the subject of lowering of 
containment from P3+EK2 to 
P2+EK2. This action reflects the in­
creased confidence of the RAC in the 
EK2 host-vector systems. (See lines 4 
and 5.)

•  Another category which the RAC 
decided was in need of revision was 
that pertaining to the cloning of DNA 
from organisms producing a toxic 
product. This was clarified in the 
PRG-RAC by specifying whether or 
not polypeptide toxins are produced, 
and setting containment levels accord­
ingly. Polypeptide toxins are specified, 
since they might be encoded by a 
single gene or cluster of genes. Toxins 
of other chemical structure would not 
result from a single gene or cluster of 
genes. (See lines 8, 9, 10, 11, 12, 16, 17, 
and 19.)

•  For several categories of experi­
ments, it is proposed that the investi­
gator have the option of working at 
P2+EK1 or P1-I-EK2 rather than the 
P2+EK1 levels previously specified. 
This again reflects confidence in the 
EK2 systems. (See lines 7, 14, and 15.)

•  The lowering of containment for 
experiments with rigorously charac­
terized clones free of harmful genes 
was revised to provide more fexibility. 
Under the PRG-RAC, institutional 
biosafety committees (IBC’s) would be 
able to lower containment by a single 
level. The IBC should consider the 
purity, extent of characterization, and 
harmlessness of the clone before al­
lowing such lowering. Reduction of 
containment by more than one level 
would require approval by NIH. Under 
the 1976 guidelines, NIH had the 
option of lowering containment down

to certain specified levels or pot-lower­
ing it at all. The PRG-RAC would 
allow NIH to consider all available 
data for the clone and to lower con­
tainment accordingly.

In addition, the section now applies 
to rigorously characterized clones 
from any permissible experiment in E. 
coli K-12. Under the original guide­
lines, containment for E. coli K-12 
clones containing characterized and 
harmless portion of viruses and plas­
mids could not be lowered.

The rationale for these proposed 
changes is explained ip further detail 
in the Environmental Impact Assess­
ment.
REVIEW OF COMMENTS AND NIH PROPOSED 

GUIDELINES (GENERAL)

Rationale
Part III of the guidelines received 

the most extensive comment of any 
section during the development of the 
original guidelines in early 1976. While 
there was also much discussion of this 
part in the PRG-RAC, the issues 
raised did not primarily address the 
proposed changes in the containment 
levels but more general topics such as 
the need for a rationale for each of 
the changes.

A number of commentators asked 
that the rationale for the classifica­
tion of pemissible experiments be 
clearly spelled out. It was pointed out 
that (1) the part on permissible ex­
periments is especially difficult for a 
lay person to understand, (2) the 
whole categorization is dependent 
upon investigatorial confidence rather 
than documented fact, and (3) the 
quantification of containment levels, 
the means by which the levels were 
decided, and the rationale for raising 
and lowering these levels are not clear.

In general, the classification may 
appear somewhat arbitrary, because it 
depends in large part on the scientific 
judgment of the RAC rather than on 
demonstrable risk, since there is actu­
ally no scientific evidence of hazard in 
any recombinant DNA experiment.

The rationale for classifying differ­
ent recombinant DNA experiments at 
different containment levels was ex­
plained in the “Decision of the Direc­
tor, National Institutes of Health, To 
Release Guidelines for Research on 
Recombinant DNA Molecules,” which 
was published along with the current 
guidelines in the F ederal R egister on 
July 7,1976, as follows:

The guidelines assign different levels of 
containment for experiments in which DNA 
from different sources is to be introduced 
into an E. coli K-12 host-vector system. The 
variation is based on both facts and assum- 
tions. There are some prokaryotes (bacteria) 
which constantly exchange DNA with E. 
coli. Here it is assumed that experimental 
conditions beyond those obtained in careful, 
routine microbiology laboratories are super-
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fluous, because an exchange experiments 
have undoubtedly been performed already 
in nature.

In every instance of artificial recombina­
tion, consideration must be given to the pos­
sibility that foreign DNA may be translated 
into protein (expressed), and also to the pos­
sibility that normally repressed genes of the 
host may be expressed and thus change, un­
desirably, the characteristics of the cell. It 
is assumed that the more similar the DNAs 
of donor and host, the greater the probabil­
ity of expression of foreign DNA, or of pos­
sible derepression of host genes. In those 
cases where the donor exchanges DNA with
E. coli in nature, it is unlikely that recom­
bination experiments will create new genet­
ic combinations. When prokaryote donors 
not known to exchange DNA with E. coli in 
nature are used, however, there is a greater 
potential for new genetic combinations to be 
formed and be expressed. Therefore, it is re­
quired that experiments involving prokaryo­
tic DNA from a donor ̂ that is not known to 
exchange DNA with E. coli in nature be car­
ried out at a higher level of containment. 
Recombination using prokaryotic DNA from 
an organism known to be highly pathogenic 
is prohibited.

There are only limited data available con­
cerning the expression of DNA from higher 
forms of life (eukaryotes) in E. coli (or any 
other prokaryote). Therefore, the contain­
ment prescriptions for experiments insert­
ing eukaryotic DNA into prokaryotes are 
based on risks having quite uncertain prob­
abilities.

On the assumption that a prokaryote host 
might translate eukaryotic DNA, it is fur­
ther presumed that the product of that for­
eign gene would be most harmful to man if 
it were an enzyme, hormone, or other pro­
tein that was similar (homologous) to pro­
teins already produced by or active in man. 
An example is a bacterium that could pro­
duce insulin. Such a “rogue” bacterium 
could be of benefit if contained, a nuisance 
or possibly dangerous if capable of surviving 
in nature. This is one reason that the 
higher the phylogenetic order of the eukar­
yote, the higher the recommended contain­
ment, at least until the efficiency of expres­
sion of DNA from higher eukaryotes in pro­
karyotes can be determined.

There is a second, more concrete reason 
for scaling containment upward as the eu­
karyote host becomes similar to man. This 
is the concern that viruses capable of propa­
gating in human tissue, and possibly causing 
diseases, can contaminate DNA, replicate in 
prokaryote hosts and infect the experimen­
talist. Such risks are greatest when total 
DNA from donor tissue is used in “shotgun” 
recombinant experiments; it diminishes to 
much lower levels when pure cloned DNA is 
used.

The structure of the classification 
for permissible experiments is based, 
therefore, on assumptions governing 
potential risk. It should be emphasized 
again that although recombinant DNA 
experiments have now been performed 
for over five years in hundreds of labo­
ratories throughout the world with 
hundreds of thousands of different re­
combinant DNA molecules produced, 
no case of hazard has been demon­
strated.

Part III of the guidelines assigns to 
each specified class of experiments a

level of physical containment and a 
level of biological containment at 
which the experiment shall be per­
formed. As noted before, there is 
10,000- to 100,000-fold protection in 
going from a class I or II biological 
safety cabinet to a class III biological 
safety cabinet (i.e., from P3 to P4). 
Similarly, in going from PI to P3 there 
may be a 10,000- to ,100,000-fold in­
crease in safety. Por biological con­
tainment, there is the criterion for 
HV2 systems that “escape of the re­
combinant DNA either via survival of 
the organisms or via transmission of 
recombinant DNA to other organisms 
should be less than 1/108 under speci­
fied conditions.” However, that crite­
rion is not relative to the HV1 host- 
vector systems but absolute; thus, this 
might be a characteristic found for 
some host-vectors in the HV1 system, 
but it is mandated for all HV2 sys­
tems. This level was chosen, it was 
pointed out, because it represents a 
practical limit which one can measure 
experimentally.
Use of E. coli K-12

A number of comments were made 
concerning the use of E. coli host- 
vector systems. It was observed that 
because E. coli K-12 is currently a 
“poor” pathogen doesn’t mean that it 
might not be converted to a “good” 
pathogen with the addition of one or 
two genes; the enfeebled nature of E. 
coli K-12 “is presumably the conse­
quence of mutation(s) introduced 
during its laboratory passage,” but 
that perhaps different strains of K-12 
with different histories may not all be 
similarly enfeebled.

Further, it was claimed that the fail­
ure to convert K-12 to a pathogen by 
the use of certain plasmids or Salmo­
nella genes is not definitive; to be de­
finitive, we must have the detailed 
nature of the mutations in K-12 
“which prevent the expression of 
pathogenicity.” Also, it was noted that 
there is no way to assess the absolute 
risk associated with these experi­
ments, and that it is important to 
assess the potential harm not only to 
man but to plants, animals, and the 
enviroment.

Another commentator urged that 
this section be supplemented with the 
evidence from the Falmouth Confer­
ence to show that the potential risk is 
minimal. A commentator cited the po­
tential risk on the basis that “virtually 
any highly conserved physiologically 
active eukaryotic protein * * * or frag­
ment thereof could be highly toxic 
when introduced out of context by a 
bacterium which received the appro­
priate gene in a recombination experi­
ment.” This criticism of the E. coli K- 
12 system does not detract from the 
scientific knowledge over the past two 
years of the great safety of this

system. This evidence is presented in 
detail in the Environmental Impact 
Assessment. I agree that different 
strains of K-12 with different histories 
may not all be similarly enfeebled and 
that failure to convert K-12 to a path­
ogen to date does not prove it car 
never happen. However, the safety oi 
E. coli K-12 has been clearly shown, 
and there is no need to limit or specify 
particular strains for EK1. After 3C 
years of work with many different 
strains, there is still no known patho­
genic E. coli K-12 strain. Thus, there 
is presumptive evidence that all K-12 
strains are safe. They are well suited 
for laboratory experiments because 
they take up DNA easily, but their cell 
wall makes them unsuited to compete 
in nature with wild-type E. coli.

On the basis of the Falmouth Con­
ference (which is discussed further in 
the Environmental Impact Assess­
ment), the conclusion can be drawn 
that it is essentially impossible for E. 
coli K-12 to be transformed by recom­
binant DNA into a wild-type, patho­
genic E. coli. An E. coli K-12 contain­
ing toxic genes through recombination 
could theoretically present a risk to a 
laboratory worker who accidentally in­
gested it; but it would only be to that 
laboratory worker. There is evidence 
to show that harmful genes will have a 
very low probability of being trans­
ferred from E. coli to another organ­
ism. The plasmids used at the HV2 
level are engineered so that they nei­
ther self-transfer nor transfer when 
another plasmid induces conjugation. 
Thus, the high degree of safety of this 
system is clear and explains why it is 
preferable to any other host-vector 
system at present.
General Classification

Disagreement was expressed over 
whether the PRG-RAC was too strin­
gent or too lax. Those arguing the 
former position maintain that the 
guidelines should be relaxed even fur­
ther because all the experimental evi­
dence gathered and analyzed in the 
past 2 years indicates that the initial 
fears concerning the potential hazards 
were extremely exaggerated; more­
over, the benefits to be derived from 
the research are great. Also, it is 
pointed out that recombinant DNA ex­
periments not allowed under the cur­
rent NIH guidelines are proceeding 
with the approval of responsible na­
tional committees in a number of Eu­
ropean countries. Those opposing this 
view argue that there is a lack of ex­
perimental data for a sound evaluation 
of the potential risks, and the fact 
that a recombinant DNA experiment 
is permitted in Europe is irrelevant to 
the establishment of standards in the 
United States.
Recombinant DNA Experiments In­

volving Viral, DNA
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Many of the commentators agreed 
that both the original guidelines and 
the PRG-RAC were overly stringent 
with regard to virus experiments. In 
commenting on the PRG-RAC, the 
EMBO Standing Committee on Re­
combinant DNA Research wrote:

The EMBO Committee believes that the 
containment categorization of experiments 
with animal virus DNA’s which is proposed 
by the NIH Advisory Committee is too indis­
criminate and excessively stringent consid­
ering the proposed classification of experi­
ments with other classes of DNA and the 
longstanding, accepted safety precautions 
for handling intact virus particles and viral 
nucleic acids * * *. The EMBO Comniittee 
proposes that it would be more reasonable 
either to consider experiments with viral 
DNA on a case-by-case basis or to produce a 
detailed set of recommended categories for 
experiments with specific viral DNA’s. The 
EMBO Committee hopes in the near future 
to establish an ad hoc international group 
of virologists to draw up such proposals.

In response to this suggestion (i.e., 
for an international group of virol­
ogists to consider this issue), a joint 
U.S.-EMBO Workshop To Assess 
Risks for Recombinant DNA Experi­
ments Involving the Genomes of 
Animal, Plant, and Insect Viruses was 
held in Ascot, England, on January 26- 
28, 1978. The workshop was attended 
by 27 distinguished scientists from the 
United States, the United Kingdom, 
West Germany, Finland, France, 
Sweden, and Switzerland. The report 
of the “Ascot” Workshop was pub­
lished in the F ederal R egister on 
March 31, 1978, and appears as appen­
dix E to the accompanying Environ­
mental Impact Assessment. The work­
shop concluded:

The probability that K-12 organisms car­
rying viral DNA inserts could represent a 
significant hazard to the community was so 
small as to be of no practical consequence 
* * * viral genomes or fragments thereof, 
cloned in E. coli K-12 using approved plas­
mid or phage vectors, pose no more risk 
than work with the infectious virus or its 
nucleic acid and in most, if not all cases, 
clearly present less risk. In fact, the work­
shop participants agreed that cloning of 
viral DNA in E. coli K-12 may provide a 
unique opportunity to study with greatly re­
duced risks the biology of extremely patho­
genic and virulent viruses.

On April 6-7, 1978 (as announced on 
March 17 in the F ederal R egister), a 
working group sponsored by the RAC, 
composed of distinguished American 
microbiologists, met to review the 
report of the “Ascot” Workshop. The 
report of this working group appears 
as appendix F to the accompanying 
Environmental Impact Assessment. 
The working group unanimously en­
dorsed the “Ascot” report with certain 
minor amendments. Their report in­
cluded recommended new language to 
be inserted in the PRG-NIH in place 
of the sections dealing with viruses in 
the PRG-RAC. This report was pre­

sented to the RAC at its April 27-28, 
1978, meeting, and was unanimously 
endorsed by the RAC with certain 
minor amendments. I have accepted 
these recommendations of the RAC, 
with certain additional minor amend­
ments, and these now constitute the 
sections dealing with viruses in part 
III of the PRG-NIH.
Recombinant DNA Experiments In­

volving DNA from Plants and 
Plant Pathogens

One of the comments made at the 
December 1977 meeting of the Adviso­
ry Committee to the Director, NIH 
was that “the NIH guidelines do not 
adequately deal with the use of recom­
binant DNA in. plants * * *” Other 
commentators have expressed similar 
sentiments, and the suggestion has 
been made that “a subcommittee be 
formed to deal with plants and plant 
pathogens and make specific recom­
mendations for revision of the guide­
lines.” In response, a Workshop on 
Risk Assessment of Agricultural Path­
ogens, composed of distinguished 
American plant pathologists, was held 
on March 20-21, 1978 (as announced 
on March 6 in the F ederal R egister). 
Sponsored by the U.S. Department of 
Agriculture, the National Science 
Foundation, and the NIH, the report 
of this workshop appears as appendix 
G to the accompanying Environmental 
Impact Assessment. The report was 
presented to the RAC at its April 27- 
28, 1978, meeting and was unanimous­
ly endorsed by the RAC with certain 
minor amendments. I have accepted 
these recommendations of the RAC 
with certain additional minor amend­
ments; these involve changes in the 
PRG-NIH in sections dealing with the 
use of plants and plant pathogens in 
recombinant DNA research.

Using the 10 criteria previously dis­
cussed in light of what is known today, 
I believe the revisions in containment 
standards proposed by the PRG-NIH 
are sound. The changes in contain­
ment standards in the PRG-NIH are 
discussed below in greater detail for 
each of the subsections of part III.

SPECIFIC CONSIDERATIONS

Section III—Opening Paragraphs
As discussed above in part I of this 

document, the section of the guide­
lines numbered III-A in both the 1976 
guidelines and the PRG-RAC and en­
titled “Experiments That Are Not To 
Be Performed” has been moved in the 
PRG-NIH to become section I-D enti­
tled “Prohibitions.” This leads to a re­
numbering of the remaining subsec­
tions of part III of the PRG-NIH as 
compared to the PRC-RAC.

Two new paragraphs have been in­
serted at the beginning of part III of 
the PRG-NIH. The first reminds the 
reader to consult part I “where listings

are given of prohibited and exempt ex-: 
periments.”

The second inserted paragraph is a 
“general flexibility clause.” Insertion 
of such a “clause” was recommended 
by the RAC at its April 27-28, 1978, 
meeting. It recognizes that the classifi­
cation of experiments given in part III 
will necessarily be imperfect, as inves­
tigators in the future devise new ways 
to conduct recombinant DNA experi­
ments not currently foreseen and 
therefore not explicitly considered in 
the guidelines. Also, new data may 
become available showing that certain 
particular experiments currently as­
signed a particular containment level 
are, indeed, clearly more (or less) safe 
than envisioned at this time. There­
fore, this “clause” states that 
“changes in these levels for specific 
experiments (or the assignment of 
levels to experiments not explicitly 
considered here) may be expressly ap­
proved by the Director, NIH, on the 
recommendation of the Recombinant 
DNA Advisory Committee (RAC).”
Section III-A-l-a. Shotgun Experi­

ments into E. coli K-12 with In­
serted Eukaryotic DNA

At a number of places in this subsec­
tion the principal investigator is al­
lowed to choose between two combina­
tions of containment procedures. For 
example, in several instances one is 
permitted to use P2+EK1 or P1+EK2. 
This was endorsed by some commenta­
tors but questioned by others. This 
concept of flexibility was addressed in 
part II of this document. I also wish to 
point out that the concept is not a new 
one—it was allowed under the original 
guidelines. Based upon events of the 
past 2 years, the RAC merely proposed 
that this principle be extended to cer­
tain specified additional cases where 
they believe it appropriate. I agree 
with their proposals and have there­
fore included in the PRG-NIH all 
such specific cases of flexibility recom­
mended in the PRG-RAC.

On the other hand, in certain other 
specific cases (e.g., DNA from birds) 
the PRG-RAC recommended the con­
tainment level be P2+EK2, without 
the option of P3+EK1. Certain com­
mentators urged that in all cases 
where the containment level of 
P2+EK2 is given, the option of 
P3+EK1 be allowed. However, the 
RAC felt that in view of their in­
creased confidence in the biological 
containment offered by the EK2 
system, P2+EK2 offers more contain­
ment than P3+EK1, and that 
P2+EK2 without the option of 
P3+EK1 should be the containment 
level for certain specified classes of ex­
periments. I accept the view of the 
RAC and have therefore specified in 
the PRG-NIH the containment levels 
of P2+EK2 without the option of
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P3+EK1 in every case where it ap­
peared in the PRG-RAC.

The section of this document on 
“Recombinant DNA Experiments In­
volving Viral DNA” discussed the 
“Ascot” workshop report, , and the 
April 6-7, 1978, working group report 
which endorsed the “Ascot” report. 
The RAC at its April 27 28, 1978, 
meeting unanimously endorsed the 
working group report recommending 
lower containment levels for deliber­
ate cloning of viral DNA into E. coli 
K-12 (see below for discussion of sec­
tion III-A-2). One of the reasons given 
originally for the higher containment 
level for shotgun experiments involv­
ing primate DNA into E. coli K-12 was 
the possible inadvertent cloning of 
viral DNA. In view of their recommen­
dation of lower containment for delib­
erate cloning of viral DNA into E. coli 
K-12, the RAC on April 27 28, 1978, 
reconsidered primate shotgun levels, 
and voted unanimously for new lan­
guage as follows: “Primates. P2 physi­
cal containment + an EK2 host- 
vector. Any lowering of containment 
below these levels (i.e., for purified 
DNA or characterized clones) cannot 
be made solely by an institutional bio­
safety committee but requires NIH ap­
proval.” I have accepted this new-lan­
guage and inserted it in the PRG- 
NIH, as well as a similar lowering of 
containment for shotgun cloning of 
cold-blooded vertebrate DNA into E. 
coli K-12.

One commentator noted that section
III-B-l-a-G)-(g) of the PRG-RAC en­
titled “Cloning of Viral Genomes 
Prom Eukaryotic Cell DNA” * * * “fo­
cuses on cloning integrated retrovirus 
nucleotide sequences from mammalian 
cell DNA but says nothing about nu­
cleotide sequences of integrated DNA 
viruses.” This entire section has been 
eliminated from the PRG-NIH and in­
stead a new subsection III-A-2-a-(3) 
entitled “Intracellular Viral DNA” has 
been added to the PRG-NIH which 
covers both integrated retroviruses 
and DNA virus sequences; it says, 
“Physical and biological contaminant 
specified for shotgun experiments 
with eukaryotic oellular DNA (See sec­
tion III-A-la) shall be used for DNA 
recombinants produced with integrat­
ed viral DNA or viral genomes present 
in infected cells.”
Section III-A-l-b. Shotgun Experi­

ments Into E. Coli K-12 With In­
serted Prokaryotic DNA

In the 1976 guidelines, the section 
(III-B-2-<a)-(ii)) dealing with shotgun 
experiments into E. coli K-12 with in­
serted prokaryotic DNA was subdi­
vided into two sections, i.e., “Prokar­
yotes That Exchange Genetic Infor­
mation With E. coli" and “Prokar­
yotes That Do Not Exchange Genetic 
Information With E. coli." In the

PRG-RAC it was assumed that all pro­
karyotes that exchange genetic infor­
mation with E. coli would be exempt 
from the guidelines by appearing on 
the “list of nonnovel exchangers.” 
Therefore, in the PRG RAC the sec­
tion (III B -l-a (2',) dealing with shot­
gun experiments into E. coli K 12 
with inserted prokaryotic DNA actual­
ly considered only prokaryotes that 
did not exchange genetic information 
with E. coli. The problem with this ap­
proach was discussed by commenta­
tors, focusing especially on the case of 
Agrobacterium tumefaciens. It meant 
that a prokaryote which exchanges ge­
netic information with E. coli, and was 
therefore properly assigned a low con­
tainment level under the 1976 Guide­
lines, would under the PRG RAC 
either appear on the “list” and there­
fore be exempt from the guidelines, or 
if for some reason it did not appear on 
the list, the containment level would 
actually in some cases be raised. This 
was not the intent of the RAC. There­
fore, I proposed to the RAC, and they 
accepted at their April 27 28, 1978, 
meeting, that language be reinserted 
in the the PRG NIH covering prokar­
yotes that exchange genetic informa­
tion with E. coli but which do not 
appear on the list. This section in the 
PRG-NIH (HI A 1-b <1)) reads:

Prokaryotes That Exchange Genetic Infor­
mation  155] with E. coli. It is expected that 
many of the prokaryotes that exchange ge­
netic information with E. coli by known 
physiological processes will be exempted 
from these guidelines by appearing on the 
“list of exchangers” (see sec. I E 4).

For those not on the list, the containment 
levels are PI physical containment + an 
EK1 host-vector. In fact, experiments in 
this category can be performed with E. coli 
K-12 vectors exhibiting a lesser contain­
ment <e.g., conjugative plasmids) than EK1 
vectors. However, for prokaryotes that are 
classified [1] as Class 2 the containment 
levels are P2+EK1.

For prokaryotes that do not ex­
change genetic information with E. 
coli, the PRG-RAC proposed that 
P1+EK2 or P2+EK1 conditions apply 
only in cases of extensive characteriza­
tion and RAC approval. “Experiments 
with DNA’s from bacteria that are not 
extensively characterized require P2 
physical containment + an EK2 host- 
vector or P3+EK1. Experiments with 
DNA’s from pathogenic species (class 2 
and plant pathogens, see App. B) must 
use P3+EK2.” A number of commen­
tators objected to two different as­
pects of this subsection of the PRG- 
RAC; (1) Many felt that experiments 
involving nonpathogenic prokaryotes 
should be conducted at P1+EK2 or 
P2+EK1 without extensive character­
ization or RAC approval; (2) It was 
argued that plant pathogens should 
not be included with CDC class 2 
agents as requiring P3+EK2 contain­
ment. Both of these comments were 
referred to the RAC at their April 27-

28, 1978, meeting and they agreed with 
the commentators. Therefore, this 
Section of the PRG NIH (III A 1-b- 
<2)> reads:

(2s Prokaryotes that Do Not Exchange Ge­
netic Information with E. coli. P2 physical 
containment + an EK1 host vector, or 
P1+EK2, except for DNA from class 2 
agents, 113 which require P3+EK2.

The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search recommends that the contain­
ment level for all novel non pathogen­
ic prokaryotic DNA into E. coli K 12 
be P1+EK1. It is my opinion that it is 
prudent to retain the levels of 
P2+EK1 or P1+EK2 for nonpatho­
genic prokaryotes that do not ex­
change gentic information with E. 
colt

The PRG RAC received substantial 
criticisms for identifying all agents 
classified as class 2 in the CDC’s publi­
cation “Classification of Etiologic 
Agents on the Basis of Hazard” 
(Fourth edition, July 1974) as being 
pathogenic for the purpose of assign­
ing containment levels. Many com­
mentators stated that many of the or­
ganisms so classified were harmless 
and others were of such low pathogen­
icity that severe safety precautions 
were unwarranted. It was also pointed 
out that the pathogenicity of an intact 
micro-organism and the conjectural 
hazard of a piece of DNA from such 
an organism within E. coli K-12 were 
quite different matters. It should be 
noted that the difficulties in applica­
tion of the CDC classification for the 
purposes of these guidelines was recog­
nized in the original guidelines. For 
example, all species of Salmonella are 
classified as class 2 organisms by CDC. 
The original guidelines, however, dis­
tinguish between the pathogenicity of
S. typhimurium and S. typhi for the 
assignment of containment levels. I 
have therefore accepted the sugges­
tion of these commentators and have 
added footnote 1 to the PRG-NIH. 
This gives NIH the authority, upon 
the recommendation of the RAC, to 
designate certain agents which are 
listed as class 2 by CDC as class 1 
agents for the purpose of these guide­
lines.
Section IH-A-2-a. DNA from viruses of 

eukaryotes into E. coli K-12
Discussed earlier within part HI of 

this document under the heading “Re­
combinant DNA Experiments Involv­
ing Viral DNA” was the history of the 
“Ascot” workshop report (App. E to 
the accompanying environmental 
impact assessment) and the report of 
the working group which met on April 
6-7 1978 (App. F to the accompanying 
environmental impact assessment). 
Section III-A-2 of the PRG-NIH 
adopts the recommendations of the 
working group with minor modifica-
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tion. It is based on a reassessment 
made by these experts in the field of 
virology of the potential hazards of in­
serting pieces of viral DNA into E. 
coli. I believe the argument presented 
in the “Ascot” report and the working 
group report are well founded, specifi­
cally that “the probability that K-12 
organisms carrying viral DNA inserts 
could represent a significant hazard to 
the community was so small as to be 
of no practical consequence * * * viral 
genomes or fragments thereof, cloned 
in E. coli K-12 using approved plasmid 
or phage vectors pose no more risk 
than work with the infectious virus or 
its nucleic acid and in most, if not all, 
cases clearly present less risk.” Accord­
ingly, section III-A-2-a of the PRG- 
NIH has been completely rewritten.
Section III-A-2-b. Eukaryotic Organ­

elle DNA into E. coli K-12
To be consistent with the one step 

lowering of physical containment de­
scribed earlier for shotgun experi­
ments with primate DNA, the levels 
for mitochondrial DNA from primates 
has been similarly lowered by one step 
in physical containment in the PRG- 
NIH as compared to the PRG-RAC.
Section III-A-3. Lowering of contain­

ment for characterised or purified 
DNA preparations and clones

Concern was expressed by several 
commentators regarding the revisions 
in the PRG-RAC which would allow 
the local IBC (with notification to be 
sent to NIH) to reduce either the bio­
logical or physical containment level 
by one step if (1) the DNA is 99-per­
cent purified and shown to be free of 
harmful genes prior to its insertion 
into a recombinant molecule, or (2) if 
subsequent to insertion the clone is 
rigorously characterized and shown to 
be free of harmful genes. In the origi­
nal guidelines lowering in case (2) 
could only be done with NIH prior ap­
proval.

There was support from several com­
mentators for the changes in this sub­
section. The rationale is explained in 
new language inserted into this section 
of the PRG-RAC, which is retained in 
the PRG-NIH; i.e.:

Many of the risks which might conceiv­
ably arise from some types of recombinant 
DNA experiments, particularly shotgun ex­
periments, would result from the inadver­
tent cloning of a harmful sequence. There­
fore, in cases where the risk or inadvertent­
ly cloning the ‘wrong’ DNA is reduced by 
prior enrichment for the desire piece, or in 
which a clone, made from a random assort­
ment of DNAs, has been purified and the 
absence of harmful sequences established, 
the containment conditions for further 
work may be reduced.

Some commentators noted the ambi­
guity and difficulty attendant in the 
phrase “free of harmful genes.” The 
EMBO Standing Advisory Committee

on Recombinant DNA Research re­
ports that “several national guidelines 
for recombinant DNA research state 
that containment measures may be re­
laxed once a cloned DNA fragment 
has been biochemically characterized 
and shown to be free of harmful genes 
(NIH guidelines) or devoid of any 
known pathogenic characteristic 
(French guidelines). The EMBO com­
mittee believes the latter to be a more 
feasible requirement, but neither can 
readily be met, and the committee 
finds it difficult to suggest what sorts 
of experimental tests might be devised 
to meet these requirements.”

I agree that “the terms ‘character­
ized’ and ‘free of harmful genes’ are 
unavoidably vague.” However, foot­
note 3 of the PRG-NIH goes on to list 
five types of data which should be con­
sidered in making this determination.

Some commentators were also con­
cerned that this grant of additional 
authority to the local IBC’s for single 
step lowering in containment levels 
might introduce variability in the ap­
plication of the guidelines. I have con­
sidered this possiblity and have decid­
ed that the principle of promoting 
local involvement in the implementa­
tion of the guidelines outweighs the 
difficulties which may be eoncoun- 
tered in this process. In an attempt to 
minimize these problems, I have (1) at­
tempted to make all parts of the 
guidelines as clear, specific, and unam­
biguous as possible, and (2) expanded 
the “Roles and Responsibilities” 
secton to outline functions and respon­
sibilities in greater detail. Also, the 
guidelines require that the Office of 
Recombinant DNA Activities at the 
NIH be notified in writing of such an 
action. A mechanism is therefore in 
place to ensure that such actions pro­
ceed with an acceptable degree of uni­
formity.

The question was raised whether a 
clone, the containment level of which 
was lowered by the IBC at Institution
X, may after shipment to Institution 
Y still be used at the lower level with­
out review by the IBC at Institution
Y. It clearly has been, and remains, 
the intention of both the RAC and 
myself that the IBC at the receiving 
institution must approve the reducton 
in containment for the handling of the 
clone in such a situation. The investi­
gator at the receiving institution must 
handle the clone at the higher level 
until such permission is granted.

One commentator urged that prior 
cloning be accepted as a technique for 
the purification of DNA molecules 
prior to their reinsertion in a new re­
combinant DNA molecule. The PRG- 
RAC specified that purification must 
be achieved “by physical or chemical 
techniques.” The criterion for the 
single step reduction in containment 
levels in this situation is that the DNA

preparation be 99 percent pure; I see 
no reason to so restrict the means by 
which such purification is attained. I 
have accepted this suggestion as a 
means of better serving the needs of 
the investigator without reducing the 
margin of safety to the public and the 
environment, and therefore have 
stricken from the PRG-NIH the words 
“by physical and chemical techniques” 
following the worked “purified.”

One commentator noted that the 
PRG-NIH might be nterpreted as al­
lowing a single step reduction in con- 
taiment levels for purification of the 
DNA prior to its insertion into a re­
combinant DNA molecule, and then a 
subsequent further single step reduc­
tion in containment level once the 
same molecule was cloned. This was 
not intended. Therefore, clarifying 
language has been added in the PRG- 
NIH stating that an IBC “may give ap­
proval for a single step reduction in 
physical or biological containment on 
receipt of evidence of characterization 
of a clone derived from a shotgun ex­
periment and its * * *.”

Finally, as noted above in this docu­
ment under “Section III-Al-a—Shot­
gun Experiments into E. coli K-12 
With Inserted Eukaryotic DNA,” the 
RAC recommended at its April 27-28, 
1978, meeting (and I have accepted the 
recommendation and inserted it in the 
PRG-NIH), that the containment 
levels for shotgun of primate DNA 
into E. coli K-12 be lowered to 
P2+EK2. However, on the recommen­
dation of the RAC, a stipulation added 
in section III-A-l-a of thé PRG-NIH 
is that for primate shotgun “any low­
ering of containment below these 
levels (i.e., for purified DNA or charac­
terized clones) cannot be made solely 
by an institutional biosafety commit­
tee but requires NIH approval.” Lan­
guage stating this limitation in au­
thority of the IBC with regard to pri­
mate DNA has been inserted into sub­
section III-A-3 of the PRG-NIH, as 
has language indicating that any low­
ering of containment under this sec­
tion to levels below P1+EK1 requires 
prior NIH approval.
Section III-B. Experiments with Other 

Prokaryotic Host-Vectors
Some commentators felt that the 

PRG-RAC unnecessarily emphasized 
the use of E. coli K-12 and would not 
allow important recombinant DNA ex­
periments to be done in other prokar­
yotic hosts. Section III-B describes the 
use of prokaryotic host-vector systems 
other than E. coli K-12 which have 
been approved as HVI hosts. It should 
be remembered that “self-cloning ex­
periments with prokaryotic hosts are 
exempt from the guidelines under ex­
emptions I-E-2 and I-E-3 and that 
other experiments involving DNA seg­
ments from species that exchange
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DNA by known physiological processes 
are exempt from the Guidelines under 
exemption I-E-4.

The RAC at its April 27-28, 1978, 
meeting pointed out that there are 
certain scientifically important experi­
ments which are very safe but which 
neither fit the criteria to be exempt 
from the guidelines, nor the criteria 
for HVI certification. A new section 
III-B-2 has been added to the PRG- 
NIH to cover these cases and assign 
appropriate containment levels. In 
these experiments DNA from a pro­
karyotic host (Host X) is cloned into 
E. coli K-12 (this situation is already 
covered in sec. III-A-l-b(2) of the 
guidelines); in the second part of the 
experiment the recombinant DNA 
(consisting of DNA sequences from 
Host X linked to an E. coli plasmid or 
bacteriophage) is returned to Host X 
and propagated there.
Section III-C. Experiments with eu­

karyotic host-vectors
a  number of commentators felt that 

the stringent containment conditions 
required both in the original guide­
lines and in the PRG-RAC for intro­
duction of recombinant DNA into 
tissue culture cells, using viruses as 
vectors, were unwarranted. The 
EMBO Standing Advisory Committee 
on Recombinant DNA Research wrote:

In experiments involving the introduction 
of foreign DNA into cultured cells of ani­
mals using DNA viruses as vectors, biologi­
cal containment is assured by the very re­
stricted permissive conditions for the host 
cells: the only routes bj£ which the recom­
binant molecule might escape are by chance 
infection of a contaminating microorganism 
or within a viral capsid and the size of the 
recombinant molecule may well preclude its 
encapsidation * * *. For example, cloning of 
mouse DNA using polyoma virus as a vector 
and mouse cells as host should not require 
precautions more stringent than those rou­
tinely used for many years in laboratories 
studying polyoma virus infection of mouse 
cells and mice. The EMBO Committee finds 
the proposals for this class of experiments 
in the revised NIH Guidelines not suffi­
ciently discriminating because they would 
impose unnecessarily high levels of physical 
containment for experiments with many eu­
karyotic DNA’s.

Discussed earlier within Part III of 
this document under the heading ‘‘Re­
combinant DNA Experiments Involv­
ing Viral DNA” was the history of the 
“Ascot” workshop report (See App. E 
to the accompanying environmental 
impact assessment, and the report of 
the working group which met on April 
6̂ 7, 1978 (App. F to the accompanying 
environmental impact assessment). I 
have accepted the recommendations of 
the work group and incorporated their 
suggested revision of this section 
which now becomes section III-C of 
the PRG-NIH. The result of this 
change is that section III-B-3 of the 
PRG-RAC “Experiments with Eukar­

yotic Host-Vectors,” subparts (a) “Ver­
tebrate Host-Vector Systems,” and (b) 
“Invertebrate Host-Vector Systems,” 
are eliminated; substituted for it in 
the PRG-NIH is new language derived 
from the working group report which 
become section Ill-C “Experiments 
With Eukaryotic Host-Vectors,” svfb- 
parts (1) Vertebrate Host-Vector 
System”; (2) “Invertebrate Host- 
Vector Systems in' which Insect Vir­
uses Are Used To Propagate Other 
DNA Segments”, and (3) “Plant Viral 
Host-Vector Systems.”
Section III-C-4. Plant Host-Vector Sys­

tems Other Than Viruses
Discussed earlier within Part III of 

this document under the heading “Re­
combinant DNA Experiments Involv­
ing DNA From Plants and Plant Path­
ogens” was the Workshop on Risk As­
sessment of Agricultural Pathogens, 
held on March 20-21, 1978, sponsored 
by USDA, NSF, and NIH. Based on 
the Workshop report (See Appendix G 
to the accompaying Environmental 
Impact Assessment), section III-D of 
the PRG—NIH has been rewritten.
Section III-C-5. Fungal or Similar 

Lower Eukaryotic Host-Vector Sys­
tems

Both the 1976 Guidelines and the 
PRG-RAC used the same short para­
graph for this section, giving little 
detail, because they noted “the devel­
opment of these host-vector is present­
ly in the speculative stage.” Since that 
time a specific host-vector system of 
this class has been developed, i.e., Sac- 
charomyces cerevisiae (baker’s yeast), 
and other similar systems may also 
soon be proposed. Accordingly, this 
section (III-C-5) of the PRG-NIH has 
been expanded to give more specific 
instructions on appropriate contain­
ment levels.
Section III-D. Complementary DNAs

Since specific containment levels for 
the use of purified cDNA of viral 
mRNA are now given in section III-A- 
2-a of the PRG-NIH, a sentence has 
been added noting this at the begin­
ning of section III-D of the PRG-NIH. 
Otherwise, the rest of this evoked no 
comments and remains identical in the 
PRG-NIH to the PRG-RAC.
Section III-E. Synthetic DNA

Because synthetic DNA is now ex­
plicitly included in the PRG-NIH (as 
discussed in section I of this docu­
ment), it was necessary to add lan­
guage to Part III of the PRG-NIH de­
tailing the appropriate containment 
levels for these experiments. The RAC 
at its meeting on April 27-28, 1978, ap­
proved such language, and it has been 
inserted in the PRG-NIH as section 
III—E.

IV. R o l e s  a n d  R e s p o n i b il i t i e s

REVIEW OF RAC PROPOSED GUIDELINES

This section, as in the 1976 Guide­
lines, provides an administrative 
framework for implementation. Modi­
fications to the various roles and re­
sponsibilities proposed by the RAC are 
listed below.
Institutional Responsibilities

Institution. Several changes were 
proposed in the PRG-RAC as com­
pared to the 1976 Guidelines in the re­
sponsibilities of the institution. Re­
sponsibilities that were added or fur­
ther detailed included; (1) a require­
ment for insuring the training of re­
search personnel and the use of good 
microbiological technique, and (2) a 
requirement to determine the need for 
medical procedures, with recommenda­
tions of possible specific practices.

Institutional Biosafety Committees. 
Membership of the committees was 
clarified by a recommendation to in­
clude other than scientific members. 
In thePRG-RAC (section III), institu­
tional biosafety committees (IBCs) are 
given the discretion to approve single- 
step reductions in containment levels 
for experiments with characterized 
clones and purified DNA. The IBC’s 
would be required to notify the NIH 
Office of Recombinant DNA Activities 
(ORDA) of these approvals.

Biological Safety Officer. Institu­
tions at which P3 and P4 level recom­
binant DNA work is conducted would 
be required to have a biological safety 
officer, whose specific roles and re­
sponsibilities are outlined.

Principal Investigator. The role and 
responsibilities of the principal investi­
gator would remain basically the same 
except for the important addition of a 
requirement for training in microbio­
logical techniques. Responsibility for 
the determination of the practices nec­
essary for medical surveillance would 
be relocated to the institution.
NIH Responsibilities

Office of the Director. The responsi­
bilities of the Director would remain 
unchanged. A sentence was added 
which clarified the Director’s authori­
ty to implement the Guidelines and to 
be the final arbiter in the interpreta­
tion of the Guidelines.

Recombinant Advisory Committee. 
There were no changes in the current 
responsibilities of the RAC; however, 
there were clarifications of the scope 
of some duties, for example, the certi­
fication process. The language of the 
1976 Guidelines caused confusion 
among some concerning the certifica­
tion of EK2 (HV2) and EK3 (HV3) 
host-vector systems. In practice, the 
certification process involved a two- 
step procedure: (1) the RAC’s recom­
mendation to the Director, NIH, that

FEDERAL REGISTER, VO L. 43, N O . 146— FRIDAY, JULY 28, 1978



33064
a particular host-vestor system be cer­
tified; and (2) certification of the 
system by the Director, NIH. The 
PRG-RAC clarifies the fact that a 
two-step procedure is followed. The ra­
tionale for the two-step procedure is 
that it allows the Director, NIH, to so­
licit the opinions of additional experts 
prior to making a final decision on cer­
tification.

The RAC’s authority to recommend 
exceptions from the proibitions was 
also clarified. The 1976 version of the 
Guidelines envisioned the possibility 
of the RAC’s recommending an excep­
tion to the 10-liter limit on culture 
volume for recombinant DNA’s known 
to make harmful products. The pro­
posed revision would extend the possi­
bility of an exception to the five other 
classes of currently prohibited experi­
ments. The general rationale for,this 
addition is the RAC’s inability to fore­
see all possible future circumstances 
and the RAC’s desire to specify, 
within the limits of strict safeguards, 
the possibility of an exception for 
compelling social or scientific reasons. 
A more immediate and specific justifi­
cation for the paragraph on excep­
tions from the prohibitions is that the 
risk-assessment studies necessary for'a 
clearer understanding of the potential 
biohazards of recombinant DNA re­
search may not be able to be carried 
out without technical violations of the 
current Guidelines, unless there is a 
mechanism for approving exceptions.
REVIEW OF COMMENTS AND NIH PROPOSED 

GUIDEINES

As in the public hearing on the origi­
nally proposed Guidelines in 1976, 
many public commentators urged 
openness, candor, and public participa­
tion in the revision process, emphasiz­
ing shared responsibility and account­
ability from the local to the national 
level. We have heeded these sugges­
tions. In addition to holding all RAC 
meetings in the open and holding a 
public hearing on the PRG-RAC in 
December 1977, we have published 
both the PRG-RAC and now the 
PRG-NIH in the F e d er a l  R e g is t e r  for 
public comment.

It remains clear, as stated in my 
1976 decision, that much of the suc­
cess of the guidelines will depend on 
the wisdom with which they are im­
plemented. The recommendations of 
the PRG-RAC have been carefully 
weighed along with other public and 
scientific comments received on the 
“roles and responsibilities” section. In 
general, I have adopted the RAC pro­
posals with certain additional modifi­
cations based on issues raised by the 
Director’s Advisory Committee and 
other commentators. The issues I have 
considered, and a discussion of them 
follows:

NOTICES

Responsibilities of the institution  
(general)

Again, as in 1976, this section of the 
guidelines drew considerable comment 
directed to the roles and responsibil­
ities of the institution and its several 
cqnstituents. Generally, commentators 
requested more information and great­
er clarification of the structure and 
operation of the IBC, the function of 
the biological safety officer, and the 
duties of the institution. Because of 
the importance of this section with 
regard to successful implementation of 
the guidelines, and therefore safe con­
duct of this research, these sugges­
tions and comments have been careful­
ly considered. NIH acknowledges its 
special responsibility in assuming lead­
ership in developing and promoting 
safety programs relevant to recombin­
ant DNA research. Therefore, as in 
1976, another committee chaired by 
Dr. W. Emmett Barkley, Director, 
Office of Research Safety, NCI, was 
convened to address concerns raised. 
As a result, and in response to a 
number of commentators’ requests, 
appendix D of the original guidelines 
has been restored and enhanced to 
give additional advice on safety mat­
ters (see “Laboratory Safety Mono­
graph—A Supplement to the NIH 
Guidelines for Recombinant DNA Re­
search”). The revised guidelines also 
retain requirements for emergency 
plans to cover accidents as well as 
strengthening the requirement for 
training of all recombinant DNA re­
searchers in safe laboratory proce­
dures.

The intent of this section, as before, 
is to integrate safety practice into the 
conduct of recombinant DNA research 
and to assign responsibilities for this 
to the principal investigator institu­
tion, IBC, and biological safety officer. 
Therefore, it is important that these 
responsibilities be stated in an unam­
biguous manner. For this reason, and 
in response to many commentators, 
Part IV has been restructured, to dis­
tinguish in greater detail and more 
clearly align some of these functions. 
The appendices contain additional 
complementary information on roles 
and responsibilities, including infor­
mation for IBC’s and biological safety 
officers.

In response to several comments, the 
scope of review of research has been 
broadened to cover all recombinant 
DNA research at an institution receiv­
ing funds from NIH for recombinant 
DNA research, whether or not the spe­
cific recombinant DNA project is being 
funded by NIH. While this increases 
the responsibility of the institution 
and the IBC’s, it is believed that this 
revision will enhance the overall 
safety of the conduct of this research. 
Furthermore, at the suggestion of one 
commentator, I have decided to

change the name of the biohazards 
committees to biosafety committees to 
reflect the spirit of the guidelines 
more closely.

Several generic comments deserve to 
be highlighted as they represent sig­
nificantly increased authority to be 
delegated to the institution. In 1976, 
the RAC did not accept commentators’ 
suggestions for requiring local commit­
tees to make an independent evalua­
tion of the containment levels re­
quired by the guidelines for individual 
research projects. I therefore stated in 
the 1976 decision that NIH would not 
require local institutions to have their 
committees perform this function, al­
though they would not be prohibited 
from doing so. Commentators have 
now noted that in order for an IBC to 
accomplish its mandated responsibil­
ities under the 1976 guidelines, includ­
ing reviewing and approving recombin­
ant DNA research projects, it has been 
necessary for the committee implicitly 
to determine containment conditions. 
Therefore, in order to better clarify its 
role, the assessment of appropriate 
containment levels is now made an ex­
plicit responsibility of the IBC.

In addition, institutions through 
their IBC’s will be given increased re­
sponsibility for primary oversight of 
this research as they have now been 
delegated the authority from NIH to 
approve or disapprove proposed re­
combinant DNA projects. NIH 
through ORDA will conduct a review 
of institutional actions, upon registra­
tion of the projects, to ensure compli­
ance with the NIH guidelines, thereby 
maintaining a national standard for 
the research. This action has been in 
response to several comments calling 
for increased local responsibility and a 
more simplified administrative process 
with regard to gaining approval for 
this research to proceed. In view of 
the impossibility of Federal surveil­
lance to' enforce these standards exter­
nally, I feel it is essential to increase 
the authority and responsibility of the 
local institution. It was also requested 
that IBC’s have a role if legislation in 
t-his area is adopted, and this concept 
is endorsed in the bill report of March 
24, 1978, on the Recombinant DNA 
Act, by the House Committee on In­
terstate and Foreign Commerce, which 
says, “It is the view of the committee 
that the appropriate portions of the 
administrative requirements of section 
IV of the NIH guidelines are a reason­
able model upon which the Secretary 
could base administrative regulations. 
In particular, the current practice in 
the NIH guidelines of delegating to 
local biohazards committees most of 
the responsibility for the inspection of 
facilities and the approval of the spe­
cific safety requirements appropriate 
to each project or activity is an effec-
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tive and relatively inexpensive admin­
istrative mechanism.”

As in the 1976 decision, a number of 
recommendations were received re­
garding the membership of IBC's. In 
1976, suggestions were made for broad­
ening IBC representation to include 
members not only from various disci­
plines related to recombinant DNA 
molecule technology, biological safety, 
and engineering but also to include 
those knowledgeable in applicable 
laws, regulations, standards of prac­
tice, community attitudes, and health 
and environmental considerations. 
Consequently, at that time I recom­
mended in my decision that these di­
verse points of view be included or 
made available to the committees. The 
language in the PRG-RAC requires a 
diversity of membership, but does not 
mandate noninstitutional members. In 
response to several requests, and in 
view of increased responsibility at the 
local level, I am now going beyond the 
RAC proposal and adding a provision 
that “no IBC may consist entirely of 
persons who are officers, employees, 
or agents of, or are otherwise associat­
ed with the institution, apart from 
their membership on the IBC.” Other 
specific categories for membership are 
not mandated although the PRG-NIH 
now states that “membership should 
include individuals from disciplines 
relevant to recombinant DNA technol­
ogy, biological safety, and engineer­
ing”; that it is recommended that “at 
least one member be a nondoctoral in­
dividual from a laboratory technical 
staff”; and that the IBC “include 
members knowledgeable about such 
matters as applicable law, standards of 
professional conduct and practice, 
community attitudes, and the environ­
ment.”

The possibility of conflict between 
IBC’s and local community oversight 
committees was raised. With noninsti­
tutional membership on IBC’s I be­
lieve there is no need to have addition­
al community committees.

A number of other recommendations 
were received from public commenta­
tors relating to more specific issues; 
they are considered below under the 
appropriate headings.
Responsibilities of the institution  (spe­

cific)
Institution. A number of points were 

raised by commentators concerning 
health monitoring by institutions. 
NIH was requested to develop a model 
for institutional medical surveillance 
for recombinant DNA research work­
ers. The issue of medical monitoring is 
one of considerable interest to the 
NIH. This is a general problem not 
unique to recombinant DNA research. 
As one commentator noted, instituting 
a routine health monitoring and re­
porting program for personnel en­

gaged in areas of research besides re­
combinant DNA, such as tumor viruses 
and pathogenic organisms, is impor­
tant. However, the state-of-the-art is 
primitive in terms of what can be done 
to monitor workers’ health generally, 
but particularly in the area of recom­
binant DNA research where there is 
no known hazard. At my request, an 
NIH committee reviewed this area and 
has made recommendations as to what 
such a program may include. This rec­
ommendation, which calls for monitor­
ing illnesses, collecting serum samples, 
and keeping a register of agents han­
dled, is responsive to several sugges­
tions received on this issue, and it has, 
therefore, been adopted in the PRG- 
NIH. Additionally, appendix D will in­
clude more detailed information on 
medical surveillance.

Grievance procedures for workers 
under the guidelines were requested 
but this is not considered necessary as 
the Occupational Safety and Health 
Act (OSHA) rules and regulations al­
ready provide such a mechanism. In 
the 1976 decision it was also noted 
that OSHA standards and procedures 
apply to most institutions, so it was 
not considered necessary then, or now, 
to require in the guidelines that IBC’s 
insure OSHA compliance. Further, the 
Federal Interagency Committee on 
Recombinant DNA Research, which I 
chair, includes representatives from 
the Occupational Safety and Health 
Administration (Department of 
Labor), assuring cooperation at the 
Federal level.

One commentator spoke to the need 
for a biosafety control manager which 
would be similar to the head of a 
campus environmental health and 
safety office. While such a program 
and manager may be desirable, it is 
felt that this is an institutional admin­
istrative matter and should not be ad­
dressed in the guidelines.

Institutional Biosafety Committee 
(IBC). Several commentators request­
ed more detail on IBC duties and this 
has been accomplished in the supple­
ment to the PRG-NIH entitled, “Lab­
oratory Safety Monograph.” For ex­
ample, information is included here on 
facility certification, periodic inspec­
tions and monitoring, and a model for 
IBC operation.

There was concern about the estab­
lishment of area biosafety committees 
and possible jurisdictional disputes be­
tween them and institutional biosafety 
committees. This has been further 
clarified in the definitions in Part I.

It was suggested that biosafety com­
mittee meetings be open to the public. 
The guidélines currently require only 
that the minutes be available to the 
public. In view of possible discussion 
of proprietary and patentable infor­
mation, IBC meetings cannot always 
be open. I do urge, however, that local

committees, when possible, have open 
meetings and suggest that all meetings 
be announced.

The question was raised concerning 
possible conflict of interest of local 
committee members. This is an impor­
tant point, and I have added a provi­
sion prohibiting an individual engaged 
in, or expecting to be engaged in, or 
having a direct financial interest in, a 
recombinant DNA project from being 
involved in the review or approval of 
that project.

Concern was expressed about the 
cost of IBC operations, and sugges­
tions were made that the Government 
underwrite this expense. Because NIH 
already pays, through indirect costs, 
the operations of such committees, I 
have decided that there is no need at 
this time to separate them out from 
other indirect costs of the institutions.

Biological Safety Officer. Because in­
creased authority and responsibility 
have been given the IBC’s, it is appro­
priate that institutions conducting P3 
or P4 level research have someone des­
ignated to handle biological safety 
questions generally.

I have accepted the suggestion that 
the biological safety officer shall be a 
member of the IBC because his or her 
responsibilities are so closely allied to 
the function of the committee.

Another commentator noted that 
too much emphasis was placed in the 
PRG-RAC on the regulatory role of 
the biosafety officer rather than on 
his or her role as a technical consul­
tant; therefore, language indicating 
this latter role has been inserted in 
the PRG-NIH.

In response to questions on the 
qualifications of biological safety offi­
cers, I note that the officer need not 
be an M.D. Further, it is not necessary 
that he or she be engaged in research. 
Since the passage of the Occupational 
Safety and Health Act, most institu­
tions have established occupational 
safety and health departments or pro­
grams with institutional safety offi­
cers. There are no standard certifica­
tion procedures for such individuals, 
although their qualifications, in many 
cases, could be commensurate with 
those of a biological safety officer. 
The supplement to the PRG-NIH en­
titled, “Laboratory Safety Mono­
graph,” provides in greater detail the 
kinds of qualifications that biosafety 
officers should have. NIH is develop­
ing a training course for campus 
safety officers, including biological 
safety officers, and requests for infor­
mation should be directed to Dr. 
Emmett Barkley, Director, Office of 
Research Safety, National Cancer In­
stitute, Bethesda, Md. 20014.

Principal Investigator. In response 
to several commentators, the steps the 
investigator needs to take in order to 
have proposed research approved at
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the local and national levels have been 
delineated in Appendix C to the guide­
lines which contains documentation of 
NIH administrative procedures for re­
combinant DNA research projects.

Considerable attention has been 
given to the issue of training. Several 
commentators urged that training 
standards be set by the NIH, prefer­
ably in the guidelines. Other commen­
tators wanted the guidelines to direct 
the institution or IBC to set standards 
for training; however, some opposed 
this view. Still others wanted investi­
gator competency evaluated or certi­
fied after training had been undertak­
en. It should be noted that the PRG- 
RAC represented a strengthening of 
training requirements, compared to 
those in the 1976 guidelines. Commen­
tators remain concerned-regarding the 
quality and uniformity of such train­
ing. The NIH is responding to this by 
placing as a high priority the develop­
ment of training standards and 
courses. Currently, NIH is supporting 
a Working Panel of the American So­
ciety for Microbiology (ASM) which is 
considering standards of -training in 
microbiological techniques for recom­
binant DNA research. When a report 
is submitted to NIH, it will be shared 
with institutions, IBC’s, and principal 
investigators for their use. At this 
time, however, national certification 
should not be attempted until the 
ASM/NIH criteria for training have 
been formulated and subsequently 
evaluated. It should be noted that, 
aside from Nuclear Regulatory Com­
mission standards for training for ra­
dioisotope work, there are apparently 
no other formal training criteria pres­
ently required for biomedical research. 
Thus, the work of the ASM Panel will 
be establishing a precedent. It is for 
these reasons that I feel NIH should 
proceed carefully and in stages, at the 
same time promoting safety training 
for researchers. Accordingly, NIH will 
develop courses based on these stand­
ards of training and make them widely 
available.
Responsibilities of the NIH (General)

Due Process Considerations. A focus 
of public comment at the December 
hearing was on “procedural due proc­
ess,” to insure public participation in 
the development of NIH recombinant 
DNA policies. Much of the public testi­
mony and comment in letters thereaf­
ter focused on public representation 
on committees. Also stressed was the 
need for public notice of all meetings, 
and for procedures to insure public 
participation in the exercise of respon­
sibilities by the RAC, the Office of the 
Director, NIH, and the Advisory Com­
mittee to the Director, NIH.

Several commentators specifically 
urged that the guidelines spell out the

NOTICES

procedures to be used for the follow­
ing:

•  To develop and amend the list of 
“non-novel experiments”;

•To permit the Director, on the 
advice of the RAC, to grant exceptions 
from prohibited experiments, such as 
for risk-assessment experiments;

•To certify host-vector systems;
•T o modify guidelines in the future.
There were also suggestions that 

guidance be given on how to deal with 
infractions of the guidelines. Specifi­
cally, one commentator suggested that 
procedures outline in detail:

•How charges of non-compliance 
could be brought;

•How charges of non-compliance 
would be evaluated; _

•W hat opportunities would be pro­
vided for the principal investigator 
and his institution to defend them­
selves against charges; and

•W hat appeals procedures would be 
available before the termination of 
funding or the invoking of other pen­
alties.

Because of the key role of the RAC 
in the development and monitoring on 
NIH recombinant DNA policies, a 
number of comments were directed to 
its composition and functions. Many 
commentators focused on the RAC’s 
membership, urging that the guide­
lines define procedures for nomination 
and selection of members. Suggestions 
for potential membership on the RAC 
included more representation for cer­
tain scientific disciplines, such as viro­
logy and microbiology; greater repre­
sentation of individuals skilled in occu­
pational and environmental health 
and safety; and more public represen­
tation, including perhaps a “dissenter” 
from current NIH policies.

A number of comments concerned 
Committee operations. The RAC was 
urged to formalize schedules so that 
ail would know when it would meet 
over the next 2 to 3 years. Further, it 
was urged that notices and complete 
agendas be placed in the F ed er a l  R eg­
i s t e r  for each meeting; that all docu­
ments for Committee consideration be 
made available to the public; and that 
the NIH pay for public witnesses to 
attend meetings of the RAC.

In response to these comments, Part 
IV of the guidelines has been reorga­
nized extensively. The responsibilities 
from the local to national level have 
been stated and defined more clearly. 
Further, for NIH responsibilities, pro­
cedures suggested by commentators 
have been specified to afford opportu­
nity for public comment. A special ap­
pendix to the guidelines includes rele­
vant implementation documents from 
ORDA that explain the administra­
tion of the NIH guidelines at the local 
and national levels.

From the beginning, the NIH has 
gone to great lengths to insure proce­

dural due process for the public and 
scientific communities. The RAC con­
ducts all meetings in the open, and 
files notice of each meeting in the F e d ­
er al  R e g is t e r . All the documents 
listed on the agenda of the RAC meet­
ings have been available to the public. 
Additionally, the Advisory Committee 
to the Director, NIH, has provided a 
public forum on the 1976 guidelines 
and now on the proposed revisions. 
The public hearing in February 1976 
on the originally proposed guidelines 
resulted in extensive revision of that 
proposal. The PRG-RAC was pub­
lished in the F e d er a l  R e g is t e r  on Sep­
tember 27, 1977, for public comment, 
and the meeting of the Director’s Ad­
visory Committee held in December 
1977 was announced in the F ed er a l  
R e g is t e r . In addition to a general invi­
tation for public testimony, the NIH 
provided funds for witnesses from the 
public, private, and scientific sectors 
to attend and present their views.

The proposed reorganization of Part 
IV has more clearly defined a struc­
ture for responsibilities at the local 
and national level, with opportunity 
for public and scientific participation. 
It makes more formal a process that 
has been occurring informally. Flexi­
bility, however, remains essential to 
avoid unnecessary and protracted 
delays in decisionmaking. Clearly a 
full panoply of review, including a 
public hearing, is not essential for 
most of the functions under the guide­
lines. For many functions, the need 
for public review can be met through 
publication in the F ed er a l  R e g is t e r . 
For certain responsibilities comment 
may be solicited. Because procedures 
by which policies will be developed at 
the national and local levels are of key 
importance, notice for major policy 
initiatives is required. I believe the re­
organization of Part IV achieves that 
goal.

Application to the Private Sector. 
Several commentators spoke on the 
application of the NIH guidelines to 
the private sector. Specifically, the 
NIH was urged to provide, voluntarily, 
to the private sector, the following:

•Advice on interpretation of the 
guidelines;

•Registration of projects;
•Certification of host-vector sys­

tems;
•Advice on the operation of institu­

tional biosafety committees; and
•Protection for patent and propri­

etary information.
Prior to the release of the guidelines 

in June 1976, representatives of pri­
vate industry were invited to NIH to 
be briefed on the guidelines. Since the 
release of the guidelines, several other 
meetings with representatives from 
the private sector have been held. 
Commerce Department representa­
tives on the Interagency Committee
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played a lead role in working with pri­
vate industry leading to the agreement 
of relevant industries to abide by the 
safety standards of the NIH guide­
lines.

Many of the services provided by the 
NIH to its grantees and contractors 
had not been extended to the private 
sector. After carefully considering the 
comments at the public hearing and in 
correspondence received, I now believe 
the NIH should extend certain ser­
vices to the private sector in several of 
the areas suggested by the commenta­
tors. A new section has been added to 
Part IV that provides the opportunity 
for private industry participation in a 
voluntary fashion. If legislation is en­
acted, the NIH Guidelines will serve as 
the basis for regulation that will en­
compass the private sector;

Occupational and Environmental 
Safety. A key concern of all commenta­
tors was the need for programs in oc­
cupational and environmental safety, 
that would include health surveillance 
for laboratory personnel and the com­
munity. As I stated in my Decision in 
1976, the NIH has a special responsi­
bility for national leadership in pro­
grams for laboratory safety. This re­
sponsibility is a critical one and we 
must accept it. Recombinant DNA re­
search policies have stimulated a 
broad NIH commitment and interest 
in laboratory safety. The PRG-NIH 
reflects that commitment. As previous­
ly described, there are several training 
programs that the NIH has undertak­
en and supported. Several NIH com­
mittees are involved in development of 
policies in this area. The newly updat­
ed and expanded supplement to the 
PRG-NIH entitled, “Laboratory 
Safety Monograph,” reflects the grow­
ing experience in this area.

A collaborative effort has been initi­
ated between NIH and the Center for 
Disease Control (CDC) to establish a 
mechanism for providing advice, con­
sultation, and if necessary, assistance 
regarding major accidents in laborato­
ries involved in recombinant DNA re­
search. It was not considered neces­
sary to have a standing “strike force” 
as suggested by one commentator; 
however, in the event of an emergen­
cy, a team of experts from NIH and 
CDC could be formed to respond, de­
pending on the nature of the problem.

Several commentators suggested 
that the NIH examine laboratory 
work involving genetic techniques 
other than recombinant DNA re­
search. Indeed, it was recommended 
that another advisory committee akin 
to the RAC be established to propose 
standards for work involving biosafety, 
generally. I appreciate and understand 
this concern. The NIH over the past 
year and a half has created several in­
ternal committees that are critically 
examining different areas where labo-
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ratory work is conducted with poten­
tial biohazards. These committees are 
considering possible recommendations 
for safety standards.

Another commentator also urged 
the NIH to consider a forum for deal­
ing with social issues related to "genet­
ic engineering.” The NIH responsibili­
ty to date has been in addressing 
policy questions involving safety of re­
combinant DNA research in single 
cells in the laboratory. I recognize the 
importance of the potential future ap­
plication of this and other genetic re­
search to the altering of the genetic 
character of higher forms of life in­
cluding man. However, the application 
of this research to the “genetic engi­
neering” of man is clearly far from im­
minent. In light of public concern, a 
study is warranted of the ethical, 
legal, and social implications of these 
techniques. The National Commission 
for the Protection of Human Subjects 
of Biomedical and Behavioral research 
considered, but was unable to initiate, 
a study because of its pressing work­
load. Such a study, however, should be 
a key priority for the Commission cur­
rently being considered by Congress as 
part of the legislation to regulate re­
combinant DNA research.

It has also been suggested that the 
NIH work closely with other relevant 
research and regulatory agencies, par­
ticularly the Environmental Protec­
tion Agency and the Occupational 
Safety and Health Administration. 
Indeed, the NIH, from the inception of 
the Guidelines, has worked to foster 
cooperation among the Federal agen­
cies. Prior to the release of the Guide­
lines, representatives from several 
agencies met at the NIH for a briefing 
on the Guidelines. After the release of 
the Guidelines, the question of their 
extension to the rest of the Federal 
Government and the private sector 
prompted the creation of an Inter­
agency Committee. This Federal Inter­
agency Committee on Recombinant 
DNA Research on which I have served 
as Chairman, was created by the Sec­
retary of HEW at the request of the 
President in October 1976. It is com­
posed of all relevant Federal research 
and regulatory agencies and has pro­
vided for coordination of Federal poli­
cies concerning recombinant DNA re­
search. In March 1977, the committee 
developed recommendations for legis­
lation.

It was suggested by a commentator 
that the NIH address the internation­
al implications of control of recombin­
ant DNA research. Indeed, the Federal 
Interagency Committee issued in No­
vember 1977 a thorough and compre­
hensive review of all guidelines for 
such research internationally with rec­
ommendations for continued coopera­
tion. This report is available from the
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Office of Recombinant DNA Activi­
ties, NIH, Bethesda, Md. 20014.
Responsibilities of NIH {Specific)

Office of the Director. As suggested 
by the commentators, for purposes of 
clarity, the responsibilities of the NIH 
Director have been grouped, under a 
specific heading in the PRG-NIH enti­
tled "Office of the Director, NIH.” 
These responsibilities (many of which 
are mentioned in Parts I, II, and III of 
the PRG-NIH, and are repeated again 
in Part IV) include; final interpreta­
tion of the Guidelines; revision and 
amendment of the Guidelines; certifi­
cation of new host-vector systems; pro­
mulgating and amending a list of 
classes of recombinant DNA molecules 
to be exempt from the Guidelines; per­
mitting specific exceptions to the Pro­
hibitions in the Guidelines; approving 
changes in containment levels for spe­
cific* experiments; designating certain 
agents which are listed as Class 2 
agents, as Class 1 agents for the pur­
poses of the Guidelines; and oversee­
ing the implementation of the Guide­
lines. For many of the responsibilities, 
appropriate notice and opportunity 
for public comment will be provided.

Recombinant Advisory Committee. 
At the hearing in 1976, many commen­
tators made suggestions concerning 
the structure, function, and scope of 
responsibility of the RAC. Comments 
on possible structural mechanisms for 
decision-making included suggestions 
that there be a scientific and technical 
committee and a general advisory 
public policy committee. It was also 
suggested that the scientific commit­
tee include scientists who are to ac­
tively engaged in recombinant DNA 
research, and that the public policy 
committee have a broad scientific and 
public representation. In response to 
those suggestions in 1976, the roles of 
the RAC and the NIH Advisory Com­
mittee to the Director (DAC) were 
spelled out. The RAC responsibility 
has been primarily a scientific and 
technical one with recommendations 
for revisions of the Guidelines re­
viewed by the DAC, the public adviso­
ry group. In the main, that process 
has worked well over the past 1% 
years and its structure is maintained 
in the PRG-NIH.

I am acutely aware of the need for 
broad scientific representation on the 
RAC, and I have carefully considered 
these needs in the selection of new 
members. The emphasis has been to 
ensure relevant scientific representa­
tion. It is absolutely essential that this 
committee have the technical exper­
tise necessary to develop, modify, and 
interpret the Guidelines based on sci­
entific evidence. Additonal representa­
tives have been added from scientific 
disciplines, such as botany, to ensure a 
broad scientific overview. As a bridge
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between the scientific and the public 
policy implications, public members 
now serve on the RAC and additional 
public members may be added. Cur­
rent public members are Dr. Emmette
S. Redford, Ashbel Smith Professor of 
Govemement and Public Affairs, 
Lyndon B. Johnson School of Public 
Affairs, University of Texas at Austin; 
and Dr. LeRoy Walters, Director, 
Center for Bioethics, Kennedy Insti­
tute, Georgetown University. Both 
have served the public interest well 
and have done a superb job as have all 
members of the committee. The task 
for all RAC members has been enor­
mous and their work and spirit of co­
operation have been exemplary.

In order to ensure fairness, and sen­
sitivity to the public commentators, 
solicitation of nominations for open­
ings on the RAC will be in accord with 
the recommendations of the NIH 
Grants Peer Review Study Team con­
cerning announcements of vacancies 
on committees. Thus, NIH will pub­
lish, periodically, an announcement of 
upcoming vacanices on the RAC with 
instructions on how to submit nomina­
tions. By this means I will be able to 
consider carefully a wide spectrum of 
nominations and assure appropriate 
representation suited to the needs of 
this committee.

One commentator suggested that 
representatives from Federal agencies 
serve on the RAC. Several agencies, in­
cluding the National Science Founda­
tion, the Department of Energy, and 
the Department of Agriculture, have 
liaison representatives who come regu­
larly to the RAC meetings and, of 
course, the Federal Interagency Com­
mittee is kept fully informed of the ac­
tivities of this committee.

It was also recommended by a com­
mentator that the NIH finance the 
cost of attendance at RAC meetings 
by interest members of the public. For 
the present I do not believe such a 
policy is necessary, especially in light 
of the responsibilities of the DAC for 
public oversight where public wit­
nesses may be invited and their ex­
penses paid (as they were at the De­
cember 1977 hearing). All RAC meet­
ings are announced in the Federal 
R egister and are open to the public.

In sum, the operations of the RAC 
have been more clearly detailed in the 
PRG-NIH. The procedures for the se­
lection of members and the operations 
of the committee have been, or are in 
the process of being, formalized for 
the benefit of the scientific communi­
ty and the public.

NIH Components. A new section now 
describes all other functions of the 
NIH including the responsibilities of 
the Office of Recombinant DNA Activ­
ities (ORDA). Several commentators 
at the public hearing in 1976 urged 
that the NIH create an office to co­

ordinate recombinant DNA activities. 
On the basis of these suggestions, 
ORDA was created and Dr. William 
Gartland was named Director. Since 
its creation, ORDA has done a splen­
did job in fulfilling very difficult tasks 
in the implementation of the NIH 
Guidelines. Dr. Garland, who also 
serves as Executive Secretary to the 
RAC, has provided a focus for coordi­
nation of activities within the NIH 
and with institutional biosafety com­
mittees.

It is important to note that the re­
sponsibility of the NIH peer review 
groups (e.g., study sections) for an in­
dependent assessment of the recom­
binant DNA research protocols has 
been eliminated. This responsibility 
will now solely be that of ORDA in 
conjunction with the institutional bio­
safety committee. In the IV2 years of 
our experience, such review by NIH 
peer review groups has been found to 
be unnecessary and an additional 
burden on these groups.

Several commentators urged new re­
sponsibilities for ORDA and additional 
personnel to fulfill them. Several 
urged that ORDA be responsible for 
inspecting and certifying laboratories 
at the P3 level. At the present time P4 
facilities are operating at the Freder­
ick Cancer Research Center in Freder­
ick, Md, and at the NIH in Bethesda, 
Md; no other P4 facilities for recom­
binant DNA research are in operation 
nationally. The NIH has the responsi­
bility under the Guidelines to certify 
P4 facilities because of their special 
nature. However, a P3 facility does not 
require special expertise at a national 
level; and there is no need for national 
certification of P3 facilities. As speci­
fied, the local institution has responsi­
bility for monitoring and certifying fa­
cilities from the PI to the P3 level and 
that, indeed, should be a local respon­
sibility.

Several commentators urged greater 
dissemination of information to the 
public and scientific community alike. 
ORDA has a key responsibility for the 
dissemination of information through 
the “Recombinant DNA Technical 

* Bulletin.” The Bulletin is a new publi­
cation that attempts to link investiga­
tors involved in recombinant DNA re­
search, both in the United States and 
abroad, with ‘the advisory groups and 
organizations active in this area. In 
light of comments received, the Bulle­
tin will include more information for 
institutional biosafety committees, as 
well as for the advisory groups at the 
national and local levels. It was sug­
gested that ORDA provide advice to 
state and local governments, and to 
the most practical extent, ORDA will 
be available to state and local govern­
ments for technical advice. In large 
part, ORDA serves as a clearinghouse 
for information related to recombin­

ant DNA activities internationally, na­
tionally, and locally.
Registration and Compliance (Gener­
al)

Over the past 2 years in the adminis­
tration of the NIH Guidelines, it has 
been clear to me that a new section 
should be added on the general re­
quirements for registration of activi­
ties with the NIH, not only for NIH 
grantees or contractors, but also, on a 
voluntary basis, for the private sector. 
Further, in light of the review of HEW 
policies on the patenting of recombin­
ant DNA research inventions, a section 
on disclosure of information was also 
necessary. And finally, as suggested, a 
section on compliance with the Guide­
lines was needed. Thus, new sections C 
and D have been added under “Roles 
and Responsibilities” covering Regis­
tration (including disclosure of infor­
mation) and Compliance. Many com­
ments on the Guidelines over the past 
iy2 years and at the public hearing in 
December 1977 urged that these provi­
sions be added, and in my view, they 
are necessary in the absence of legisla­
tion. Further, if legislation were to 
pass, these provisions could serve as a 
model for the regulations to be pro­
mulgated on the basis of the legisla­
tion. As in 1976, I believe the Guide­
lines should not become regulations 
without new legislation specifically 
mandating this.
Registration and . Compliance (Spe­
cific)

Section IV-C has been added provid­
ing the elements for registration. 
Other requirements may need to be 
added; notice will be given of any 
change in the requirements. All pro­
jects subject to the Guidelines must be 
registered with ORDA. A mechanism 
for voluntary registration by the pri­
vate sector has been provided in re- 
sponse’to suggestions by private sector 
representatives. A requirement for 
registration is that the registrant must 
agree to abide by the standards of the 
Guidelines.

Many comments were directed to the 
protection of proprietary information. 
A new section outlining the elements 
for protection of proprietary data has 
been included in response to these sug­
gestions.

One commentator urged that no pat­
ents be granted for recombinant DNA 
research inventions. Shortly after the 
release of the Guidelines in 1976, NIH 
received a letter requesting a review of 
HEW policies relating to the patenting 
of recombinant DNA research inven­
tions. The letter prompted NIH to 
review current patent regulations gov­
erning existing institutional patent 
agreements and to consider how re­
combinant DNA research inventions 
should be handled under the terms of 
those agreements. On the basis of ex-
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tensive Department and Interagency 
Committee review, it was agreed that, 
at least for the present, recombinant 
DNA research inventions developed 
under HEW/NIH support should con­
tinue to be administered within cur­
rent HEW patent agreements. Each 
agreement, however, would require 
that licenses could be granted only if 
the licensee provides assurance of 
compliance with the physical and bio­
logical containment standards set 
forth in the Guidelines. My decision 
and analysis on this were released in 
March 1978. A copy is available from 
the Office of Recombinant DNA Activ­
ities, NIH, Bethesda, Md. 20014. Thus, 
I do not believe that a restriction of 
patents in this research area is war­
ranted.

A commentator urged that a system 
of fines be spelled out. NIH has no au­
thority to impose fines in the absence 
of new legislation. However, NIH will 
suspend, limit, or terminate a grant or 
contract for noncompliance with the 
Guidelines. A commentator urged that 
penalty procedures be specified. 
Should it be necessary to suspend, 
limit, or terminate a grant, appropri­
ate HEW procedures will be followed.

In sum, Part IV of the Guidelines on 
Roles and Responsibilities has been 
substantially revised in response to 
the suggestions from many commenta­
tors. The Guidelines now provide even 
more opportunity for advice from the 
local to the national level. The spirit 
of cooperation and effective oversight 
will be enhanced by the revised Guide­
lines both at the local level between 
the research community and the 
public and at the national level with 
Federal agencies, the scientific com­
munity, and private sectors.

D onald S. Fredrickson, 
Director,

National Institutes of Health.
Recombinant DNA R esearch—R e­

vised Guidelines Proposed by the
D irector, NIH
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I. Scope of the Guidelines

I-A. Purpose. The purpose of these, 
guidelines is to specify practices for 
constructing and handling (i) recom­
binant DNA molecules and (ii) organ­
isms and viruses containing recombin­
ant DNA molecules.

I-B. Definition of Recombinant DNA 
Molecules. In the context of these 
guidelines, recombinant DNA mole­
cules are defined as either (i) mole­
cules which are constructed outside 
living cells by joining natural or syn­
thetic DNA segments to DNA mole­
cules that can replicate in a living cell, 
or (ii) DNA molecules that result from 
the replication of those described in (i) 
above.

I-C. General Applicability. The 
guidelines are applicable to all recom­
binant DNA research within the 
United States or its territories con­
ducted at or sponsored by an institu­
tion that receives any support for re­
combinant DNA research from NIH. 
This includes research performed di­
rectly by NIH.

Any individual receiving support 
must be associated with or sponsored 
by an institution which can and does 
assume responsibilities described in 
these guidelines.

Once approved at the local level, re­
search may proceed but shall be modi­
fied in accordance with the recommen­
dations of the NIH if found not to
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comport with requirements of the NIH 
guidelines.

The guidelines are also applicable to 
projects done abroad if they are sup­
ported by NIH funds. If the host coun­
try has established rules for the con­
duct of recombinant DNA projects, 
then a certificate of compliance with 
the host country rules may be submit­
ted to NIH in lieu of compliance with 
the guidelines. NIH reserves the right 
to withhold funding if the safety prac­
tices to be employed are not reason­
ably consistent with the NIH guide­
lines. In any case, a memorandum of 
understanding and agreement (MUA) 
shall be submitted to NIH for pur­
poses of registration.

I-D. Prohibitions. The following ex­
periments are not to be initiated at 
the present time:

I-D-l. Formation of recombinant 
DNA’s derived from the pathogenic or­
ganisms classified^ ) as class 3, 4, or 
5(2) or from cells known to be infected 
with such agents, regardless of the 
host-vector system used.

I-D-2. Deliberate formation of re­
combinant DNA’s containing genes for 
the biosynthesis of potent toxins (e.g., 
hnt.n l inum or diphtheria toxins; 
venoms from insects, snakes, etc.).

I-D-3. Deliberate creation by the use 
of recombinant DNA of a plant patho­
gen with increased virulence and host 
range beyond that which occurs by 
natural genetic exchange.

I-D-4. Deliberate release into the en­
vironment of any organism containing 
recombinant DNA.

I-D-5. Deliberate transfer of a drug 
resistance trait to micro-organisms 
that are not known to acquire it natu­
rally, if such acquisition could compro­
mise the use of a drug to control dis­
ease agents in human or veterinary 
medicine or agriculture.

I-D-6. Large-scale experiments (e.g., 
more than 10 liters of culture) with or­
ganisms containing recombinant 
DNA’s, unless the recombinant DNA’s 
are rigorously characterized and are 
shown to be free of harmful genes.(3) 

We differentiate between small- and 
large-scale experiments with organ­
isms containing recombinant DNA’s 
because the probability of escape from 
containment barriers normally in­
creases with increasing scale.

Experiments in these categories may 
be excepted(4) from the prohibitions 
(and will at that time be assigned ap­
propriate levels of physical and bio­
logical containment) provided that 
these experiments are expressly ap­
proved by the Director, NIH, on rec­
ommendation of the Recombinant 
DNA Advisory Committee after appro­
priate notice and opportunity for 
public comment. In making such ex­
ceptions, weight will be given both to 
scientific and societal benefits and to 
potential risks.

NOTICES

I-E. Exemptions. It must be empha­
sized that the following exemptions^) 
are not meant to apply to experiments 
described in the section I-D as being 
prohibited.

The following recombinant DNA 
molecules are exempt from these 
guidelines, and no registration with 
NIH is necessary:

I-E-l. Those that are not in organ­
isms or viruses.(5)

I-E-2. Those that consist entirely of 
DNA segments from a single nonchro- 
mosomal or viral DNA sources, though 
one or more of the segments may be a 
synthetic equivalent.

I-E-3. Those that consist entirely of 
DNA from a prokaryotic host, includ­
ing its indigenous plasmids or virsuses, 
when propagated only in that host (or 
closely related strain of the same spe­
cies); also those that consist entirely 
of DNA from a eukaryotic host, in­
cluding its chloroplasts, mitochondria, 
or plasmids (but excluding viruses), 
when propagated only in that host (or 
a closely related strain of the same 
species).

I-E-4. Certain specified recombinant 
DNA molecules that consist entirely of 
DNA segments from different species 
that exchange DNA by known physio­
logical processes, though one or more 
of the segments may be a synthetic 
equivalent. A fist of such exchangers 
will be prepared and periodically re­
vised by the Director, NIH, on the rec­
ommendation of the Recombinant 
DNA Advisory Committee, after ap­
propriate notice and opportunity for 
public comment. Certain classes are 
exempt as of publication of these re­
vised guidelines. The list in appendix
A. An updated list may be obtained 
from the Office of Recombinant DNA 
Activities, National Institutes of 
Health, Bethesda, Md. 20014.

I-E-5. Other classes of recombinant 
DNA molecules if the Director, NIH, 
on the recommendation of the Recom­
binant DNA Advisory Committee, 
after appropriate notice and opportu­
nity for public comment, finds that 
they do not present a significant risk 
to health or the environment.

I-F. General Definitions. The follow­
ing terms, which are used throughout 
these guidelines, are defined as fol­
lows:

I-F-l. “DNA” means deoxyribo- nu­
cleic acid.

I-F-2. “Recombinant DNA mole­
cule” means either (i) molecules which 
are constructed outside living cells by 
joining natural or synthetic DNA seg­
ments to DNA molecules that can rep­
licate in a living cell, or (ii) DNA mole­
cules which result from the replication 
of a molecule described in (i) above.

I-F-3. “Director” means the Director 
of the National Institutes of Health 
(NIH) and any other officer or em­

ployee of NIH to whom authority has 
been delegated.

I-F-4. “Institution” means any 
public or private entity (including Fed­
eral, State, and local government 
agencies).

I-F-5. “Memorandum of Under­
standing and Agreement” or “MUA” 
means an institution’s certification to 
NIH that the project will comply with 
the guidelines. See appendix C regard­
ing the form and contents of an MUA.

I-F-6. “Institutional Biosafety Com­
mittee” or “IBC” is discussed in detail 
in section IV-A-2.

I-F-7. “Area Biosafety Committee” 
or “ABC” means that in special cir­
cumstances, in consultation with the 
NIH Office of Recombinant DNA Ac­
tivities, an Area Biosafety Committee 
may be formed, composed of members 
from the institution and other organi­
zations beyond its own staff, as an al­
ternative to art IBC when additional 
expertise outside the institution is 
needed for the indicated reviews.

I-F-8. “Recombinant DNA Advisory 
Committee” or “RAC” means the 
public advisory committee that shall 
advise the Secretary, Assistant Secre­
tary for Health, and the Director of 
the National Institutes of Health, con­
cerning recombinant DNA research. 
The RAC shall consist of members 
who shall be selected from persons 
k n ow ledgeable in the fields of recom­
binant DNA technology, biological 
safety, and community interests. 
Nominations for the RAC may be sub­
mitted to ORDA and will be consid­
ered in accordance with established 
nomination procedures for NIH peer 
review groups.

I-F-9. “NIH Office of Recombinant 
DNA Activities” or “ORDA” means 
the office within NIH with responsibil­
ity to (i) review and coordinate all ac­
tivities of NIH related to the guide­
lines; (ii) foster the interrelationships 
between NIH and other Government 
agencies, private foundations, profes­
sional societies and industry, in order 
to assure coordination of activities;
(iii) promote international coopera­
tion; (iv) review the composition of In­
stitutional Biosafety Committees; (v) 
review MUA’s; (vi) develop registries 
of activities related to recombinant 
DNA research (laboratories, projects, 
new containment facilities, etc.); and
(vii) prepare regular reports.

II. Containment

Effective biological safety programs 
have been operative in a variety of lab­
oratories for many years. Considerable 
information therefore already exists 
for the design of physical containment 
facilities and the selection of labora­
tory procedures applicable to organ­
isms carrying recombinant DNA’s. (6- 
19) The existing programs rely upon 
mechanisms that, for convenience, can
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be divided into two categories: (i) a set 
of standard practices that are general­
ly used in microbiological laboratories, 
and (ii) special procedures, equipment, 
and laboratory installations that pro­
vide physical barriers which are ap­
plied in varying degrees according to 
the estimated biohazard.

Experiments on recombinant DNA’s, 
by their very nature, lend themselves 
to a third containment mechanism— 
namely, the application of highly spe­
cific biological barriers. In fact, natu­
ral barriers do exist which limit either
(i) the infectivity of a vector, or vehi­
cle, (plasmid, bacteriophage, or virus) 
to specific hosts or (ii) its dissemina­
tion and survival in the environment. 
The vectors that provide the means 
for replication of the recombinant 
DNA’s and/or the host cells in which 
they replicate can be genetically de­
signed to decrease by many orders of 
magnitude the probability of dissemi­
nation of recombinant DNA’s outside 
the laboratory.

As these three means of contain­
ment are complimentary, different 
levels of containment appropriate for 
experiments with different recombin­
ants can be established by applying 
various combinations of the physical 
and biological barriers along with a 
constant use of the standard practices. 
We consider these categories of con­
tainment separately here in order that 
such combinations can be conveniently 
expressed in the guidelines.

In constructing these guidelines, it 
was necessary to define boundary con­
ditions for the different levels of phys­
ical and biological containment and 
for the classes of experiments to 
which they apply. We recognize that 
these definitions do not take into ac­
count all existing and anticipated in­
formation on special procedures that 
will allow particular experiments to be 
carried out under different conditions 
than indicated here without affecting 
risk. Indeed, we urge that individual 
investigators devise simple and more 
effective containment procedures and 
that investigators and institutional 
biosafety committees recommend 
changes in the guidelines to permit 
their use.

II-A. Standard Practices and Train­
ing. The first principle of containment 
is a strict adherence to good microbio­
logical practices. (6-15) Consequently, 
all personnel directly or indirectly in­
volved in experiments on recombinant 
DNA’s must receive adequate instruc­
tion. This should as a minimum in­
clude instruction in aseptic techniques 
and in the biology of the organisms 
used in the experiments, so that the 
potential biohazards can be under­
stood and appreciated.

Any research group working with 
agents with a known or potential bio­
hazard should have an emergency

plan which describes the procedures to 
be followed if an accident contami­
nates personnel or the environment. 
The principal investigator must insure 
that everyone in the laboratory is fa­
miliar with both the potential hazards 
of the work and the emergency plan. 
If a research group is working with a 
known pathogen for which an effec­
tive vaccine is available, all workers 
should, be immunized. Serological 
monitoring, where appropriate, should 
be provided.

II-B. Physical Containment Levels. 
The objective of physical containment 
is to confine organisms containing 
novel recombinant DNA molecules, 
and thus to reduce the potential for 
exposure of the laboratory worker, 
persons outside of the laboratory, and 
the environment to organisms contain­
ing novel recombinant DNA molecules. 
Physical containment is achieved 
through the use of laboratory prac­
tices, containment equipment, and spe­
cial laboratory design. Emphasis is 
placed on primary means of physical 
containment which are provided by 
laboratory practices and containment 
equipment. Special laboratory design 
provides a secondary means of protec­
tion against the accidental release of 
organisms outside the laboratory or to 
the environment. Special laboratory 
design is used primarily in facilities in 
which experiments of moderate to 
high potential hazard are performed.

Combinations of laboratory prac­
tices, containment equipment, and spe­
cial laboratory design can be made to 
achieve different levels of physical 
containment. Four levels of physical 
containment, which are designated as 
PI, P2, P3, and P4, are described. It 
should be emphasized that the de­
scriptions and assignments of physical 
containment detailed below are based 
on existing appproaches, to contain­
ment of pathogenic organisms. For ex­
ample, the “Classification of Etiologic 
Agents on the Basis of Hazard,” (7) 
prepared by the Center for Disease 
Control, describes four general levels 
which roughly correspond to our de­
scriptions for PI, P2, P3, and P4; and 
the National Cancer Institute de­
scribes three levels for research on on­
cogenic viruses which roughly corre­
spond to our P2, P3, and P4 levels.(8)

It is recognized that several differ­
ent combinations of laboratory prac­
tices, containment equipment, and spe­
cial laboratory design may be appro­
priate for containment of specific re­
search activities. The guidelines, 
therefore, allow alternative selections 
of primary containment equipment 
within facilities that have been de­
signed to provide P3 and P4 levels of 
physical containment. The selection of 
alternative methods of primary con-  ̂
tainment is dependent, however, on 
the level of biological containment

provided by the host-vector system 
used in the experiment. Consideration 
will also be given by the Recombinant 
DNA Advisory Committee to other 
combinations which achieve an equiva­
lent level of containment. Additional 
material on physical containment for 
plant host-vectoy systems is found in 
sections III-C-3 and III-C-4.

II-B-1. PI Level.
II-B-l-a. Laboratory Practices.
II-B-l-a-(l). Laboratory doors shall 

be kept closed while experiments are 
in progress.

II-B-l-a-(2). Work surfaces shall be 
docontaminated daily, and immediate­
ly following spills of organisms con­
taining recombinant DNA molecules.

II-B-l-a-(3). All biological wastes 
shall be decontaminated before dispos­
al. Other contaminated materials such 
as glassware, animal cages, and labora­
tory equipment shall be decontaminat­
ed before washing, reuse, or disposal.

II-B-l-a-(4). Mechanical pipetting 
devices shall be used; pipetting by 
mouth is prohibited.

II-B-l-a-(5). Eating, drinking, smok­
ing, and storage of foods are not per­
mitted in the working area.

II-B-l-a-(6). Persons shall wash 
their hands after handling organisms 
containing recombinant DNA mole­
cules and when they leave the labora­
tory.

II-B-l-a-(7). Care shall be taken in 
the conduct of all procedures to mini­
mize the creation of aerosols.

II-B-l-a-(8). Contaminated materi­
als that are to be decontaminated at a 
site away from the laboratory shall be 
placed in a durable leak-proof contain­
er which is closed before removal from 
the laboratory.

II-B-l-a-(9). An insect and rodent 
control program shall be instituted.

II-B-l-a-(lO). The use of laboratory 
gowns, coats, or uniforms is discretion­
ary with the laboratory supervisor.

II-B -l-a-(ll). Use of the hypoder­
mic needle and syringe shall be avoid­
ed when alternative methods are avail­
able.

II-B-l-b. Containment Equipment 
Special containment equipment is not 
required at the PI level.

II-B-l-c. Special Laboratory Design. 
Special laboratory design is not re­
quired at the PI level.

II-B-2. P2 Level
II-B-2-a. Laboratory Practices.
II-B-2-a-(l). Laboratory doors shall 

be kept closed while experiments are 
in progress.

II-B-2-a-(2). Work surfaces shall be 
decontaminated daily, and immediate­
ly following spills of organisms con­
taining recombinant DNA molecules.

II-B-2-a-(3). All biological wastes 
shall be decontaminated before dispos­
al. Other contaminated materials such 
as glassware, animal cages, and labora-
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tory equipment shall be decontaminat­
ed before washing, reuse, or disposal.

II-B-2-a-(4). Mechanical pipetting 
devices shall be used; pipetting by 
mouth is prohibited.

II-B-2-a-(5). Eating, drinking, smok­
ing, and storage of food are not per­
mitted in the laboratory area.

II-B-2-a-(6). Persons shall wash 
their hands after handling organisms 
containing recombinant DNA mole­
cules and when they leave the labora­
tory.

II-B-2-a-(7). »Care shall be exer­
cised to minimize the creation of aero­
sols. For example, manipulations such 
as inserting a hot inoculating loop or 
needle into a culture, flaming an in­
oculation loop or needle so that it 
splatters, and forceful ejection of 
fluids from pipettes or syringes shall 
be avoided.

II-B-2-a-(8). Contaminated materi­
als that are to be decontaminated at a 
site away from the laboratory shall be 
placed in a durable leak-proof contain­
er which is closed before removal from 
the laboratory.

II-B-2-a-(9). »Only persons who 
have been advised of the nature of the 
research being conducted shall enter 
the laboratory.

II-B-2-a-(10). -»Children under 12 
years of age shall not enter the labora­
tory.

II-B-2-a-(ll). »The universal bioha­
zard sign shall be posted on all labora­
tory access doors when experiments 
requiring P2 containment are in pro­
gress. Freezers and refrigerators used 
to store organisms containing recom­
binant DNA molecules shall also be 
posted with the universal biohazard 
sign.

II-B-2-a-(12). An insect and rodent 
control program shall be instituted.

II-B-2-a-(13). »The use of laboratory 
gowns, coats, or uniforms is required. 
Laboratory clothing shall not be worn 
to the lunch room or outside of the 
building in which the laboratory is lo­
cated.

II-B-2-a-(14). "»Animals not related 
to the experiment shall not be permit­
ted in the laboratory.

II-B-2-a-(15). Use of the hypoder­
mic needle and syringe shall be avoid­
ed when alternative methods are avail­
able.

II-B-2-a-(16). *The laboratory shall 
be kept neat and clean.

II-B-2-a-(17). -»Experiments of lesser 
biohazard potential can be carried out 
concurrently in carefully demarcated 
areas of the same laboratory.

II-B-2-b. Containment Equipment. 
-»Biological safety cabinets (.20) shall 
be used to contain aerosol-producing 
equipment such as blenders, lyophi-

»Denotes laboratory practices, contain­
ment equipment, or special laboratory 
design which were not required at the next 
lower level of containment.

lizers, sonicators, and centrifuges 
when used to process organisms con­
taining recombinant DNA molecules, 
except where equipment design pro­
vides for containment of the potential 
aerosol. For example, a centrifuge may 
be operated in the open if a sealed 
head or safety centrifuge cups are 
used.

II-B-2-c. Special Laboratory Design. 
»An autoclave for sterilization of 
wastes and contaminated materials 
shall be available in the same building 
in which organisms containing recom­
binant DNA molecules are used.

II-B-3. P3 Level.
II-B-3-a. Laboratory Practices.
II-B-3-a-(l). Laboratory doors shall 

be kept closed while experiments are 
in progress.

II-B-3-a-(2). ’Work surfaces shall be 
decontaminated following the comple­
tion of the experimental activity, and 
immediately folowing spills of organ­
isms containing recombinant DNA 
molecules.

II-B-3-a-(3). All biological wastes 
shall be decontaminated before dispos­
al. Other contaminated materials such 
as glassware, animal cages, and labora­
tory equipment shall be decontaminat­
ed before washing, reuse, or disposal.

II-B-3-a-(4). Mechanical pipetting 
devices shall be used; pipetting by 
month is prohibited.

II-B-3-a-(5). Eating, drinking, smok­
ing, and storage of food are not per­
mitted in the laboratory area.

II-B-3-a-(6). Persons shall wash 
their hands after handling organisms 
containing recombinant DNA mole­
cules and when they leave the labora­
tory.

II-B-3-a-(7). Care shall be exercised 
to minimize the creation of aerosols. 
For example, manipulations such as 
inserting a hot inoculating loop or 
needle into a culture, flaming an in­
oculation loop or needle so that it 
splatters, and forceful ejection of 
fluids from pipettes or syringes shall 
be avoided.

II-B-3-a-(8). Contaminated materi­
als that are to be decontaminated at a 
site away from the laboratory shall be 
placed in a durable leak-proof contain­
er which is closed before removal from 
the laboratory.

II-B-3-a-(9). »Entry into the labora­
tory shall be through a controlled 
access area. Only persons who have 
been advised of the nature of the re­
search being conducted shall enter the 
controlled access area. Only persons 
required on the basis of program or 
support needs shall be authorized to 
enter the laboratory. Such persons 
shall be advised of the nature of the 
research being conducted before entry, 
and shall comply with all required 
entry and exit procedures.

II-B-3-a-(10). Children under 12 
years of age shall not enter the labora­
tory.

II-B-3-a-(ll). -»The universal bioha­
zard sign shall be posted on the con­
trolled access area door and on all lab­
oratory doors when experiments re­
quiring P3-level containment are in 
progress. Freezers and refrigerators 
used to store organisms containing re­
combinant DNA molecules shall also 
be posted with the universal biohazard 
sign.

II-B-3-a-(12). An insect and rodent 
control program shall be instituted.

II-B-3-a-(13). »Laboratory clothing 
that protects street clothing (i.e., long- 
sleeve solid-front or wrap-around 
gowns, no-button or slipover jackets, 
etc.) shall be worn in the laboratory. 
Front-button laboratory coats are un­
suitable. Laboratory clothing shall not 
be worn outside the laboratory and 
shall be decontaminated before it is 
sent to the laundry.

II-B-3-a-(14). '»Raincoats, overcoats, 
topcoats, coats, hats, caps, and such 
street outer-wear shall not be kept in 
the laboratory.

II-B-3-a-(15). ’»Gloves shall be worn 
when handling materials requiring P3 
containment. They shall be removed 
aseptically immediately after the han­
dling procedure and decontaminated.

II-B-3-a-(16). »Animals and plants 
not related to the experiment shall 
not ber permitted in the laboratory.

II-B-3-a-(17). »Vacuum outlets shall 
be protected by filter and liquid disin­
fectant traps.

II-B-3-a-(18). Use of hypodermic 
needle and syringe shall be avoided 
when alternative methods are availa­
ble.

II-B-3-a-(19). The laboratory shall 
be kept neat and clean.

II-B-3-a-(20). »If experiments in­
volving other organisms which require 
lower levels of containment are to be 
conducted in the same laboratory con­
currently with experiments requiring 
P3-level physical containment, they 
shall be conducted in accordance with 
all P3-level laboratory practices.

II-B-3-b. Containment Equipment
II-B-3-b-(l). »Biological safety cabi­

nets 20 shall be used for all equipment 
and manipulations that produce aero­
sols—e.g., pipetting, dilutions, transfer 
operations, plating, flaming, grinding, 
blending, drying, sonicating, shaking, 
centrifuging—where these procedures 
involve organisms containing recom­
binant DNA molecules, except where 
equipment design provides for contain­
ment of the potential aerosol.

II-B-3-b-(2). »Laboratory animals 
held in a P3 area shall be housed in 
partial containment caging systems 
such as Horsfall units, open cages 
placed in ventilated enclosures, solid- 
wall-and-bottom cages covered by 
filter bonnets, or solid-wall and
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bottom-cages placed on holding racks 
equipped with ultraviolet radiation 
lamps and reflectors. (N ote: Conven­
tional caging systems may be used, 
provided that all personnel wear ap­
propriate personal protective devices. 
These shall include at a minimum wra­
paround gowns, head covers, gloves, 
shoe covers, and respirators. All per­
sonnel shall shower on exit from areas 
where these devices are required.)

II-B-3-b-(3). *Alternative Selection 
of Containment Equipment Experi­
mental procedures involving a host- 
vector system which provides a one-

step higher level of biological contain­
ment than that specified in Part III 
can be conducted in the F3 laboratory 
using containment equipment speci­
fied for the P2 level of physical con­
tainment. Experimental procedures in­
volving a host-vector system which 
provides a one-step lower level of bio­
logical containment than that speci­
fied in Part III can be conducted in 
the P3 laboratory using containment 
equipment specified for the P4 level of 
physical containment. Alternative 
combinations of containment safe­
guards are shown in table I.

Table I

CCMBINATICNS OF CONTA IM4ENT SAFEGUARDS

C la s s if ic a tio n  of 
experiment

Alternate combinations of physical and biological containment

Physical
containment

Physical Containment

B io lo g ical
containment

B iological*
containment

Laboratory
design

sp ec ified  fo r:

Laboratory 
p rac tice s  

sp ec ified  fo r:

Containment 
equipment 

sp ec ified  fo r:

P3 HV3 P3 P3 P3 HV3
P3 HV3 P3 P3 P4 HV2

P3 HV2 P3 P3 P3 HV2
P3 HV2 P3 P3 P2 HV3
P3 HV2 P3 P3 P4 HV1

P3 «VI P3 P3 P3 HVl
P3 HV1 P3 P3 P2 HV2

■"See Section II-D for description of biological containment.

II-B-3-c. Special Laboratory Design.
II-B-3-c-(l). T h e  laboratory shall 

be separated from areas which are 
open to unrestricted traffic flow by a 
controlled access area. A controlled 
access area is an anteroom, a change 
room, an air lock or any other double­
door arrangement which separates the 
laboratory from areas which are open 
to unrestricted traffic flow.

II-B-3-c-(2). T h e  surfaces of walls, 
floors, and ceilings shall be readily 
cleanable. Penetrations through these 
surfaces shall be sealed or capable of 
being sealed to facilitate space decon­
tamination.

II-B-3-c-(3). *A foot, elbow, or auto­
matically operated handwashing facili­
ty shall be provided near each primary 
laboratory exit area.

II-B-3-c-(4). ‘Windows in the labo­
ratory shall be sealed.

II-B-3-c-(5). ‘Laboratory doors shall 
be self-closing.

II-B-3-c-(6). ‘An autoclave for steril­
ization of wastes and contaminated 
materials shall be available in the 
same building (and preferably within 
the controlled laboratory area) in 
which organisms containing recombin­
ant DNA molecules are used.

II-B~3-c-(7). ‘An exhaust air ventila-

tion system shall be provided. This 
system shall be balanced so that the 
direction of airflow is from the con­
trolled access area into the laboratory 
environment. The exhaust air shall 
not be recirculated to any other areas 
of the building. Recirculation of air 
within the laboratory room, however, 
may be provided. Thè exhaust air 
from the laboratory shall be dis­
charged to the outdoors so that it is 
dispersed clear of occupied buildings 
and air intakes, the exhaust air from 
the laboratory can be discharged to 
the outdoors without filtration or 
other treatment.

II-B-3-c-(8). ‘The treated exhaust 
air from class I and class II biological 
safety cabinets (20) may be discharged 
either directly to the laboratory or to 
the outdoors. The treated exhaust air 
from a class III cabinet shall be dis­
charged directly to the outdoors. If 
the treated exhaust air from these 
cabinets is to be discharged to the out­
doors through a building exhaust air 
system, it shall be connected to this 
system so as to avoid any interference 
with the air balance of the cabinet or 
building exhaust air system.

II-B-4. P4 Level.

II-B-4-a. Laboratory Practices.
II-B-4-a-(l). Laboratory doors shall 

be kept closed while experiments are 
in progress.

II-B-4-a-(2). Work surfaces shall be 
decontaminated following the comple­
tion of the experimental activity and 
immediately following spills of organ­
isms containing recombinant DNA 
molecules.

II-B-4-a-(3). All biological wastes 
shall be decontaminated before dispos­
al. Other contaminated materials such 
as glassware, animal cages, and labora­
tory equipment shall be decontaminat­
ed before washing, reuse, or disposal.

II-B-4-a-(4). Mechanical pipetting 
devices shall be used; pipetting by 
mouth is prohibited.

II-B-4-a-(5). ‘Eating, drinking, 
smoking, and storage of food are not 
permitted in the P4 facility.

II-B-4-a-(6). Persons shall wash 
their hands after handling organisms 
containing recombinant DNA mole­
cules and when they leave the labora­
tory.

II-B-4-a-(7). Care shall be exercised 
to minimize the creation of aerosols. 
For example, manipulations such as 
inserting a hot inoculating loop or 
needle into a culture, flaming an in­
oculation loop or needle so that is 
splatters, and forceful ejection of 
fluids from pipettes or syringes shall 
be avoided.

II-B-4-a-(8). ‘Biological materials to 
be removed from the P4 facility in a 
viable or intact state, shall be trans­
ferred to a nonbreakable sealed con­
tainer which is then removed from the 
P4 facility through a passthrough dis­
infectant dunk tank or fumigation 
chamber.

II-B-4-a-(9). ‘No materials, except 
for biological materials that are to 
remain in a viable or intact state, shall 
be removed from the P4 facility unless 
they have been sterilized or decon­
taminated as they pass out of the P4 
facility. All wastes and other materials 
as well as equipment not damaged by 
high temperature or steam shall be 
sterilized in the double-door autoclave 
of the P4 facility. Other materials 
which may be damaged by tempera­
ture or steam shall be removed from 
the P4 facility through a passthrough 
fumigation chamber.

II-B-4-a-(10). ‘Materials within the 
class III cabinets shall be removed 
from the cabinet system only after 
being sterilized in an attached double­
door autoclave or after being con­
tained in a nonbreakable sealed con­
tainer which is then passed through a 
disinfectant dunk tank or a fumigation 
chamber.
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II-B-4-a-(ll). *Only persons whose 
entry into the P4 facility is required to 
meet program or support needs shall 
be authorized to enter. Before enter­
ing, such persons shall be advised of 
the nature of the research being con­
ducted and shall be instructed as to 
the appropriate safeguards to insure 
their safety. They shall comply with 
instructions and all other required 
procedures.

II-B-4-a-(12). *Persons under 18 
years of age shall not enter the P4 fa­
cility.

II-B-4-a-(13). ♦Personnel shall enter 
into and exit from the P4 facility only 
through the clothing change and 
shower rooms. Personnel shall shower 
at each egress from the P4 facility. Air 
locks shall not be used for personnel 
entry or exit except for emergencies.

II-B-4-a-(14). ‘Street clothing shall 
be removed in the outer side of the P4 
facility clothing change area and kept 
there. Complete laboratory clothing 
including undergarments, head cover, 
shoes, and either pants and shirts or 
jumpsuits shall be provided and used 
by all persons who enter the P4 facili­
ty. Upon exit, personnel shall store 
this clothing in lockers provided for 
this purpose or discard it into collec­
tion hampers before entering the 
shower area.

II-B-4-a-(15). ♦The universal bioha­
zard sign is required on the P4 facility 
access doors and all interior doors to 
individual laboratory rooms where ex­
periments are conducted.

II-B-4-a-(16). An insect and rodent 
control program shall be instituted.

II-B-4-a-(17). Animals and plants 
not related to the experiment shall 
not be permitted in the laboratory in 
which the experiment is being con­
ducted.

II-B-4-a-(18). Use of the hypoder­
mic needle and syringe shall be avoid­
ed when alternate methods are availa­
ble.

NOTICES

II-B-4-a-(19). The laboratory shall 
be kept neat and clean.

II-B-4-a-(20). ♦If experiments in­
volving other organisms which require 
lower levels of containment are to be 
conducted in the P4 facility concur­
rently with experiments requiring P4- 
level containment, they shall be con­
ducted in accordance with all P4-level 
laboratory practices specified in this 
section.

II-B-4-b. Containment Equipment
II-B-4-b-(l). ♦Experimental proce­

dures involving organisms which re­
quire P4-level physical containment 
shall be conducted either in (i) a class 
III cabinet system or in (ii) class I or 
class II cabinets that are located in a 
specially designed area in which all 
personnel are required to wear one- 
piece positive*pressure isolation suits.

II-B-4-b-(2). *Laboratory animals 
involved in experiments requiring P4- 
level physical containment shall be 
housed either in cages contained in 
class III cabinets or in partial contain­
ment caging systems (such as Horsfall 
units, open cages placed in ventilated 
enclosures, or solid wall and bottom 
cages covered by filter bonnets, or 
solid wall and bottom cages placed on 
holding racks equipped with ultravio­
let irradiation lamps and reflectors) 
that are located in a specially designed 
area in which all personnel are re­
quired to wear one-piece positive-pres­
sure suits.

II-B-4-b-(3). *Alternative Selection 
of Containment Equipment Experi­
mental procedures involving a host- 
vector system which provides a one- 
step higher level of biological contain­
ment than that specified in Part III 
can be conducted in the P4 facility 
using containment equipment require­
ments specified for the P3 level of 
physical containment. Alternative 
combinations of containment safe­
guards are shown in table II.

Table II

COMBINATIONS OF OOOTMittEOT SAFEGUARDS

C la s s if ic a tio n  o f 
experiment

accordinq to  Guidelines A ltern a te  combinations o f physical and b io lo g ica l containment

Physical B iological* 
containment containment

Physical containment

B io log ical
containment

Laboratory Laboratory Contairment 
design p rac tice s  equipment 

sp e c if ied  fo r: sp ec ified  fo r: sp ec if ied  fo r:

P4 HV1 
P4 HV1

P4 P4 P4 
P4 P4 P3

HVl
HV2

♦ See Section II-D  fo r  d e sc rip tio n  o f b io lo g ica l containment.

II-B-4-c. Special Laboratory Design, be located in a restricted access facili- 
II-B-4-c-(l). ♦The laboratory shall ty which is either a separate building

or a clearly demarcated and isolated 
zone within a building. Clothing 
change areas and shower rooms shall 
be provided for personnel entry and 
egress. These rooms shall be arranged 
so that personnel egress is through 
the shower area to the change room. A 
double-door ventilated vestibule or ul­
traviolet air lock shall be provided for 
passage of materials, supplies, and 
equipment which are not brought into 
the P4 facility through the change 
room area.

II-B-4-c-(2). ♦Walls, floors, and ceil­
ings of the P4 facility are constructed 
to form an internal shell which readily 
allows vapor-phase decontamination 
and is animal- and insect-proof. All 
penetrations through these structures 
and surfaces are sealed. (The integrity 
of the walls, floors, ceilings, and pene­
tration seals should insure adequate 
containment of a vapor-phase deconta­
minant under static pressure condi­
tions. This requirement does not imply 
that these surfaces must be airtight.)

II-B-4-c-(3). *A foot-, elbow-, or 
automatically-operated hand washing 
facility shall be provided near the door 
within each laboratory in which ex­
periments involving recombinant DNA 
are conducted in open-face biological 
safety cabinets.

II-B-4-c-(4). ♦Where a central 
vacuum system is provided, it shall not 
serve areas outside the P4 facility. The 
vacuum system shall include in-line 
HEPA filters as near as practicable to 
each use point or service cock. The fil­
ters shall be installed so as to permit 
in-place decontamination and replace­
ment. Water supply and liquid and 
gaseous services provided to the P4 fa­
cility shall be protected by devices 
that prevent backflow.

II-B-4-c-(5). ♦Fpot-operated water 
fountains are permitted in the corri­
dors of the P4 facility. The water serv­
ice provided to the fountain shall be 
protected from the water services to 
the laboratory areas of the P4 facility.

II-B-4-c-(6). Laboratory doors shall 
be self-closing.

II-B-4-c-(7). *A double-door auto­
clave shall be provided for sterilization 
of material passing out of the P4 fa­
cility. The autoclave doors shall be in­
terlocked so that both doors will not 
be open at the same time.

II-B-4-c-(8). *A passthrough dunk 
tank or fumigation chamber shall be 
provided for removal of material and 
equipment that cannot be heat-steril­
ized from the P4 facility.

II-B-4-c-(9). ‘All liquid effluents 
from the P4 facility shall be collected 
and decontaminated before disposal. 
Liquid effluents from biological safety 
cabinets and laboratory sinks shall be

FEDERAL REGISTER, VOL. 43, N O . 146— FRIDAY, JULY 28, 1978



NOTICES 33075

sterilized by heat. Liquid effluents 
from the shower and hand washing fa­
cilities may be inactivated by chemical 
treatment. HEPA filters shall be in­
stalled in all effluent drain vent lines.

II-B-4-c-(10). *An individual supply 
and exhaust-air ventilation system 
shall be provided for the P4 facility. 
The system shall maintain pressure 
differentials and directional airflow as 
required to assure inflow from areas 
outside the P4 facility toward areas of 
highest potential risk within the facili­
ty. The system shall be designed to 
prevent the reversal o t  airflow. The 
system shall sound an alarm in the 
event of system malfunction.

II-B-4-c-(ll). "Recirculation of air 
within individual laboratories of the 
P4 facility is permissible if this air is 
filtered by a HEPA filter.

II-B-4-c-(12). *The exhaust air from 
the P4 facility shall be filtered and 
discharged to the outdoors so that,it is 
dispersed clear of occupied buildings 
and air intakes. The filter chambers 
shall be designed to allow in situ de­
contamination before removal and to 
facilitate certification testing after re­
placement.

II-B-4-c-(13). The treated exhaust 
air from Class I and Class II biological 
safety cabinets(20) may be discharged 
directly to the laboratory room envi­
ronment or to the outdoors. The treat­
ed exhaust air from Class III cabinets 
shall be discharged to the outdoors. If 
the treated exhaust air from these 
cabinets is to be discharged to the out­
doors through the P4 facility exhaust 
air system, it shall be connected to 
this system so as to avoid any interfer­
ence with the air balance of the cabi­
nets or the facility exhaust air system.

II-B-4-c-(14). *A specially designed 
suit area may be provided in the facili­
ty. Personnel who enter this area shall 
wear a one-piece positive-pressure suit 
that is ventilated by a life-support 
system. The life-support system shall 
be provided with alarms and emergen­
cy backup air. Entry to this area is 
through an air-lock fitted with air­
tight doors. A chemical shower area 
shall be provided to decontaminate 
the surfaces of the suit before remov­
al. The exhaust air from the suit area 
shall be filtered by two sets of HEPA 
filters installed in series, and a dupli­
cate filtration unit and exhaust fan 
shall be provided. The air pressure 
within the suit area shall be less than 
that in any adjacent area. An emer­
gency lighting system, communication 
systems, and power source shall be 
provided.

The internal shell of the suit area 
shall be airtight. A doubledoor auto­
clave shall be provided for sterilization 
of all waste materials to be removed 
from the suit area.

II-C. Shipment Recombinant DNA 
when contained in an organism or

virus shall be shipped in compliance 
with the requirements issued by the 
U.S. Public Health Service (section 
72.25 of Part 72, Title 42, Code of Fed­
eral Regulations), Department of 
Transportation (section 173.387(b) of 
Part 173, Title 49, Code of Federal 
Regulations), and the Civil Aeronau­
tics Board (C.A.B. No. 82, Official Air 
Transport Restricted Articles Tariff 
No. 6-D) for shipment of etiologic 
agents.

The packaging and shipment of or­
ganism and viruses containing recom­
binant DNA molecules shall be in com­
pliance with all requirements specified 
in subparagraphs (1)—(5) of paragraph
(c), “Transportation; etiologic agents 
subject to additional requirements,” of 
section 72.25 of Part 72, Title 42, Code 
of Federal Regulations. Subparagraph
(6) of paragraph (c) of section 72.25 of 
Part 72, Title 42, Code of Federal Reg­
ulations shall apply to the shipment 
of all viable host and vector organisms 
which require P4 physical contain­
ment.

Additional information on packaging 
and shipment is given in “Labortory 
Safety Monograph—A Supplement to 
the NIH Guidelines for Recombinant'' 
DNA Research.”

II-D. Biological containment
II-D-1. Levels of biological contain­

ment In consideration of biological 
containment, the vector (plasmid, or­
ganelle, or virus) for the recombinant 
DNA and the host (bacterial, plant, or 
animal cell) in which the vector is 
propagated in the laboratory will be 
considered together. Any combination 
of vector and host which are to pro­
vide biological containment must be 
constructed so that the following 
types of “escape” are minimized: (i) 
Survival of the vector in its host out­
side the laboratory, and (ii) transmis­
sion of the vector from the propaga­
tion host to other nonlaboratory 
hosts.

The following levels of biological 
containment (HV, or Host-Vector, sys­
tems) for prokaryotes will be estab­
lished; specific criteria will depend on 
the organisms to be used. Eukaryotic 
host-vector systems are considered in 
Part III.

II-D-l-a. HV1. A host-vector system 
which provides a moderate level of 
containment. Specific systems:

II-D-l-a-(l). EK1. The host is 
always E. coli K-12 or a derivative 
thereof, and the vectors include non- 
conjugative plasmids (e.g., pSClOl, 
ColEl, or derivatives thereof (21-27) 
and variants of bacteriophage, such as 
0(28-33). The E. coli K-12 hosts 
should not contain conjugation-profi­
cient plasmids, whether autonomous 
or integrated, or generalized transduc­
ing phages.

II-D-l-a-(2). Other Prokaryotes. 
Hosts and vectors should be, at a mini­

mum, comparable in containment to E. 
coli K-12 with a nonconjugative plas­
mid or bacteriophage vector. The data 
to be considered and a mechanism for 
approval of such HV1 systems are de­
scribed below (section II-D-2).

II-D-l-b. HV2. These are host-vector 
systems shown to provide a high level 
of biological containment as demon­
strated by data from suitable tests per­
formed in the laboratory. Escape of 
the recombinant DNA either via sur­
vival of the organisms or via transmis­
sion of recombinant DNA to other or­
ganisms should be less than Vio8 under 
specified conditions. Specific systems:

II-D-l-b-(l). For EK2 host-vector 
systems in which the vector is a plas­
mid, no more than one in 108 host cells 
should be able to perpetuate a cloned 
DNA fragment under the specified 
nonpermissive laboratory conditions 
designed to represent the natural envi­
ronment, either by survival of the 
original host or as a conséquence of 
transmission of the cloned DNA frag­
ment.

II-D-l-b-(2). i For EK2 host-vector 
systems in which the vector is a phage, 
no more than one in 10* phage parti­
cles should be able to perpetuate a 
cloned DNA fragment under the speci­
fied nonpermissive laboratory condi­
tions designed to represent the natural 
environment either (i) as a prophage 
or plasmid in the laboratory host used 
for phage propagation or (ii) by surviv­
ing in natural environments and trans­
ferring a cloned DNA fragment to 
other hosts (or their resident pro­
phages).

II-D-l-c. HV3. These are host-vector 
systems in which:

II-D-l-c-(l). All HV2 criteria are 
met.

II-D-l-c-(2). The vector is depend­
ent on its propagation host or is 
highly defective in mobilizability. Re­
version to host-independence must be 
less than Vio8 per vector genome per 
generation.

II-D-l-c-(3). No markers conferring 
resistance to antibiotics commonly 
used clinically or in agriculture are 
carried by the vector, unless expres­
sion of such markers is dependent on 
the propagating host or on unique lab­
oratory controlled conditions or is 
blocked by the inserted DNA.

II-D-l-c-(4). The specified contain­
ment shown by laboratory tests has 
been independently confirmed by 
specified tests in animals, including 
primates, and in other relevant envi­
ronments.

II-D-l-c-(5). The relevant genotypic 
and phenotypic traits have been inde­
pendently confirmed.

II-D-2. Certification of host-vector 
systems.

II-D-2-a. Responsibility. HV1 sys­
tems other than E. coli K-12, and HV2 
and HV3 host-vector systems may not
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be used unless they have been certi­
fied by the NIH. Application for certi­
fication of a host-vector system is 
made by written application to the 
Office of Recombinant DNA Activities 
(ORDA), National Institutes of 
Health, Bethesda, Md. 20014.

When appropriate, the proposed 
host-vector system will be reviewed by 
the NIH Recombinant DNA Advisory 
Committee (RAC). This may first in­
volve review of the data on construc­
tion, properties, and testing of the pro­
posed host-vector system by a subcom­
mittee composed of one or more mem­
bers of the RAC and other individuals 
chosen because of their expertise in 
evaluating such data. The committee 
will then evaluate the report of the 
subcommittee and any other available 
information at a regular meeting.

When new host-vector systems are 
certified, notice of the certification 
will be sent to the applicant and to all 
IBCs and will be published in the “re­
combinant DNA Technical Bulletin." 
Copies of a list of all currently certi­
fied host-vector systems may be ob­
tained from ORDA at any time.

NIH may at any time rescind the 
certification o f . any host-vector 
system. If certification of a host-vector 
system is rescinded, investigators may 
be asked to transfer cloned DNA into a 
different system.

Certification of a given system does 
not extend to modifications of either 
the host or vector component of that 
system. Such modified systems must 
be independently certified by NIH. If 
modifications are minor, it may only 
be necessary for the investigator to 
submit data showing that the modifi­
cations have either improved or not 
impaired the major phenotypic traits 
on which the containment of the 
system depends. More substantial 
modifications of a certified system 
may necessitate submission of com­
plete testing data.

II-D-2-b. Data to be Submitted for 
Certification

II-D2-b-(l). HV1 Systems Other than 
E. Coli K-12. The following types of 
data should be submitted, modified as 
appropriate for the particular system 
under consideration: (i) A description 
of the organism and vector; the 
strain’s natural habitat and growth re­
quirements; the range of organisms 
with which this organism normally ex­
changes genetic information and what 
sort of information is exchanged; any 
relevant information on its pathogeni­
city or toxicity, (ii) A description of 
the history of the particular strains 
and vectors to be used, including data 
on any mutations which render this 
organism less able to survive or trans­
mit genetic information, (iii) A general 
description of the range of experi­
ments contemplated, with emphasis on

the need for developing such an HV1 
system.

I- D-2-b-(2). HV2 Systems. Investiga­
tors planning to request HV2 certifica­
tion for host-vector systems can obtain 
instructions from ORDA concerning 
data to be submitted. In general, the 
following types of data are required:
(i) Description of construction steps, 
with indication of source, properties, 
and manner of introduction of genetic 
traits, (ii) Quantitative data on the 
stability of genetic traits that contrib­
ute to the containment of the system,
(iii) Data on the survival of the host- 
vector system under non-permissive 
laboratory conditions designed to rep­
resent the relevant natural environ­
ment. (iv) Data on transmissibility of 
the vector and/or a cloned DNA frag­
ment under both permissive and non- 
permissive conditions, (v) Data on all 
other properties of the system which 
affect containment and utility, includ­
ing information on yields of phage or 
plasmid molecules, ease of DNA isola­
tion, and ease of transfection or trans­
formation. (vi) In some cases, the in­
vestigator may be asked to submit 
data on survival and vector transmissi­
bility from experiments in which the 
host-vector is fed to laboratory ani­
mals (e.g., rodents). Such in vivo data 
may be required to confirm the valid­
ity of predicting in vivo survival on 
the basis of in vitro experiments.

Data must be submitted in writing to 
ORDA. Ten to twelve weeks are nor­
mally required for review and circula­
tion of the data prior to the meeting 
at which such data can be considered 
by the NIH Recombinant DNA Adviso­
ry Committee (RAC). Investigators are 
encouraged to publish their data on 
the construction, properties, and test­
ing of proposed HV2 systems prior to 
consideration of the system by the 
RAC and its subcommittee. More spe­
cific instructions concerning the type 
of data to be submitted to NIH for 
proposed EK2 systems involving either 
plasmids or bacteriopnage 0 in E. coli 
K-12 are available from ORDA

II- D-2-b-(3). HV3 Systems. Putative 
HV3 systems must, as the first step in 
certification, be certified as HV2 sys­
tems. Systems which meet the criteria 
given above under II-D-l-(c)-l, II-D- 
l-(c)-2, and II-D-l-(c)-3 will then be 
recommended for HV3 testing. Tests 
to evaluate various HV2 host-vector 
systems for HV3 certification will be 
performed by contractors selected by 
NIH. These contractors will repeat 
tests performed by individuals propos­
ing the HV2 system and, in addition, 
will conduct more extensive tests on 
conditions likely to be encountered in 
nature. The genotypic and phenotypic 
traits of HV2 systems will be evaluat­
ed. Tests on survival and transmissibil­
ity in and on animals, including pri­
mates, will be performed, as well as

tests on survival in certain specified 
natural environmnets.

II- D-3. Distribution of Certified 
Host-Vectors. Certified HV2 and HV3 
host-vector systems (plus appropriate 
control strains) must be obtained from 
the NIH or its designees, one of whom 
will be the investigator who developed 
the system. NIH shall announce the 
availability of the system by publica­
tion of notices in appropriate journals.

Plasmid vectors will be provided in a 
suitable host strain, and*]phage vectors 
will be distributed as small-volume ly­
sates. If NIH propagates any of the 
host strains or phage, a sample will be 
sent to the investigator who developed 
the system or to an appropriate con­
tractor, prior to distribution, for verifi­
cation that the material is free from 
contamination and unchanged in 
phenotypic properties.

In distributing the certified HV2 and 
HV3# host-vector systems, NIH or its 
designee will (i) send out a complete 
description of the system; (ii) enumer­
ate and describe the tests to be per­
formed by the user in order to verify 
important phenotypic traits; (iii) 
remind the user that any modification 
of the system necessitates independ­
ent approval of the system by the NIH 
on recommendation of the RAC; and
(iv) remind the user of responsibility 
for notifying ORDA of any discrepan­
cies with the reported properties or 
any problems in the safe use of the 
system.

NIH may also distribute certified 
HV1 host-vector systems.

III. Containment Guidelines for 
Covered Experiments

Part III discusses experiments cov­
ered by the guidelines. The reader 
must first consult part I, where list­
ings are given of prohibited and 
exempt experiments.

Containment guidelines for permissi­
ble experiments are given in part III. 
Changes in these levels for specific ex­
periments (or the assignment of levels 
to experiments not explicitly consid­
ered here) may be expressly approved 
by the Director, NIH, on the recomme- 
dation of the Recombinant DNA Advi­
sory Committee (RAC).

III- A. Classification of Experiments 
Using the E. coli K-12 Host-Vector Sys­
tems. Most recombinant DNA experi­
ments currently being done employ E. 
coli K-12 host-vector systems. These 
are the systems for which we have the 
most experience and knowledge (i) re­
garding the effectiveness of biological 
containment provided by existing 
hosts and vectors, and (ii) necessary 
for the construction of more effective 
biological barriers. We therefore con­
sider DNA recombinants in E. coli K- 
12 before proceeding to other host- 
vector systems. The levels of biological 
containment for E. coli K-12 systems
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are designated EK1, EK2, and EK3 in 
ascending order. v

It has been necessary, throughout 
this section, to use words and phrases 
such as “purified” or “rigorously char­
acterized.” In the text such terms are 
marked with footnote reference num­
bers. These footnotes (part V) define 
more fully what these terms denote.

In the following classification of con­
tainment criteria for different kinds of 
recombinant DNA’s, the stated levels 
of physical and biological containment 
are minimal for the experiments desig­
nated. The use of higher levels of bio­
logical containment (EK3 > EK2 > 
EK1) is encouraged if they are availa­
ble and equally appropriate for the 
purposes of the experiment.

III-A-1. Shotgun Experiments. 
These experiments involve the produc­
tion of recombinant DNA’s between 
the vector and portions of the speci­
fied cellular source, preferably a par­
tially purified fraction. Care should be 
taken either to preclude or eliminate 
contaminating microogranisms before 
isolating the DNA.

III-A-l-a. Eukaryotic DNA Recom­
binants.

III-A-a-(l). Primates. P2 physical 
containment + and EK2 host-vector. 
Any lowering of containment below 
these levels (i.e., for purified DNA or 
characterized clones) cannot be made 
solely by an institutional biosafety 
committee but requires NIH approval.

III-A-l-a-(2). Other Mammals. P2 
physical containment + an EK2 host- 
vector.

III-A-l-a-(3). Birds. P2 physical 
containment + an EK2 host-vector.

III-A-l-a-(4). Cold-Blooded Verte­
brates. P2 physical containment + an 
EK1 host-vector or PI + EK2. If the 
eukaryote is known to produce a 
potent polypeptide toxin, [34] the con­
tainment shall be increased to P3 + 
EK2.

III-A-l-a-(5). Other Cold-Blooded 
Animals and Lower Eukaryotes. This 
large class of eukaryotes is divided 
into two groups:

III-A-l-a-(5)-(a). Species that are 
known to produce a potent polypep­
tide toxin(34) that acts in vertebrates, 
or are known pathogens listed in Class 
2,(1) or are known to carry such path­
ogens must use P3 physical contain­
ment + an EK2 host-vector. When the 
potent toxin is not a polypeptide and 
is likely not to be the product of close­
ly linked eukaryote genes, contain­
ment may be reduced to P3 + EK1 or 
P2 + EK2. Species that produce 
potent toxins that affect invertebrates 
of plants but not vertebrates require 
P2 + EK2 or P3 + EK1. Any species 
that has a demonstrated capacity for 
carrying particular pathogenic micro­
organisms is included in this group, 
unless the organisms used as the 
source of DNA have been shown not to

NOTICES

contain those agents, in which case 
they may be placed in the following 
group.

III-A-l-a-(5)-(b). The remainder of 
the species in this class including 
plant pathogenic or symbiotic fungi 
that do not produce potent toxins: P2 
+ EK1 or PI + EK2. However, any 
insect in this group must be either (i) 
grown under laboratory conditions for 
at least 10 generations prior to its use 
as a source of DNA, or (ii) if caught in 
the wild, must be shown to be free of 
dissease-causing microorganisms or 
must belog to a species that does not 
carry microorganisms causing disease 
in vertebrates or plants. If these condi­
tions cannot be met, experiments must 
be done under P3 + EK1 or P2 + EK2 
containment.

III-A-l-a-<6). Plants. P2 physical 
containment + an EK1 host-vector or 
PI + EK2. If the plant source makes a 
potent polypeptide toxin,(34) the con­
tainment must be raised to P3 physi­
cal containment + an EK2 host- 
vector. When the potent toxin is not a 
polypeptide and is likely not to be the 
product of closely linked plant genes, 
containment may be reduced to P3 + 
EK1 or P2 + EK2.

III-A-l-b. Prokaryotic DNA Recom­
binants.

III-A-l-b-(l). Prokaryotes That Ex­
change Genetic Inform ation35) with 
E. Colt It is expected that many of 
the prokaryotes that exchange genetic 
information with E. coli by known 
physiological processes will be exempt­
ed from these Guidelines by appearing 
on the ‘list of exchangers’ (see Section 
I-E-4).

For those not on the list, the con­
tainment levels are PI physical con­
tainment + an EK1 host-vector. In 
fact, experiments in this category may 
be performed with any E. coli K-12 
vector (e.g., conjugtive plasmids). How­
ever, for prokaryotes that are classi- 
fied(i) as Class 2 the containment 
levels are P2 + EK1.

III-A-l-b-(2). Prokaryotes That Do 
Not Exchange Genetic Information 
With E. Colt P2 physical containment 
+ an EK1 host-vector, or PI + EK2, 
except for DNA from Class 2 
agents,(I) which require P3 + EK2.

III-A-2. Plasmids, Bacteriophages, 
and Other Viruses. Recombinants 
formed between a vector and some 
other plasmid or virus DNA have in 
common the potential for acting as 
double vectors because of the replica­
tion functions in these DNA’s. The 
containment conditions given below 
apply only to propagation of the DNA 
recombinants in E. coli K-12 hosts. 
They do not apply to other hosts in 
which the recombinants may be able 
to replicate as a result of functions 
provided by the DNA inserted into the 
EK vectors. These are considered 
under other host-vector systems.
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III-A—2—a. Viruses of Eukaryotes. 
(summary given in Table III).

III-A-2-a-(l). DNA Viruses.
III-A-2-a-( 1 )-(a). Nontransforming 

viruses.
III-A-2-a-( 1 )-(a)-( 1). Adenq,-Associ- 

ated Viruses, Minute Virus of Mice, 
Mouse Adenovirus (strain FL), and 
Plant Viruses. PI physical contain­
ment + and EK1 host-vector shall be 
used for DNA recombinants produced 
with (i) the whole viral genome, (ii) 
subgenomic DNA segments, or (iii) pu­
rified cDNA copies of viral mRNA.(37).

III-A-2-a-(l)-(a)-(2). Hepatitis B.
III-A-2-a-( l)-(a)-( 2)-(a). PI physical 

containment + an EK1 host-vector 
shall be used for purified subgenomic 
DNA segments.

Ill-A-2-a-( 1)-(a)-(2)-( 6). P2 physical 
containment + an EK2 host-vector or 
P3 + EK1 shall be used for DNA for 
recombinants produced with the 
whole viral genome.

III-A-2-a-( 1 )-(a)-(2)-(c). P2 physical 
containment + an EK1, shall be used 
for DNA recombinants derived from 
purified cDNA copies of viral mRNA.

III-A-2-a-( 1 )-(a)-( 3). Other Non 
transforming Members of Presently 
Classified Viral Families.(36)

III-A-2-a-( 1 )-(a)-( 3)-(a). PI physical 
containment + an EK1 host-vector 
shall be used for (i) DNA recombin­
ants produces with purified subgeno­
mic DNA segments or (ii) purified 
cDNA copies of viral mRNA.(37)

III-A-2-a-( 1 Ma)-(3)-( b). PI physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system shall be used for DNA recom­
binants produced with the whole viral 
genome.

III-A-2-a-( 1)—(b). Transforming Vir- 
uses

III-A-2-a-( 1)-(b)-(I ). Herpes Sai- 
miri, Herpes Ateles, and Epstein Barr 
Vitus* (39)

III-A-2-a-( 1 )-(b)-( 1)-(a). PI physical 
containment + an EK1 host-vector 
shall be used for DNA recombinants 
produced with purified nontrans­
forming subgenamic DNA seg­
m en ts.^ )

III-A-2-a-( 1 )-(b)-( 1 )-(b). P2 physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system or P3 + EK1 shall be used for
(i) DNA recombinants produced with 
purified subgenamic DNA segments 
containing an entire transforming 
gene or (ii) purified cDNA copies of 
viral mRNA.(37)

III-A-2-a-( 1Mb)-(l)-(c). P3 physical 
containment + an EK1 host-vector or 
P2 + EK2 shall be used for DNA re­
combinants produced with the whole 
viral genome.

Ill-A-2-a-( 1)-(B >-( 2). Other Trans­
forming Members of Presently Classi­
fied Viral Families.(36)

III-A-2-a-( IWbM 2)-( a). PI physical 
containment + an EK1 host-vector
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shall be used for DNA recombinants 
produced with purified nontrans­
forming subgenamic DNA seg­
m en ts.^ )

III-A-2-a-( 1 )-(b)-(2)-( b). P2 physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system or P3 + EK1 shall be used for
(i) DNA recombinants produced with 
the whole viral genome, (ii) purified 
subgenamic DNA segments containing 
an entire transforming gene, or (iii) 
purified cDNA copies of viral 
mRNA.( 37)

III-A-2-a-(2). DNA Transcripts of 
RNA Viruses.

III-A-2-a-(2)-(a). Retroviruses.
III-A-2-a-(2)-(a)-(I ). Gibbon Ape, 

Woolly Monkey, Feline Leukemia and 
Feline Sarcoma Viruses.(39)

III-A-2-a-(2)-a-(i )-(a). PI physical 
containment + an EK1 host-vector 
shall be used for DNA recombinants 
produced with purified nontrans­
forming subgenamic DNA seg­
ments^ 38)

III-A-2-a-( 2)-Cl)-(b). P2 physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system, or P3 + EK1, shall be used for 
DNA recombinants produced with pu­
rified subgenamic DNA segments(33) 
containing an entire transforming 
gene.

III-A-2-a-(2)-( 1 )-<c). P2 physical 
containment + an EK2 host-vector or 
P3 + EK1 shall be used for DNA re­
combinants produced with (i) the 
whole viral genome or (ii) purified 
cDNA copies of viral mRNA.(37)

III-A-2-a-( 2)-( a)-( 2). Other Members 
of the Family Retroviridiae.(36)

III-A-2-a-(2)-(a)-(2)-(a). PI physical 
containment + an EK1 host-vector 
shall be used for DNA recombinants 
produced with purified nontrans­
forming subgenamic DNA seg­
m en ts.^ )

III-A-2-a-( 2)-(a)-(2)-( 6). P2 physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system or P3 + EK1 shall be used for 
DNA recombinants produced with (i)

purified subgenamic DNA segments 
containing an entire transforming 
gene, (ii) the whole viral genome, or
(iii) purified cDNA copies of viral 
mRNA.(37)

III-A-2-a-(2)-(b). Negative Strand 
RNA Viruses. PI physical containment 
+ an EK1 host-vector shall be used for 
DNA recombinants produced with (i) 
cDNA copies of the whole genome, (ii) 
subgenomic cDNA segments,'or (iii) 
purified cDNA copies of viral 
mRNA.(37)

III-A-2-a-(2)-(c). Plus-Strand RNA 
Viruses

III-A-2-a-(2WcHl). Types 1 and 2 
Sabin Poliovirus Vaccine Strains and 
Strain 17D (Theiler) of Yellow Fever 
Virus. PI physical containment + and 
EK1 host-vector shall be used for DNA 
recombinants produced with (i) cDNA 
copies of the whole viral genome, tii) 
subgenomic cDNA segments, or (iii) 
purified cDNA copies . of viral 
mRNA.(37)

III-A-2-a-( 2)-(c)-(2). Other Plus- 
Strand RNA Viruses Belonging to Pres­
ently Classified Viral FamiliesX36)
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Table I I I

Recommended Containment fo r  Cloning o f  V ira l DNA o r  cDNA in  E. c o l i  K-12 H ost-V ector Systems 
(See t e x t  fo r  f u l l  d e ta i ls )

Type o f  v i r a l  DNA segment to  be cloned

V irus c la s s
Stbgencmic[38] Gencmic cDNA from 

v i r a l  mRNA[37]
'tontransforming

segment
Segment co n ta in ­
ing an e n t i r e  
transform ing gene

Non-segmented
genome

Segmented
genome

ENA

Nontransforming v iru se s

AAV, M\M, Mouse Adeno (S tra in  FL) PI + EKl PI + EKl PI + EX1

P la n t V iruses PI + EKl PI + EKl PI + EKl

H e p a tit is  B PI + EKl P2 + EK2 P2 + EX1CV[40)
Or P3 + EKl oc P3 + EKl

Other Pi +  EKl PI + EK1CV140) PI + EKl

Transforming V iruses

Herpes S a im iri, H. A te les  and PI + EKl P2 +  EK1CV[40] P2 + EK2 P2 + EK1CV140J
EBV139} o r  P3 + EKl o r  P3 + EKl o r  P3 + EKl

O ther PI + EKl P2 + EK1CVI40] P2 + EK1CV[40] P2 + EK1CVI40J
o r  P3 + EKl o r  P3 + EKl o r  P3 + EKl

RNA

R etrov iruses

Gibbon Ape, Woolly Monkey PI + EKl P2 + EK1CVL40J P2 + EK2 P2 + EK2
FeLV and FeSV[39] o r  P3 + EKl o r  P3 + EKl ór P3 + EKl

O ther PI + EX1 P2 + EX1CV[40] P2 + EK1CV(40] P2 + EX1CV140]
o r  P3 + EKl o r  P3 + EKl or P3 + EKl

• Taoie i n

Recommended Containment fo r  Cloning o f  V ira l DNA o r  d m  in  E. c o l i  K-12 H ost-V ector Systems 
(See te x t  fo r  f u l l  d e ta i ls )

Type o f  v i r a l  DNA segment to  be cloned

V irus c la s s
Stbgencmic[38] Genomic cDNA from 

v i r a l  mRNA[37]
Nontransforming

segment
Segment con ta in ­
ing an e n ti r e  
transform ing qene

Nonsegmented 
. genome

Segmented
genome

Negative Strand RNA PI + EKl PI + EKl PI + EKl PI + EKl

P lu s Strand RNA
Types 1 and 2 Sabin P o lio , 17D 

Yellow Fever Vaccine S tra in s PI + EKl PI + EKl PI + EKl

Other PI + EKl P2 + EK1CV140] 
o r  P3 + EKl

P2 EK1CV140] 
o r  P3 + EKl

Dotbie Stranded RNA PI + EKl PI + EKl PI + EKl

P lan t V iruses + V iro ids PI + EKl PI + EKl PI *  EKl PI + EKl

In t r a c e l lu la r  V ira l DNA See te x t See te x t

1_____________________

See t e x t
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III-A-2-a-(2)-(c)-(2)-(a). PI physical 
containment + an EK1 host-vector 
shall be used for DNA recombinants 
produced with purified subgenomie 
cDNA segments/33)

III-A-2-a-( 2 )-(c)-(2)-( b). P2 physical 
containment + an EK1 host and a 
vector certified for use in an EK2 
system of P3+EK1 shall be used for 
DNA recombinants produced with (i) 
cDNA copies of the whole genome, or
(ii) purified cDNA copies of viral 
mRNA/37)

III-A-2-a-( 2)-(d). Double-Stranded, 
Segmented RNA Viruses. PI physical 
containment + an EK1 host-vector 
shall be used for DNA recombinants 
produced with (i) mixtures of subgeno- 
mic cDNA segments, (ii) a specific sub- 
genomic cDNA segment, or (iii) puri­
fied cDNA copies of viral mRNA. (37)

III-A-2-a-(2)-(e). RNA Plant Viruses 
and Plant Viroids. PI physical con­
tainment + an EK1 host-vector shall 
be used for DNA recombinants pro­
duced with (i) cDNA copies of the 
whole viral genome, (ii) subgenomie 
cDNA segments, or (iii) purified cDNA 
copies of viral mRNA.(37)

III-A-2-a-(3). Intracellular Viral 
DNA. Physical and biological contain­
ment specified for shotgun experi­
ments with eukaryotic cellular DNA 
[see section III-A-(l)-(a)] shall be 
used for DNA recombinants produced 
with integrated viral DNA or viral gen­
omes present in infected cells.

I ll—A-2-b. Eukaryotic Organelle 
DNA’s. P2 physical containment + an 
EK1 host-vector, or P1+EK2, for mi­
tochondrial or chloroplast DNA from 
eukaryotes when the organelle DNA 
has been obtained from isolated organ­
elles. Otherwise, the conditions given 
for shotgun experiments apply.

III-A-2-c. Prokaryotic Plasmid and 
Phage DNA’s. The containment levels 
required for shotgun experiments with 
DNA from prokaryotes apply to their 
plasmids or phages.

III-A-3. Lowering of Containment 
Levels for Characterized or Purified- 
DNA Preparations and Clones. Many 
of the risks which might conceivably 
arise from some types of recombinant 
DNA experiments, particularly shot­
gun experiments, would result from 
the inadvertent cloning of a harmful 
sequence. Therefore, in cases where 
the risk of inadvertently cloning the 
“wrong” DNA is reduced by prior en­
richment for the desired piece, or in 
which a clone, made from a random 
assortment of DNA’s, has been puri­
fied and the absence' of harmful se­
quences established, the containment 
conditions for further work may be re­
duced. The following section outlines 
the mechanisms for such reductions.

III-A-3-a. Purified DNA Other than 
Plasmids, Bacteriophages, and Other 
Viruses. The formation of DNA recom­
binants from cellular DNA’s that have

been purified (.41) and which are free 
of harmful genes(3) can be carried out 
under lower containment conditions 
than used for the corresponding shot­
gun experiment. (42) The containment 
may be decreased one step in physical 
containment (P4 —► P3 —► P2 —► PI) 
while maintaining the biological con­
tainment specified for the shotgun ex­
periment or one step in biological con­
tainment (EK3 EK2 -* EK1) while 
maintaining the specified physical 
containment. The institutional biosa­
fety committee (IBC) must review and 
may approve such a reduction. The 
IBC must notify the NIH Office of Re­
combinant DNA Activities (ORDA) in 
writing of all such actions. IBC ap­
proval is sufficient for such a reduc­
tion except for (i) primate DNA which 
also requires prior NIH approval [see 
section III-A-l-a-(l)] or (ii) any lower­
ing of containment under section III- 
A-3-a to levels below P1+EK1, which 
also requires prior NIH approval.

III-A-3-b. Characterized Clones of 
DNA Recombinants. When a cloned 
DNA recombinant has been rigorously 
characterized and there is sufficient 
evidence that it is free of harmful 
genes, (3) experiments involving this 
recombinant DNA may be carried out 
under lower containment conditions, 
as described below.

III-A-3-b-(l). Institutional biosafety 
committees (IBC’s) may give approval 
for a single-step reduction in physical 
or biological containment on receipt of 
evidence of characterization of a clone 
derived from a shotgun experiment 
and its probable freedom from harm­
ful genes. The IBC must notify ORDA 
in writing of all such actions. IBC ap­
proval is sufficient for such a reduc­
tion except for (i) primate DNA, which 
requires prior NIH approval [see sec­
tion III-A-l-a-(l)], or (ii) any lowering 
of containment under section III-A-3- 
b to levels below P1+EK1, which also 
requires prior NIH approval.

III-A-3-b-(2). Reduction of contain­
ment levels by more than one step or 
cases involving primate DNA, or cases 
involving lowering of containment 
under section III-A-3-b to levels below 
P1+EK1, will require prior approval 
by NIH.

III-B. Experiments with Other Pro­
karyotic Host-Vectors.

III-B-1. HV1 systems. Host-vector 
systems which have been approved as 
HV1 systems may be used under P2 
containment conditions for shotgun 
experiments with phages, plasmids, 
and DNA from nonpathogenic prokar­
yotes which do not produce polypep­
tide toxins/34)

Other classes of recombinant DNA 
experiments with these HV1 systems 
will require prior approval and classifi­
cation by NIH. Experiments with 
DNA’s from eukaryotes (and their 
plasmids or viruses) will generally

follow the criteria for the correspond­
ing experiments with E. coli K-12 
host-vectors if the major habitats of 
the given host-vector overlap those of 
E. coli. The habitats of other host- 
vector systems should also be consid­
ered in relation to containment.

III-B-2. Return of DNA Segments to 
Non-HVl Host of Origin. Many of the 
prokaryotes that exchange genetic in­
formation with E. coli by known phys­
iological processes are expected to be 
exempt from these Guidelines by ap­
pearing on the “list of exchangers” 
(see Section I-E-4). For a prokaryote 
which can exchange genetic informa­
tion (35) with E. coli under laboratory 
conditions but which is not on the list 
(Host A), the following type of experi­
ment may be carried out under PI con­
ditions without Host A having been 
approved as an HV1 host: DNA from 
Host A may be inserted into a vector 
and propagated in E. coli K-12 under 
PI conditions. Subsequently, this re­
combinant DNA may be returned to 
Host A by mobilization, transforma­
tion, or transduction and may then be 
propagated in Host A in any desired 
vector under PI conditions.

For a prokaryote which does not ex­
change genetic information with E. 
coli (Host B), the following type of ex­
periment may be carried out without 
Host B having been approved as an 
HV1 host: DNA from Host B may be 
inserted into a vector from a certified 
EK2 host-vector system and propagat­
ed in E. coli K-12 under the appropri­
ate containment conditions [see sec­
tion III-A-l-b-(2)]. Subsequently, this 
recombinant DNA may be returned to 
Host B and propagated in Host B 
under PI conditions/43)

III-C. Experiments with Eukaryotic 
Host-Vectors.

III-C-1. Vertebrate Host-Vector Sys­
tems. (44) (Summary Given in Table 
IV).

III-C-1-a. Polyoma Virus.
III-C-l-a-G). Productive Virus-Cell 

Interactions.
III-C-l-a-(l)-(a). Defective or intact 

polyoma virus genomes, with appropri­
ate helper, if necessary, can be used in 
P2 conditions to propagate DNA se­
quences:

III-C-l-a-(l)-(a)-(f). From bacteria 
of class 1 or class 2[1] or their phages 
or plasmids, except for those that pro­
duce potent polypeptide toxins; (34)

III-C-l-a-( 1 )-(a)-( 2). From mice;
III-C-l-a-(l)-(a)-(3). From eukaryo­

tic organisms that do not produce 
potent polypeptide toxins, (34) pro­
vided the DNA segment is > 99 per­
cent pure.

III-C-l-a-G)-(b). Defective polyoma 
genomes, with appropriate helper, if 
necessary, can be used in P2 conditions 
for shotgun experiments to propagate 
DNA sequences from eukaryotic or-
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ganisms that do not produce potent 
polypeptide toxins.(34) _

III-C-l-a-(l)-(c). Intact virus gen­
omes with appropriate helper, if neces­
sary, can be used in P3 conditions for 
shotgun experiments to propagate 
DNA sequences from eukaryotic or­
ganisms that do not produce potent 
polypeptide toxins.(34)

III-C-l-a-(l)-(d). Experiments in­
volving the use of defective polyoma 
virus genomes to propagate DNA se­
quences from eukaryotic viruses will 
be evaluated by NIH on a case-by-case 
basis (45) and will be conducted under 
the recommended physical contain­
ment conditions.

III-C-l-a-(2). Nonproductive Virus- 
Cell Interactions. Defective or intact 
polyoma virus genomes can be used as 
vectors in P2 conditions to transform 
nonpermissive cells in culture, pro­
vided the inserted DNA sequences are 
not derived from eukaryotic viruses. In 
the latter case, such experiments will 
be evaluated by NIH on a case-by-case 
basis.( 45)

III-C-1-b. Simian Virus 40.
III-C-1-b-d). Productive Viruses- 

Cell Interactions.
III-C-l-b-(l)-(a). SV40 DNA, ren­

dered unconditionally defective by a 
deletion in an essential gene, with ap­
propriate helper, can be used in P2 
conditions to propagate DNA se­
quences from:

III-C-l-b-( 1)-(a)-( 1). Bacteria of 
Class 1 or Class 2[1], or their phages 
or plasmids, except for those that pro­
duce potent polypeptide toxins;( 34)

III-C-l-b-( 1 )-(a)-(2). Uninfected Af­
rican green monkey kidney cell cul- 
tuxes

III-C-l-b-(l)-(b). SV40 DNA, ren­
dered unconditionally defective by a 
deletion in an essential gene, with an 
appropriate helper, can be used in P3 
conditions to propagate DNA se­
quences from eukaryotic organisms 
that do not produce potent polypep­
tide toxinsi 34) (shotgun experiments 
or purified DNA).

III-C-l-b-(l)-(c). Experiments in­
volving the use of defective SV40 gen­
omes to propagate DNA sequences 
from eukaryotic viruses will be evalu­
ated by the NIH on a case-by-case 
basis (45) and will be conducted under 
the recommended physical contain­
ment conditions.

III-C-l-b-(2). Nonproductive Virus- 
Cell Interactions. Defective or intact 
SV40 genomes can be used as vectors 
in P2 conditions to transform nonper­
missive cells in culture, provided the 
inserted DNA sequences are not de­
rived from eukaryotic viruses. In the 
latter case, such experiments will be 
evaluated by NIH on a case-by-case 
basis.( 45)

III-C-l-c. Human Adeno- viruses 2 
and 5.

NOTICES

III-C-l-c-CI). Productive Virus-Cell 
Interactions.

III-C-l-c-(l)-(a). Human adenovir­
uses 2 and 5, rendered unconditionally 
defective by deletion of at least two 
capsid genes, with appropriate helper, 
can be used in P3 conditions to propa­
gate DNA sequences from:

III-C-l-c-(l)-(a)-(l). Bacteria of 
Class 1 or Class 2[11 or their phages or 
plasmids except for those that pro­
duce potent polypeptide toxins; (34)

III-C-l-c-(l)-(a)-(2). Eukaryotic or­
ganisms that do not produce potent 
polypeptide toxins( 34) (shotgun ex­
periments or purified DNA).

III-C-l-c-(l)-(b). Experiments in­
volving the use of unconditionally de­
fective human adenovirus 2 and 5 gen­
omes to propagate DNA sequences 
from eukaryotic viruses will be evalu­
ated by ' NIH on a case-by-case 
basis(45) and will be conducted under 
the recommended physical contain­
ment conditions.

III-C-l-c-(2). Non-productive virus- 
cell interactions. Defective or intact 
human adenovirus 2 and 5 genomes 
can be used as vectors in P2 conditions 
to transform nonpermissive cells in 
culture, provided the inserted DNA se­
quences are not derived from eukaryo­
tic viruses. In the latter case, such ex­
periments will be evaluated by NIH on 
a case-by-case basis.(45)

III-C-1-d. Murine Adenovirus Strain 
FL.

III-C-1-d-d). Productive Virus-Cell 
Interactions.

III-C-l-d-(l)-(a). Unconditionally 
defective murine adenovirus strain FL 
genomes, with appropriate helper, can 
be used in P2 conditions to propagate 
DNA sequences from:

III-C-l-d-(l)-(a)-a). Bacteria of 
Class 1 or Class 2 [1] or their phages 
or plasmids except for those that pro­
duce potent polypeptide toxins;(34)

III-C-l-d-(l)-(a)-(2). Eukaryotic or­
ganisms that do not produce potent 
polypeptide toxinsi 34) (shotgun ex­
periments or purified DNA).

III-C-l-d-(l)-(b). Experiments in­
volving the use of intact murine aden­
ovirus strain FL genomes to propagate 
DNA sequences from prokaryotic or 
eukaryotic organisms will be evaluated 
by NIH on a case-by-case basis(45) and 
will be conducted under the recom­
mended physical containment condi­
tions.

III-C-l-d-(l)-(c). Experiments in­
volving the use of unconditionally de­
fective murine adenovirus strain FL 
genomes to propagate DNA sequences 
from eukaryotic viruses will be evalu­
ated by NIH on a case-by-case 
basis( 45) and will be conducted under 
the recommended physical contain­
ment conditions.

III-C-l-d-(2). Non-Productive Virus- 
Cell Interactions. Defective or intact 
murine adenovirus strain FL genomes
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ran be used as vectors in P2 conditions 
to transform nonpermissive cells in 
culture, provided the inserted DNA se­
quences are not derived from eukaryo­
tic viruses. In the latter case, such ex­
periments will be evaluated by NIH on 
a case-by-case basis(45).

III-C-1-e. All Other Potential Viral 
Vectors.

Ill-C -l-e-(l). Experiments involving 
recombinant DNA molecules contain­
ing viral DNA segments consisting of 
25 percent or less of the virus genome 
can be done:

III-C-l-e(l)-(a). In P2 conditions 
when the recombinant DNA is to be 
integrated into the cell genome or is 
known to replicate as a plasmid in 
cells in culture, provided the addition­
al DNA sequences are not derived 
from a eukaryotic virus. In the latter 
case, such experiments will be evaluat­
ed by NIH on a case-by-case basis;(45).

III-C-1-e—(l)-(b). Under physical 
containment conditions to be deter­
mined by NIH( 45) when a viral helper 
will be used to propagate DNA se­
quences from prokaryotic or eukaryo­
tic organisms.

III-C-l-e-(2). Experiments involving 
the use of other intact or defective 
virus genomes to propagate DNA se­
quences from prokaryotic or eukaryo­
tic organisms (and viruses), or as vec­
tors to transform nonpermissive cells, 
will be evaluated by NIH on a case-by­
case basis( 45) and will be conducted 
under the recommended physical con­
tainment conditions.

NIH will also review all experiments 
involving the use of virus vectors in 
an im als and the physical containment 
conditions appropriate for such stud­
ies.

III-C-2. Invertebrate Host-Vector 
Systems in Which Insect Viruses Are 
Used To Propagate Other DNA Seg­
ments. As soon as information be­
comes available on the host range re­
strictions and on the infectivity, per­
sistence, and integration of the viral 
DNA in vertebrate and invertebrate 
cells, experiments involving the use of 
insect viruses to propagate DNA se­
quences will be evaluated by NIH on a 
case-by-case basis( 45) and will be con­
ducted under the recommended physi­
cal containment conditions. Experi­
ments should be done in established 
invertebrate cell lines and should 
follow, where appropriate, criteria rec­
ommended for vertebrate viral DNA 
vectors (see Section III-C-1).

III-C-3. Plant Viral Host-Vector Sys­
tems. The DNA plan viruses which 
could currently serve as vectors for 
cloning genes in plants and plant cell 
protoplasts are Cauliflower Mosaic 
Virus (CaMV) and its close relatives, 
which have relaxed circular double- 
stranded DNA genomes with a molecu­
lar weight of 4.5x10®, and Bean 
Golden Mosaic Virus (BGMV) and re-
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lated viruses with small (<106 dal tons) 
single-stranded DNA genomes. These 
viruses are not known to integrate into 
host chromosomes or to incorporate 
cellular genes into their genomes. 
CaMV is spread in nature by aphids, in 
which it survives for a few hours. 
Spontaneous mutants of CaMV which 
lack a factor essential for aphid trans­
mission arise frequently. BGMV is 
spread in nature by whiteflies, and 
certain other single-stranded DNA 
plant viruses are transmitted by leaf- 
hoppers. These single-stranded plant 
viruses persist for days or weeks in 
their insect vectors, but are thought 
not to replicate there.

The DNA plant viruses have narrow 
host ranges and are relatively difficult 
to transmit mechanically to plants. 
For this reason, they are most unlike­
ly to be accidentally transmitted from 
spillage of purified virus preparations.

When these viruses are used as vec­
tors in intact plants, or propagative

NOTICES

plant parts, the plants should be 
grown under PI conditions—that is, in 
either a limited access greenhouse or 
plant growth cabinet which is insect- 
proof, preferably with positive air 
pressure, and in which an insect fumi­
gation regime is maintained. Soil, 
plant pots, and unwanted infected 
plant materials should be removed 
from the greenhouse or cabinet in 
sealed insect-proof containers and 
sterilized. It is not necessary to steril­
ize run-off water from the infected 
plants, as this is not a plausible route 
for secondary infection. When the vir­
uses a,re used as vectors in tissue cul­
tures or in small plants in axenic cul­
tures, no special containment is recom­
mended. Infected plant materials 
which have to be removed from the 
greenhouse or cabinet for further re­
search, should be maintained under 
insect-proof conditions. These meas­
ures provide an entirely adequate 
degree of containment. They are simi­

lar to those required in many coun­
tries for licensed handling of “exotic” 
plant viruses.

The CaMV strain used as a cloning 
vector should be a mutant that lacks 
the aphid transmission factor.

The viruses or their DNA may also 
be useful as vectors to introduce genes 
into plant protoplasts. The fragility of 
plant protoplasts combined with the 
properties of the viruses mentioned 
above provide adequate safety. Since 
no risk to the environment from the 
use of the DNA plant virus/protoplast 
system is envisaged, no special con­
tainment is recommended, except as 
^described in the following paragraph.

Experiments involving the use of 
plant virus genomes to propagate DNA 
sequences from eukaryotic viruses will 
be evaluated on a case-by-case 
basis(45) and will be conducted under 
the recommended containment condi­
tions.
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III-C-4. Plant Host-Vector Systems 
Other than Viruses. Organelle, plas­
mid, and chromosomal DNA’s may be 
used as vectors. DNA recombinants 
formed between such vectors and host 
DNA, when propagated only in that 
host (or a closely related strain of the 
same species), are exempt from these 
Guidelines (see section I-E). DNA re­
combinants formed between such vec­
tors and DNA from cells other thah 
the host species require P2 physical 
containment. The development and 
use of host-vector systems that exhibit 
a high level of biological containment, 
such as those using protoplasts or un­
differentiated cells in culture, permit a 
decrease in the physical containment 
to PL

Intact plants or propagative plant 
parts which because of their large size 
cannot be grown in a standard P2 lab­
oratory may be grown under the PI 
conditions described above in section 
III-C-3 except that (i) sterilization of 
run-off water is required where this is 
a plausible route for secondary infec­
tion and (ii) the standard P2 practices 
are adopted for microbiological work.

III-C-5. Fungal or Similar Lower 
Eukaryotic Host-Vector Systems. The 
containment criteria for DNA recom­
binant experiments using these host- 
vectors most closely resemble those 
for prokaryotes, rather than those for 
the preceding eukaryotes, since the 
host cells usually exhibit a capacity 
for dissemination outside the labors 
tory that is similar to that for bacte­
ria. Therefore, the procedures estab­
lished for certification of HV systems 
other than E. coli K-12 (sec. II-D-2) 
will also apply to these fungal or simi­
lar lower eukaryotic host-vector sys- 
terns.

Once an HV1 system is approved by 
NIH, it may be used under P2 contain­
ment for shotgun experiments with 
phages, plasmids, and DNA from Class 
1 prokaryotes(I) and lower eukaryotes 
that do not produce polypeptide 
toxins.(34) Other classes of recombin­
ant DNA experiments with these HV1 
systems will require prior approval 
and classification by NIH. Should HV2 
or HV3 systems of this type be devel­
oped and approved by NIH, guidelines 
for their use in other types of recom­
binant DNA experiments will also be 
established.

In addition to the experiments de­
scribed above, the following experi­
ments maybe carried out without the 
eukaryotic host (Host C) having been 
approved as an HV1 host: DNA from 
Host C may be inserted into a vector 
from a certified EK2 host-vector 
system and propagated in E. coli K-12 
under the appropriate containment 
conditions [see Section III-A-l-(a)-
(5)1. Subsequently, this recombinant 
DNA may be returned to Host C and

NOTICES

propagated there under PI conditions. 
(43)

III-D. Complementary DNA’s. Spe­
cific containment levels are given in 
Section III-A-2-a (see also last column 
of Table III) for complementary DNA 
(cDNA) of viral mRNA. For the "other 
Sections of the Guidelines, where ap­
plicable, cDNA’s synthesized in vitro 
are included within each of the above 
classifications. For example, cDNA’s 
formed from cellular RNA’s that are 
not purified and characterized are in­
cluded under III-A-1, shotgun experi­
ments; cDNA’s formed from purified 
and characterized RNA’s are included 
under HI-A-3; etc.

Due to the possibility of nucleic add 
contamination of enzyme preparations 
used in the preparation of cDNA’s, the 
investigator must employ purified 
enzyme preparations that are free of 
viral nucleic acid.

III-E Synthetic DNA’s. If the syn­
thetic DNA segment could yield a po­
tentially harmful polynucleotide or 
polypeptide (e.g., a toxin or a pharma­
cologically active agent), the contain­
ment conditions must be as stringent 
as would be used for propagating the 
natural DNA counterpart.

If the synthetic DNA sequence codes 
for a harmless product, it may be 
propagated at the same containment 
level as its purified natural DNA coun­
terpart. For example, a synthetic DNA 
segment, to be propagated in E. coli 
K-12, which corresponds to a non- 
harmful gene of birds, would require 
P2 physical containment plus an EK1 
host-vector, or PI + EK2.

If the synthetic DNA segment is not 
expressed in vivo as a polynucleotide 
or polypeptide product, the organisms 
containing the recombinant DNA mol­
ecules are exempt(4) from the Guide­
lines.

IV. R oles and R esponsibilities

Safety involving recombinant DNA 
molecules depends primarily on the in­
dividuals conducting the research ac­
tivities. The guidelines cannot antici­
pate every possible situation. Motiva­
tion and good judgment are the keys 
to protection of health and the envi­
ronment.

The guidelines are designed to help 
the principal investigator determine 
the safeguards that should be imple­
mented. They will never be complete 
and final, since all conceivable experi­
ments involving recombinant DNA 
cannot be foreseen. Therefore, it is the 
principal investigator’s responsibility 
to insure that the purpose of the 
guidelines is fulfilled.

The institution, and the Institution­
al Biosafety Committee (IRC) acting 
on its behalf, are given responsibility 
for seeing that recombinant DNA ac­
tivities comply with the guidelines. 
This delegation of authority will serve

the scientific process and at the same 
time properly focus accountability for 
safe conduct of the research.

The following roles and responsibil­
ities constitute an administrative 
framework in which safety is an essen­
tial and integral part of research in­
volving recombinant DNA molecules. 
Detailed administrative procedures de­
signed to implement this framework 
are provided in Appendix C. Further 
clarifications and interpretations of 
roles and responsibilities will be issued 
by NIH as necessary.

IV-A. Responsibilities of the Institu­
tion

IV-A-1. Institution. The institution 
bears primary responsibility for estab­
lishing and implementing policies for 
the safe conduct of research involving 
recombinant DNA molecules. These 
shall be policies that assure compli­
ance with the NIH Guidelines. In car­
rying out its responsibilities, the insti­
tution shall:

IV-A-1-a. establish an Institutional 
Biosafety Committee (IBC) and insure 
that it is fulfilling its responsibilities;

IV-A-l-b. report to the NIH Office 
of Recombinant DNA Activities 
(ORDA) the names of members of its 
IBC and relevant information on 
them;

IV-A-1-c. submit to NIH for regis­
tration a Memorandum of Under­
standing and Agreement (MUA) or 
equivalent information (in the case of 
non/NIH supported recombinant DNA 
projects), approved by the IBC, for all 
recombinant DNA research at an insti­
tution receiving any NIH funds for re­
combinant DNA research (see section
IV-C and Appendix C for NIH policies 
on MU As and other required docu­
mentation);

IV-A-l-d. Assume responsibility for 
insuring compliance of recombinant 
DNA projects with the procedures and 
standards of the NIH Guidelines. If, 
upon registration and review, NIH 
(ORDA) finds that IBC approved pro­
tocols do not conform with standards 
set forth in the NIH Guidelines, the 
institution will be notified by NIH and 
shall take appropriate action to bring 
the protocols into compliance (see Ap­
pendix C for additional information). 
Further, the institution shall insure 
that all principal investigators, irre­
spective of source of funding, have 
agreed to carry out their responsibil­
ities under the Guidelines;

IV-A-l-e. Determine, in connection 
with each project, the necessity for 
medical surveillance of recombinant 
DNA research personnel before, 
during, and after their involvment in 
this research. Where possible, each in­
stitution should cooperate with the 
local public health department. An in­
stitution’s medical surveillance pro­
gram might include, for example, rec­
ords of agents handled, active investi-
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gation of relevant illnesses acquired by 
recombinant DNA research personnel, 
and the maintenance of serial serum 
samples (see "Laboratory Safety 
Monograph—A Supplement to the 
NIH Guidelines for Recombinant DNA 
Research" for additional information 
on medical surveillance);

IV-A-l-f. Establish rules as neces­
sary to implement the Guidelines.

IV-A-2. Institutional Biosafety Com­
mittee. The principal functions of the 
IBC are to review and oversee all re­
combinant DNA projects and to advise 
the institution and ORDA whether 
the proposals and the research comply 
with the NIH Guidelines.

The IBC shall be a committee of not 
less than five members so selected 
that the committee has the experience 
and expertise to assess the safety of 
proposed recombinant DNA research 
projects and any potential risks to 
public health or the environment. Its 
membership should include individ­
uals from disciplines relevant to re­
combinant DNA technology, biological 
safety, and engineering. It is recom­
mended that the IBC also include 
members knowledgeable about such 
matters as applicable law, standards of 
professional conduct and practice, 
community attitudes, and the environ­
ment. It is recommended that at least 
one member be a nondoctoral person 
from a laboratory technical staff. No 
member of an IBC may be involved 
(except to provide information re­
quested by the IBC) in the review or 
approval of a project in which he or 
she has been, or excepts to be en­
gaged, or has a direct finanical inter­
est. At least one member shall not be 
affiliated with the institution, i.e., no 
IBC may consist entirely of persons 
who are officers, employees, or agents 
of the institution, or are otherwise as­
sociated with it apart from their mem­
bership on the IBC.

On behalf of the institution, the IBC 
shall:

IV-A-2-a. Review and, if in compli- 
. ance with the NIH Guidelines, ap­
proved the initiation of all proposed 
recombinant DNA research conducted 
at or sponsored by the institution re­
ceiving NIH funds for any recombin­
ant DNA research. (All P4 research 
must recieve prior approval by NIH 
before its initiation.) This review shall 
include (i) an independent assessment 
of the containment levels required by 
these guidelines for the proposed re­
search, and (ii) review and approval of 
facilities, procedures, practices, and 
the training and expertise of recom­
binant DNA personnel;

IV-A-2-b. Consider requests for ap­
proval of single-step reductions in con­
tainment levels for experiments with 
purified DNA and characterized clones 
and report to ORDA those actions in

NOTICES

which approval is given (see section 
III-A-3);

IV-A-2-c. Review periodically recom­
binant DNA research being conducted 
at the institutions;

IV-A-2-d. Review and approve emer­
gency plans covering accidental spills 
and personnel contamination resulting 
from this research;

IV-A-2-e. Report promptly to 
ORDA any problems with the Guide­
lines of violations;

IV-A-2-f. Keep minutes of meetings 
and, upon request, make them availa­
ble to the public;

IV-A-2-g. Otherwise advise the insti­
tution and ORDA on policy matters 
relating to recombinant DNA re­
search.

Appendix C and “Laboratory Safety 
Monagraph—A Supplement to the 
NIH Guidelines for Recombinant DNA 
Research" contain additional informa­
tion and suggestions regarding the 
function and operation of IBCs.

IV-A-3. Biological Safety Officer. A 
biological safety officer shall be desig­
nated by each institution engaged in 
recombinant DNA research at the P3 
or P4 containment level. The officer 
shall be a member of the IBC. His or 
her duties shall include, but need not 
be limited to:

IV-A-3-a. Insuring through periodic 
inspections that laboratory safety 
standards are rigorously followed;

IV-A-3-b. Developing emergency 
plans for dealing with accidental spills 
and personnel contamination, and in­
vestigating recombinant DNA research 
laboratory accidents;

IV-A-3-c. Providing advice on labo­
ratory security;

IV-A-3-d. Providing technical advice 
to the principal investigator and IBC 
on research safety procedures.

See "Laboratory Safety Mono­
graph—A Supplement to the NIH 
Guidelines for Recombinant DNA Re­
search" for additional information on 
the duties of the Biological Safety Of­
ficer.

IV-A-4. Principal Investigator. The 
principal investigator is responsible 
for conducting his or her recombinant 
DNA research in compliance with the 
NIH Guidelines. On behalf of the in- 
stitiution, the principal investigators 
responsible for:

IV-A-4-a. Complying fully with the 
guidelines in carrying out the re­
search;

IV-A-4-b. Making the initial deter­
mination of the required levels of 
physical and biological containment in 
accordance with the guidelines;

IV-A-4-c. Selecting appropriate mi­
crobiological practices and laboratory 
techniques to be used in the research;

IV-A-4-d. Being adequately trained 
in good microbiological techniques;

IV-A-4-e. Submitting the proposed 
research (including subsequent
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changes in the protocol—e.g., changes 
in the source of DNA or host-vector 
system to be used) to the IBC for 
review and approval or disapproval, 
and remaining in communication with 
the IBC throughout the conduct of 
the project;

IV-A-4-f. Initiating no recombinant 
DNA research subject to the guide­
lines until it has been approved by the 
IBC and has met all other require­
ments of the guidelines, and agreeing 
to make changes to conform if 
ORDA’s review so requires;

IV-A-4-g. Petitioning NIH, after no­
tifying the IBC, for exceptions or ex­
emptions (4) to these guidelines—e.g., 
for an exception to a prohibition (see 
section I-D) or an exemption from the 
guidelines (see section I-E-4 and I-E- 
5). Each request for such an exception 
or exemption must be accompanied by 
adequate documentation (see appen­
dix C for additional information on 
procedures);

IV-A-4-h. Reporting promptly to 
the IBC and NIH CORDA) any prob­
lems with or violations of the guide­
lines;

IV-A-4-i. Submitting information on 
proposed new host-vector systems to 
ORDA in order to have them certified;

IV-A-4-j. Reporting to the IBC and 
ORDA new information bearing on 
the guidelines;

IV-A-4-k. Adhering to IBC-approved 
emergency plans for dealing with acci­
dental spills and personnel contamina­
tion;

IV-A-4-1. Complying with shipping 
requirements for recombinant DNA 
molecules (see section II-C, appendix 
C, and “Laboratory Safety Mono­
graph—A Supplement to the NIH 
Guidelines for Recombinant DNA Re­
search” for instructions on shipping 
and distributing organisms and viruses 
containing recombinant DNA);

IV-A-4-m. After receiving IBC ap­
proval and before initiating the re­
search, the principal investigator is re­
sponsible for:

IV-A-4-m-(l). Making available to 
the laboratory staff copies of the ap­
proved protocols that describe the po­
tential biohazards and the precautions 
to be taken;

IV-A-4-m-(2). Instructing and train­
ing the staff in the practices and tech­
niques required to insure safety and in 
the procedures for dealing with acci­
dents;

IV-A-4-m-(3). Informing the staff of 
the reasons and provisions for any ad­
vised or requested precautionary medi­
cal practices, such as vaccinations or 
serum collection.

IV-A-4-n. During the conduct of the 
research, the principal investigator is 
responsible for:

IV-A-4-n-(l). Supervising the safety 
performance of the staff to insure
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that the required safety practices and 
techniques are employed;

IV-A-4-n-(2). Investigating and re­
porting in writing to ORDA and the 
IBC any serious or extended illnesses 
of a worker or any accident that re­
sults in (i) inoculation of recombinant 
DNA materials through cutaneous 
penetration, (ii) ingestion of recombin­
ant DNA materials, (iii) probable inha­
lation of recombinant DNA materials 
following gross aerosolization, or (iv) 
any incident causing serious exposure 
to personnel or danger of environmen­
tal contamination;

IV-A-4-n-(3). Investigating and re­
porting in writing to ORDA, the bio­
logical safety officer (where applica­
ble), and the IBC any significant prob­
lems pertaining to operation and im­
plementation of biological and physi­
cal containment practices and proce­
dures;

IV-A-4-n-(4). Correcting work errors 
and conditions that may result in the 
release of recombinant DNA materials;

IV-A-4-n-(5). Insuring the integrity 
of the physical containment (e.g., bio­
logical safety cabinets) and the bio­
logical containment (e.g., genotypic 
and phenotypic characteristics, purity, 
etc.).

See “Laboratory Safety Mono­
graph—A Supplement to NIH Guide­
lines for Recombinant DNA Research” 
for additional information on training 
and laboratory and accident proce­
dures.

IV-A-4-o. While not a requirement, 
it is urged that all publications dealing 
with recombinant DNA research in­
clude a description of the physical and 
biological containment procedures em­
ployed, to aid others who might con­
sider repeating the work.

IV-B. Responsibilities of NIH.
IV-B-1. Office of the Director, NIH. 

The Office of the Director shall be re­
sponsible for:

IV-B-1-a. Final interpretation of the 
guidelines;

IV-B-l-b. Revision and amendment 
of the guidelines after appropriate 
notice and opportunity for public com­
ment;

IV-B-l-c. Certification of new host- 
vector systems and decertification of 
existing host-vector systems after ap­
propriate notice and opportunity for 
public comment (see Section II-D-2- 
a);

IV-B-ld. Promulgating and amend­
ing a list of classes of recombinant 
DNA molecules to be exempt* 4) from 
these guidelines after appropriate 
notice and opportunity for public com­
ment, if it is found that they consist 
entirely of DNA segments from.differ- 
ent species that exchange DNA by 
known physiological processes or oth­
erwise do not present a significant risk 
to health or environment (see section 
I-E-4 and I-E-5);

IV-B-l-e. Permitting, after appropri­
ate notice and opportunity for public 
comment, exceptions(4) to the Prohi­
bitions in the guidelines for experi­
ments—e.g., risk-assessment studies. In 
making such decisions on exceptions, 
weight will be given both to scientific 
and societal benefits and to potential 
risks (see section I-D). Also, approving 
changes in containment levels for spe­
cific experiments, or the assignment of 
levels to experiments not explicitly 
considered in the guidelines (see part 
III). Also, designating as class 1 for 
purposes of these guidelines certain 
agents which are listed as class 2 (see 
footnote 1);

IV-B-l-f. Overseeing the implemen­
tation of the guidelines;

IV-B-l-g. Requesting, when appro­
priate, the advice of the Advisory 
Committee to the Director, NIH, on 
matters relevant to recombinant DNA 
policy issues;

IV-B-l-h. Promulgating rules as 
necessary to implement the guidelines.

IV-B-2. NIH Recombinant DNA Ad­
visory Committee. The duties of the 
Recombinant DNA Advisory Commit­
tee (RAC) shall include:

IV-B-2-a. Recommending to the Di­
rector, NIH, revisions of these guide­
lines periodically and any amendments 
to the guidelines as necessary;

IV-B-2-b. Advising the Director, 
NIH, and ORDA on questions of inter­
pretation of the guidelines;

IV-B-2-c. Recommending to the Di­
rector, NIH whether host-vector sys­
tems qualify for certification (see sec­
tion II-D-2-a);

IV-B-2-d. Recommending to the Di­
rector, NIH, whether currently certi­
fied host-vector systems should be de­
certified;

IV-B-2-e. Recommending to the Di­
rector, NIH, a list (and amendments to 
the list) of other classes of experi­
ments to be exempt* 4) from these 
guidelines (see section I-E-4 and I-E- 
5);

IV-B-2-f. Recommending to the Di­
rector, NIH, whether experiments 
should be granted an exception (4) 
from the prohibitions in the guide­
lines—for example, in order to allow 
risk-assessment studies—and at the 
same time recommending appropriate 
levels of physical and biological con­
tainment for these experiments. In 
making such recommendations, weight 
shall be given both to scientific and so­
cietal benefits and to potential risks 
(see section I-D);

IV-B-2-g. Recommending to the Di­
rector, NIH, changes in containment 
levels for specific experiments, or the 
assignment of levels to experiments 
not explicitly considered in the guide­
lines (see part III);

IV-B-2-h. Recommending to the Di­
rector, NIH, designation as class 1 for 
purposes of these guidelines certain

agents that are listed as class 2 (see 
footnote 1);

IV-B-2-i. Recommending to NIH 
whether a cloned recombinant DNA 
segment has been rigorously charac­
terized and whether there is sufficient 
evidence that it is free of harmful 
genes, so that experiments involving it 
may be conducted under lower con­
tainment conditions;

IV-B-2-j. Carrying out other func­
tions as assigned under the RAC’s 
charter or by the Secretary, the As­
sistant Secretary for Health, or the 
Director, NIH.

IV-B-3. NIH Components. Various 
NIH components shall perform the 
following:

IV-B-3-a. ORDA. ORDA shall serve 
as a focal point for information on re­
combinant DNA activities and provide 
advice to all within and outside NIH, 
including institutions, biosafety com­
mittees, principal investigators, and 
State and local governments. In addi­
tion, ORDA shall:

rV-B-3-a-(l). Make an independent 
evaluation of the containment levels 
required for the research covered by 
these guidelines;

IV-B-3-a-*2). Determine whether 
the physical and biological contain­
ment levels approved by the IBC are 
in accord with the requirements of the 
guidelines;

IV-B-3-a-(3). Make interpertations 
of the guidelines and approve reduc­
tion of containment levels of more 
than one step for characterized clones, 
or for cases involving primate DNA, or 
to levels below P1+EK1 (see section 
III-A-3). In most cases this will in­
volve prior review by the RAC;

IV-B-3-a-(4). Provide timely notice 
to local institutions when protocols, 
including modifications to ongoing 
projects, do not conform to the stand­
ards in the NIH guidelines;

IV-B-3-a-(5). Maintain a register of 
recombinant DNA projects;

IV-B-3-a-( 6). Serve as executive sec­
retariat for the RAC;

IV-B-3-a-(7). Publish the Recombin­
ant DNA Technical Bulletin;

IV-B-3-a-(8). Review membership of 
IBC’s.

IV-B-3-b. Other NIH Components. 
Other NIH components shall be re­
sponsible for:

IV-B-3-b-G). Awarding no grants or 
contracts unless properly executed 
MUAs have been received;

IV-B-3-b-(2). Certifying P4 facili­
ties, inspecting them periodically, and 
inspecting other recombinant DNA fa­
cilities as deemed necessary;

IV-B-3-b-(3). Announcing and dis­
tributing certified HV2 and HV3 host- 
vector systems (see section II-D-3).

See Appendix C for additional infor­
mation on the administrative proce­
dures of ORDA and other NIH compo­
nents.
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IV-C. Registration.
IV-C-1. Required Registration. All 

institutions receiving NIH funds for 
recombinant DNA projects shall 
inform NIH of all recombinant DNA 
projects at the institution. A non-NIH 
project shall be registered with NIH 
after it has been approved by the IBC 
and initiated. Applications for NIH 
projects must be accompanied by an 
MU A.

For information on MUA’s or equiv­
alent documents, which must be sub­
mitted for registration of recombinant 
DNA projects, see section IV of appen­
dix C.

IV -C-2. Voluntary Registration and 
Certification. Any institution which is 
not required to comply with the guide­
lines may nevertheless register recom­
binant DNA research projects with 
NIH by submitting the appropriate in­
formation to ORDA. NIH will accept 
requests for certification of host- 
vector systems proposed by the insti­
tution. The submitter must agree to 
abide by the physical and biological 
containment standards of the NIH 
guidelines.

TV-C-3. Disclosure of Information
IV-C-3-a. DHEW or the institution, 

in carrying out their responsibilities 
under the guidelines, shall not release 
confidential or proprietary informa­
tion submitted pursuant to the guide­
lines, except to the extent:

IV -C-3-a-(l). Required by law;
IV-C-3-a-(2). Necessary to certify 

host-Vector systems;
IV-C-3-a-(3). Necessary to deter­

mine whether or not to allow exemp­
tions from the guidelines;

IV-C-3-a-(4). Necessary, in the judg­
ment of the Secretary or his designee, 
the protect the public or the environ­
ment against an unreasonable risk of 
injury to health or the environment.

IV-C-4. Patentable Material Institu­
tions are reminded that whenever 
they regard information as potentially 
proprietary, they should consider ap­
plying for a patent before submitting 
information to DHEW.

IV-D. Compliance. As a condition 
for NIH funding of recombinant DNA 
research, institutions must insure that 
recombinant DNA research conducted 
at or sponsored by that institution 
shall comply with the guidelines irre­
spective of the source of funding.

IV-D-1. Policy on Noncompliance
IV-D-1-a. All NIH-funded projects 

involving recombinant DNA technol­
ogy must comply with the NIH guide­
lines. Noncompliance may result in 
suspension, limitation, or termination 
of financial assistance for such pro­
jects, and for other recombinant DNA 
research at the institution.

IV-D-l-b. All non-NIH funded pro­
jects involving recombinant DNA tech­
niques conducted at or sponsored by 
an institution that receives NIH funds

for projects involving recombinant 
DNA techniques must comply with the 
NIH guidelines. Noncompliance may 
result in suspension, limitation, or ter­
mination of NIH funds for recombin­
ant DNA research.

IV-D-l-c. Information concerning 
noncompliance with the guidelines 
may be brought forward by any 
person. It should be delivered to both 
ORDA and the relevant institution. 
The institution, generally through the 
IBC, shall take such action as appro­
priate. It shall forward a complete 
report of the incident to ORDA and, if 
appropriate, shall include recommen­
dations for further action.

IV-D-l-d. In cases where NIH pro­
poses to suspend, limit, or terminate 
financial assistance because of a non- 
compliance with the guidelines, appli­
cable HEW and PHS procedures shall 
govern. Volume 42, parts 50 and 52, 
and volume 45,. parts 16 and 74, of the 
Code of Federal Regulations are 
sources of information about these 
procedures for grants.

V. Footnotes And References
1. The reference to organisms as class 1, 2, 

3, 4, or 5 refers to the classification in the 
publication Classification of Etiologic 
Agents on the Basis of Hazard, 4th edition, 
July 1974; U.S. Department of Health, Edu­
cation, and Welfare, Public Health Service, 
Center for Disease Control, Office of Biosa­
fety, Atlanta, Ga. 30333. The list of organ­
isms in each class, as given in this publica­
tion, is reprinted in appendix B to these 
guidelines.

However, the Director, NIH, on the rec­
ommendation of the Recombinant DNA Ad­
visory Committee, may designate certain of 
the agents which are listed as class 2 in the 
Classification of Etiologic Agents on the 
Basis of Hazard, 4th edition, July 1974, as 
class 1 agents for the purposes of these 
guidelines. An updated list of such agents 
may be obtained from the Office of Recom­
binant DNA Activities (ORDA), National In­
stitutes of Health, Bethesda, Md. 20014.

The entire Classification of Etiologic 
Agents on the Basis of Hazard is in the proc­
ess of revision.
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The reason for this is explained in the ac­
companying “Decision Document.” Howev­
er, as noted in appendix B, a permit form 
the U.S. Department of Agriculture is re­
quired for the import or interstate transport 
of VSV. This can be obtained from USDA- 
APHIS, Veterinary Service, Federal Build­
ing, Hyattsville, Md. 20782.

3. The following types of data should be 
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combinants are “characterized” and “free of 
harmful genes”: (a) the absence of poten- % 
tially harmful genes (e.g., sequences con­
tained in indigenous tumor viruses or se­
quences that code for toxins, invasins, viru­
lence factors, etc., that might potentiate the 
pathogenicity or communicability of the 
vector and/or host or be detrimental to 
humans, animals, or plants); (b) the types(s) 
of genetic information on the cloned seg­

ment and the nature of transcriptional and 
translation gene products specified; (c) the 
relationship between the recovered and de­
sired segment (e.g., hybridization and re­
striction endonuclease fragmentation analy­
sis where applicable); (d) the genetic stabil­
ity of the cloned fragment; and (e), any al­
terations in the biological properties of the 
vector and host.

4. In section I-E, “ exemptions” from the 
guidelines are discussed. Such experiments 
are not covered by the guidelines and need 
not be registered with NIH. In section I-D  
on “prohibitions,” the possibility of “excep­
tions” is discussed. An “exception” means 
that an experiment may be expressly re­
leased from a prohibition. At that time it 
will be assigned appropriate levels of physi­
cal and biological containment.

5. See “Laboratory Safety Monograph—A 
Supplement to the NIH Guidelines for Re­
combinant DNA Research" for information 
on inactivating DNA.
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uses (Oct. 1974). U.S. Department of Health, 
Education and Welfare Publication No. 
(NIH 75-790.

9. National Institutes of Health Bioha­
zards Safety Guide (1974). U.S. Department 
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procedures of Bacterial, Mycotic and Para­
sitic Infections. American Public Health As­
sociation, New York, pp. 11-28.
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15. Chatigny, M. A. (1961). Protection 
Against Infection in  the Microbiological 
Laboratory: Devices and Procedures. In W. 
W. Umbreit (ed.). Advances in Applied Mi­
crobiology. Academic Press, New York, N.Y. 
3:131-192.

16. Design Criteria for Viral Oncology Re­
search Facilities (1975). U.S. Department of 
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(1969). Contaimination Control in Aerobio­
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(eds.) An Introduction to Experimental Aer­
obiology. John Wiley & Sons, New York pp. 
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20. Biological safety cabinets referred to 
in this section are classified as class I, class 
II, or class III cabinets. A class I  is a venti­
lated cabinet for personnel protection 
having an inward flow of air away from the 
operator. The exhaust air from this cabinet 
is filtered through a high-efficiency particu­
late air (HEPA) filter. This cabinet is used 
in three operational modes: (1) with a full- 
width open front, (2) with an installed front 
closure panel (having four 8-inch diameter 
openings) without gloves, and (3) with an in­
stalled front closure panel equipped with 
arm-length rubber gloves. The face velocity 
of the inward flow of air through the full- 
width open front is 75 feet per minute or 
greater. A class II cabinet is a ventilated 
cabinet for personnel and product protec­
tion having an open front with inward air 
flow for personnel protection, and HEPA fil­
tered mass recirculated air flow for product 
protection. The cabinet exhaust air is fil­
tered through a HEPA filter. The face ve­
locity of the inward flow of air through the 
full-width open front is 75 feet per minute 
or greater. Design and performance specifi­
cations for class II cabinets have been 
adopted by the National Sanitation Founda­
tion, Ann Arbor, Mich. A class III cabinet is 
a closed-front ventilated cabinet of gas-tight 
construction which provides the highest 
level of personnel protection of all bioha­
zard safety cabinets. The interior of the 
cabinet is protected from contaminants ex­
terior to the cabinet. The cabinet is fitted 
with arm-length rubber gloves and is operat­
ed under a negative pressure of at least 0.5 
inch water gauge! All supply air is filtered 
through HEPA filters. Exhaust air is fil­
tered through two HEPA filters or one 
HEPA filter and incinerator before being 
discharged to the outside environment.
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R. Helinski (1977). Gene Cloning and Con­
tainment Properties of Plasmid Col El and 
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25. Bolivar, F., R. L. Rodriguez, M. C. Bet- 
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and Characterisation of New Cloning Vehi­
cles: I. Ampicillin-Resistant Derivative of 
pMB9. Gene, in press.

26. Cohen, S. W., A. C. W. Chang, H. 
Boyer, and R. Helling (1973). Construction 
of Biologically Functional Bacterial Plas­
mids in Vitro. Proc. Natl. Acad. Sci. USA 70, 
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27. Bolivar, F., R. L. Rodriguez, R. J. 
Greene, M. C. Batlach, H. L. Reyneker, H.

W. Boyer, J. H. Crosa, and S. Falkow. Con­
struction and Characterisation of New 
Cloning Vehicles: II. A Multi-Purpose Clon­
ing System. Gene, in press.

28. Thomas, M., J. R. Cameron, and R. W. 
Davis (1974). Viable Molecular Hybrids of 
Bacteriophage Lambda and Eukaryotic 
DNA. Proc. Nat. Acad. Sci. USA 71, 4579- 
43583.

29. Murray, N. E., and K. Murray (1974). 
Manipulation of Restriction Targets in 
Phage Lambda to Form Receptor Chromo­
somes for DNA Fragments. Nature 251, 476- 
481.

30. Rambach, A., and P. Tiollais (1974). 
Bacteriophage Lambda Having EcoRI En­
donuclease Sites Only in the Non-Essential 
Region of the Gename. Proc. Nat. Acad. Sci. 
USA 71, 3927-3930.

31. Blattner, F. R., B. G. Williams, A. E. 
Bleche, K. Denniston-Thompson, H. E. 
Faber, L. A. Furlong, D. J. Gunwald, D. O. 
Kiefer, D. D. Moore, J. W. Shumm, E. L. 
Sheldon, and O. Smithies (1977). Charon 
Phages: Safer Derivatives of Bacteriophage 
Lambda for DNA Cloning. Science 196, 163- 
169.

32. Donoghue, D. J., and P. A. Sharp 
(1977). An Improved Lambda Vector: Con­
struction o f Model Recombinants Coding for 
Kanamycin Resistance, Gene 1, 209-227.

33. Leder, P., D. Tiemeier and L. Enquist 
(1977). EK2 Derivatives of Bacteriophage 
Lambda Useful in the Cloning of DNA from  
Higher Organisms: The gt WES System. Sci­
ence 796,175-177.

34. We are specifically concerned with 
potent toxins which could be produced by 
acquiring a single gene or cluster of genes.

35. Defined as observable under optimal 
laboratory conditions by transformation, 
transduction, phage infection, and/or conju­
gation with transfer of phage, plasmid, and/ 
or chromosomal genetic information. Note 
that this definition of exchange may be less 
stringent than that applied to exempt or-  ̂
ganisms under section I-E-4.

36. As classified in the Second Report of 
the International Committee on Taxonomy 
of Viruses: Classification and Nomenclature 
of Viruses, Frank Fenner, Ed. Intervirology 
7(19-115) 1976. (As noted in the Prohibition 
Section, the use of viruses classified!!] as 
class 3, 4, or 5, other than VSV, is prohibit­
ed.)

37. The cDNA copy of the viral mRNA 
must be >99 percent pure; otherwise as for 
shotgun experiments with eukaryotic cellu­
lar DNA.

38. >99 percent pure (i.e., less than 1 per­
cent of the DNA consists of intact viral gen- 
ames); otherwise as for whole genames.

39. The viruses have been classified by 
NCI as “moderate risk oncogenic viruses.” 
See “Laboratory Safety Monograph—A Sup­
plement to the NIH Guidelines for Recom­
binant DNA Research” for recomendations 
on handling the viruses themselves.

40. EKICV means the use of an EK1 host 
and a vector certified for use in an EK2 
system.

41. The DNA preparation is defined as 
“purified” if the desired DNA represents at 
least 99 percent (w/w) of the total DNA in 
the preparation, provided that it was veri­
fied by more than one procedure.

42. The lowering of the containment level 
when this degree of purification has been 
obtained is based on the fact that the total 
number of clones that must be examined to 
obtain the desired clone is markedly re­
duced. Thus, the probability of cloning a

harmful gene could, for example, be re­
duced by more than 105-fold when a nonre- 
petitive gene from mammals was being 
sought. Furthermore, the level of purity 
specified here makes it easier to establish 
that the desired DNA does not contain 
harmful genes.

43. This is not permitted, of course, if it 
falls under any of the Prohibitions of sec­
tion I-D. Of particular concern here is pro­
hibition (v), i.e., “Transfer of a drug resis­
tance trait to microorganisms that are not 
known to acquire it naturally if such acquit 
sition could compromise the use of a drug to 
control disease agents in human or veteri­
nary medicine or agriculture.”

44. Because this work will be done almost 
exclusively in tissue culture cells, which 
have no capacity for propagation outside 
the laboratory, the primary focus for con­
tainment is the vector. It should be pointed 
out that risk of laboratory-acquired infec­
tion as a consequence of tissue culture ma­
nipulation is very low. Given good microbio­
logical practices, the most likely mode of 
escape of recombinant DNA’s from a phys­
ically contained laboratory is carriage by an 
infected human. Thus the vector with an in­
serted DNA segment should have little or no 
ability to replicate or spread in humans.

For use as a vector in a vertebrate host 
cell system, an animal viral DNA molecule 
should display the following properties:

(i) It should not consist of the whole 
genome of any agent that is infectious for 
humans or that replicates to a significant 
extent in human cells in tissue culture. If 
the recombinant molecule is used to trans­
form nonpermissive cells (i.e., cells which do 
not produce infectious virus particles), this 
is not a requirement.

(ii) It should be derived from a virus 
whose epidemiological behavior and host 
range are well understood.

(iii) In permissive cells, it should be defec­
tive when carrying an inserted DNA seg­
ment (i.e., propagation of the recombinant 
DNA as a virus must be dependent upon the 
presence of a complementing helper 
genome). In almost all cases this condition 
would be achieved automatically by the ma­
nipulations used to construct and propagate 
the recombinants. In addition, the amount 
of DNA encapsidated in the particles of 
most anim al viruses is defined within fairly 
close limits. The insertion of sizable foreign 
DNA sequences, therefore, generally de­
mands a compensatory deletion of viral se­
quences. It may be possible to introduce 
very short insertions (50-100 base pairs) 
without rendering the viral vector defective. 
In such a situation, the requirement that 
the viral Vector be defective is not neces­
sary, except in those cases in which the in­
serted DNA encodes a bilogically active po­
lypeptide.

It is desired but not required that the 
functional anatomy of the vector be 
known—that is, there should be a clear idea 
of the location within the molecule of:

(i) the sited at which DNA synthesis origi­
nates and terminates,

(ii) the sites that are cleaved by restriction 
endonucleases,

(iii) the template regions for the major 
gene product.

If possible the helper virus genome 
should:

(i) be integrated into the genome of a 
stable line of host cells (a situation that 
would effectively limit the growth of the 
vector recombinant to such cell lines) or
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(ii) consist of a defective genome, or an ap­
propriate conditional lethal mutant virus, 
making vector and helper dependent upon 
each other for propagation.

However, neither of these stipulations is a 
requirement.

45. Review by NIH on a case-by-case basis 
means prior review and the setting or appro­
priate containment conditions by NIH. NIH 
actions in such case-by-case reviews will be 
published in the Recombinant DNA Techni­
cal Bulletin.

46. Provided the inserted DNA sequences 
are not derived from eukaryotic viruses. In 
the latter case, such experiments will be 
evaluated on a case-by-case basis.

47. >  99% pure; otherwise as for shotgun 
experiments.

A ppendix  A
Section I-E-4 states that exempt 

from these Guidelines are “certain 
specified recombinant DNA molecules 
that consist entirely of DNA segments 
from different species that exchange 
DNA by known physiological process­
es, though one or more of the seg­
ments may be a synthetic equivalent. 
A list of such exchanges will be pre­
pared and periodically revised by the 
Director, NIH, on the recommendation 
of the Recombinant DNA Advisory 
Committee, after appropriate notice 
and opportunity for public comment. 
Certain classes are exempt as of publi­
cation of these Revised Guidelines. 
The list is in Appendix A.”

Under exemption I-E-4, as of the 
publication of these Revised Guide­
lines, are any recombinant DNA mole­
cules that are (1) composed entirely of 
DNA segments from one or more of 
the organisms listed below and (2) to 
be propagated in any of the organisms 
listed below.

Escherichia species 
Edwardsiella species 
Citrobacter species (including Le- 

vined)
Salmonella species (including Arizo­

na)
Shigella species 
Klebsiella species 
Enterobacter species 
Hafnia species 
Serratia species
Erwinia species (including Pectobac- 

terium)
Pseudomonas species 
Rhizobium species 
Acinetobacter calcoaceticus 
Agrobacterium tumefaciens 
Rhodopseudomonas sphaeroides

Append ix  B
CLASSIFICATION OF MICROORGANISMS ON 

THE BASIS OF HAZARD*

I. Classification of Etiologic Agents on 
the Basis of Hazard (1)

A. CLASS 1 AGENTS

All bacterial, parasitic, fungal, viral, 
rickettsial, and chlamydial agents 
not included in higher classes. .

•See Part V, Footnotes and References, 
ref. 7.

B. CLASS 2 AGENTS

1. Bacterial agents:
Actinobacillus—aH species except A.

mallei, which is in Class 3 
Arizona hinshawii—all serotypes 
Bacillus anthrads 
Bordetella—all species 
Borrelia recurrentis, B. vincenti . 
Clostridium botulinum, CL chau- 

voei, Cl. haemolyticum, CL Kistoly- 
ticum, CL novyi, CL septicum, CL 
tetani

Corynebacterium diphtheriae, C. 
equi, C. haemolyticum, C. pseudo­
tuberculosis, C. pyogenes, C. renale 

Diplococcus (Streptococcus) pneu­
moniae

Erysipelothrix insidiosa 
Escherichia coli—all enteropatho- 

genic serotypes
Haemophilus ducreyi, H. influenzae 
Herellea vaginicola 
Klebsiella—all species and all sero­

types
Leptospira interrogans—all sepo- 

types
Listeria—all species 
Mima polymorpha 
Moraxella—all species 
Mycobacteria—all species except 

those listed in Class 3 
Mycoplasma—all species except My­

coplasma mycoides and Myco­
plasma agalactiae, which are in 
Class 5

Neisseria gonorrhoeae, N. meningiti­
dis

Pasteurella—all species except those 
listed in Class 3

Salmonella—all species and all sero­
types

Shigella—all species and all sero­
types

Sphaerophorus necrophorus 
Staphylococcus aureus 
Streptobacilus moniliformis 
Streptococcus pyogenes 
Treponema carateum, T. pallidum, 

and T. pertenue
Bibrio fetus, V. comma, including 

biotype El Tor, and V. parahemoly­
ticus

2. Fungal agents:
Actinomycètes (including Nocardia 

species and Actinomyces species 
and Arachnia propionica) 

Blastomyces dermatitidis 
Cryptococcus neoformans 
Paracoccidioides brasiliensis

3. Parasitic agents:
Endamoeba histolytica 
Leishmania sp.
Naegleria gruberi 
Toxoplasma gondii 
Toxocara canis 
Trichinella spiralis 
Trypanosoma cruzi

4. Viral, Rickettsial, and Chlamydial
agents:

Adenoviruses—human—all types 
Cache Valley virus 
Coxsackie A and B viruses 
Cytomegaloviruses

Echoviruses—all types 
Encephalomyocarditis virus (EMC) 
Flanders virus 
Hart Park virus
Hepatitis-associated antigen materi­

al
Herpes viruses—except Herpesvirus 

simiae (Monkey B virus) which is 
in Class 4 

Corona virus
Influenza viruses—all types except 

A/PR8/34, which is in Class 1 
Langet virus
Lymphogranuloma venereum agent 
Measles virus 
Mumps virus
Parainfluenza virus—all types 

except Parainfluenza virus 3, SF4 
strain, which is in Class 1 

Polioviruses—all types, wild and at­
tenuated

Poxviruses—all types except Alas- 
trim, Smallpox, Monkey pox, and 
Whitepox, which, depending on ex­
periments, are in Class 3 or Class 4 

Rabies virus—all strains except 
Rabies street virus, which should 
be classified in Class 3 when inocu­
lated into carnivores 

Reoviruses—all types 
Respiratory syncytial virus 
Rhinoviruses—all types 
Rubella virus
Simian viruses—all types except 

Herpesvirus simiae (Monkey B 
virus) and Marburg virus, which 
are in Class 4 

Sindbis virus 
Tensaw virus 
Turlock virus 
Vaccinia virus 
Varicella virus 
Vole rickettsia
Yellow fever virus, 17D vaccine 

strain
C. CLASS 3 AGENTS

1. Bacterial agents:
ActinobaciUus mallei*
Bartonella—all species 
Burcella—all species 
Frundsella tularensis 
Mycobacterium avium, M. bovis, M.

tuberculosis
Pasteurella multodde type B (“buf­

falo” and other foreign virulent 
strains*)

Pseudomonas pseudomallei*
Yersenia pestis

2. Fungal agents:
Coccidioides immitis 
Histoplasma capsulatum 
Histoplasma capsulatum var. duboi-

sii
3. Parasitic agents:

Schistosoma mansoni
4. Viral, Rickettsial, and Chlamydial
agents:

Alastrim, Smallpox, Monkey pox, 
and Whitepox, when used in vitro 

Arboviruses—all strains except those 
in Class 2 and 4 (Arboviruses indig-

*USDA permit also required for import or 
interstate transport.
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enous to the United States are in 
Class 3, except those listed in Class
2. West Nile and Semliki Forest vir­
uses may be classified up or down, 
depending on the conditions of use 
and geographical location of the 
laboratory.)

Dengue virus, when used for trans­
mission or animal inoculation ex­
periments

Lymphocytic chorimeningitis virus 
(LCM)

Psittacosis-Omithosis-Trachoma 
group of agents

Rabies street virus, when used in in­
oculation of carnivores (See Class 
2)

Rickettsia—all species except Vole 
rickettsia when used for transmis­
sion or animal inoculation experi­
ments

Vesicular stomatitis virus*
Yellow fever virus—wild, when used 

in vitro
D. CLASS 4 AGENTS

1. Bacterial agents: None.
2. Fungal agents: None.
3. Parasitic Agents: None.
4. Viral, rickettsial, and Chlamydial
Agents:

Alastrim, Smallpox, Monkey pox, 
and Whitepox, when used for 
transmission or animal inoculation 
experiments

Hemorrhagic fever agents, including 
Crimean hemorrhagic fever 
{Congo), Junin, and Machupo vir­
uses, and others as yet undefined 

Herpesvirus simiae (Monkey B 
virus)

Lassa virus 
Marburg virus
Tick-borne encephalitis virus com­

plex, including Russian spring- 
summer encephalitis, kyasanur 
forest disease, Omsk hemorrhagic 
fever, and Central European en­
cephalitis viruses

Venezuelan equine encephalitis 
virus, epidemic strains, when used 
for transmission or animal inocula­
tion experiments

Yellow fever virus—wild, when used 
for transmission or animal inocula­
tion experiments

II. Classification of Oncogenic Viruses 
on the Basis of Potential Hazard
( 2 )

A. LOW-RISK ONCOGENIC VIRUSES

Rous Sarcoma
SV-40
CELO
Ad7-SV40
Polyoma
Bovine papoilloma 
Rat mammary tumor 
Avian Leukosis 
Murine Leukemia 
Murine Sarcoma 
Mouse mammary tumor 
Rat Leukemia

Hamster Leukemia 
Bovine Leukemia 
Dog Sarcoma
Mason-Pfizer Monkey Virus 
Marek’s
Guinea Pig Herpes 
Lucke (Frog)
Adenovirus 
Shope Fibroma 
Shope Papilloma
B. MODERATE RISK ONCOGENIC VIRUSES

Ad2-SV40
FeLV
HV Saimiri
EBV
SSV-1
GaLV
HV ateles
Yaba
FeSV

IIL Animal Pathogens (3)
A. ANIMAL DISEASE ORGANISMS WHICH 

ARE FORBIDDEN ENTRY INTO THE 
UNITED STATES BY LAW (CDC CLASS 5 
AGENT)

1. Foot and mouth disease virus
B. ANIMAL DISEASE ORGANISMS AND VEC­

TORS WHICH ARE FORBIDDEN ENTRY 
INTO THE UNITED STATES BY USDA 
POLICY (CDC CLASS 5 AGENTS)

African horse sickness virus 
African swine fever virus 
Besnoitia besnoiti 
Boma disease virus 
Bovine infectious petechial fever 
Camel pox virus 
Ephemeral fever virus 
Fowl plague virus 
Goat pox virus 
Hog cholera virus 
Louping ill virus 
Lumpy skin disease virus 
Nairobi sheep disease virus 
Newcastle disease virus (Asiatic 

strains)
Mycoplasma mycoides (contagious 

bovine pleuropneumonia) 
Mycoplasma agalactiae (contagious 

agalactia of sheep)
Rickettsia ruminatium (heart 

water)
Rift valley fever virus 
Rinderpest virus 
Sheep pox virus 
Swine vesicular disease virus 
Teschen disease virus 
Trypanosoma vivax (Nagana) 
Trypanosoma evansi 
Theileria parva (East Coast fever) 
Theileria annulata 
Theileria lawrencei 
Theileria bovis 
Theileria hirci 
Vesicular exanthema virus 
Wesselshron disease virus 
Zyonemar farciminosum  (pseudo­

farcy)

R e f e r e n c e s

1. “Classification of Etiologic Agents 
on the Basis of Hazard.” (4th Edition, 
July 1974). U.S. Department of 
Health, Education, and Welfare, 
Public Health Service, Center for Dis­
ease Control, Office of Biosafety, At­
lanta, Ga. 30333.

2. “National Cancer Institute Safety 
Standards for Research Involving On­
cogenic Viruses” (October 1974). U.S. 
Department of Health, Education, and 
Welfare Publication No. (NIH) 75-790.

3. U.S. Department of Agriculture, 
Animal and Plant Health Inspection 
Service.

A p p e n d i x  C —T able  o f  C o n t e n t s

I. General Requirements.
I-A. Institutional Biosafety Commit­

tee (IBC).
I- B. Approval and Registration of Pro- 
' jects.

II. Requirements and Procedures for 
NIH-Supported Projects.
II- A. Memorandum of Understanding 

and Agreement (MUA).
II-A-1. Contents of an MUA. 

II-A-l-a. Description.
II-A-l-b. Assessment of Contain­

ment Levels.
II-A-l-c. Statement by principal 

investigator.
II-A-l-d. Information Concern­

ing IBC Review.
II-A-l-e. Statement Regarding 

Continuing Compliance.
II-A-l-f. Signatures.
II-A-l-g. Date of MUA.

II-A-2. MUA’s for Recombinant 
DNA Research at Multiple Sites.

II-A-3. MUA’s Associated with In­
dividual Fellowship Applicants, Re­
search Career Development Award 
Candidates (RCDA), Research 
Career Awardees (RCA), and Institu­
tional National Research Service 
Fellowship Applications.

II-B. Submission of Memorandum of 
Understanding and Agreement 
(MUA).

II-B-1. Competing Applications. 
II-B—2. Noncompeting Applica­

tions.
II-C. Notation on Applications for Re­

search and Training Grants.
II-D. Award Procedures.
II-E. Changes in Ongoing Projects. 

II-E-1. Protocols for Which Con­
tainment Levels are Explicitly Speci­
fied by the Guidelines.

II-E-l-a. Major Changes. 
II-E-l-b. Minor changes.

II-E-2. Protocols for Which Con­
tainment Levels are Not Explicitly 
Specified by the Guidelines.

II-F. Shipping Requirements.
III. Policy and Procedures for Recom­
binant DNA Research Supported by 
NIH and Conducted in Foreign Coun­
tries.
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III-A. Policy.
III-B. Requirements and Procedures 

for NIH-Supported Research in 
Countries with Guidelines.

III- C. Requirements Regarding Coun­
tries Which Have Not Adopted 
Guidelines.

IV. Registration of Recombinant DNA 
Projects.
IV. -A. NIH-Supported Projects.
IV- B. Required Registration of Non- 

NIH Projects.
IV-C. Voluntary Registration of Non- 

NIH Projects.
IV-D. Procedures for Registration.
IV- E. Review.
V. Lowering of Containment Levels for 
Purified DNA and Characterized 
Clones.
V- A. Purified DNA Other Than Plas­

mids, Bacteriophages, and Other 
Viruses.

V- B. Characterized Clones of DNA Re­
combinants.

VI. Exceptions and Exemptions to the 
Guidelines.
VI- A. Exceptions.
VI-B. Exemptions
VI-C. Requests for Exceptions and Ex­

emptions.
VII. Illustration of Memorandum of 
Understanding and Agreement.
A p p e n d i x  C—NIH P o l ic e s  a n d  A d m in ­

is t r a t iv e  P r o c e d u r e s  f o r  E x p e r i ­
m e n t s  S u b je c t  t o  t h e  NIH G u id e ­
l in e s

The policies and procedures in this 
appendix apply only to recombinant 
DNA research subject to the NIH 
guidelines (see Pt. I of the guidelines).

These policies and procedures are 
mandatory for all recombinant DNA 
research conducted at institutions re­
ceiving any funds for recombinant 
DNA research from NIH. This appen­
dix supersedes previous announce­
ments published in the October 17, 
1977, and February 15, 1978, issues of 
the NIH Guide for Grants and Con­
tracts and previous notices placed in 
application kits for Public Health 
Service research and training grants.

This appendix contains NIH policies 
and procedures in effect as of the date 
of publication of the final revised 
guidelines. These policies and proce­
dures can be superseded by subsequent 
issuances. For current NIH policies, 
contact the NIH Office of Recombin­
ant DNA Activities (ORDA).

I. General Requirements.
A. Institutional Biosafety Commit­

tee (.IBC). Each institution at which 
recombinant DNA research subject to 
the guidelines is being conducted must 
have a standing biosafety committee. 
Suggestions for the composition of 
such a committee are discussed under 
Part IV of the guidelines, which also

NOTICES

discusses the roles and responsibilities 
of principal investigators and institu­
tions. A roster of the members of the 
Institutional Biosafety Committee 
(IBC) must be submitted to NIH.

The minimum information must in­
clude the names, addresses, occupa­
tions, qualifications, and curricula 
vitae of the chairperson and members 
of the committee. This information 
must be submitted to: Office of Re­
combinant DNA Activities, National 
Institutes of Health, Room 4A52, 
Building 31, Bethesda, Md. 20014.

The membership of IBC’s is subject 
to review by ORDA for compliance 
with recommendations stated in the 
guidelines. It is the responsibility of 
each institution to update this infor­
mation at least annually. As stipulated 
in the guidelines, ORDA will assist in 
the formation of an Area Biosafety 
Committee (ABC) when appropriate. 
Such a committee will be necessary 
when additional expertise from out­
side a given institution is necessary for 
the IBC to fulfill its functions.

B. Approval and Registration of Pro­
jects. Central to the implementation of 
the guidelines is the review of pro­
posed projects by the IBC. When the 
IBC has approved the project, the ex­
periments may be initiated (except for 
experiments requiring P4 physical 
containment, which require prior NIH 
approval; special procedures cover 
NIH awards, see sec. II-D below). The 
institution is responsible for register­
ing approved projects with NIH. 
ORDA will review approved projects 
and notify investigators and institu­
tions of the results of such review. 
(See sec. II-B for requirements for 
competing and noncompeting NIH ap­
plications. See sec. II-E for changes in 
ongoing projects, and Pt. IV for infor­
mation on registration.)

II. Requirements and Procedures for 
NIH-Supported Projects. This section 
describes policies and procedures for 
projects supported by NIH.

A. Memorandum of Understanding 
and Agreement (MUA). Each applica­
tion to the National Institutes of 
Health for a project which involves ex­
periments subject to the NIH guide­
lines for recombinant DNA research 
(see sec. I-E of the guidelines) must be 
accompanied by an MUA prepared in 
the format shown in the attached il­
lustration. Applicants are urged to 
follow the sequence and format of the 
illustration as closely as possible.

An application submitted to NIH 
without an attached MUA is incom­
plete and will not be reviewed until a 
properly executed MUA is provided.

1. Contents of an MUA. An MUA 
must contain the following sections:

a. Description. A description of each 
proposed project, and the name of the 
individual investigator responsible for
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the research if other than the princi­
pal investigator.

Descriptions must include informa­
tion on:

(1) source(s) of DNA,
(2) nature of inserted DNA se­

quences, and
(3) hosts and vectors to be used.
The descriptions must be sufficient

to provide information about the ex­
periments without need for reference 
to other documents. Each perform­
ance site must be identified with the 
name(s) of the organization, city, and 
State. Ordinarily, no more than two 
pages of description for each series of 
experiments are necessary.

b. Assessment of Containment 
Levels. An assessment of the physical 
and biological containment levels re­
quired by the current NIH guidelines 
for each series of experiments.

c. Statement by Principal Investiga­
tor. A specific brief statement by the 
principal investigator agreeing to 
abide by the provisions of the NIH 
guidelines and the requirements con­
tained in this appendix concerning 
shipment and transfer of recombinant 
DNA materials (see sec. II-F of this 
appendix).

The principal investigator must also 
attest to the accuracy of the informa­
tion in the MUA (see illustration in 
this appendix).

d. Information concerning IBC 
review:

(1) When facilities are in existence, a 
certification is required indicating that 
the IBC has reviewed the facilities and 
the proposed project(s) and found 
them to be in compliance with the 
NIH Guidelines, this Appendix, and 
other specific NIH instructions. The 
date of the IBC review must be speci­
fied.

(2) When facilities are proposed or 
are under construction or renovation 
at the time of the application, an as­
surance in lieu of a certification must 
be provided. The assurance indicates 
that the IBC has reviewed the pro­
posed project and the plans for the fa­
cilities proposed or under construction 
or renovation. The assurance must in­
clude a statement that recombinant 
DNA experimentation will not occur 
until the completed facility has been 
reviewed by the IBC and an amend­
ment to the MUA (i.e., the certifica­
tion described in subparagraph (1)), 
has been submitted to NIH.

NoTE:Some MUA’s may have to in­
corporate a certification as well as an 
assurance if there are both certified 
facilities and facilities under construc­
tion or renovation.

e. Statement Regarding Continuing 
Compliance. A statement by the ap­
propriate institutional official that the 
IBC will insure compliance with the 
Guidelines throughout the duration of 
the project.
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f. Signatures. The signatures of the 
principal investigator, the IBC chair­
person, and the institutional official(s) 
are required.

g. Date of MUA. The date of the 
MUA for future reference will be the 
date of the institutional official’s sig­
nature.

2. MUA’s for Recombinant DNA Re­
search at Multiple Sites. When re­
search at multiple sites is proposed, 
the MUA must specify where each 
part of the project will be carried out. 
When research is proposed at sites 
governed by other than the applicant 
institution, signatures of the appropri­
ate officials at both the applicant in­
stitution and the institution(s) where 
the recombinant DNA research is to 
be conducted are required. The signa­
tures shall indicate that the IBC’s of 
each of the institution(s) where the re­
search is to be performed have given 
the certification and/or assurance re­
quired in item d of the MUA.

3. MUA’s Associated with Individual 
Fellowship Applications, Research 
Career Development Award Candi­
dates (RCDA), R esearch  Career Awar­
dees iRCA), and Institutional Nation­
al Research Service Fellowship Appli­
cations. When projects involving re­
combinant DNA technology subject to 
the Guidelines are involved, fellowship 
applicants, RCDA candidates, RCA’s, 
or Program Directors for Institutional 
National Research Service Fellowship 
Applications should attach to the ap­
plication either a copy of MUA(s) al­
ready submitted to the NIH, or submit 
a new MUA(s) as indicated below. If a 
copy is submitted, the fellowship ap­
plicant, RCDA candidate, RCA, or 
Program Director (if other than the 
principal investigator) must sign the 
MUA copy under the signature of the 
principal investigator.

If any recombinant DNA work is 
proposed other than that indicated in 
an existing MUA(s), a new or amended 
MUA must be submitted to NIH in ac­
cordance with procedures in II-B and 
II-E of this Appendix. These proce­
dures also apply to experiments using 
recombinant DNA technology in 
courses supported by an institutional 
fellowship.

B. Submission of Memorandum of 
Understanding and Agreement {MUA).

1. Competing Applications. For com­
peting applications involving recom­
binant DNA research subject to the 
Guidelines, ah MUA must be submit­
ted to the Division of Research 
Grants, NIH, with the application.

2. Noncompeting Applications. Each 
noncompeting continuation applica­
tion involving recombinant DNA re­
search subject to the Guidelines must 
be accompanied by an updated MUA 
that indicates that the IBC has re­
viewed the project prior to submission 
of the application, and has found it

still in compliance with NIH Guide­
lines.

Important Note: If an investigator 
wishes immediately to initiate a proj­
ect after IBC approval, after submit­
ting a new competing application to 
NIH, the procedures for registration 
of non-NIH projects, described in sec­
tion IV of this Appendix, must also be 
followed. If an investigator wishes im­
mediately to initiate new experiments 
in an ongoing project, an MUA must 
be filed with NIH within 30 days of- 
IBC approval, even if the proposed ex­
periments are described in an MUA 
submitted with a noncompeting or a 
competing renewal application. In the 
latter cases, see procedures in section 
II-E of this Appendix, dealing with 
changes in ongoing projects, which 
must also be followed.

C. Notation on Applications for Re­
search and Training Grants. NIH ap­
plication forms will be revised to in­
clude a block to be checked indicating 
whether recombinant DNA research 
subject to the Guidelines is involved. 
Until such time as revised forms are 
available, applicants should specify in 
capital letters at the bottom of the 
first page of the application the fol­
lowing statement:
APPLICATION INVOLVES EXPERIMENTS

SUBJECT TO GUIDELINES POR RECOMBIN­
ANT DNA RESEARCH
D. Award Procedures. Prior to 

award, MUA’s will be reviewed by 
ORDA for compliance with the re­
quirements of the Guidelines. Notifi­
cation of the status of NIH review of 
the MUA will be accomplished by one 
of the following 3 footnotes on the 
Notice of Grant Award:

Footnote 1. “Protocols in MUA dated 
—/ —/ — conform to standards of NIH 
Guidelines.”

Footnote 2. “Protocols in MUA dated 
—/ —/ —, as modified, conform to 
standards of NIH Guidelines.”

Footnote 3. “Protocols in MUA dated 
do not conform to standards 

of NIH Guidelines.”
Footnote 1 will be used to indicate 

that the MUA has been reviewed by 
ORDA, and the protocols have been 
found to conform to the standards set 
forth in the Guidelines.

Footnote 2 will be used to indicate 
that the MUA has been reviewed by 
ORDA and that certain aspects of the 
MUA do not conform to standards set 
forth in the Guidelines. Use of this 
footnote indicates that NIH has noti­
fied the institution that appropriate 
action must be taken to bring the pro­
tocols in question into compliance 
with NIH standards, or that the proto­
cols in question must not be carried 
out.

Footnote 3 will be used to indicate 
that the MUA has been reviewed by 
ORDA and the protocols have been

found not to conform to standards set 
forth in the Guidelines. This footnote 
indicates that the proposed experi­
ments are not to be carried out until 
they have been brought into compli­
ance with NIH standards, and a re­
vised MUA has been submitted to the 
NIH.

E. Changes in Ongoing Projects. 
Changes in a project subject to the 
Guidelines must be reported to the 
IBC by the principal investigator.

1. Protocols for Which Containment 
Levels are Explicitly Specified by 
Guidelines. The procedures described 
in this section apply only to research 
projects for which containment levels 
are explicitly stated in the Guidelines 
or in announcements from ORDA, 
except for projects requiring P4 physi­
cal containment, which require NIH 
approval prior to initiation of the re­
search.

Depending upon the judgment of 
the IBC as to whether the proposed 
changes are major or minor, the proce­
dures described in a and b below are to 
be followed.

a. Major Changes. A new or revised 
MUA is required for introduction of 
recombinant DNA research subject to 
the guidelines into an ongoing project, 
or for significant changes in the re­
combinant DNA aspects Of an ongoing 
project. Examples of changes in an on­
going recombinant DNA project which 
would require the filing of a new or 
amended MUA would include (i) sig­
nificant changes in hosts or vectors,
(ii) significant changes in the donor 
species or the nature of the DNA seg­
ment being selected, (iii) major 
changes in the physical location of the 
experiments, or (iv) a change of the in­
vestigator responsible for the conduct 
of the experiments.

For such changes in an ongoing proj­
ect, a new or revised MUA must be 
submitted to the IBC. Once IBC ap­
proval has been obtained for other 
than projects requiring P4 contain­
ment, the experiments may be initiat­
ed. The institution must then forward 
the MUA directly to the program ad­
ministrator of the awarding NIH 
Bureau, Institute, or Division within 
30 days of approval by the IBC. The 
MUA must identify the project by 
grant number. The principal investiga­
tor will be notified by letter regarding 
the NIH review of the new or revised 
MUA. If review by ORDA finds that 
an MUA, or certain aspects of an 
MUA, do not conform to standards set 
forth in the guidelines, the principal 
investigator and the IBC will be noti­
fied. In such cases, immediate action 
must be undertaken to bring the pro­
tocols into compliance with NIH 
standards or the experiments in ques­
tion must be suspended.

b. Minor Changes. Principal investi­
gators should submit information on
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minor changes in research protocols to 
the IBC. Minor changes need not be 
reported to NIH until an updated 
MUA is required (see section II-B of 
this appendix).

2. Protocols for Which Containment 
Levels are Not Explicitly Specified by 
the NIH Guidelines. Investigators who 
wish to initiate recombinant DNA ex­
periments for which containment 
levels are not explicitly stated in the 
guidelines or in announcements from 
ORDA must obtain approval from the 
NIH prior to initiating the proposed 
experiments.

Because it is anticipated that the 
setting of containment levels for this 
class of experiments will require 
review by the Recombinant DNA Advi­
sory Committee, investigators are 
strongly urged to provide to ORDA in 
writing full information on the pro­
posed experiments prior to submission 
of a formal MUA.

F. Shipping Requirements.
N o t e .— Requirements regarding shipment 

and transfer of recombinant DNA materials 
may be incorporated by reference into the 
MUA (see illustration in this appendix).

All MUA’s must indicate that the 
principal investigator (program direc­
tor, fellow, or candidate) agrees to 
comply with the following provisions 
pertaining to shipment or transfer of 
recombinant DNA materials:

1. Prior to shipment or transfer of 
recombinant DNA materials within 
the United States, the sending labora­
tory shall obtain a written statement 
from the requesting laboratory that:

a. Research involving recombinant 
DNA molecules shall be conducted in 
compliance with NIH guidelines, this 
appendix, and other NIH instructions, 
and

b. The project proposed by the re­
questing laboratory has been reviewed 
and approved by the IBC of the re­
questing laboratory.

2. Prior to shipment of recombinant 
DNA materials to a country other 
than the United States, the sending 
laboratory shall obtain a statement 
from the requesting laboratory stating 
that research involving recombinant 
DNA molecules shall be conducted in 
accordance with the containment 
levels specified by the NIH guidelines, 
or applicable national guidelines if 
such have been adopted by the coun­
try in which the research is to be con­
ducted.

3. The sending investigator shall 
maintain a record of all shipments of 
recombinant DNA materials.

N o t e .—See section II-D-3 of the guide­
lines for restrictions on distribution of certi­
fied host-vector systems.

III. Policy and Procedures for Re­
combinant DNA Research Supported 
by NIH and Conducted in Foreign 
Countries.

A. Policy. Many countries in which 
NIH-supported recombinant DNA re­
search may be conducted have adopt­
ed guidelines for the conduct of this 
research which are either comparable 
to or based on principles similar to 
those of the NIH guidelines for recom­
binant DNA research. Also, many 
countries have existing organizations 
and procedures to review and register 
recombinant DNA research, and re­
quire documentation similar to that of 
NIH. If such guidelines and proce­
dures exist and are comparable to the 
NIH guidelines, review and approval 
by the appropriate national body in 
the country in which the research is to 
be conducted, in general, will be ac­
cepted as assurance that the research 
will be conducted in a responsible 
manner and in accord with national 
guidelines. However, NIH reserves the 
right to withhold funding if the safety 
practices to be employed are not rea­
sonably consistent with the NIH 
guidelines.

B. Requirements and Procedures for 
NIH-Supported Research in Countries 
with Guidelines. The following proce­
dures apply both to NIH awards in 
foreign countries and to U.S. investiga­
tors intending to conduct recombinant 
DNA research with NIH support in 
foreign countries which have adopted 
guidelines. For applications for NIH 
awards in foreign countries, the re­
quired documentation (see below) may 
be included with the application, or 
may be submitted at a later date, but 
must be submitted prior to the time of 
award. For U.S. investigators intend­
ing to conduct recombinant DNA re­
search abroad, the documentation 
should be submitted prior to initiation 
of the project.

For all NIH-supported research 
abroad using recombinant DNA tech­
nology, a document providing the fol­
lowing information must be submitted 
to NIH:

1. A description of each proposed 
project and the individual investigator 
responsible for the research, if other 
than the principal investigator. De­
scriptions should, indicate the sources 
of DNA, nature of inserted DNA se­
quences, hosts and vectors to be used, 
and must be of sufficient detail to pro­
vide information about the research 
without need for reference to other 
documentation. Ordinarily, no more 
than two pages of description for each 
series of experiments are necessary.

2. An assessment of the level(s) of 
physical and biological containment 
required by the guidelines of the coun­
try in which the research is to be con­
ducted.

3. Documentation that the research 
project is in compliance with the ap­
plicable national guidelines and, where 
required, has been registered with the 
appropriate national body in the coun­

try in which the research is to be con­
ducted. If approval of the national 
body is required prior to initiation of 
the research, the documentation must 
indicate that such approval has been 
received.

4. The signatures of both a responsi­
ble official and the principal investiga­
tor.

5. The date of signature of the re­
sponsible official. This will become the 
date of the document for future refer­
ence.

C. Requirements Regarding Coun­
tries Which Have Not Adopted Guide­
lines. NIH funds may not be used for 
the conduct of recombinant DNA re­
search in a country which has not 
adopted national guidelines, unless the 
research is in full compliance with 
NIH Guidelines and the procedures re­
quired for U.S. grant applications have 
been fulfilled—i.e., establishment of 
an institutional biosafety committee, 
filing of an MUA, etc.

IV. Registration of Recombinant 
DNA Projects.

A. NIH-Supported Projects. An NIH- 
approved MUA will constitute registra­
tion of projects awarded by NIH. For 
immediate initiation of projects pend­
ing with NIH see “Important Note” 
under section II-B of this appendix.

B. Required Registration of Non- 
NIH Projects. The guidelines require 
that institutions receiving NIH funds 
for recombinant DNA research shall 
inform NIH of all initiated recombin­
ant DNA projects subject to the guide­
lines (see section IV-C-1 of the guide­
lines). For these projects, the required 
information must be submitted within 
30 days of the IBC’s approval.

C. Voluntary Registration of Non- 
NIH Projects. The guidelines stipulate 
that any institution which is not re­
quired to comply with the guidelines 
may nevertheless register with the 
NIH ongoing projects involving recom­
binant DNA research subject to the 
guidelines (see section IV-C-2 of the 
guidelines).

D. Procedures for Registration. The 
procedures in this section apply to reg­
istration of projects in B and C above. 
Because non-NIH projects filed with 
the NIH will immediately be added to 
the register of ongoing recombinant 
DNA research, institutions may regis­
ter only those projects which are on­
going or about to be initiated. Institu­
tions should not submit pending pro­
jects to this register.

Institutions must register these pro­
jects directly with ORDA. It is the re­
sponsibility of the institution to insure 
that this information is accurate and 
up-to-date by submitting any neces­
sary revised information on a timely 
basis. Institutions are responsible for 
notifying ORDA when a project is 
completed or terminated so that it 
may be removed from the register.
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For registration of projects de­
scribed in B and C above, the follow­
ing information must be submitted:

1. A short title for the project.
2. Registry number of project.
3. Start and end dates of the project.
4. The name of the principal investi­

gator and the name and address of the 
institution, including the department 
in which the research is being con­
ducted and the location of the project.

5. The source of support for the 
project.

6. A description of each project and 
the name of the investigator responsi­
ble for the research. Descriptions 
should indicate information on the 
sources of DNA, nature of inserted 
DNA sequences, and the host-vector 
systems being used». Ordinarily, no 
more than two pages of description for 
each series of experiments are neces­
sary.

7. An assessment of the level(s) of 
physical and biological containment 
required by the Guidelines for each 
series of experiments.

8. A statement that an Institutional 
Biosafety Committee has reviewed the 
project and found it to be in compli­
ance with the NIH Guidelines.

9. The signatures of the principal in­
vestigator, the chairperson of the IBC, 
and the institutional official.

10. The date of signature by the in­
stitutional official. This date will be 
used for reference purposes.

E. Review. Institutions will be noti­
fied in writing of ORDA’s review of 
the information submitted for regis­
tration of recombinant DNA projects 
not supported by NIH. If review by 
ORDA finds that the protocols do not 
conform to standards set forth in the 
Guidelines, the institution is expected 
to take appropriate action to bring the

NOTICES

protocols into compliance with NIH 
standards.

V. Lowering of Containment Levels 
for Purified DNA and Characterized 
Clones.

A. Purified DNA Other Than Plas­
mids, Bacteriophages, and Other Vir­
uses.

The Guidelines stipulate that the 
formation of DNA recombinants from 
cellular DNA’s that have been purified 
and which are free of harmful genes 
can be carried out under lower con­
tainment conditions than those re­
quired for the corresponding shotgun 
experiment. IBC approval is sufficient 
for such a reduction of containment 
level, except for (i) primate DNA, 
which also requires prior NIH approv­
al, or (ii) any lowering of containment 
to levels below P1+EK1, which also 
requires prior NIH approval (see sec. 
III-A-3-a of the Guidelines).

The IBC must notify ORDA in writ­
ing of all such actions. Many of these 
actions will be in the context of sub­
mission of a new or revised MU A.

B. Characterized Clones of DNA Re­
combinants. The Guidelines permit 
IBC’s to give approval for a single-step 
reduction in physical or biological con­
tainment on receipt of evidence of 
characterization of a clone derived 
from a shotgun experiment and its 
probable freedom from harmful genes 
(see sec. III-A-3-b of the Guidelines). 
IBC approval is sufficient for such a 
reduction except for (i) primate DNA 
which requires prior NIH approval, or
(ii) any lowering of containment to 
levels below P1+EK1, which also re­
quires prior NIH approval. The IBC 
must notify ORDA in writing of all 
such actions. Such notification must 
clearly indicate the name of the prin­
cipal investigator and the project sup­
porting the work.

Reduction of containment levels by 
more than one step, use of primate 
DNA, or cases involving lowering of 
containment to levels below P1+EK1 
require prior approval by NIH. In the 
latter cases, complete information 
must be submitted to ORDA. Many of 
these cases are expected to require 
review by the RAC at its next sched­
uled meeting.

VI. Exceptions and Exemptions to 
the Guidelines.

A. Exceptions. Exceptions to prohib­
ited experiments require express ap­
proval by the Director, NIH, on recom­
mendation of the RAC after appropri­
ate notice and opportunity for public 
comment (see sec. I-D of the Guide­
lines).

B. Exemptions. Classes of exempt 
experiments, which are not covered by 
the Guidelines, ar§ cited in section I-E 
of the Guidelines. It is anticipated 
that additional exemptions for specific 
experiments which fall into the cate­
gories cited in sections I-E-4 and I-E-5 
of the Guidelines may be granted by 
the Director, NIH, on the recommen­
dation of the RAC and after appropri­
ate notice and opportunity for public 
comment.

C. Requests for Exceptions and Ex­
emptions. Requests for an exception 
to a prohibition or an exemption from 
the Guidelines must be submitted to 
ORDA accompanied by adequate doc­
umentation. Because the handling of 
requests for exceptions and exemp­
tions will probably be a time-consum­
ing process, investigators are strongly 
urged to discuss the proposed request 
with the staff of ORDA by telephone 
in advance of submission of a formal 
request. Decisions or requests for ex­
ceptions or exemptions will be pub­
lished in the Recombinant DNA Tech­
nical Bulletin.
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National Institutes of Health, Envi­
ronmental Impact Assessment of a 
P roposal T o R elease R evised NIH 
Guidelines for R esearch Involving 
R ecombinant DNA Molecules

PREPARED BY THE OFFICE OF THE DIREC­
TOR, NATIONAL INSTITUTES OF 
health—J uly 197 8

Summary

Nature of Document: Environmental 
Impact Assessment.

Agency: National Institutes of 
Health, Public Health Service, U.S. 
Department of Health, Education, and 
Welfare.

Type of Action: (X) Administrative.
( ) Legislative.

Description of Action: Publication 
for public comment of proposed re­
vised guidelines for research involving 
recombinant DNA molecules.

Organization of Material: Back­
ground information is presented on • 
the recombinant DNA process and on 
the presumed risks and demonstrable 
benefits of this basic research tech­
nique. Next the proposed revised 
guidelines are analyzed according to 
their four main parts: scope, principles 
of. containment of possibly hazardous 
agents, proposed changes in the con­
tainment for experiments to be cov­
ered by the revised guidelines, and 
roles and responsibilities of investiga­
tors and institutions.

Analysis of Alternatives: For each of 
these four main parts, the assessment 
is presented under four sections: anal­
ysis of the current Guidelines (in 
effect since June 23, 1976); alterna­
tives (revisions) proposed by the NIH 
Recombinant DNA Advisory Commit­
tee (RAC) [Federal R egister, Septem­
ber 27, 1977]; alternatives proposed by 
the Director, NTH, after full considera­
tion of scientific evidence, public com­
ments, and the testimony taken in a 2- 
day meeting of the Director’s Advisory 
Committee (DAC) at which scientists 
of various disciplines, representatives 
of environmental groups, and other 
witnesses discussed the RAC propos­
als; and finally, the projected environ­
mental impact of research to be con­
ducted under the NIH Director’s pro­
posed guidelines. Appendix A will aid 
in comparing the containment levels 
under the current guidelines with 
those under the two alternatives. Ap­
pendix B shows how those alternatives 
would have affected all NIH-funded 
recombinant DNA experiments active 
in December 1977.

Environmental Impact of the Pro­
posed Action: As can best be deter­
mined from all evidence compiled to 
date and analyzed in numerous scien­
tific and public forums, there will be 
no adverse environmental impact from

recombinant DNA research conducted 
under the Director’s proposed revi­
sions. The Environmental Impact 
Statement on NIH Guidelines for Re­
search Involving Recombinant DNA 
Molecules, issued in October 1977, pre­
dicted that the environmental impact 
of research conducted under the 1976 
NIH Guidelines would be the contin­
ued protection of the laboratory 
Worker, the general public, and the en­
vironment from conjectural hazards. 
So far, this prediction has been con­
firmed: We know of no scientists con­
ducting recombinant DNA research in 
the United States or other countries 
who are not following the NIH or com­
parable guidelines, and no untoward 
effect of the research has been report­
ed. Meanwhile, new scientific evidence 
as well as extensive experience in oper­
ating under the NIH Guidelines indi­
cate that revisions are in order. The 
predictable effect of continued use of 
recombinant DNA techniques under 
the Director’s proposed revisions 
would be a greater realization of the 
benefits of this valuable tool without 
compromise of safety.
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F oreword

In June 1976 the National Institutes 
of Health, with the concurrence of the 
Secretary of Health, Education, and 
Welfare and the Assistant Secretary 
for Health, issued guidelines to govern 
the conduct of NIH-supported re­
search involving recombinant DNA 
molecules. These guidelines stated 
that they would be “subjected to peri­
odic review (at least annually) and 
modified to reflect improvements in 
our knowledge of the potential bioha­
zards and of the available safeguards.” 
Since that time, a number of scientific, 
administrative, and legislative events 
have occurred that should be summa­
rized at the outset, for they are re­
flected in the revisions of the NIH 
guidelines as proposed, first by the Re­
combinant Advisory Committee and 
currently by the Director, NIH.

Recombinant DNA experiments 
have proceeded in hundreds of labora­
tories throughout the world. The sub­
ject has been discussed and debated in 
countless meetings, and the public lias 
been consulted as well as the scientific 
community. NIH has taken into ac­
count public comments in preparing 
the original guidelines, an environ­
mental impact statement (EIS), and 
the proposed Director’s revision.

One of the most important recent 
developments has been the careful 
scrutiny, from a very broad point of 
view, of the premises upon which the 
original guidelines were based. Thus, 
the molecular biologists, who first 
raised questions about the safety of re­
combinant research, have now had 
greater opportunity to consider their 
concerns in the company of many ex­
perts on infectious disease, epidemio­
logy, viruses, plants, laboratory safety 
practices, ecology, and other relevant 
disciplines.

From all of these activities have 
emerged certain important facts. For 
one, no evidence has come to light 
that any of the thousands of individu­
al recombinant DNA clones construct-
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ed over the last 5 years have yielded a 
product harmful to man or the envi­
ronment. On the other hand, many ex­
amples of useful knowledge obtained 
through such techniques continue to 
accumulate rapidly.

Scientific developments
No scientific evidence not considered 

in the promulgation of the guidelines 
has emerged to support the fears that 
the use of these techniques will create 
a harmful product. On the contrary, 
scientific information has been devel­
oped over the past 2 years that lessens 
concern over the possible environmen­
tal hazard. Dr. Roy Gurtiss, professor 
of microbiology at the University of 
Alabama School of Medicine in Bir­
mingham, and others have demon­
strated that biological containment 
measures—methods developed to
weaken bacteria used in the experi­
ments—do prevent these bacteria from 
surviving in a natural environment, 
and would do so if they escaped from 
the laboratory.

While the probability of doing harm 
with laboratory recombination of 
genes has not been, and never will be, 
reduced to zero, we have reached a 
point where the burden of proof is 
shifting toward those who would re­
strict such activities. The careful in­
terpretation of evidence obtained 
before and after June 1976 has re­
duced to inconsequential levels the 
probabilities that E. coli K-12, the 
host most used in recombinant DNA 
experiments, can be converted to an 
epidemic pathogen. Much of the rele­
vant data and their discussion by ex­
perts are now available in the pub­
lished proceedings of an NIH-spon- 
sored meeting in Falmouth, Mass., on 
June 20-21, 1977 (Journal of Infec­
tious Diseases, May 1978).

The Falmouth conference brought 
out evidence that the risk of trans­
forming E. coli K-12 into a pathogen 
is minimal, either for laboratory per­
sonnel or the public at large. Dr. Sher­
wood Gorbach, chairman of the con­
ference, has reported that there was 
scientific consensus on this matter 
among all in attendance, including mi­
crobiologists who work with disease- 
producing bacteria.

Much of the concern expressed 
about recombinant DNA experiments 
relates to the creation of novel organ­
isms in the laboratory. Additional evi­
dence, however, suggests that the re­
combinations of DNA produced in the 
laboratory may be very similar to 
many that occur in nature. If further 
work confirms and extends this evi­
dence, then the concern about cheat­
ing novel forms of life will be put into 
a new perspective.

Administrative developments 
Implementation of the NIH guidelines

The current NIH guidelines provide 
not only explicit instructions about 
the conduct of experiments, but also 
an administrative framework for their 
implementation. They set out the re­
spective responsibilties of the princi­
pal investigator, the institution where 
the work is conducted (including the 
institutional biohazard committee), 
the NIH Recombinant DNA Advisory 
Committee (or simply “Recombinant 
Advisory Committee” or “RAC,” the 
technical body responsible for propos­
ing the guidelines), and the NIH staff.

The NIH Office of Recombinant 
DNA Activities (ORDA) was estab­
lished to coordinate the administra­
tion of NIH policies and procedures 
for safe utilization of recombinant 
DNA technology in research. Dr. Wil­
liam Gartland is Director of ORDA. 
Over the 2 years the implementation 
of the guidelines by participants in 
this research has proceeded well. Ap­
proximately 130 institutions where 
NIH-supported research is taking 
place have established institutional 
biohazard committees, and approxi­
mately 350 projects are involved.

Over the past 2 years administrative 
practices have evolved to deal with re­
quirements of the guidelines. One of 
the requirements is a means for inter­
pretation. The standards in the guide­
lines are very explicit about the con­
duct of permissible experiments. Still, 
questions of interpretation continue to 
arise and must be dealt with. Our de­
termination to assure that the experi­
ments comport with the standards of 
the guidelines has necessitated a 
number of administrative delays in 
acting on research protocols.

Another area of difficult administra­
tion has been certification of new 
host-vector systems. These represent 
microorganisms weakened by various 
methods to prevent their survival were 
they to escape from their specially 
contained environment in the labora­
tory. Under the current guidelines, the 
Recombinant Advisory Committee 
must review all applications for new 
host-vector systems and recommend 
for certification those that meet the 
relevant criteria.

Undoubtedly the presence of the 
guidelines and their implementation 
have caused some experiments to be 
postponed and some scientific work to 
be delayed. At the same time, NIH, 
having embarked upon this conserva­
tive course, believes it must guarantee 
the integrity of the administrative 
safeguards and see that due process is 
observed in implementation.
Policy issues

Three key policy issues concerning 
recombinant DNA research have domi­
nated NIH attention during the ad­
ministration of the NIH Guidelines. 
They are the determination of the en­

vironmental impact, if any, of the NIH 
Guidelines and the research conducted 
thereunder; the patenting of recom­
binant DNA research inventions devel­
oped under Federal support; and the 
extension of the NIH Guidelines na­
tionally through existing regulation or 
new legislation. Discussions of these 
policy issues follow:

National Environmental Policy Act 
(.NEPA). In accordance with the Na­
tional Environmental Policy Act of 
1969 (NEPA), Nlrf*undertook an envi­
ronmental impact assessment of envi­
ronmental effects, if any, of the origi­
nal NIH Guidelines. A draft environ­
mental impact statement was pub­
lished in the F ederal R egister in Sep­
tember 1976 for public review and 
comments. On the basis of the com­
ments received, NIH published a final 
EIS in October 1977.

During the development of the EIS, 
two suits under NEPA were brought 
against the Department. One suit, in 
the Federal District Court in New 
York, alleged that NIH failed to 
comply with NEPA by not completing 
an EIS before supporting recombinant 
DNA research and before releasing the 
original guidelines. The Government 
has answered the allegations, and the 
case is pending in New York.

The second suit filed in the Federal 
District Court in Washington, D.C., by 
a resident of Frederick, Md., sought an 
injunction to prevent NIH from con­
ducting a risk-assessment experiment 
at the Frederick Cancer Research 
Center without first filing an environ­
mental impact statement. On Febru­
ary 23, 1978, a decision was rendered 
by the U.S. District Court against the 
issuance of an injunction, and this de­
cision was affirmed by the U.S. Court 
of Appeals on March 8, 1978. It was 
the decision of the court that recom­
binant DNA research was beneficial, 
that the experiment under question 
was important, and that it posed no 
substantial risk. The court went on to 
state that “the Recombinant DNA Re­
search Guidelines represent an effort 
by many scientists to evaluate the haz­
ards and provide safe methods for 
their control. The record reflects that 
NIH has carefully considered the po­
tential risks of this experiment under 
the guidelines and has taken the nec­
essary precautions * * *. The EIS does 
represent a ‘hard look’ by NIH at re­
combinant DNA research performed 
in accordance with its guidelines. It 
appears that compliance with the NIH 
guidelines will insure that no recom­
binant DNA molecules will escape 
from the carefully controlled labora­
tory to the environment.”

Patent Policy. Shortly before release 
of the NIH Guidelines in June 1976, 
NIH received a letter from Stanford 
University noting that both Stanford 
and the University of California were

FEDERAL REGISTER, V O L  43, N O . 146— FRIDAY, JULY 28, 1978



33098 NOTICES

applying for patent protection for re­
combinant DNA inventions developed 
by their NIH-supported investigators, 
and asking NIH to review relevant 
DHEW policies. In view of the intense 
public interest in this research gener­
ally, the two universities felt the need 
for a formal advisory opinion on the 
patenting of such inventions devel­
oped under NIH grants or contracts. A 
number of other universities indicated 
similar interest in obtaining the offi­
cial NIH view.

Prior to making an official pro­
nouncement of DHEW-NIH policy 
with respect to patenting of recombin­
ant DNA research inventions, NIH de­
cided to solicit comments from a broad 
range of individuals and institutions. 
An analysis of the comments received 
was completed in December 1976 and 
was referred to the Federal Inter­
agency Committee on Re- combinant 
DNA Research.

When the guidelines were released 
in June 1976, a key public issue was 
their extension to the rest of the 
public and private sectors. Commenta­
tors whose views were solicited agreed 
that there must be standards to 
govern recombinant DNA research 
and that the NIH Guidelines could 
provide the standards for such re­
search nationally. They were divided, 
however, on whether to approach that 
goal through the use of patent agree­
ments. They noted that the implemen­
tation of the NIH Guidelines through 
licenses granted under patents would 
be awkward at best and only a partial 
solution.

The Interagency Committee mem­
bers reviewed the matter in April and 
May of 1977. Most members voiced 
strong support for DHEW policies gov­
erning Institutional Patent Agree­
ments (IPA’s), and all except represen­
tatives of the Department of Justice 
believed that recombinant DNA inven­
tions should be considered within the 
existing terms of the IP A. The Justice 
Department opinions rested heavily on 
a draft bill originally proposed by Sen­
ator Kennedy for the regulation of re­
combinant DNA research activities. 
Specifically, Justice referred to the 
patent sections of this bill that were 
based on the concept of Government 
ownership of recombinant DNA re­
search inventions. In subsequent ver­
sions of this bill, however, all refer­
ences to patents were eliminated.

On the basis of the review by the 
Interagency Committee and by the As­
sistant Secretary for Health and the 
General Counsel for DHEW, it was de­
cided that, at least for the present, re­
combinant DNA research inventions 
developed under DHEW-NIH support 
should continue to be administered 
within current DHEW patent agree­
ments with universities. Each agree­
ment, however, will be amended to

permit the institution to grant a li­
cense under patents secured on any 
such invention only if the licensee pro­
vides assurance of compliance with the 
physical and biological containment 
standards set forth in the guidelines. 
Thus, the requirements set for NIH 
grantees and contractors will thus be 
honored by licensees as well.

Legislative Developments. The Fed­
eral Interagency Committee on Re­
combinant DNA Research recommend­
ed in March 1977 that legislation be 
passed to extend the standards of the 
NIH Guidelines to all recombinant 
DNA activities in the public and pri­
vate sectors. On the basis of the rec­
ommendations, legislation was devel­
oped under HEW Secretary Joseph A. 
Califano, Jr., and an Administration 
bill was introduced in the Congress. 
The bill was considered in Congres­
sional hearings; other bills on the sub­
ject were introduced. After several re­
drafts by the relevant subcommittees 
during 1977, a Senate bill was reported 
to the Floor and a House bill was re­
ported to the full Committee.
, The two bills reported out contained 
many elements of the original Admin­
istration bill. A number of differences 
emerged, however, that would neces­
sarily involve a greater administrative 
burden and some further delays and 
duplication in handling the highly 
technical matters involved in stand­
ard-setting and monitoring.

Pending legislation introduced in 
1978 provides the most promising solu­
tion yet available for establishing na­
tional standards for the use of recom­
binant DNA techniques. The bill H.R. 
11192 was reported by the Committee 
on Interstate and Foreign Commerce 
on March 24, 1978. It is an interim 2- 
year measure that provides for sensi­
ble regulation and public oversight. It 
was referred to the Committee on Sci­
ence and Technology, was considered 
by its Subcommittee on Science, Re­
search and Technology for a period of 
21 days, and was reported from the 
Committee for House action on April 
21. H.R. 11192 reflects new scientific 
information and administrative devel­
opments since the release of the NIH 
Guidelines in June 1976. The general 
administrative structure of the guide­
lines and the standards for biological 
and physical containment are en­
dorsed for purposes of regulation. 
Thus, flexible regulation with national 
standards is the intent of the bill.
International activities

During the legislative hearings on 
recombinant DNA research, a number 
of questions were raised concerning in­
ternational activities in this field. In 
light of this interest, the Federal 
Interagency Committee, at the request 
of representatives from the State De­
partment, undertook a review of activ­

ities in other countries. This review 
was the basis for a Committee report 
issued in November 1977 on recombin­
ant DNA activities throughout the 
world, with recommendations for fos­
tering common safety standards. Sci­
entists abroad, as in the United States, 
have played a major role in bringing 
potential hazards of recombinant DNA 
research to the attention of scientists, 
governments, and international orga­
nizations.

The issue of recombinant DNA re­
search has been studied by national 
and international bodies. In many 
cases some form of control has been 
adopted, but nowhere has the research 
been totally banned. The United King­
dom, Canada, France, the Federal Re­
public of Germany, and the Soviet 
Union have issued guidelines that 

v differ in detail but are similar concep­
tually to the NIH Guidelines. Other 
countries are generally following the 
NIH or U.K. Guidelines, including 
Denmark, the Netherlands, Israel, 
Sweden, and Switzerland. The Europe­
an Science Foundation (ESF) has en­
dorsed the U.K. Guidelines; the Euro­
pean Molecular Biology Organization 
(EMBO) has endorsed use of either 
the U.K. or the NIH Guidelines; and 
the International Council of Scientific 
Unions (ICSU) and the World Health 
Organization (WHO) have urged na­
tions to adopt the principles that 

- these two sets of guidelines embody.
As of the summer of 1977, there 

were an estimated 150 research pro­
jects using recombinant DNA tech­
niques under way in Europe, 300 in 
the United States, and perhaps 20-25 
altogether in Australia, Japan, and the 
Soviet Union. All appear to be con­
ducted under some form of safety 
practices and procedures.

A number of national and interna­
tional activities foster the monitoring 
of recombinant DNA research for pur­
poses of safety and health. In the 
United Kingdom, the government’s 
health and safety executive will be re­
sponsible after October 1978 for insur­
ing that the standards of the United 
Kingdom Genetic Manipulation Advi­
sory Group (GMAG) are followed in 
matters relating to safety of employ­
ees and the general public.. The 
GMAG, consisting of representatives 
from the scientific, public, and private 
sectors, reviews recombinant DNA re­
search projects for conformance to ap­
propriate safety standards and prac­
tices. Similar advisory groups have 
also been established in other Europe­
an countries, and efforts are underway 
to identify appropriate governmental 
bodies to insure compliance with 
GMAG standards.

Proposed Revised Guidelines 
The RAC-proposed revisions
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In December 1975 the Recombinant 
Advisory Committee recommended 
proposed guidelines for review and de­
cision by the Director, NIH. To assist 
in the review, a special meeting of the 
Advisory Committee to the Director, 
NIH, was convened in February 1976. 
Members of the committee represent­
ed not only science but such other dis­
ciplines as law, ethics, and consumer 
affairs. Comments received from com­
mittee members and a number of 
public witnesses represented a wide 
range of views. A number of issues 
were referred back to the Recombin­
ant Advisory Committee for their com­
ments in April 1976. On the basis of all 
the comments received and the re­
sponses of the RAC, the NIH guide­
lines were finalized by the Director, 
NIH, and released in June 1976 along 
with an extensive “Decision docu­
ment.”

In 1977 the Recombinant Advisory 
Committee, in accordance with its 
mandate in the original guidelines, 
began the process of proposing revi­
sions to them. A subcommittee of the 
RAC held open meetings in March and 
April. Following this, the proposed re­
visions were considered and revised by 
the full committee at open meetings in 
May and June. On September 1, 1977, 
the RAC’s proposed revised guidelines 
were referred to the Director, NIH, for 
consideration and decision.

These proposed guidelines were pub­
lished in September for comment in 
the NIH Recombinant DNA Technical 
Bulletin. The bulletin is a new NIH 
publication that links recombinant 
DNA investigators in the United 
States and abroad with the advisory 
groups and organizations active in this 
field. To provide further opportunity 
for public comment, the proposed re­
vised guidelines were published in the 
Federal R egister oil September 27, 
1977 (42 FR 49596). The revisions pro­
posed by the RAC are described in 
detail in the following assessment, but 
the key changes can be summarized as 
follows:

Definition. A new definition was pro­
posed to cover only “novel recombin­
ant DNA”—namely, DNA segments 
from species not known to exchange 
chromosomal DNA by natural physio­
logical processes. Accordingly, a class 
of recombinant DNA, to be exempt 
from the guidelines, would have to 
appear on a list of “non-novel ex­
changers.”

Physical Containment, revisions 
here incorporated the philosophy and 
guidance of the report by NIH and the 
European Molecular Biology Organi­
zation (EMBO) on the requirement of 
Physical containment. A number of re­
visions were also made in the organiza­
tion of this section.

Biological Containment This sec­
tion was expanded from the 1976

guidelines to include ( l ) a  new nomen­
clature—HV1, HV2, and HV3—incorpo­
rating a variety of host-vector systems 
into the framework initially estab­
lished for E. coli K-12; (2) a more re­
strictive set of requirements for HV3 
host-vector systems; and (3) a new sec­
tion describing mechanisms for certifi­
cation of host-vector systems.

Prohibited Experiments. A major 
recommendation would allow the Di­
rector, NIH, to exercise discretion in 
permitting exceptions to the prohibit­
ed experiments, as in studies of risk as­
sessment.

Permissible Experiments. On the 
basis of the scientific evidence on the 
safety of E. coli K-12, some categories 
of experiments were classified at lower 
containment levels. Several other cate­
gories, however, remained the same as 
in the current guidelines. For certain 
categories, discretion was permitted by 
the investigator, and some categories 
of experiments were exempted.

Implementation. Several changes 
were recommended in the responsibil­
ities for the local institution. The rec­
ommendations included requirements 
for training of research personnel, cri­
teria for determining the need for 
medical procedures, clarification of 
membership on institutional bio- haz­
ards committees, and the require­
ments for a biological safety officer 
where work is being done at the P3 
and P4 levels.
The NIH-proposed revisions

The proposed revisions by the Re­
combinant Advisory Committee were 
published in the F ederal R egister for 
comment on September 27, 1977 (42 
FR 49596), and notice of a public hear­
ing was published in the F ederal R eg­
ister on November 22, 1977 (42 FR 
59918). In December the RAC-pro­
posed revisions were considered by the 
Advisory Committee to the Director, 
NIH (DAC) at a hearing attended by 
scientific experts and public witnesses. 
As at the 1976 hearing of the DAC, 
the membership was augmented to 
assure that the committee’s perspec­
tives included sufficient expertise and 
opinion on relative scientific, environ­
mental, occupational, and public 
policy issues. In addition, special ar­
rangements for the meeting included 
inviting 12 witnesses to represent in­
dustrial research, academic research, 
labor, and environmental groups. A 
number of others requested the oppor­
tunity to contribute their views and 
testified at the hearing.

Members of the Recombinant Advi­
sory Committee attended to explain 
the proposed revisions, and members 
were present from the Federal Inter­
agency committee on Recombinant 
DNA Research which represents all 
Federal departments and agencies 
that support or conduct such research

33099
or have regulatory authority in this 
area.

Since September 1977, when the pro­
posed revisions were published in the 
F ederal R egister, they have been re­
viewed in light of the many comments 
received from the public and the scien­
tific community. The publié hearing 
provided a forum for all points of view, 
especially from the environmental per­
spective. On the basis of the analysis 
of the hearing and the correspon­
dence, the following general points 
emerged:

•  The recommendations by the Re­
combinant Advisory Committee were 
generally supported. There was uni­
versal sentiment for giving the Direc­
tor, NIH, discretion to exempt certain 
experiments from the provisions of 
the guidelines, especially when this 
would permit knowledge to,be gained 
bearing on the provisions themselves. 
There was overwhelming sentiment 
for exempting from the guidelines ex­
periments involving most “self-clon- 
ing” systems, as well as pairs of harm­
less organisms that transfer genes in 
nature. That is, many of the experi­
ments currently classified at the 
PI -i- EK1 level should be exempted 
from the guidelines. And witnesses 
from the scientific community strong­
ly advocated further consideration of 
revisions involving work with viruses 
and plant pathogens.

•  On the basis of these suggestions, 
a “Joint United Stâtes-EMBO Work­
shop to Assess Risks for Recombinant 
DNA Experiments Involving the Gen­
omes of Animal, Plant, and Insect Vir­
uses” was convened on January 26-28, 
1978, in Ascot, England. The report of 
the workshop (see appendix E) was re­
viewed by a working group sponsored 
by NIH on April 6-7, and the recom­
mendations from that group (see ap­
pendix F) were referred to the Recom­
binant Advisory Committee. The com­
mittee, in turn, lent their endorsement 
in recommendations at a meeting held 
at NIH on April 27-29. The analysis of 
existing knowledge of viruses by the 
groups of experts indicate that the 
risks of cloning viral DNA in a bacte­
rium like E. coli is not greater, and is 
usually much less, than the risk of 
handling the parent virus itself.

•  Further, a meeting of agricultural 
scientists was convened on March 20- 
21, 1978, under the joint sponsorship 
of the Department of Agriculture, the 
National Science Foundation, and the 
National Institutes of Health. Their 
recommendations were also reviewed 
by the Recombinant Advisory Com­
mittee at their April meeting. It was 
the conclusion of the agricultural sci­
entists that containment conditions 
for incorporation of DNA from plant 
pathogens into E. coli K-12 were un­
justifiably high.
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•  International scientific represen­
tatives present at the hearing reported 
on guidelines prevailing in the United 
Kingdom and Western Europe and on 
their interpretation by Genetic Manip­
ulation Advisory Groups. It yras point­
ed out that some experiments are per­
mitted in Europe which are not per­
mitted in America. More importantly, 
it was noted that there is no factual 
basis upon which to defend the great­
er stringency of the U.S. (NIH) guide­
lines.

•  There was special emphasis by 
public commentators on the need for 
procedures at the local and national 
level to insure public participation and 
oversight. The public and scientific 
commentators were especially con­
cerned that there should be a commit­
ment at the local and national levels 
to the training of all laboratory per­
sonnel, and to health surveillance, 
when feasible, to insure occupational 
health and safety. Concern was also 
expressed for local community partici­
pation to insure that practices in the 
laboratory meet public and environ­
mental safety requirements.

•  Several representatives from the 
private sector urged that NIH consider 
introducing mechanisms into the pro­
posed revisions to allow private-sector 
participation through the guidelines. 
They urged that NIH provide for their 
voluntary registration, certification of 
their host-vector systems, and provi­
sion for the protection of proprietary 
information and patent rights.

•  Strong support came from both 
the scientific community and the 
public for clear enunciation of the 
benefits and potential risks of this re­
search. In addition, several of the 
public commentators urged that the 
rationale for the classification of per­
missible experiments be stated more 
clearly.

•  Finally, a number of commenta­
tors in the scientific community and 
representatives from institutional bio­
hazards committees advocated more 
flexible implementation of the NIH 
guidelines. Specifically, the locus of re­
sponsibility for the use of the guide­
lines must shift further toward the in- 
stititions conducting the research. 
Present requirements for NIH approv­
al before an experiment may proceed 
have caused delays unjustified by 
proof that safety has been enhanced.

All of the issues raised by the com­
mentators were carefully analyzed. A 
number of possible revisions were de­
veloped and referred to the Recombin­
ant Advisory Committee for review. 
The following items were among those 
on the agenda of the Recombinant Ad­
visory Committee at its April 1978 
meeting:

•  To redefine the scope of the 
guidelines, including construction of a 
first list of “exempted exchangers”;

•  To review selected issues on the 
guidelines raised by the public com­
mentators;

•  To review the containment levels 
for experiments with viral DNA or 
viral vectors and with plant pathogens 
or viruses.

On the basis of the issues raised and 
the response of the Recombinant Ad­
visory Committee, a decision and envi­
ronmental impact assessment on pro­
posed revisions is offered for public 
comment. The assessment that follows 
explains the present guidelines, the 
RAC’s alternatives, the alternatives 
posed by the public and scientific com­
mentators at the public hearing and in 
correspondence, the RAC’s views on 
the issues raised at the April 1978 
meeting, and the assessment of the re­

visions as proposed by the Director, 
NIH.
T he R ecombinant DNA Experimental 

P rocess
All living things, from subcellular 

particles to higher organisms, contain 
the specific information needed for 
their reproduction and functions. The 
basic source of this information is 
deoxyribonucleic acid (DNA), which is 
the principal substance of the genes— 
the units of heredity. Genes determine 
the characteristics of the species as 
well as individual traits such as size 
and eye color.

Each cell of an organism is com­
posed of various organized structures, 
several of which contain DNA. Figure 
1 illustrates a typical eukaryotic, or 
nucleated, cell. Bacterial cells (prokar­
yotic) are much less complex, showing 
fewer organelles and no organized nu­
cleus.

Figure 1

DNA plays to two roles: (1) provides 
information for the reproduction, 
growth, and functions of the cell, and
(2) preserves and directs replication of 
this information and transfers it to 
the offspring. These two roles of DNA 
are common to animals, plants, single­
cell organisms, and many viruses. The 
DNA of cells is mainly found in orga­
nized structures called “chromo­
somes.”

Intracellular DNA also occurs out-

side of the chromosomes as separately 
replicating molecules. Such DNA mol­
ecules include the plasmids, found in 
bacteria; the DNA of chloroplasts, 
common to green plants; and the DNA 
of mitochondria, the energy-producing 
units of the cells of complex organ­
isms. These DNA’s, while not strictly 
part of the inherent genetic make-up 
of a cell* help define the cell’s func­
tional capability. Another type of 
DNA commonly found in cells is the 
DNA of infecting viruses.
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During the past 30 years the struc­

ture of DNA molecules has been stud­
ied intensively, and it can now be de­
scribed in much detail. The molecule 
may be compared to a long-twisted 
stepladder with thousands to millions 
of rungs. A short piece of DNA is rep­
resented in Figure 2. .

Figure 2

The sides of the ladder are formed 
of sugar molecules (dexoyribose) at­
tached end to end through phosphate 
groups. At right , angles to each sugar 
molecule is one of four possible 
bases—adenine, guanine, thymine, and 
cytosine. The precise sequence of 
these bases, the rungs of the ladder, 
codes the information content. The 
“reading” of the code contained in the 
sequence of bases results in the forma­
tion of proteins, which in turn carry 
out most of the essential functions of 
the cell.

A gene is a portion of the DNA mole­
cule which codes for the manufacture 
of a protein. In higher organisms, 
much of the DNA may not serve as 
genes in this sense, but may regulate 
the activity of nearby genes. It is pos­
sible to break open cells and isolate 
DNA, free of other cellular constitu­
ents.

The formation of “recombinant 
DNA” in the laboratory was made pos­
sible by a series of discoveries. W. 
Arber and D. Dussoix, in 1962, showed 
that bacteria contain substances called 
restriction enzymes. Serving to defend 
the bacteria against viruses, these en­
zymes can split foreign DNA molecules 
into specific fragments. R. Yoshimori, 
in H. Boyer’s laboratory, isolated a re­
striction enzyme that was later found 
to split DNA into fragments whose 
ends stick together when they touch. 
In 1973 S. Cohen and others succeeded 
in combining genes of different species 
and introducing them into bacteria. 
Then they grew the bacteria in cul­
tures, multiplying the combined char­
acteristics.

The capabilities sketched here—to 
split DNA selectively, to recombine it 
by virtue of “sticky” ends, to reintro­
duce it into cells, and to cultivate the 
cells—constitute the recombinant 
DNA technique.

In the recombinant DNA experi­
ments that are the subject of the NIH 
guidelines, the DNA can be derived 
from widely divergent sources. DNA 
from one of the sources may serve as a 
carrier, or “vector,” for the insertion 
of the recombined DNA into a cell, or

“host.” The vector may be a plasmid, 
usually derived from the same species 
as the host, or it may be a virus. The 
DNA to be inserted is called the “for­
eign” DNA. When a large mixture of 
DNA fragments from the foreign 
source is used in the joining, the ex­
periment is referred to as a “shotgun” 
experiment. In other instances, a par­
ticular DNA fragment of interest will 
be purified and then incorporated in 
the vector.

From a growth culture of the host 
cells, one containing the interesting 
DNA fragment is selected and allowed 
to multiply. The resulting population 
of identical cells is called a “clone.” In 
some experiments the DNA will be ex­
tracted from the cells for study; in 
others, the properties of the cells 
themselves will be'investigated.

In the experiments discussed in the 
guidelines, the host cells are generally 
single-cell microorganisms such as bac­
teria, or animal or plant cells that 
were originally obtained from living 
tissue but are grown as single cells 
under special laboratory conditions.

The process of producing recombin­
ant DNA molecules and introducing 
them into cells is illustrated in figure

Figure 3

Host Ce«

The cell represented at the upper 
left contains chromosomal DNA and 
several separately replicating DNA 
molecules. The nonchromosomal DNA 
molecules can be isolated from the cell 
and manipulated to serve as vectors 
(carriers) for DNA from a foreign cell. 
Most DNA molecules used as vectors 
are circular. They can be cleaved, as

shown, by enzymes (restriction endon­
ucleases) to yield linear molecules 
with rejoinable ends.

At the upper right is another cell, 
represented here as a rectangle. It 
servès as the source of the foreign 
DNA to be inserted into the vector. 
This DNA can also be cleaved by en­
zymes. The rectangular cell could be
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derived from any living species, and 
the foreign DNA might contain chro­
mosomal or nonchromosomal DNA, or 
both.

In the next steps, the foreign DNA 
fragment is mixed and combined with 
the vector DNA, and the recombinant 
DNA is reinserted into a host cell. In 
most experiments this host cell will be 
of the same species as the source of 
the vector. The recipient cells are then 
placed under conditions where they 
grow and multiply by division. Each 
new cell will contain recombinant 
DNA.

Recombinant DNA technology rep­
resents a method that is applicable to 
many areas of biological research. Es­
sentially, it represents a new tool. In­
vestigations supported by many NIH 
Institutes and programs utilize this 
technique, much as a new instrument 
is applied in studying many different 
things. Areas of biological research to 
which recombinant DNA experiments 
are underway include the study of bac­
terial enzymes and metabolism, the 
synthesis of hormones, the reproduc­
tion of viruses, the organization of 
chromosomes, and the structure and 
regulation of genes. Except for studies 
to improve the technology, NIH spon­
sors no program on recombinant DNA 
as such; but recombinant DNA tech­
nology is used, where applicable, as an 
additional tool for increasing under­
standing of normal and abnormal bio­
logical processes.

R isks and Benefits of R ecombinant 
DNA R esearch

Research, by definition, is investiga­
tion of the unknown. The results of re­
search, whether beneficial, neutral, 
detrimental, or some combination of 
these, cannot be fully predicted ahead 
of time. The following discussions are 
assessments based on present knowl­
edge and collective technical judg­
ments. Unexpected benefits and unex­
pected hazards are possible.

Possible Hazardous Situations
The insertion of DNA derived from a 

different species into a cell or virus 
(and thus the progeny thereof) may 
change certain properties of the host. 
The changes may affect adversely or 
beneficially (a) the survival of the re­
cipient species, (b) other forms of life 
that come in contact with the recipi­
ent, and (c) aspects of the nonliving 
environment. Current knowledge does 
not permit accurate assessment of 
such effects in contemplation of every 
recombinant DNA experiment. At 
present it is only possible to speculate 
on ways in which the presence of re­
combinant DNA in a cell or virus could 
bring about these effects.

It should be noted that there is no 
known instance in which a hazardous 
agent has been created by recombin-

NOTICES

ant DNA technology. The following 
discussion is speculative and considers 
ways in which hazardous agents might 
be produced. In principle, the analysis 
is applicable to animals, including 
humans, and to plants, when potential 
effects on complex organisms are de­
scribed.
The effect of foreign DNA on the sur­

vival of recipient species (host cell, 
plasmids, or viruses)

The effect of foreign DNA on the 
survival of receipent species is impor­
tant to the discussion of possible haz­
ards of recombinant DNA experi­
ments. A recipient species may acquire 
a potential for harmful effects as a 
result of the foreign DNA, but the pos­
sibility of the occurrence of the harm­
ful effects will depend on the survival 
of the recipient and its ability to mul­
tiply. If acquisition of foreign DNA in­
creases the probability of survival and 
multiplication, the possibility of harm­
ful effects will increase. Similarly, if 
acquisition of foreign DNA decreases 
the probability of survival or multipli­
cation, the possibility of harmful ef­
fects will decrease. It is important to 
recognize, in evaluating the potential 
for harmful effects, that significant 
infections of animals and plants by 
bacteria or viruses may require con­
tact with a critical number of the in­
fectious agents, quantities that may be 
large or small depending on the agent 
and the recipient.

There are various indications that 
both host bacteria and plasmid or 
virus vectors containing inserted for­
eign DNA are less likely to survive and 
multiply than are the original organ­
isms, except for the very unusual in­
stances where the foreign DNA sup­
plies some function, such as antibiotic 
resistance, that favors the organism in 
a particular, non-natural environment.
(1) Natural selection results in the sur­
vival of only well-balanced and effi­
cient organisms; unneeded genetic ma­
terial tends to be lost. Essential func­
tions are carefully controlled and are 
switched on and off as needed.

The activity of a particular gene 
product depends upon, and in turn in­
fluences, many other functions of a 
cell. Such uncontrolled, non-essential 
properties as might be introduced by 
foreign genes would probably not 
result in any advantage to the survival 
and multiplication of an otherwise 
well-balanced organism.-Rather, the 
new properties might be expected to 
confer some relative disability. It is 
unlikely that elimination of a gene 
product by insertion of a foreign DNA 
sequence would be advantageous. 
More likely than not, any new proper­
ties derived from insertion of foreign 
DNA would confer some relative dis­
ability on the recipient organism. 
Therefore, it is probable that bacterial

cells, plasmids, or viruses containing 
inserted foreign DNA would multiply 
more slowly in nature than the same 
cells or vectors without foreign DNA; 
and in a natural competitive environ­
ment, those organisms containing re­
combinant DNA would generally be 
expected to disappear. For bacterial 
hosts, the rate of disappearance would 
depend on the relative rate of growth 
compared to other, competing bacte­
ria. The following calculation demon­
strates this point.

Assume that a new organism constitutes 
90 percent of a population, but grows 10 
percent less rapidly than its natural coun­
terpart. The new organism will drop from a 
concentration of 90 percent to a concentra­
tion of 0.0001 percent (1 part in 1,000,000) in 
207 generations. If the generation time of 
the natural organism is 1 hour, this 
amounts to about 8 Ms days.

Although unlikely, there is a chance 
that a bacterial host of recombinant 
DNA will grOw more rapidly than if it 
were lacking the foreign DNA, espe­
cially if the cells encounter new envi­
ronments. (The calculation given 
above can be applied here also.) A rele­
vant example of such a situation can 
be found in the rapid and widespread 
increase in the resistance of bacteria 
to clinically important antibiotics 
during the last 20 years. It is well 
known that such resistance is geneti­
cally determined, and genes specifying 
resistance have been described. (2)

The ability of recipient bacterial 
host cells to survive and multiply 
might also be enhanced by acquisition 
and expression of a foreign gene con­
ferring the ability to metabolize par­
ticular nutrients. In an environmental 
niche containing the nutrient, such a 
recombinant might compete success­
fully against organisms native to the 
niche. Thus an important nutrient 
there might be destroyed. Also, if the 
native organisms were performing 
beneficial functions, those functions 
could be lost upon the successful es­
tablishment of the recombinant in the 
niche.

These examples serve to illustrate 
some of the complexities involved in 
determining whether the insertion of 
a given fragment of foreign DNA will 
be advantageous or disadvantageous to 
the recipient organism: The nature of 
the inserted genes, the nature of the 
environment, and the relation between 
the two must be considered. However, 
this analysis is necessarily simplistic. 
In the absence of the highly specific 
relationships that are, for example, 
apparent in the case of antibiotic resis­
tance, very little is understood about 
how the totality of the genetic make­
up of a given organism or species con­
tributes to its competitive advantage 
even in a defined ecological niche. 
Modem evolutionary theory does not 
provide useful frameworks for analy-
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sis. There are in fact current major 
controversies concerning the role of 
natural mutations in evolution, and 
the same questions are relevant to the 
issues raised by recombinant DNA re­
search.

Because potentially useful vectors 
such as plasmids and viruses may be 
transferred from the initial recipient 
host cell to other cells, independent of 
the growth and survival of the host, it 
is also necessary to consider survival of 
the vectors. Plasmids and viruses occur 
widely in nature. Any particular plas­
mid or virus will normally multiply 
only within a limited number of spe­
cies. Thus, for example, viruses that 
infect particular bacteria neither mul­
tiply nor cause disease in the cells of 
other bacterial species or complex or­
ganisms. In many instances, they do 
not even enter the cells of any organ­
ism other than the particular natural 
host.

Only limited information concerning 
the effect of foreign DNA insertions 
on the survival or transferability of 
plasmid and viral vectors is available. 
In the case of plasmids, the factors 
contributing to their maintenance or 
loss from cells in natural environ­
ments, even without insertion of a for­
eign DNA, are not clearly understood.
(2) One exception is the selective ad­
vantage for maintenance provided by 
an antibiotic-resistance gene on the 
plasmid.

Also, some plasmids are known to 
confer on host cells the ability to man­
ufacture ^substances poisonous to 
closely related cells, thus giving the 
poison-producers special advantage in 
a competitive situation. Insertion of a 
foreign DNA fragment into the DNA 
sequence coding for the poison has 
been shown to eliminate production of 
the poison, (5) decreasing the likeli­
hood that the cells and their resident 
recombinant DNA will survive in 
nature.

Experiments carried out during the 
last few years have yielded only mini­
mal information on the stability of 
plasmids containing foreign DNA in 
host cells, or on the stability of the 
foreign fragment itself. For experi­
mental purposes, cells containing re­
combined plasmids are generally 
grown under conditions especially de­
signed to increase the stability of the 
plasmid (called “selective” conditions.) 
For consideration of the loss of the 
plasmids in natural environments—the 
important point for matters of 
safety—the stability of the plasmid or 
recombined DNA under ordinary, or 
nonselective, conditions needs to be 
known. A review of a limited number 
of unpublished observations indicates 
that generalizations as to the rate of 
loss of the recombined plasmid rela­
tive to the original are impossible.

NOTICES

The ability of a plasmid to be trans­
ferred from the original laboratory 
host to another cell and thereby per­
petuate itself is also important. In 
short, certain plasmids are incapable 
of being transferred except under par­
ticular and inferquent conditions. 
Others transfer more readily. Since 
the ability to be transferred depends 
on multiple factors, (2) it is not likely 
to be increased by insertions of a 
single foreign DNA fragment. Other 
than this, no generalization concern­
ing the effect of a foreign DNA frag­
ment on transferability can be made.
The effect of bacteria and veruses con­

taining recombined DNA on other 
forms of life

The analysis leading to the guide­
lines centered on the possiblility of 
deleterious effects, sinbe the concern 
was the health and safety of living or­
ganisms, including humans, and the 
environment. Agents constructed by 
recombinant DNA technology could 
prove hazardous to other forms of life 
by becoming pathogenic (disease-pro­
ducing) or toxigenic (toxin-producing), 
or by becoming more pathogenic or 
toxigenic than the original agent.

There are two basic mechanisms by 
which a recipient micro-organism 
might be altered with regard to its 
pathogenicity or toxicity as a result of 
a resident recombinant:

(1) The recombinant DNA may result 
in formation of a protein that has un­
desirable effects. The case in which 
bacterial cells are used as carriers of 
foreign DNA is discussed first. A for­
eign protein, specified by the foreign 
DNA, might act after being liberated 
from the micro-organism, or it could 
function within the micro-organism 
and alter, secondarily, normal micro­
bial cell function in such a way that 
the cell is rendered harmful to other 
living things. Either means depends on 
the expression of the foreign genes; 
that is, the information in the foreign 
genes must be used by the recipient 
bacterium to produce a foreign pro­
tein. Examples of proteins that might 
prove harmful to other organisms are 
hormones, enzymes, and toxins.

Present evidence suggests that for­
eign DNA from bacteria of one species, 
when inserted into bacteria of another 
species, may be expressed in the re­
cipient, depending on the similarities 
of the protein synthesis mechanisms 
in the two organisms. (4) For example, 
if the donor of the foreign DNA pro­
duces a toxic substance, than the re­
cipient cell may produce such a sub­
stance, provided the gene for the toxic 
substance is present in the recombin­
ant. The recipient may or may not be 
more hazardous than the original 
donor organism, depending on the rel­
ative ability of the two organisms to

33103
grow and infect an animal or plant 
species at risk.

Expression of foreign genes from 
complex organisms (yeast, -fruit flies) 
in cloned bacteria has recently been 
demonstrated experimentally. (5) In 
other experiments, insertion of a syn­
thetic gene into E. coli led to the pro­
duction of somatostatin, a hormone 
found in the mammalian brain. (6)

Analogous issues must be considered 
for the case in which animal viruses 
are the carriers of foreign DNA. Inad­
vertent dispersal of such viruses out­
side the laboratory might result in 
entry of the recombinant DNA into 
cells of living organisms. The foreign 
genes might be expressed, resulting in 
the uncontrolled synthesis of a normal 
protein or the formation of a protein 
foreign to the infected cell. Currently, 
few relevent experimental data are 
available. (3)

(2) The recombined DNA may itself 
cause pathogenic or toxic effects. As 
discussed above, foreign DNA inserted 
in a bacterial gene might so alter the 
microbial cell’s properties that it be­
comes harmful to other organisms. It 
is also necessary to consider situations 
in which DNA molecules themselves 
may escape from the laboratory or 
from the experimental host cell an 
enter cells of living organisms with 
which they come in contact. Free DNA 
molecules are themselves relatively 
fragile, and the probability that they 
would survive, in a significant form or 
for a significant time, in air, water, or 
any medium, is considered remote. 
DNA that is protected in any of a vari­
ety of ways within cells and viruses 
might be released either into, or close 
to, a living cell.

When a cell or virus dies, or comes 
close to or invades the tissue of an­
other living organism, the recombin­
ant DNA may effectively enter a new 
cell. A hazardous situation similar to 
that described above might ensue if 
foreign proteins were manufactured in 
this “secondary” recipient. The recom­
binant DNA might survive as an inde­
pendent cellular component, or it 
could recombine by natural process 
with the DNA of the secondary recipi­
ent. Various possible deleterious conse­
quences of such a recombination may 
be considered.

If the secondary recipient is another 
micro-organism, the considerations de­
scribed earlier apply. If the secondary 
recipient is one of the cells of an 
animal or plant, the possible effects 
are different. They include alterations 
of normal cellular control mecha­
nisms, synthesis of a foreign protein 
(such as a hormone), and insertion of 
genes involved in cancer production 
(if, for example, the foreign DNA were 
derived from a cancer-producing 
virus).
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It should be pointed out that the 
likelihood of such a mechanism caus­
ing inheritable changes in the offspr­
ing of complex organisms is extremely 
low because of the protection afforded 
germ-line cells (eggs and sperm) by 
their location. Thus, it is highly im­
probable or perhaps impossible for re­
combined foreign DNA to reach germ­
line cells at a time in their life when 
secondary recombination can occur. 
With one-celled organisms, plants, or 
simple multicellular organisms, the 
probability of heritable change result­
ing from secondary recombination is 
higher.

What is the probability of secondary 
recombination between prokaryotes 
and eukaryotes in nature? It is gener­
ally held that the recombination in 
nature is more likely if similar or iden­
tical sequences of bases (rungs in the 
DNA ladder) occur in the two recom­
bining DNA’s.(7) The greater the 
degree of similar sequences, the more 
likely is recombination. In general, the 
more closely two species are related, 
the more likely it is that similar se­
quences will be found in their DNA’s. 
Thus, DNA from primates has more 
DNA sequences in common with 
human DNA than does DNA from 
mice, or fish, or plants. Recombination 
may also occur between DNA’s not 
sharing sequences, but at lower fre­
quencies.

It is possible that the capacity for in­
terspecies recombination between dis­
tantly related species exists in nature. 
For example, bacteria in animal intes­
tines are constantly exposed to frag­
ments of animal DNA released from 
dead intestinal cells. Significant re­
combination, however, would require 
the uptake of intact segments of 
animal DNA and their subsequent in­
corporation into the bacterial DNA. 
Such uptake and incorporation has 
been demonstrated experimentally. 
The frequency of such events in 
nature is unknown.

Similarly, there are very few data 
permitting assessment of the reverse 
process; namely, the incorporation of 
bacterial DNA into the cells, or DNA, 
of more complex organisms. Although 
there are reports of experiments in 
which bacterial DNA was inserted into 
animal and plant species and produc­
tion of the bacterial protein followed, 
the process is very inefficient and 
many investigators have been unable 
to repeat these experiments.(S-f 0)

There are certain well-documented 
instances in which the DNA’s of dif­
ferent living things become more or 
less permanently recombined in 
nature. These instances involve recom­
bination between the DNA’s of nonch- 
romosomal genes, such as those of vir­
uses or plasmids, or between the 
DNA’s of viruses or plasmids and chro­
mosomal genes. The former instance,

for example, is the mechanism behind 
the rapid spread of resistance to anti­
biotics among different bacterial spe­
cies.^, 11) This spread accompanied 
the prevalent use of antibiotics in 
medicine and agriculture. Another ex­
ample is the insertion of DNA from 
the bacterium Agrobacterium tumefa- 
ciens into plant cells.d5)

Expected Benefits of Recombinant 
DNA Research

Benefits may be divided into two 
broad categories: an increased under­
standing of basic biological processes, 
and practical applications for medi­
cine, agriculture, and industry.

At this time, most of the practical 
applications are speculative. It is im­
portant to stress that the most signifi­
cant results of this work, as with any 
truly innovative endeavor, are likely to 
arise in unexpected ways and will 
almost certainly not follow a predict­
able path.
Increased understanding of basic bio­

logical processes
There are many important funda­

mental biomedical questions that can 
be answered or approached by DNA 
recombinant research. In order to ad­
vance against inheritable diseases, we 
need to understand the structure of 
genes and how they work. The DNA 
recombinant methodology provides a 
simple and inexpensive way to prepare 
large quantities of specific genetic in­
formation in pure form. This should 
permit elucidation of the organization 
and function of the genetic informa­
tion in higher organisms. For example, 
current estimates of the fraction of 
this information that codes for pro­
teins are simply educated guesses. 
There are almost no clues about the 
function of the portions of DNA that 
do not code for proteins, although 
these DNA sequences are suspected of 
being involved in the regulation of 
gene expression.

The existing state of ignorance is 
largely attributable to our previous in­
ability to isolate discrete segments of 
the DNA in a form that permits de­
tailed molecular analysis. Recombin­
ant DNA methodology removes this 
barrier. Furthermore, ancillary tech­
niques have been developed whereby 
pure DNA segments that contain par­
ticular sequences of interest can be 
identified and selected. Of particular 
interest is the isolation of pure DNA 
segments that contain the genes for 
the variable and constant portions of 
the immunoglobin proteins. The anal­
yses of such segments obtained from 
both germ-line and somatic cells 
should be of inestimable value in de­
termining the mechanism of immuno­
logic diversity.

A major problem in understanding 
the mechanism by which certain vir­

uses cause cancer is how and where 
the infecting or endogenous viral gen­
omes are integrated into the cell’s 
chromosome.(12) This bears on the 
question of how the integrated viral 
genes affect cellular regulation, thus 
leading to the abnormal growth char­
acteristics of cancer cells. With the re­
combinant DNA techniques for isola­
tion and purification of specific genes, 
this research problem is reduced to 
manageable proportions. It is possible 
to isolate the desired DNA segment in 
pure form. Large quantities can be ob­
tained for detailed study by simply ex­
tracting a culture of the bacteria car­
rying the viral DNA segment jn a plas­
mid.
Important recent achievements in re­

combinant DNA research
It was anticipated (see EIS of Octo­

ber 1977) that the ability to excise, iso­
late, and amplify specific segments of 
DNA from higher organisms would 
provide an unprecedented opportunity 
to study the structure of eukaryotic 
genomes and to correlate the results 
with concepts of how they evolved and 
are regulated. Recent work has yielded 
much more. Indeed, some of the geno­
mic structures discovered through use 
of recombinant DNA techniques have 
occasioned a substantial reassessment 
of several major paradigms of molecu­
lar biology.

Many of the initial studies using re­
combinant DNA techniques focused on 
DNA sequences that are repeated in 
the genomes of eukaryotes. In some 
instances, these repeated sequences 
specify an RNA product, such as ribo- 
somal RNA, or fulfill a function as yet 
unknown—for example, the sequences 
called “satellite” DNA. The organiza­
tion of such sequences is being exam­
ined extensively with recombinant 
DNA techniquesi 14-20).

The genes that specify ribosomal 
RNA are repeated in the eukaryotic 
genome several hundredfold. It has 
been known for some years that in a 
variety of species, such as the frog 
Xenopus laevis, these genes are ar­
ranged as a series of tandem repeats. 
Each set of ribosomal genes is separat­
ed from its neighbors by regions of 
DNA, of varying length, that are not 
transcribed. Cloning of several of 
these nontranscribed, or “spacer,” re­
gions has allowed analysis of the 
manner in which they are related to 
one another(2f, 22) and proposals of 
evolutionary mechanisms by which 
they may have arisen.

Moreover, the availability of these 
cloned DNA sequences has made it 
possible(23) to localize the DNA site at 
which the transcription of the riboso­
mal genes is initiated. The exact DNA 
sequence at this site is being deter­
mined. Such information will further 
the understanding of the mechanisms
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that regulate gene expression and the 
construction of new host/vector clon­
ing systems.

Many of the basic concepts of molec­
ular biology have had to be based 
upon work on prokaryotes. These con­
cepts have influenced the interpreta­
tion of data on the structure and pos­
sible mode of functioning of the eu­
karyotic genome. Recombinant DNA 
technology, however, has allowed the 
structure of the genomes of higher or­
ganisms to be examined in a manner 
previously restricted to studies on bac­
teria. Some of the results have upset 
earlier assumptions. For example, the 
cloning of eukaryotic DNA sequences 
that specify the proteins (3 globin,(24, 
25, 30, 34) ovalbumin,(.26, 27, 28, 32, 33) 
and immunoglobulin( 29, 31) has dem­
onstrated that certain basic facts of 
DNA organization in prokaryotes are 
not applicable to eukaryotes. The 
major new finding of “intervening” se­
quences in these higher forms (dis­
cussed in footnote 13 to the “Introduc­
tion and Overview” of the accompany­
ing decision document) may provide 
an explanation for the cause of the 
hereditary disorder, thalassemia. It 
also demands a reconsideration of the 
basic mechanisms of differentiation 
and evolution.

The work on immunoglobulin( 29, 31) 
has shown that the DNA sequences 
that encode two different regions of 
an immunoglobulin polypeptide are 
widely separated in germ-line cells. 
During differentiation, these DNA se­
quences move closer together but do 
not become contiguous. Detailed ex­
amination of DNA fragments has re­
solved one of the fundamental and 
longstanding puzzles of immunology. 
Very recent data indicate that the in­
tervening sequences found in the gene 
for ovalbumin differ from individual 
to individuals, 33), indicating that 
genetic variability may occur within a 
species to an extent not previously 
imagined.
Practical implications

The possibility that recombinant 
DNA techniques could be used to alter 
the properties of recipient organisms, 
or to produce desired substances, such 
as peptide hormones, rests largely 
upon two factors: (1) the fidelity of 
the cloning procedures and (2) the 
ability to obtain expression of the 
cloned DNA sequence. It has been 
demonstrated that cloning does pro­
vide faithful copies of the original se­
quence.^) More recently, experi­
ments in which cloned fragments of 
yeast DNA were introduced into E. 
coli have provided further evidence 
that fidelity is maintained and that 
expression of cloned sequences can be 
achieved. All the bacterial strains used 
contained genetic lesions that ren­
dered them incapable of synthesizing

a particular amino acid. However, the 
yeast DNA sequences were capable of 
correcting these deficiencies(35) and 
were shown to specify the synthesis of 
a yeast protein that substituted suc­
cessfully for its defective bacterial 
counterpart.

There have been several accomplish­
ments during the last year and a half 
that may be expected to yield both 
economic and medical benefits in the 
near future. Work has begun on the 
cloning of the nitrogen fixation genes 
of the bacterium Klebsiella pheumon- 
iaeX36) The introduction of these 
genes into appropriate plant or bacte­
rial hosts may drastically reduce the 
requirement for nitrogenous fertiliz­
ers. Such fertilizers, currently con­
sumed at the rate of 40 million tons 
per year, are synthesized by processes 
involving large energy costs.

An area that has proved to be ex­
tremely productive has been the clon­
ing of DNA sequences specifying pep­
tide hormones. During 1977 there were 
succeses in the cloning of genes for 
the following hormones:

InsulinX37)
Somatostatin,(.6) a hormone that in­

hibits the secretion of glucagon, insu­
lin, and growth hormone; potentially 
useful in the treatment of acromegaly, 
acute pancreatitis, and insulin-depend­
ent diabetes.

Growth hormone,(38) used in the 
treatment of dwarfism; in short supply 
throughout the world.

SomatomammotropinX39) a hor­
mone secreted by the placenta; ap­
pears to act on maternal metabolism 
to insure that the fetus obtains nutri­
ents required for normal growth.

The cloning of the somatostatin 
gene is particularly noteworthy, since 
the gene was synthesized chemically, 
thus avoiding any risk of inadvertant 
cloning of contaiminating sequences, 
and was then inserted into a specially 
constructed plasmid vector. The in­
serted DNA sequence was expressed 
and an inactive precursor of somatos­
tatin was synthesized and isolated. 
From this, active somatostatin was 
subsequently liberated. Because the 
polypeptide precursor synthesized 
within the E. coli K-12 host is inac­
tive, the procedure also decreases mar­
kedly and likelihood that the host cell 
itself could be hazardous. This same 
strategy may be used in the cloning of 
any of the small peptide, hormones. 
Long-range implications

The experimental situations treated 
in the guidelines are those that appear 
feasible either currently or in the near 
future. The experiments primarily in­
volve insertion of recombined DNA 
into bacteria or into single cells de­
rived from more complex organisms 
and maintained under special labora­
tory conditions. It is only in the case 
of plants that the guidelines cover ex­

periments involving insertion of DNA 
into cells capable of developing into 
complex, multicellular organisms. The 
guidelines and the discussions leading 
to their development have focused on 
problems of safety.

It is possible that techniques similar 
to or derived from current recombin­
ant DNA methodology may, in the 
future, be applicable to the deliberate 
modification of complex animals, in­
cluding humans. Such modification 
might serve to correct an inherited 
defect in an individual, or to alter 
heritable characteristics in the offspr­
ing of individuals or a given species. 
The latter type of alteration has been 
successfully achieved in agriculture 
for centuries by classical breeding 
techniques. It may be that recombin­
ant DNA methods, should they devel­
op in appropriate ways, will offer new 
opportunities for specificity and accu­
racy in animal breeding. It should be 
noted, however, that the techniques 
covered by the NIH guidelines involve 
the recombining of DNA fragments in 
the test tube, and the guidelines pro­
hibit the deliberate release into the 
environment of any organism contain­
ing recombinant DNA molecules.

Should the deliberate application of 
such methods for the correction of in­
dividuals genetic defects or the alter­
ation of heritable characteristics in 
man ever become possible, it will raise 
complex and difficult problems. In ad­
dition to philosophical, moral, and 
ethical questions of concern to individ­
uals, serious societal issues will be in­
volved. Broad discussion of these prob­
lems in a variety of forums will then 
be required to inform both private and 
public decisionmaking.

Possible Deliberate Misuse
In the event that recombinant DNA 

technology can yield hazardous 
agents, such agents might be consid­
ered for deliberate perpetration of 
harm to animals (including humans), 
plants or the environment. The possi­
bilities include biological warfare or 
sabotage. Because it is not known 
whether recombinant DNA technology 
can yield such agents, discussion of 
these problems, such as theft by sabo­
teurs, is hypothetical and difficult. 
With regard to biological warfare, the 
use of recombinant DNA for such pur 
poses is prohibited by the Biological 
Weapons Convention. In a statement 
to the Conference of the Committee of 
Disarmament, on August 17, 1976, Am­
bassador Joseph Martin, Jr., made the 
following remarks on the subject:

When advances in science and technology 
are made, it is natural to ask about their 
possible use for hostile purposes and wheth­
er or not such uses are prohibited or re 
stricted by existing international agree 
ments. In the case of potential use of recom 
binant DNA molecules for weapons our
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poses, it is our view that such use clearly 
falls within the scope of the Convention’s 
prohibition.

This interpretation is based upon the ne­
gotiating history as well as the explicit lan­
guage of the Convention, and we believe 
that it is shared by the other signatories. I 
do not believe it is possible to ,read the Bio­
logical Weapons Convention and come to 
any other conclusion. According to the Pre­
amble, the States Parties are “determined, 
for the sake of all mankind, to exclude com­
pletely the possibility of bacteriological 
(biological) agents and toxins being used as 
weapons.” The intent of Article I, which 
begins, “Each State Party to this Conven­
tion undertakes never in any circumstances 
* * is equally forceful and clear. To take 
a more restricted view would rob the Con­
vention of much of its value and could even 
lead to States to call into question its scope 
and continued viability. These were the 
views of the United States when the Con­
vention was negotiated and ratified. They 
are still its views today. This is a matter of 
great importance to my Government and 
one on which doubt cannot be permitted to 
exist.

It is noteworthy that, prior to his 
statement, Dr. David Baltimore had 
requested an opinion from James L. 
Malone, General Counsel of the 
United States Arms Control and Disar­
mament Agency, on whether the Bio­
logical Weapons Convention prohibits 
production of recombinant DNA mole­
cules for purposes of constructing bio­
logical weapons. On July 3, 1975, Mr. 
Malone replied: “In our opinion the 
answer is in the affirmative. The use 
of recombinant DNA molecules for 
such purposes clearly falls within the 
scope of the Convention’s provisions.”
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I. Scope of the G uidelines 
Analysis of Current Guidelines 1

For the purposes of the current 
Guidelines, recombinant DNA experi­
ments are defined as those involving 
molecules that consist of segments of 
DNA from different sources which 
have been joined together in cell-free 
systems, and which have the capacity 
to replicate in some host cell, either 
autonomously or as an integrated part 
of the host’s genome. The host cells in 
these experiments are generally single 
living cells. They may be microorgan­
isms such as bacteria, or animal or 
plant cells grown in tissue culture.
General principles

The Guidelines start with a state­
ment of general principles, which are 
consistent with the conclusions in the 
report of the International Conference 
on Recombinant DNA Molecules held 
at Asilomar, Calif, in February 1975. 
The first principle is that certain ex­
periments may be judged, in the light 
of currently available information, to 
present such serious potential hazards 
that they should not be attempted at 
this time. Second, a large group of fea­
sible experiments appear to pose less 
or no potential hazard, and can there­
fore be performed under appropriate 
safeguards if the information or bene­
fits sought cannot be obtained by con­
ventional methods. Third, the more se­
rious the nature of any presumed con­
sequence, the more stringent should 
be the safeguards against escape of 
the potentially hazardous agents.
Experiments to be deferred

The first class of experiments de­
scribed in the Guidelines are those

'As published in  the F ederal R egister, 
July 7,1976 (41 FR 27902).

that are not to be carried out at the 
present time. While it may be argued 
that a combination of maximal physi­
cal and biological safeguards could es­
sentially contain these recombinants, 
the magnitude of the possible dangers 
if containment were to fail dictates 
that these experiments be deferred. 
This class of experiments includes the 
following:

•  Those in which any of the recom­
binant DNA derives from pathogenic, 
.organisms listed under classes 3, 4, and 
5 of the document Classification of 
Etiologic Agents on the Basis of 
Hazard, published by the Center for 
Disease Control (CDC) of the U.S. 
Public Health Service, or from onco­
genic (cancer-causing) viruses classi­
fied by the National Cancer Institute 
as “moderate risk.” The CDC docu­
ment categorizes naturally occurring 
organisms and viruses known to be 
pathogenic to man and agriculturally 
important species, on a scale of in­
creasing hazard from 1 to 5.

•  Those characterized by deliberate 
formation of recombinants containing 
the genes for potent toxins. Examples 
are botulinus or diphtheria toxins, and 
venoms from insects and snakes.

•  Those involving deliberate cre­
ation from plant pathogens of recom­
binant DNA’s that are likely to in­
crease the virulence of the pathogenic 
material or the range of susceptible 
species.

•  Those involving transfer of a 
drug-resistance trait to microorgan­
isms that are not known to acquire it 
naturally if this could compromise the 
use of a drug to control disease in 
humans, animals, or plants.

Other restrictions concern the 
volume of recombinant DNA to be pro­
duced and the deliberate release of or­
ganisms into the environment:

•  Experiments with recombinant 
DNA’s known to make harmful prod­
ucts must be limited in scale to quanti­
ties of fluid less than 10 liters. The 
RAC may make exceptions for particu­
lar experiments deemed to be of direct 
societal benefit, if appropriate equip­
ment is used.

•  The creation of organisms with 
ability to carry out useful environmen­
tal functions has been contemplated. 
Release of such organisms into the en­
vironment may be required to test 
their efficacy, and certainly to make 
use of them. The Guidelines, however, 
prohibit at present the release of any 
organism containing a recombinant 
DNA molecule.
Alternatives: RAC-Proposed Revisions

It was the determination of the Re­
combinant Advisory Committee that 
advances in knowledge pertaining to 
recombinant activities in past years 
warranted significant revisions in the

purpose, definition, and prohibition 
sections of the NIH Guidelines. A com­
parison of the “purpose” language of 
the current Guidelines with that of 
the proposed revised guidelines of the 
RAC (hereafter called “PRG-RAC”) 
reveals that the standards in the latter 
set are meant to pertain to recombin­
ant DNA molecules in organisms. The 
analogous language in the current 
Guidelines addresses recombinant 
DNA molecules whether or not they 
are contained within a cell or virus. 
The rationale for this change is that 
DNA by itself (commonly referred to 
as “naked” DNA) is extremely unlike­
ly to be hazardous under experimental 
conditions, as it is rapidly inactivated 
in nature.

The definition in the PRG-RAC 
consists of two parts: (1) an operation­
al definition of recombinant DNA and
(2) a qualification that the Guidelines 
would pertain only to “novel” recom­
binant DNA’s. The operational defini­
tion does not differ significantly from 
that in the original Guidelines.

The second part, however, calls for 
the creation of a list of organisms that 
exchange genetic information in 
nature, commonly referred to as “non­
novel exchangers.” Recombinant DNA 
formed with DNA from such organ­
isms would be exempted from the pro­
visions of the Guidelines, with the ra­
tionale that there is no justification 
for requiring stringent containment 
procedures for the handling of recom­
binations that occur regularly in 
nature and are not known to be associ­
ated with any special hazards.

The provision of an open-ended list­
ing was recommended rather than is­
suance of a blanket exemption, be­
cause this would allow the RAC and 
NIH to consider evidence that (1) the 
putative gene transfers do take place 
naturally and (2) that their exemption 
from the Guidelines is justifiable.

Although the PRG-RAC deal with 
prohibited experiments under part III, 
this assessment, for purposes that 
become apparent below, will consider 
the definition, exemptions, and prohi­
bitions together under part I.

A major proposed revision would 
give the Director, NIH, authority to 
grant exceptions to any of the six pro­
hibitions. Such a determination must 
be based upon the recommendation of 
the RAC, and weight must be given in 
the decision-making “both to scientific 
and societal benefits and to potential 
risks.” The rationale for this proposed 
change was the desire of the RAC not 
to bar automatically the conduct of 
experiments desirable for some com­
pelling social or scientific reasons—for 
example, risk assessment.

Alternatives: Public Commentators
There was considerable discussion at 

the public hearings over the scope of
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the Guidelines. Some mentioned that 
the Guidelines were too narrow in 
their preocuppation with recombinant 
DNA, as there are other forms of ge­
netic research capable of producing 
cells and organisms of unknown poten­
tial hazard. It was further suggested 
that the title of the Guidelines be 
modified to reflect their concern with 
experiments involving prokaryotes and 
cells in culture and that a companion 
document be released dealing with 
higher eukaryotes. On the other hand, 
it was also argued that genetic re­
search has not received attention far 
beyond its due and that other matters 
of experimentation await their turn.

It is true that other techniques in 
genetic research, such as cell fusion 
and chromosome transfer, may result 
in formation of recombinant mole­
cules. However, there are inherent in 
these techniques a range of natural 
barriers to the formation of hazardous 
organisms which apparently afford 
adequate containment, making unnec­
essary the issuance of Federal stand­
ards. Such techniques have been used 
in the laboratory for decades with no 
known harmful effects on either the 
public health or the environmnent. 
The entire area of laboratory safety is 
of primary concern to NIH and is the 
subject of constant review and atten­
tion.

There were several suggestions that 
the purpose of the Guidelines be more 
clearly stated and that terms be more 
precisely identified. Therefore, the 
sections “Purpose,” “General Applica­
bility,” and '“General Definitions” 
have been added to part I of the guide­
lines now being proposed by NIH— 
hereafter called “PRG-NIH.”
Purpose of the guidelines

The Introduction to the 1976 Guide­
lines states that “the purpose of these 
Guidelines is to recommend safe­
guards for research on recombinant 
DNA molecules. ” As noted above, to 
eliminate the handling of naked DNA 
from the Guidelines, the PRG-RAC 
proposed this passage to read that the 
purpose is to “establish procedures for 
handling organisms and viruses con­
taining recombinant DNA molecules. ”

This proposed revision would have 
had the effect of removing from cover­
age by the guidelines certain experi­
ments that are now prohibited by the 
1976 Guidelines—for example, deliber­
ate formation of “naked” recombinant 
DNA-contaming genes for the biosyn­
thesis of potent toxins. The Director, 
NIH, proposes to resolve this issue 
conservatively. The language in the 
PRG-NIH, therefore, clearly states 
that the Guidelines are intended to 
pertain to the construction and han­
dling of naked recombinant DNA mol­
ecules as well as organisms and viruses 
containing such molecules.

General applicability
Many commentators urged that a 

statement of general applicability of 
the Guidelines be included in an early 
part. The issues relate to (1) the appli­
cability of the Guidelines to non-NIH- 
funded research with recombinant 
DNA at institutions receiving NIH 
funds for this purpose, (2) the applica­
bility of the Guidelines to NIH-sup- 
ported recombinant DNA research 
conducted in foreign countries, and (3) 
the v location of responsibility for en­
suring compliance with the Guide­
lines. Therefore, a section entitled 
“General Applicability” now appears 
after the “Purpose” section in Part I 
of the PRG-NIH.

The existence of guidelines for re­
combinant DNA research assumes 
their general application. Partial ad­
herence within an institution would 
defeat the purpose of extending maxi­
mal protection to the community. 
Thus, it would be inconsistent for NIH 
to provide funds for biomedical re­
search activities to an institution that 
did not meet the standards of the 
Guidelines in all of its recombinant 
DNA research, regardless of the 
source of funding. This principle is 
now stated explicitly in the Guide­
lines, and we intend to consider with­
holding NIH funds as a sanction 
against violation.

Rules must be established for the 
conduct of recombinant DNA activities 
funded by NIH in other countries. 
Generally, the requirements in force 
in those countries shall apply. A 
Memorandum of Understanding and 
Agreement (MUA) must still be filed 
with NIH, indicating specifically 
which guidelines will govern the activi­
ties; and NIH reserves the right to 
withhold funding if the safety prac­
tices to be employed are not reason­
ably consistent with the NIH Guide­
lines. An explicit statement about this 
has been inserted in the PRG-NIH.

Part IV of the PRG-NIH defines the 
responsibilities of all individuals and 
organizational entities involved in the 
conduct and review of a recombinant 
DNA activity. Two years of experience 
with administering the NIH Guide­
lines have demonstrated that the ulti­
mate responsibility for ensuring com­
pliance must be borne by the institu­
tion where the research is being done. 
This implies some discretion under 
well-defined limits for interpretation 
of common standards, and imposes a 
requirement for local expertise other 
than the investigator’s. Accordingly, 
part I of the PRG-NIH now requires 
that an individual receiving NIH sup­
port for recombinant DNA research be 
associated with an institution that is 
willing and able to accept the responsi­
bilities and conditions of local gover­
nance, described more explicitly in 
Part IV of the PRG-NIH.

Definition of recombinant DNA mole­
cules

It became apparent from the com­
ments received that the PRG-RAC 
definition was inadequate in not ad­
dressing the handling of recombinant 
DNA molecules containing segments 
of chemically synthesized DNA. It was 
decided that the most effective way to 
achieve this objective is simply to in­
clude “natural or synthetic DNA” in 
the definition of a recombinant DNA 
molecule, and this has been inserted in 
the PRG-NIH definition. A new sec­
tion, therefore, has also been aded to 
part III of the PRG-NIH giving con­
tainment levels for work with recom­
binant DNA molecules containing syn­
thetic DNA.

A perceived ambiguity in the PRG- 
RAC definition has been corrected by 
the inclusion of language within the 
PRG-NIH definition which explicitly 
states that DNA molecules resulting 
from the replication of recombinant 
DNA molecules are subject to the 
safety provisions of the Guidelines.

Finally, no other provisions of the 
PRG-RAC definition evoked as much 
comment as did the wording to ex­
clude “non-novel” recombinant DNA 
from the standards. The ambiguity of 
such phrases as -“known to exchange 
chromosomal DNA” and “by natural 
physiological processes” was strongly 
noted. A greater degree of clarity and 
objectivity is needed. Thus, it has been 
decided to eliminate in the PRG-NIH 
the two conditions cited above as crite­
ria for exemption from the Guidelines. 
Staff discussions of the public com­
ments made it clear that inclusion of 
exemption provisions within the defi­
nition itself was not desirable; several 
attempts at appropriate language did 
not bear careful scrutiny.

Given This situation, and also the re­
alization that certain categories of re­
combinant DNA experiments are 
indeed so apparently free of causing 
harm that they should not come 
under the Guidelines, the criterion of 
“novelty” was removed from the defi­
nition and used as a basis for the de­
velopment of a new section entitled 
“Exemptions.”
Exemptions

The nature of the public comments 
on the PRG-RAC exclusion of non­
novel exchangers can be divided into 
two categories—those that pertain to 
the proposed standards and those to 
the proposed process.

The standards proposed by the 
PRG-RAC were that novel recombin­
ant DNA’s consist of “segments of any 
DNA from different species not known 
to exchange chromosomal DNA by 
natural physiological processes * * *. 
In general, recombinánt DNA mole­
cules * * * will not be considered novel 
when all the components are derived
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from genomes known to replicate 
within the organism used to propagate 
the recombinant DNA.” This is quali­
fied, however, by a footnote stating 
that “recombinant DNA formed be­
tween segments of eukaryotic viral 
DNA and any eukaryotic DNA * * * 
shall not be excluded * * * until such 
time as there is more information 
about the extent of naturally occur­
ring recombinational events between 
these DNA’s.”

The public comments on these 
standards raised a number of issues. 
For example, some said that safety 
rather than novelty should be the cri­
terion for exclusion. That is, any re­
combinant molecule that poses a 
threat to the public health or the en­
vironment should be covered by the 
Guidelines regardless of whether the 
molecule is a novel one. Others held 
that the proper criterion should not 
be safety, but rather whether the po­
tential hazard of the recombinant 
DNA molecule differs significantly in 
degree or in kind from those found in 
nature or from biohazards that are 
successfully handled by conventional 
methods. It proved impossible to rec­
oncile these differences of opinion in 
the deinition itself and so an “Exemp­
tions” section was drafted by NIH 
staff in conjunction with an RAC 
working group. It should be noted that 
no provision in that section may be 
cited to exempt from the Guidelines 
an activity listed in the “Prohibitions” 
section.

The first exemption concerns recom­
binant DNA molecules that are not in 
organisms or viruses. This is in recog­
nition that “naked” DNA, which is 
rapidly inactivated in nature, is ex­
tremely unlikely to be hazardous 
under experimental conditions. To 
guard, however, against the remote 
possibility that potentially harmful 
naked recombinant DNA will be incor­
porated into an organism, the han­
dling of certain naked recombinant 
DNA molecules described in the “Pro­
hibitions” section remains prohibited. 
It should also be noted that the con­
cept of extremely low hazard of naked 
recombinant DNA was included in the 
PRG-RAC in the section on “Han­
dling Recombinant DNA Molecules” at 
the end of Part III. This language is 
more appropriately presented under 
the “Exemptions” section.

The section exemption pertains to 
recombinant DNA molecules consist­
ing entirely of DNA segments from a 
single non-chromosomal or viral 
source. This statement clarifies a cate­
gory of "self-cloning” experiments 
that are considered safe enough To be 
excluded from the Guidelines. This is 
a concept which thp RAC tried to 
convey in the PRG-RAC definition by 
use of the phrase “different genomes”
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but which some commentators found 
ambiguous.

The third exemption concerns “self­
cloning.” It exempts from the Guide­
lines recombinant DNA molecules 
made entirely from the DNA of a 
single organism, including the indig­
enous plasmids, viruses, mitochondria, 
or chloroplasts, when propagated only 
in that oranism (or a closely related 
strain of the same species). This par­
tially responds to the suggestion made 
by many commentators that experi­
ments previously classified as P1+ 
EK1 be excluded from the Guidelines. 
It also covers some of the cases the 
RAC was including in the concept of 
“novelty” and “different genomes.” 
This exemption, however, does not in­
clude recombinant DNA molecules 
formed between viral DNA and eukar­
yotic host DNA. In this regard it is 
analogous to footnote 1 of the PRG- 
RAC.

The fourth exemption covers “cer­
tain specified recombinant DNA mole­
cules that consist entirely of DNA seg­
ments from different species that ex­
change DNA by known physiological 
processes.” In this case a list is pre­
pared and periodically revised by the 
Director, NIH, on the recommendation 
of the RAC, after appropriate notice 
and opportunity for public comment. 
This list is analogous to the list of 
“non-novel exchangers” proposed in 
the PRG-RAC. Appendix A to the 
PRG-NIH gives a proposed list for 
this exemption. This list is discussed 
in Appendix D to the present docu­
ment.

The fifth exemption allows the Di­
rector, NIH, on the recommendation 
of the RAC and after appropriate 
notice and opportunity for public com­
ment, to exempt other classes or re­
combinant DNA molecules if he finds 
that “they do not present a significant 
risk to. health or the environment.” 
This language for exempting classes of 
experiments is used in proposed legis­
lation (H.R. 11192) recently reported 
out of the Committee on Interstate 
and Foreign Commerce and the Com­
mittee on Science and Technology of 
the U.S. House of Representatives.

In addition to these comments per­
taining to the standards for exemption 
in the PRG-RAC, the following were 
directed toward the processes whereby 
exemption would be made:

•  Rather than compile a list of non­
novel exchangers exempt from the 
Guidelines, the burden of proof 
should be on the Director to compile a 
list of novel exchangers that are sub­
ject to the Guidelines.

•  The procedures and criteria used 
in the development of the list should 
be thoroughly explained, and ade­
quate opportunity should be given for 
public review and comment.
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•  Before an organism is placed on 
the list, all the data pertaining to the 
application should be available for 
public review.

In response to these comments, the 
PRG-NIH specifies that for exemp­
tions I-E-4 and I-E-5—the two that in­
volve the development of “lists”—the 
Director, NIH, on the advice of the 
RAC, will develop lists after appropri­
ate notice and opportunity for public 
comment. The initial list proposed in 
Appendix A to the PRG-NIH is sub­
mitted for public comment along with 
the entire revision of the Guidelines. 
In the future, appropriate notice and 
opportunity for public comment will 
precede any additions to Appendix A 
or exemption I-E-5.
Prohibitions

Two changes in this section have 
been initiated to make it more com­
patible with the new “Definition” and 
“Exemptions” sections. The first was 
to transfer this section from Part III 
of the Guidelines to Part I, reempha­
sizing that the exemptions are not ap­
plicable to the six activities listed as 
prohibited. The second was to drop all 
references to novel recombinant 
DNA’s and natural genetic exchange. 
Other alternatives suggested by com- 
menters:

•  There was a general endorsement 
for the provision in this section which 
grants to the Director, NIH, upon the 
recommendation of the RAC, the au­
thority to waive any of the prohibi­
tions. The widespread support for this 
authority reflects the realization that 
many important risk-assessment ex­
periments would not be able to pro­
ceed otherwise. NIH is now supporting 
and will continue to support experi­
ments that will yield knowledge con­
tributing to a better understanding of 
the nature of potential risks of recom­
binant DNA.

•  It was urged that the advice of 
other Government agencies, such as 
the Environmental Protection Agency 
and the Occupational Safety and 
Health Administration, should be 
sought when the Director, NIH, con­
siders invoking this waiver authority. 
The Federal Interagency Committee 
oh Recombinant DNA Research pro­
vides for coordination of policies in 
this area. EPA and OSHA are repre­
sented on the Committee. The advice 
of relevant research and regulatory 
agencies will continue to be sought 
when appropriate.

It was suggested that the RAC as 
presently constituted should not be 
the sole advisory body because societal 
as well as scientific considerations 
must enter into the waiver decision. As 
explained in greater detail in Part IV 
of this document, the membership of 
the RAC will be broadened modestly
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as needed for expertise, but provision 
for public notice and opportunity to 
comment, and other appropriate ad­
ministrative practices, can be used to 
insure adequate public input when the 
issues warrant.

•  It was suggested that an Environ­
mental Impact Assessment or State­
ment should accompany each waiver. 
Waiver decisions will include a careful 
consideration of the potential environ­
mental impact, and certain decisions 
may be accompanied by a formal as­
sessment or statement. This must be 
determined on a case-by-case basis.

•  It was suggested that waiver of 
the prohibition on the large-scale use 
of cultures containing recombinant 
DNA’s be issued on the basis of indus­
try’s experience in dealing with such 
cultures. While experience will surely 
be weighed in the decisionmaking, it 
whould not be the sole criterion for 
granting such a waiver.

•  Agricultural scientists noted the 
importance to their research commu­
nity of being allowed eventually to re­
lease organisms containing recombin­
ant DNA into the environment. When 
the original Guidelines were proposed 
to the NIH Director in draft form in 
1976, the release of organisms contain­
ing recombinant DNA molecules into 
the environment was to be allowed if a 
series of controlled tests had been 
done to leave no reasonable‘doubt of 
safety. This waiver provision was re­
jected at that time because of the lim­
ited scientific evidence available that 
any of the potential benefits from 
such a release were near realization. 
As now proposed, the prohibition of 
deliberate release into the environ­
ment of recombinant-DNA-containing 
organisms can be waived if all the re­
quirements for a waiver (and those of 
the National Environmental Policy 
Act) are met. Given the limited experi­
ence of NIH in agricultural research, 
the U.S. Department of Agriculture 
would have to be deeply involved in 
this process, and written notice of this 
suggestion has been given to the ap­
propriate officials at USDA.

•  The Standing Advisory Committee 
on Recombinant DNA Research of the 
European Molecular Biology Organi­
zation (EMBO) has noted that the list 
of pathogenic organisms under prohi­
bition I-D-l, especially those in Class 
5, may not be appropriate for all Euro­
pean countries. The decision as to 
which pathogenic organisms should be 
classified as too dangerous to work 
with must be the responsibility of na­
tional or regional authorities. EMBO 
has recommended that a footnote be 
added to the Guidelines stating that 
the prohibition of etiologic agents re­
lates to research in the United States. 
Such a footnote, however, is unneces­
sary because those Guidelines are di-
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rected to NIH grantees and contrac­
tors, almost all within this country.

•  A final change in the PRG-NIH 
relates to prohibition I-D-l. As dis­
cussed in detail in the “Decision” ac­
companying the PRG-NIH, the prohi­
bition against using in recombinant 
DNA'experiments vesicular stomatitis 
virus and oncogenic viruses classified 
by the National Cancer Institute as 
“moderate risk” has been lifted.

Proposed Action: Environmental 
Impact Assessment

Part I of the PRG-NIH as discussed 
in this Assessment rests on the past 2 
years of scientific developments relat­
ing to the safety of recombinant DNA 
research. The proposed alternatives to 
the current Guidelines reflect that evi­
dence.

The suggested definition in the 
PRG-RAC spoke to the conclusion 
that recombinant DNA molecules only 
pose a potential hazard when placed in 
an organism, and that events in the 
laboratory which mimic those in 
nature pose no special hazard to work­
ers or the environment. The commit­
tee also recommended, and there was 
strong public support for, a mecha­
nism to allow exceptions to the “Pro­
hibitions,” as for the conduct of risk- 
assessment research.

The' PRG-NIH also incorporate a 
number of the alternatives to the 1976 
Guidelines suggested by the public 
commentators. All of the changes re­
flected in the PRG-NIH permit re­
search to go forward which would not 
have a significant effect on the envi­
ronment. Indeed, additions have been 
made to insure that the safety stand­
ards are extended under certain cir­
cumstances to meet environmental 
and occupation concerns.

The scope of the Guidelines contin­
ues to be limited to recombinant DNA 
research. Other techniques in genetic 
research, such as cell fusion and chro­
mosomes transfer, may result in the 
formation of recombinant molecules; 
but inherent in these techniques is a 
range of natural barriers to the forma­
tion of hazardous organisms, and thus 
the issuance of Federal standards is 
unnecessary. It should also be noted 
that such techniques have been used 
in the laboratory for decades with no 
harmful effects on either health or 
the environment.

The definition in the PRG-NIH 
clearly states that the Guidelines are 
intended to pertain to the construc­
tion and handling of naked recombin­
ant DNA molecules as well as organ­
isms and viruses containing such mole­
cules. This is to insure that the prohi­
bitions on the use of naked DNA 
remain in effect. And the definition 
now explicitly includes synthetic mole­
cules under the standards of the

Guidelines, thereby increasing the 
margin of safety.

In response to the recommendations 
of public commentators, the PRG- 
NIH now require that all recombinant 
DNA research at NIH-funded institu­
tions comply with the safety standards 
of the Guidelines and be under the 
purview of local institutional bioha­
zard committees. Again, this will mini­
mize the environmental impact, if any, 
of this research.

The list of exemptions, as previously 
explained, provides that certain re­
combinant DNA research need not be 
subject to the control of the NIH 
Guidelines on the basis of safety to 
the laboratory personnel, to the great­
er community, and to the environ­
ment. The proposed exemptions in 
large part are responsive to the great 
number of comments received. The 
“Prohibitions” section, in the 1976 
Guidelines under Part III, has been 
transposed to Part I in the PRG-NIH 
to insure that none of the “Exemp­
tions” apply to the “Prohibitions.” 
Thus, once again, care has been taken 
to minimize the possibility of environ­
mental impact.

Under the first exemption, experi­
ments with recombinant DNA mole­
cules that are not in an organism need 
not be subject to the Guidelines. This 
is based on the safety of these experi­
ments. The second exemption permits 
certain “self-cloning” experiments to 
be done outside the jursidiction of the 
Guidelines. Again the basis is occupa­
tional and environmental safety. The 
third exemption also concerns “self­
cloning’’ and permits certain experi­
ments previously classified as P1+EK1 
to be excluded from the Guidelines. 
This was strongly endorsed by several 
public commentators on the basis of 
no hazard.

The fourth exemption deals with ex­
periments that mimic exchanges al­
ready occurring in nature. It allows 
certain of the experiments previously 
classified at P1+EK1 to be excluded 
from the Guidelines, again with the 
strong endorsement of several public 
commentators on the basis of no 
hazard. The final provision allows ex­
emptions when it is found that experi­
ments do not present significant risk 
to health or the environment. This 
standard was expressly recommended 

. as the basis for exemption by several 
public commentators, especially from 
environmental groups, and is directly 
responsive to the concerns that there 
be an explicit reference to health or 
the environment for the basis of ex­
emption. Further, in the exercise of 
this and the previous exemption, sev­
eral procedural requirements have 
been introduced that will afford sig­
nificant opportunity for public com­
ment to insure appropriate attention
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to occupational and environmental 
concerns.

A waiver provision in the section on 
“Prohibitions” will permit NIH sup­
port and conduct of risk-assessment 
experiments of crucial importance to 
the determination of the safety of this 
work. Recommendations from the sci­
entific community, the public, and rel­
evant Federal agencies will be sought 
for their advice on specific projects. 
Waiver decisions will include a careful 
consideration of potential environmen­
tal impact.

In summary, a number of safety 
standards and procedural require­
ments have been included in the PRG- 
NIH to insure minimal environmental 
impact. All experiments exempted 
from the Guidelines are of minimal 
speculative risk and present no signifi­
cant hazard to health or the environ­
ment.

II. Containment 
Analysis of Current Guidelines

Two approaches to the problem of 
containing potentially hazardous or­
ganisms form the basis of the safe­
guards recommended by the guide­
lines. Each may be viewed as setting 
up barriers between the laboratory 
worker and the organisms and be­
tween the laboratory and the greater 
environment. The first of these ap­
proaches involves the limitation of the 
actual physical escape of organisms 
and is referred to as “physical contain­
ment.” The second approach is the use 
of biological barriers, to be described 
later as “biological containment.”

(The October 1977 EIS on the cur­
rent guidelines, in response to com­
ments received on the draft EIS, docu­
ments in considerable detail the ade­
quacy of the containment require­
ments and shows the bases on which 
judgments in this regard have been 
made.)
Physical containment

A major aspect of physical contain­
ment is the set of standard microbiolo­
gical practices that have been devel­
oped over many years and are widely 
used for handling pathogenic organ­
isms. In the hands of well-trained per­
sonnel, these procedures have proved 
to be effective both in laboratory and 
clinical settings. A second major 
aspect of physical containment in­
volves the use of special kinds of - 
equipment and facilities (1) for limit­
ing the spread of aerosols, (2) for de­
contamination and containing labora­
tory air and wastes, and (3) for re­
stricting access to laboratories. As 
with standard microbiological tech­
niques, the type of equipment and fa­
cilities are not new but have been de­
veloped and used previously for con­
tainment of known pathogens.

The guidelines go into some detail 
concerning the practices and facilities 
required for physical containment. 
Four levels are specified: PI, P2, P3, 
and P4, in the order of increasing safe­
guards. PI consists in the use of the 
standard microbiological practices 
mentioned above. P2 and the next 
higher level, P3, require special proce­
dures and facilities designed to limit to 
increasing extents any possible acci­
dental escape of potentially hazardous 
organisms. Finally, P4, the maximum 
level of containment, requires sophisti­
cated and isolated facilities designed 
for maximum containment.

Each of the levels from P2 through 
P4 assumes that the standard micro­
biological practices demanded by PI 
will also be followed. Furthermore, for 
each level, relevant training of person­
nel is mandatory. The training is to in­
clude the nature of the potential haz­
ards, the technical manipulations, and 
instruction in the biology of the rele­
vant organisms and systems. Specific 
emergency plans, to be used in case of 
accident, are required; and serological 
monitoring is to be provided where ap­
propriate.
Biological containment

Biological containment is defined as 
the use of host cells and vectors with 
limited ability to survive outside of 
very special and fastidious laboratory 
conditions that are unlikely to be en­
countered by escaped organisms in 
natural environments. This is an inte­
gral part of the experimental design, 
since the host and vector will need to 
be chosen, in any given experiment, 
with a view to the purpose of the ex­
periment as well as to containment.

The guidelines stress that physical 
and biological containment procedures 
are complementary, each serving to 
control any possible failure in the 
order. The use of both in a given ex­
periment affords much higher levels 
of containment than either alone. 
Therefore, the guidelines always rec­
ommend both a particular level of 
physical containment and a level of 
biological containment for any given 
experiment. The guidelines explicitly 
recognize that better physical contain­
ment capabilities are likely to evolve 
as research proceeds and may reduce 
the needs for the standard physical 
containment procedures. Such innova­
tions are to be considered as part of 
the on-going review of the guidelines 
for appropriate revision.

The Use of Bacterial Hosts and Vec­
tors. In recognition of the relation be­
tween the host-vector system required 
by the experiment and the design of 
suitable biological containment, exper­
iments using the same host-vector 
system are grouped together. At pres­
ent, the system of choice for many ex­
periments is the common laboratory

bacterium E. coli, strain K-12, and in­
dependent genetic elements (plasmids 
and bacteriophage) known to reside or 
replicate in this strain.

There are several factors contribut­
ing to this (discussed more fully in 
part III). Strain K-12 has been studied 
extensively and can be readily manipu­
lated for recombinant DNA experi­
ments. This extensive experience and 
ease of manipulation permit modifica­
tion of E. coli K-12 and vectors used 
with it by classical genetic techniques 
for the purpose of establishing biologi­
cal containment.

The guidelines discuss arguments 
against as well as for the use of E. coli 
K-12. The main argument against it is 
the intimate association of various 
other strains of E. coli with humans. 
By reason of the prevalence of E. coli 
strains (but not K-12) in mammals, 
the guidelines recommend the cau­
tious use of E. coli K-12 host-vector 
systems and urge that efforts be made 
to develop alternate hosts and vectors.

E. coli K-12 appears to be harmless: 
It does not usually establish itself in 
the normal bowel or multiply signifi­
cantly in the alimentary tract. These 
facts suggest that accidental ingestion 
of a small number of bacteria by a lab­
oratory worker would not result in 
their extensive spread outside the lab­
oratory. This property of the organism 
may be altered, however, when the in­
fected person is taking antibiotics or 
has certain abnormal digestive condi­
tions, and it is recommended that such 
persons not work for the duration of 
the abnormal circumstances.

While E. coli K-12 does not establish 
itself as a growing strain in the normal 
bowel, it does remain alive during its 
passage through the intestinal tract. 
Therefore, transfer of plasmid or bac­
teriophage vectors containing foreign 
DNA from the original E. coli K-12 
host to bacteria resident in the intes­
tines or encountered after excretion 
must be considered. The guidelines 
take into account the transferability 
of certain vectors in recombinant re­
search. In brief, host-vector systems 
derived from E. coli K-12 and certain 
plasmids or bacteriophage appear to 
have extremely limited ability to 
spread recombinant DNA molecules.

Considering, then, the properties of 
E. coli K-12 and the known plasmid 
and bacteriophage vectors, the guide­
lines conclude that recombinant 
DNA’s manipulated through such 
host-vector systems are unlikely to be 
spread by the ingestion or dissemina­
tion of the few hundred or thousand 
bacteria that might be involved in a 
laboratory accident, given standard 
microbiological practice. Therefore, 
these existing systems, and analogous 
combinations of E. coli K-12 with 
other vectors and bacteriophage, are 
judged to offer a moderate level of bio-
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logical containment and are defined as 
EK1.

As with physical containment levels, 
increasing numbers specify increasing 
levels of biological containment for E. 
coli systems. For the next level, called 
EK2, host-vector combinations must 
be demonstrated to provide a high 
level of biological containment by suit­
able laboratory tests. Such combina­
tions are obtained by genetic modifica­
tion of either E. coli K-12 host cells or 
the relevant plasmids and bacterio­
phage or both. Various examples of 
the types of necessary modifications 
are suggested in the guidelines.

One additional level of contained E. 
coli host-vector systems, defined in 
the guidelines, is called EK3. EK3 sys­
tems are EK2 systems for which the 
specified containment properties have 
been demonstrated, not only by micro­
biological and genetic analysis but by 
appropriate tests in animals, including 
humans or primates and other rele­
vant environments.

EK2 and EK3 host-vector systems 
must be certified as such by the Direc­
tor, NIH, after evaluation and recom­
mendation by the Recombinant Advi­
sory Committee.
Alternatives: RAC-Proposed Revisions 
Physical containment

Two major changes were proposed in 
the physical containment section of 
the PRG-RAC. One deals with the or­
ganization of the section; the other in­
corporates into the PRG-RAC the 
philosophy and guidance of the report 
of the NIH/European Molecular Biol­
ogy Organization (EMBO) workshop 
on parameters of physical contain­
ment.

Physical containment requirements 
for each P-level have been organized 
under the topic headings “Laboratory 
Practices,” “Containment Equip­
ment,” and “Special Laboratory 
Design.” This was done to emphasize 
the importance of laboratory practices 
and containment equipment in achiev­
ing the desired safety objective.

Other proposed Revisions contained 
in the physical containment section 
reflect a conscious effort to encourage 
international uniformity with respect 
to recombinant DNA guidelines. This 
has been achieved by revising the con­
tainment descriptions so that they are 
consistent with the guidance provided 
in the NIH/EMBO report. In addition, 
some statements have been rewritten 
and others added in order to clarify 
the basic requirements for each level 
of containment. The most significant 
clarifications have been made in the 
areas on containment equipment and 
special facility design. The revisions, 
however, have not resulted in chang­
ing the purpose or intent of the physi­
cal containment descriptions in the 
1976 guidelines.

One specific addition to the PRG- 
RAC that has originated from the 
NIH/EMBO report is the inclusion of 
design criteria for an area of the labo­
ratory in which personnel wear posi­
tive-pressure suits ventilated by life- 
support systems. This added approach 
provides a level of physical contain­
ment equivalent to that afforded by 
glove-box cabinets at the P4 level.

Other important recommended 
changes include—

•  Certain good microbiological prac­
tices are mandatory at the PI level in 
the PRG-RAC (the 1976 guidelines en­
courage but do not require such prac­
tices);

•  At the P2 level, prohibitions 
against eating, drinking, smoking, and 
storage of foods have been extended 
from the work area to the entire labo­
ratory;

•  The universal biohazard sign is 
now required at the P2 level, and its 
use has been extended to equipment 
such as freezers and refrigerators in 
which organisms containing recom­
binant DNA molecules are stored;

•  Access procedures have been spec­
ified for controlled areas adjacent to 
P3 laboratories;

' •  Installation of foot-, elbow-, or 
automatically-operated facilities for 
washing hands is now required for all 
laboratories in which P3-level work is 
done;

•  Specific guidance on containment 
equipment appropriate for laboratory 
animals has been added to the P3 and 
P4 sections; and

•  The labeling requirements for 
shipment of etiologic agents now 
apply to all organisms containing re­
combinant DNA molecules. Thus, the 
Center for Disease Control, U.S. 
Public Health Service, must be noti­
fied in the event of any accidental 
breakage during shipment. Also, 
agents requiring P4 containment must 
be packaged .according to strict Feder­
al standards and shipped by registered 
mail or an equivalent system that pro­
vides for sending notifications to the 
shipper upon delivery.

The PRG-NIH adopt these sugges­
tions in large part. Thus, they 
strengthen the safety standards and 
procedures for physical containment 
and move toward international agree­
ment.
Biological containment

The PRG-RAC describe the catego­
ries of hosts and vectors to be used in 
minimizing the spread of organisms 
containing recombinant DNA. The 
PRG-RAC differ from the 1976 guide­
lines in that they were expanded to in­
clude (1) further definitions of host- 
vector systems, (2) a more restrictive 
set of requirements for HV3 systems 
(see below), and (3) a new section de­
scribing mechanisms for certification.

Definitions of Host-Vector Systems. 
A new nomenclature—HV1, HV2, and 
HV3—was developed to incorporate a 
variety of hosts and vectors into the 
framework initially established for E. 
coli K-12. In particular, the PRG- 
RAC provide criteria for HV1 systems 
other than E. coli K-12. In the 1976 
Guidelines, cloning systems other E. 
coli JĈ 12 were to be considered only if 
superior to K-12 in containment prop­
erties; but it is now recognized that 
many useful experiments can only be 
conducted fusing host-vector systems 
other than those based on E. coli K- 
12, and that such experiments should 
be permitted so long as the proposed 
system provides equivalent biological 
containment. The new HV1 criteria 
provide a structure for approval of sys­
tems that meet these requirements.2

Requirements for HV3 Systems. 
These have been made more stringent 
than the corresponding requirements 
for EK3 in the 1976 guidelines. The 
PRG-RAC require that the vector be 
dependent on its propagation host or 
be highly defective in mobilizability. 
Also, it may carry no markers confer­
ring resistance to antibiotics used 
clinically or in agriculture. This provi­
sion should preclude any inadvertent 
advantage for recombinant-DNA-bear- 
ing vectors that encounter antibiotics 
in the environment.

Certification of Host-Vector Systems. 
A  new section has been added detail­
ing the responsibility for certification 
of HV1, HV2, and HV3 systems, the 
types of data to be submitted, and the 
mechanisms for distributing strains 
once certified. The section delineates 
procedures used by the RAC for the 
past 2 years and therefore represents 
no change from practices under the 
1976 guidelines.

These recommendations, reflected in 
the proposed revisions, set improved 
procedures and standards to meet en­
vironmental and occupational con­
cerns.
Physical and biological interaction

Another specific addition to the 
guidelines that has originated from 
the NIH/EMBO report is particularly 
notable—the addition of tables I and 
II to the P3 and P4 sections, respec­
tively. These tables show combinations 
of physical and biological safeguards 
that provide similar protection. This 
approach allows flexibility in selecting 
comtainment equipment for a particu­
lar study without compromising 
safety.

Alternatives: Public Commentators
Commentators have expressed par­

ticular concern over (1) the flexibility

2Under the proposed revisions, new HVl’s 
need not offer a distinct advantage over E. 
coli K-12 host-vectors, need not be capable 
of modification to HV2 and HV3, and need 
not be class 1 etiologic agents.
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that allows various combinations of 
containment safeguards, (2) the ade­
quacy of risk-assessment studies in re­
lation to physical containment, (3) the 
adequacy of training in laboratory 
safety practices, (4) plans for dealing 
with emergencies, and (5) various as­
pects of the biological safety concepts. 
NIH has considered a number of rec­
ommendations by EMBO. Public com­
mentators have made additional sug­
gestions relating to actions at specific 
levels of physical containment and to 
shipment of recombinant DNA materi­
als.
Concept of “flexibility”

Some commentators have expressed 
concern over the flexibility provided 
in tables I and II which allows various 
combinations of containment safe­
guards. Some feel, for example, that 
work in a P3 facility conveys a desir­
able sense of hazard, whereas a reduc­
tion to the P2 level will promote an 
undesirable relaxation of vigilance. It 
has also been suggested that an in­
crease in the options augments the dif­
ficulty of control and implementation. 
Some commentators object to specific 
options provided at the P3 and P4 
levels.

NIH has been urged to include a 
better explanation of the rationale for 
flexibility. Indeed, the calculus of 
switching physical and biological con­
tainment levels has been questioned. 
Is reducing a physical containment 
level from P3 to P2 truly compensated 
by increasing biological containment 
from EK1 to EK2?

The scale of either form of contain­
ment from least to greatest is not nec­
essarily linear, and substitutions are 
only roughly approximate. Neverthe­
less, there are some numerical bases 
for comparison. At the P4 level, for ex­
ample, a Class III biological safety 
cabinet is required (if a positive-pres­
sure suit is not used); whereas one can 
work in an open-front biological safety 
cabinet at the P3 level. Studies using 
molecular counts of gases have shown 
that there is a 4-5 log protection in 
going from a Class I or II biological 
safety cabinet to a Class III cabinet— 
that is, from P3 to P4. Similarly, in 
going from PI to P3 there may be a 4- 
5 log increase in safety.

The measure of safety provided by 
open-front biological safety cabinets, 
used in work at the P2 and P3 levels, 
consists in design and performance cri­
teria that permit fewer than 20 micro­
organisms to escape through the open 
front when 1x10® to 8x10* 
(100,000,000 to 800,000,000) microor­
ganisms are experimentally released 
within the cabinet. (See pp. 92-93 of 
the 1977 EIS for a more detailed dis­
cussion of safeguards associated with 
use of biological safety cabinets.)

HV2 is defined in terms of a prob­
ability of escape of recombinant DNA 
of less than 10“8 (1 in 100,000,000). In 
considering “equivalency” between P 
and EK levels, it is recognized that the 
two systems are conceptually differ­
ent. Biological safety cabinets are de­
signed primarily for the protection of 
the laboratory worker, and all physi­
cal containment protection stops at 
the walls of the laboratory. Biological 
containment continues to operate even 
if an organism should escape from the 
laboratory.

The flexibility allowed in alternate 
P and HV levels are carefully ex­
plained in the text of the PRG-NIH, 
and the investigator must follow the 
explicit requirements set forth in Part 
III of the PRG-NIH and in Tables I 
and II.
Risk assessment

Many commentators have urged 
more studies in risk assessment. It has 
been maintained that assumptions 
about biological containment may not 
be valid and that all components 
should be tested. Concern has been ex­
pressed that the biological contain­
ment safety systems may fail altogeth­
er.

Some risk-assessment studies are 
prohibited by the 1976 Guidelines. 
Under the PRG-RAC, however, the 
Director, NIH, on recommendation of 
the RAC, would have discretion to 
permit such risk-assessment experi­
ments by granting a waiver from a spe­
cific prohibition. There was virtually 
unamimous support for this discretion 
at the public hearing in December 
1977. Of course, its exercise must be 
consistent with standards of due proc­
ess for the scientific community and 
the public.

Risk-assessment studies are proceed­
ing both within and outside the 
United States. NIH is committed to 
the conduct and support of such stud­
ies to determine the extent to which 
certain potentially harmful effects 
from recombinant DNA molecules 
may occur. It is intended that the NIH 
P4 facilities at the Frederick Cancer 
Research Center will serve as a focal 
point for such experiments. Provisions 
have already been made to share these 
facilities with non-Federal scientists.
Training

A number of commentators urge 
that specific curricula be developed for 
training of researchers and that the 
Guidelines stipulate requirements for 
certification in safety practices. NIH 
has a contract with the American Soci­
ety for Microbiology to develop mini­
mum standards for training partici­
pants in recombinant DNA research. 
The work panel’s report is to be used 
by the IBCs and investigators to set 
appropriate standards.

Emergency plans
In response to the concerns of com­

mentators, the elements of emergency 
plans to handle possible safety prob­
lems are described more clearly in 
“Laboratory Safety Monograph—A 
Supplement to the NIH Guidelines for 
Recombinant DNA Research.” Fur­
ther, NIH staff have recently met with 
representatives of CDC to establish a 
mechanism for providing advice, con­
sultation, or assistance if necessary in 
case of an emergency, such as a labo­
ratory accident involving recombinant 
DNA.
Biological containment consider­
ations

Considerations of biological contain­
ment related mainly to the develop­
ment of alternative host-vector sys­
tems. Many commentators from the 
scientific community believe that the 
PRG-RAC discriminate against host- 
vector systems alternate to E. coli K-
12. They urge development of other 
systems, maintaining that they will be 
needed increasingly both in pure re­
search and in industry and should be 
certified as soon as possible. It is un­
likely, according to one commentator, 
that agriculture will best be served 
through the use of E. coli K-12 (or B. 
subtilis) and that alternate host-vector 
systems are essential if the potential 
of recombinant DNA technology for 
agriculture is to be realized. In view of 
the support evident at the 1976 public 
meeting for NIH to encourage develop­
ment of alternate host-vector systems, 
one commentator expressed disap­
pointment that there was not a large 
NIH contract program in this area.

Others view the introduction of al­
ternate HV systems with some misgiv­
ings. It was pointed out, for example, 
that if uncertainty continues to sur­
round research with so well-studied an 
organism as E. coli K-12, our igno­
rance must be that much greater with 
regard to any other organism—its eco­
logical involvement, the organisms 
with which it can exchange DNA, etc. 
Moreover, the Guidelines, which have 
been developed around the use of E. 
coli K-12, are primarily focused on 
dangers to man, and the introduction 
of new systems may affect other life 
forms with which we should be equal­
ly concerned. In the view of commen­
tators who urge restraint, the larger 
the number of systems certified, the 
greater the problem of monitoring the 
work.

Clearly, however, research address 
to the development of other host- 
vector systems must proceed. This is 
particularly evident in the agricultural 
sector, where the potential for imme­
diate benefits to man is great. At pres­
ent, a number of alternate systems are 
being developed by N|IH grantees. In 
the use of such systems, the same con-
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sidérations of safety and risk associat­
ed with the use of E. coli K-12 will, of 
course, apply.
Mouth pipetting at the PI level

Both the 1976 guidelines and the 
PRG-RAC prohibit mouth pipetting 
at the P2, P3, and P4 levels. For the 
PI level, however, they state, “Al­
though pipetting by mouth is permit­
ted, it is preferable that mechanical 
pipetting devices be used.” A number 
of commentators have urged that 
mouth pipetting be prohibited at the 
PI level of physical containment. The 
decision accompanying the PRG-NIH 
discusses in detail the arguments of 
various groups on both sides of the 
issue. In resolving this, the Director, 
NIH, has decided to adopt the conser­
vative position and ban mouth pipet­
ting. Accordingly, language has been 
inserted in the PRG-NIH saying that 
at the PI level “mechanical pipetting 
devices shall be used; pipetting by 
mouth is prohibited.” Since mouth pi­
petting had already been banned at 
the P2-P4 levels, this means that 
mouth pipetting would now be banned 
for all experiments covered by these 
guidelines.

Proposed Action: Environmental 
Impact Assessment

Physical containment
The PRG-NIH include the following 

specific changes at each P level, aimed 
at clarifying and strengthening physi­
cal containment requirements and 
thereby reducing the probability of re­
combinant DNA molecules being acci­
dentally released into the environ­
ment.

PI Level. The 1976 guidelines estab­
lish as a principle of containment the 
adherence to good microbiological 
practices. At the PI level, however, 
certain practices are not required but 
merely encouraged. The PRG-NIH 
now make adherence to certain of 
these practices mandatory at all four 
physical containment levels.

A major change in the PRG-NIH is 
the banning of mouth pipetting at the 
PI level, meaning that mouth pipet­
ting is now banned for all experiments 
covered by the guidelines. Since the 
only plausible way E. coli K-12 could 
gain entry into laboratory workers is 
by oral ingestion, this ban greatly re­
duces the possibility that any organ­
isms containing recombinant DNA will 
escape and thus minimizes the risk of 
environmental impact.

P2 Level. The PRG-NIH have ex­
tended the prohibitions against eating, 
drinking, smoking, and storage of 
foods from just the work area to the 
entire P2 laboratory. This change was 
made to achieve consistency with rec­
ommended practices in laboratories 
where research with low-risk human 
pathogens is conducted.

NOTICES

The PRG-NIH call for posting of 
the universal biohazard sign on stor­
age freezers and refrigerators. This ad­
ditional requirement was specified to 
facilitate safe storage of organisms 
containing recombinant DNA mole­
cules when research with them is not 
in progress.

P3 Level. In the PRG-NIH, a con­
trolled access area is defined as one 
that separates the P3 laboratory from 
areas open to unrestricted traffic flow. 
Access procedures for this area are 
specified, clarifying the juxtaposition 
of the P3 laboratory and uncontrolled 
areas.

The PRG-NIH require the installa­
tion of foot, elbow, or automatically 
operated facilities for washing hands 
in laboratories in which P3-level work 
is conducted. This additional require­
ment was made to eliminate the possi­
bility of contaminating faucets 
through contact. The requirement is 
consistent with practices common to 
infectious disease laboratories.

The PRG-NIH would permit recircu­
lation of untreated air within individu­
al rooms of the P3 laboratory. Such 
recirculation can conserve energy 
without compromising safety. Refer­
ence to recirculation of treated air to 
other areas of the building has been 
eliminated, because this approach to 
energy conservation is generally not 
practical.

Some commentators pointed out 
that the PRG-RAC did not require an 
autoclave in the P3 laboratory itself 
but only within the building. It has 
been suggested that the autoclave 
should be as close as possible to the 
controlled area of the P3 laboratory. 
The language of the 1976 guidelines, 
stating a preference for the autoclave 
to be within the controlled laboratory 
area, is therefore retained in the 
PRG-NIH. A requirement, however, 
that the autoclave be within the con­
trolled area would increase costs, and 
in the view of NIH would not add mea­
surably to safety.

P4 Level. In the PRG-NIH the mini­
mal age for entry into a P4 laboratory 
has been raised to 18 years, the com­
monly accepted legal age.

The PRG-NIH specify containment 
equipment appropriate for the isola­
tion of experimental animals. This was 
added because the lack of guidance in 
the current guidelines has led to con­
fusion in their application to animal 
experimentation.

The PGR-NIH provide flexibility in 
selecting combinations of physical and 
biological containment to be used for a 
given experiment. All possible combi­
nations available for selection achieve 
P4-level safety objectives. This ap­
proach was patterned after the guid­
ance provided in the NIH/EMBO 
report.

The PRG-NIH specify design Crite­
ria for a suit area where personnel 
wear positive-pressure suits that are 
ventilated by life-support systems. 
This provides an option to the class III 
cabinet-system requirement at the P4 
level of physical containment. This 
option has been used successfuly in re­
search with extremely hazardous 
human pathogens. Without compro­
mising safety, it provides an opportu­
nity to conduct research procedures 
that cannot be confined to convention­
al class III cabinet systems.

Shipment. In the PRG-NIH, the la­
beling requirements for the shipment 
of etiologic agents apply to all organ­
isms containing recombinant DNA 
molecules, rather than to just those 
containing molecules derived from an 
etiologic agent listed in 42 CFR 77.25. 
This change was made in order to 
insure that the Center for Disease 
Control, U.S. Public Health Service, 
would be notified in the event of acci­
dental breakage during shipment. The 
PRG-NIH also specify that agents re­
quiring P4 physical containment must 
be shipped by registered mail or an 
equivalent system that provides for 
sending notifications to the shipper 
immediately upon delivery. This 
change would impose on the shipment 
of organisms requiring P4 contain­
ment the same standards used for 
shipment of high-risk human patho­
gens.
Biological containment

A number of alternate systems for 
biological containment are being de­
veloped by NIH grantees, including 
ones using Bacillus subtilis and Sac- 
charomyces cerevisiae. To assure ade­
quate safety control, a new section of 
certification of host-vector systems 
has been added to the guidelines. HV1 
systems other than E. coli K-12 are re­
viewed by an expert working group, 
then by the RAC, which makes appro­
priate recommendatons to the Direc­
tor, NIH. Descriptions of the organ­
ism, its biology, and the characteristics 
of the particular strains to be used are 
considered. The same standards of 
safety and risk associated with the use 
of E. coli K-12 will apply to any new 
host-vector systems to be certified in 
the future.

HV2 Level. For the HV2 level of con­
tainment, the RAC, on June 23, 1977, 
unanimously approved a document en­
titled “Instructions to Investigators 
Concerning Data To Be Submitted on 
Host-Plasmid Systems Proposed for 
EK2 Certification.” Although not offi­
cially part of the PRG-RAC, this doc­
ument sets forth criteria that any pu­
tative EK2 host-vector systems must 
meet before recommendation by the 
RAC for certification (see appendix H 
of the October 1977 EIS). The commit­
tee applied these criteria in reviewing 
new systems (pBR322 and pBR313 in
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xl776) at the June 23 meeting, and 
will do so for all future submissions. 
These criteria are clearly more strin­
gent than previous ones, and this 
means that EK2 host-vector systems 
approved now and in the future will be 
even safer than those approved previ­
ously.

HV3 Level. Requirements for HV3 
systems have been made more strin­
gent that those in the 1976 guidelines. 
The additional requirements mean 
that only some HV2 systems are eligi­
ble for consideration as HV3 systems. 
This should significantly increase the 
containment of HV3 systems and 
therefore increase the safety of ex­
perimentation. In addition, attempts 
to develop HV3 systems that jneet 
these criteria should simultaneously 
upgrade the HV2 systems in use, since 
it is to the experimenter’s advantage 
to use the HV2 systems that have the 
greatest likelihood of meeting HV3 cri­
teria.

Certification of HV Systems. A new 
section has been added to clarify re­
sponsibility for certification of all 
host-vector systems, the types of data 
to be submitted, and the mechanisms 
for distributing strains once certified. 
The section delineates procedures 
used by the RAC for the past year and 
thus represents no change from prac­
tices under the 1976 guidelines.

Under the PRG-NIH, HV1 systems 
other than E. coli K-12 and HV2 and 
HV3 systems are considered by an 
expert working group and then by the 
RAC, which makes appropriate recom­
mendations to the Director, NIH. 
Modifications of HV2 and HV3 sys­
tems must be independently certified 
by NIH. Data to be submitted are de­
tailed. All HV2 and HV3 systems are 
to be obtained from NIH or its desig­
nee, and recipients are to report to 
NIH any discrepancies from the ex­
pected properties. If the strains are 
propagated by NIH, a sample will be 
tested for relevant properties prior to 
distribution. The requirements assure 
adequate controls in the certification 
and distribution of host-vector systems 
and provide sufficient protection 
against potential hazards to the envi­
ronment.

Containment Properties of Hosts 
and Vectors. In regard to containment 
properties of individual organisms 
used in recombinant DNA research, 
recent experimental evidence supports 
the view that biological containment 
works well. This is particularly borne 
out by results from experiments spe­
cifically designed to test the survivabi­
lity and colonizing ability of E. coli K- 
12 and EK2 host-vector systems and 
the transmissibility of plasmids and 
phage vectors.

At the time of the release of the cur­
rent guidelines in 1976, EK2 systems 
were defined but none existed. An ex­

tramural contract program was initiat­
ed to develop safer host-vector systems 
and to verify their genotypic constitu­
tion and phenotypic traits. The pro­
gram is administered by the National 
Institute of Allergy and Infectious Dis­
eases. The ability of these systems to 
survive in laboratory and natural envi­
ronments was determined. As a result 
of this contract program and of work 
by other investigators, a series of EK2 
host-vector systems was developed. 
The RAC subjected these to g^eat 
scrutiny and finally recommended 
them for certification. A list of certi­
fied EK2 host-vector systems appears 
in appendix H of the October 1977 
EIS.

III. Containment Guidelines for 
Covered Experiments

Analysis of Current Guidelines 
E. Coli K-12 Host-Vector Systems

The several levels of physical and 
biological containment are defined in 
part II, and specific recommendations 
are given for experiments using the E. 
coli K-12 host-vector systems. Each 
type of experiment is assigned both a 
physical containment level (that is, a 
P level) and a biological containment 
level (an EK level). The particular 
combination of the two reflects the se­
verity of the estimated potential 
hazard.3

The guidelines are organized, for the 
E. Coli systems, according to the 
source and nature of the foreign DNA. 
A sample of DNA containing essential­
ly all the genetic information of an or­
ganism can be isolated and fragment­
ed. If the experiment involves such a 
mixture of DNA fragments, it is re­
ferred to as a “shotgun” and will call 
for a certain level of containment. Ex­
periments involving such mixtures of 
DNA fragments are assumed to be of 
higher potential hazard than those 
done with a single, purified fragment, 
because of the greater likelihood of 
dangerous and unknown genes being 
introduced into a recipient cell. Puri­
fied fragments containing mainly 
genes whose properties are known and 
are not harmful offer less potential 
hazard than a shotgun experiment.

In some instances, the foreign DNA 
will be derived from extra chromoso­
mal genetic elements. Such elements 
include the DNA of animal viruses, 
plant viruses, other eukaryote organ­
elles such as mitochondria and chloro- 
plasts, as well as prokaryote plasmids 
or bacteriophages of the same type 
used as vectors. Each of these cases is 
treated separately in the guidelines. 
The prokaryote sources are treated 
differently, depending on whether the

* In the PRG-NIH the EK systems are in­
cluded in the broader HV (host-vector) cate­
gories created to accommodate potential 
systems ranging beyond E. Coli K-12.

“foreign” DNA is from an organism 
that does or does not exchange genetic 
information with E. Coli in nature.

The physical and biological contain­
ment is listed for various possible DNA 
sources: both must be used, as they 
complement each other. For example, 
DNA from primates requires the most 
stringent containment, since the esti­
mated potential hazard, either from 
genes that might function in humans 
with untoward effects or from patho­
genic viral DNA’s residing in primate 
tissue, is judged to be most serious. 
The experiments now require either 
P3 + EK3 or P4 + EK2; and it should 
be noted that only the latter combina­
tion is feasible at present, and then 
only at the limited number of P4 fa­
cilities.

In two instances—primates and cold­
blooded vertebrates—containment re­
quirements are lower if the DNA is, iso­
lated from embryonic tissue, or germ­
line material, since such material is 
less likely to be contaminated by 
pathogenic viruses than is adult tissue. 
Thus, if the foreign DNA is from cold­
blooded vertebrates, P2 and EK2 are 
required, but P2 and EK1 can be used 
if the DNA is from embroyonic or 
germ-line tissues. If the cold-blooded 
vertebrate is known to produce a 
potent toxin, P3 and EK2 must be 
used. In some instances—lower eukar­
yotes, for example—the guidelines re­
quire more or less stringent condi­
tions, depending on whether or not 
the source of foreign DNA is known to 
be pathogenic or toxigenic, or might 
be infected with a pathogen, or is 
known to make a harmful product.

The guidelines for shotgun experi­
ments, when the source of the DNA is 
a prokaryotic organism, may be sum­
marized. First those prokaryotes that 
are known to exchange genetic infor­
mation with E. Coli in nature are con­
sidered. The containment require­
ments are low for this group, since it is 
unlikely that the experiments will 
create new genetic combinations. Re­
quirements vary with the pathogeni­
city of the source of foreign DNA. 
When the source is a prokaryote that 
does not naturally exchange genetic 
material with E. Coli, the containment 
recommendations are high, for there 
is a greater potential for new genetic 
combinations to be formed and ex­
pressed. Further, it is assumed that 
the more similar the DNA's of donor 
and host, the greater the probability 
of expression of foreign DNA or of 
derepression of host genes.

Characterized clones obtained from 
shotgun experiments may not be as 
potentially hazardous as the original 
mixture of cells. Cloning of the recipi­
ent host cell containing the DNA frag­
ment of interest will be one of the 
normal aims of any recombinant DNA 
experiment. The guidelines state that
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experiments involving a clone derived 
from a shotgun experiment can be 
done under PI + EK1 conditions if 
the clone has been rigorously charac­
terized and is free of harmful genes 
and if the foreign DNA was from a 
species that exchanges genes with E. 
Coli in nature. If the foreign DNA was 
from a species that does not do so, 
then P2 4- EK1 is required.

Similarly, when the initial recombin­
ation involves a purified segment of 
the foreign chromosomal DNA, rather 
than a mixture, the potential for 
growth of a hazardous organism will 
be less, since the number of clones 
that must be examined to obtain the 
desired clone is markedly reduced. If 
certain criteria for purity are met, the 
investigator may lower the contain­
ment conditions from those recom­
mended for shotgun experiments with 
DNA of the same source by one step 
either in physical containment or bio­
logical containment. Thus, for exam­
ple, shotgun experiments with DNA 
from birds require P3 + EK2. A DNA 
fragment from birds that is free from 
harmful genes, and 99-percent purer 
before being joined to a vector, would 
require either P2 + EK2 or P3 + EK1.

The final group of E. Coli experi­
ments considered are those in which 
the foreign DNA is itself from an ex- 
trachromosomal element. It is as­
sumed that such DNA is purified away 
from chromosomal DNA before recom­
bination. For example, DNA from all 
or part of the genome of an animal 
virus requires P4 physical containment 
and an EK2 host-vector system, or P3 
+ EK3. If the recombinants have been 
purified by cloning and shown to be 
free of harmful regions of the viral 
genome, then experiments can be at 
P3 + EK2.

When complementary DNA’s, syn­
thesized in vitro from RNA prepara­
tions, are used in recombinant DNA 
experiments, the containment require­
ments are as described for isolated 
DNA preparations.
Animal host-vector systems

Many recombinant DNA experi­
ments will involve the use of systems 
in which the host cells are eukaryotes 
grown as single cells in tissue culture. 
Useful vectors may include extrachro- 
mosomal DNA elements, such as the 
DNA of organelles or viruses. The cells 
themselves are fragile and fastidious, 
and there is little or not chance that a 
living cell could escape from a labora­
tory in the way than an E. coli cell 
might. Therefore, containment consid­
erations focus on the vectors.

Animal viruses can escape the labo­
ratory in a viable form, especially if 
laboratory workers become infected. 
There are now two animal viruses 
whose DNA’s are useful as vectors: po­
lyoma and simian virus 40 (SV40). 
Both viruses are oncogenic—that is,

they cause tumors in small newborn 
laboratory mammals. Polyoma virus, 
however, does not infect human cells 
grown in the laboratory or, judged by 
the lack of antibody formation, infect 
whole human beings. SV40 does colo­
nize humans. Indeed, the virus con­
taminated the early Salk polio vaccine, 
and millions of people were inadvert­
ently inoculated with in in the 1950’s. 
To date, there is no indication that 
the recipients suffered any related dis­
ease. But under the Guidelines, more 
stringent physical containment is re­
quired for SV40 than for polyoma.

The Guidelines require that the 
viral DNA used for recombination 
with a foreign DNA must itself be de­
fective—that is, its propagation as a 
virus must be dependent on the pres­
ence of helper virus that supplies the 
genes for the missing functions. This 
helper can be nondefective under cer­
tain conditions. In some experiments, 
no production of viral particles is re­
quired and no helper may be needed. 
Biological containment is inherently 
greater in the absence of virus parti­
cles, since cells themselves are rela­
tively easy to contain. In experiments 
using a virus as vector, the particular 
levels of physical containment depend 
on the source of the foreign DNA, on 
whether polyoma or SV40 is the 
chosen vector, and whether virus par­
ticles are produced.

Plant host-vector systems

The Guidelines also cover experi­
ments in which plant cells will serve as 
hosts for recombinant DNA. The cells 
might be single plant cells grown 
under laboratory conditions, or seed­
lings, plant parts, or small whole 
plants. This is the only instance where 
the Guidelines address the question of 
recombinant DNA experiments with 
whole organisms. Directions are given 
for modification of the specifications 
for PI, P2, and P3 containment in 
order to provide conditions appropri­
ate for work with plants.

Vectors for use in experiments with 
plants include plant organelle DNA 
such as that of chloroplasts, and DNA 
of viruses of low pathogenicity and re­
stricted host range. These vectors 
offer moderate levels of biological con­
tainment. The requirements are orga­
nized according to the source of the 
foreign DNA and to whether it is a 
species in which the vector DNA is 
known to replicate. P2 conditions are 
required if the source is not dangerous 
and is one in which replication of the 
vector occurs. If the foreign DNA is 
derived from a species in which the 
vector is not known to replicate, then 
requirements range up to P4 depend­
ing on whether the DNA is purified 
and whether it contains harmful 
genes.

Other host-vector systems
Theoretically, there are a variety of 

organisms, both prokaryotes and lower 
eukaryotes such as fungi and yeast, 
which will be useful hosts for experi­
ments with recombinant DNA’s. Some 
may offer the special advantage of not 
infecting humans, animals, or other 
important ecological niches. The 
growth characteristics of such hosts 
indicate that containment problems 
will be like those for E. coli K-12. The 
Guidelines urge development of these 
systems and point out that the de­
tailed recommendations made for E. 
coli K-12 systems can serve as a guide 
in determining physical and biological 
containment requirements when nec­
essary.
Alternatives: RAC-Proposed Revisions

A major concern for all individuals 
who have participated in establishing 
guidelines for recombinant DNA re­
search is that any guidelines that are 
drafted and adopted be reassessed pe­
riodically and changed when warrant­
ed by new information. In keeping 
with this responsibility, the RAC has 
compiled additional information per­
taining to risk assessment in recombin­
ant DNA-research. The information is 
from the following sources:

•  Consultations with scientists 
expert in the areas of evolution, plant 
biology, bacteriology, virology, and 
human and animal infectious diseases;

•  Reports from scientific meetings 
dealing with the potential biohazards 
of recombinant DNA research (for ex­
ample, Tenth Miles International 
Symposium on Recombinant Mole­
cules—Impact on Science and Society, 
Cambridge, Mass., June 1976; National 
Academy of Sciences Forum on Re­
combinant DNA Research, Washing­
ton, D.C., March 1977; Genetic Engi­
neering for Nitrogen fixation, Brook- 
haven, N.Y., March 1977; and the 
Workshop on Studies for Assessment 
of Potential Risks Associated with Re­
combinant DNA Experimentation, Fal­
mouth, Mass., June 1977);

•  Results from experiments specifi­
cally designed to test (1) the survivabi­
lity and colonizing ability of E. coli K- 
12 and EK2 host-vector systems, (2) 
the transmissibility of plasmids and 
phage vectors, (3) the potential of E. 
coli K-12 for pathogenicity, and (4) 
the potential for genetic exchange be­
tween diverse bacteria and between 
prokaryotic and eukaryotic organisms.

Each category of experiments in 
Part III of the 1976 Guidelines was 
then extensively examined, and the 
following criteria were applied to the 
new information:

•  The degree to which the DNA seg­
ment has been purified away from 
other genes and shown to be free of 
harmful characteristics,
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•  The potential biohazard associat­
ed with the DNA of the cell or micro­
organism that serves as the DNA 
source (e.g., genes for toxin produc­
tion),

•  The potential biohazard associat­
ed with the vector that serves to trans­
mit the source DNA to a recipient host 
cell,

•  The ability of the vector to sur­
vive in natural environments or habi­
tats,

•  The kinds and number of organ­
isms that are susceptible to infection 
by the vector or recipient,

•  The potential biohazard of the re­
cipient host cell that serves to repli­
cate the recombinant DNA molecules,

•  The ability of the host cell to sur­
vive in natural environments or habi­
tats,

•  The ability of the host cell to 
transmit the recombinant DNA mole­
cule to other cells capable of surviving 
in natural environments or habitats,

•  The potential of the host cell to 
obtain the source DNA by natural 
means, and

•  The evolutionary relatedness of 
the DNA source to humans. The po­
tential dangers are considered to in­
crease as the organism providing the 
source DNA approaches humans phy- 
logenetically. For example, source 
DNA from primate cells is considered 
to be more potentially dangerous than 
that from prokaryotes.

In an effort to present more clearly 
the changes in containment Jevels pro­
posed by the PRG-RAC, a table was 
prepared for use at the December 1977 
DAC meeting which compared the 
containment levels in the original 
(current) Guidelines and the PRG- 
RAC. This table has now been expand­
ed with a third column to show the 
containment levels of the PRG-NIH 
(Appendix A). The remainder of this 
section summarizes a number of the 
proposed changes, comparing the cur­
rent Guidelines with the PRG-RAC. 
(Not all the changes are discussed 
here; certain items in which the PRG- 
NIH differs significantly from the 
PRG-RAC are discussed below under 
“Alternatives: Public Commentators.” 
The numbers in parentheses indicate 
the line numbers on the table to 
which the proposed revision applies.

•  Several categories of experiments 
(primarily those involving prokaryotes 
that are exchangers of genetic infor­
mation with E. coli in nature) would 
no longer be subject to the Guidelines 
because of the changes in the defini­
tion. (See lines 20, 21, 27, 46, and 47.)

•  Shotgun experiments involving 
birds and mammals other than pri­
mates were the subject of lowering of 
containment from P3+EK2 to 
P2+EK2. This action reflects the in­
creased confidence of the RAC in the
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EK2 host-vector systems. (See lines 4 
and 5.)

•  Another category which the RAC 
decided was in need of revision was 
that pertaining to the cloning of DNA 
from organisms producing a '  toxic 
product. This was clarified in the 
PRG-RAC by setting containment 
levels according to whether polypep­
tide toxins are produced. Polypeptide 
toxins are specified, since they might 
be encoded by a single gene or cluster 
of genes, whereas toxins of other 
chemical structure would not. (See 
lines 8, 9,10,11,12,16,17, and 19.)

•For several categories of experi­
ments, it is proposed that the investi­
gator have the option of working at 
P2+EK1 or P1+EK2 rather than the 
P2+EK1 levels previously specified. 
This again reflects confidence in the 
EK2 systems. (See lines 7, 14, and 15.)

•The lowering of containment for 
experiments with rigorously charac­
terized clones free of harmful genes 
has been revised to provide more flexi­
bility. Under the PRG-RAC, Institu­
tional Biosafety Committees (IBC’s) 
would be able to lower containment by 
a single level. The IBC should consider 
the purity, extent of characterization, 
and harmlessness of the clone before 
allowing such lowering. Reduction of 
containment by more than one level 
would require approval by NIH. Under 
the 1976 Guidelines, NIH had the 
option of lowering containment down 
to certain specified levels or not lower­
ing it at all. The PRG-RAC would 
allow NIH to consider all available 
data for the clone and to lower con­
tainment accordingly.

Alternatives: Public Commentators
During the development of the origi­

nal Guidelines in early 1976, Part III 
was the section most commented 
upon. There was also much comment 
on this section in the PRG-RAC. 
Many of the issues raised, however, 
did not address the specific proposals 
to alter the containment levels but 
more general topics, such as the need 
for a rationale for each of the 
changes.
Rationale

A number of commentators asked 
that the rationale for the classifica­
tion of permissible experiments be elu­
cidated. Concern was expressed that:

•  It was difficult for a layman to un­
derstand the entire section on permis­
sible experiments because the ratio­
nale is not detailed in either the cur­
rent Guidelines or the PRG-RAC;

•  The whole categorization is de­
pendent upon investigatorial confi­
dence rather than documented fact; 
and

•  The quantification of containment 
levels, the means whereby they were
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decided, and the rationale for raising 
and lowering them is not clear.

In general, the classification is some­
what arbitrary. It depends in large 
part on the scientific judgment of the 
RAC rather than on demonstrable 
risk, because there is in fact no actual 
scientific evidence that there is a 
hazard in any recombinant DNA ex­
periment. The rationale for classifying 
recombinant DNA experiments at sev­
eral containment levels was explained 
in the “Decision of the Director, Na­
tional Institutes of Health, To Release 
Guidelines for Research on Re- com- 
binant DNA Molecules,” which was 
published along with the current 
Guidelines in the F ederal R egister on 
JulyT, 1976 (page 27908), as follows:

The guidelines assign different levels of 
containment for experiments in which DNA 
from different sources is to be introduced 
into an E. coli K-12 host-vector system. The 
variation is based on both facts and assump­
tions. There are some prokaryotes (bacteria) 
that constantly exchange DNA with E. coli. 
Here it is assumed that experimental condi­
tions beyond those obtained in careful, rou­
tined microbiology laboratories are super­
fluous, because any exchange experiments 
have undoubtedly been performed already 
in nature.

In every instance of artificial re- Combina­
tion, consideration must be given to the pos­
sibility that foreign DNA may be translated 
into protein (expressed), and also to the pos­
sibility that normally repressed genes of the 
host may be expressed and thus change, un­
desirably, the characteristics of the cell. It 
is assumed that the more similar the DNAs 
of donor and host, the greater the probabil­
ity of expression of foreign DNA, or of pos­
sible derepression of host genes. In those 
cases where the donor exchanges DNA with 
E. coli in nature, it is unlikely that recom­
bination experiments will create new genet­
ic combinations. When prokaryote donors 
not known to exchange DNA with E. coli in 
nature are used, however, there is a greater 
potential for new genetic combinations to be 
formed and be expressed. Therefore it is re­
quired that experiments involving prokaryo­
tic DNA from a donor that is not known to 
exchange DNA with E. coli in nature be car­
ried out at a higher level of containment. 
Recombination using prokaryotic DNA from 
an organism known to be highly pathogenic 
is prohibited.

There are only limited data available con­
cerning the expression of DNA from higher 
forms of life (eukaryotes) in E. coli (or any 
other prokaryote). Therefore, the contain­
ment prescriptions for experiments insert­
ing eukaryotic DNA into prokaryotes are 
based on risks having quite uncertain prob­
abilities.

On the assumption that a prokaryotic 
host might translate eukaryotic DNA, it is 
further presumed that the product of that 
foreign gene would be most harmful to man 
if it were an enzyme, hormone, or other pro­
tein that was similar (homologous) to pro­
teins already produced by or active in man. 
An example is a bacterium that could pro­
duce insulin. Such a “rogue” bacterium 
could be of benefit if contained, a nuisance 
or possibly danger&us if capable of surviving 
in nature. This is one reason that the 
higher the phylogenetic order of the eukar-
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yote, the higher the recommended contain­
ment, at least until the efficiency of expres­
sion of DNA from higher eukaryotes in pro­
karyotes can be determined.

The structure of the classification 
for permissible experiments is based, 
therefore, on the scientific assump­
tions governing potential risk. It 
should be emphasized that although a 
wide variety of recombinant DNA ex­
periments have now been performed 
for over 5 years, in hundreds of labora­
tories throughout the world, no case 
of hazard has been demonstrated.

Part III of the Guidelines assigns to 
each specified class of experiments a 
level of physical containment and a 
level of biological containment at 
which the experiments shall be per­
formed. As noted before, there is a 4-5 
log protection in going from PI to P3 
or from P3 to P4. For biological con­
tainment, there is the criterion for the 
HV2 system that the chances of the 
recombinant DNA escaping, either via 
survival of the organisms or via trans­
mission of recombinant DNA to other 
organisms, should be less than 10"8 (1 
in 100,000,000) under specified condi­
tions.

Commentators said that the revi­
sions did not bring the Guidelines any 
closer to establishing absolute levels of 
hazard. It was brought but, however, 
that in the use of E. coli K-12, a level 
of no risk is neared. Data presented at 
the Falmouth Conference indicate 
that.it is essentially impossible for E. 
coli K-12 to be transformed into a 
wild-type pathogen. An E. coli K-12 
containing toxic genes through recom­
bination could present a risk, for ex­
ample  ̂ to the laboratory worker who 
ingested it. But it would only be a risk 
to that person.

Harmful genes will have a very low 
probability of being transfered from E. 
coli to another organism. For exam­
ple, the plasmids at the HV2 level are 
engineered so that they neither self­
transfer, nor transfer when another 
plasmid induces conjugation. Current 
work is designed to determine the 
probability of E. coli K-12 as a host 
taking up plasmids from the environ­
ment that can then receive the recom­
binant DNA molecules from the engi­
neered plasmid. Recent data indicate 
that the probability is extremely low. 
Thus, it is clear that this host-vector 
system offers a high degree of safety 
and at present is preferable to any 
other.
Comments on use o/E. coli K-12

A number of comments were made 
concerning the use of E. coli host- 
vector systems. One commentator 
stressed that because E. coli K-12 is 
currently a “poor” pathogen does not 
mean that one or two genes might not 
convert it to a “good” pathogen. The 
enfeebled nature of E. coli K-12 “is 
presumably the consequence of

mutation(s) introduced during its labo­
ratory passage,” but different strains 
of K-12 with different histories may 
not all be similarly enfeebled.'

Further, it was claimed that the fail­
ure to convert K-12 to a pathogen by 
the use of certain plasmids or Salmo­
nella genes is not definitive. To be de­
finitive, we must have the detailed 
nature of the mutations in K-12 that 
“prevent the expression of pathogeni­
city.” Also, it was noted that there is 
no way to assess the absolute risk asso­
ciated with these experiments, and 
that it is important to assess the po­
tential harm not only to man but to 
plants; animals, and the environment.

Another commentator urged that 
this section of the Guidelines be sup­
plemented with evidence from the Fal­
mouth conference to show that the 
potential risk is minimal. A commenta­
tor cited the potential risk on the basis 
that “virtually any highly conserved 
physiologically active eukaryotic 
protein * * * or ' fragment thereof 
could be highly toxic when introduced 
out of context by a bacterium which 
received the appropriate gene in a re­
combination experiment.” This criti­
cism of E. coli K-12 does not detract 
from the scientific knowledge over the 
past two years of the great safety of 
this system. The evidence is presented 
in detail in the following section, “En­
vironmental Impact of the Proposed 
Action.”

Different strains of K-12 with differ­
ent histories may not all be similarly 
enfeebled, and failure so far to convert 
K-12 to a pathogen does not prove it 
can never happen. However, the safety 
of E. coli K-12 has been clearly shown, 
and there is no need to limit or specify 
particular strains for EK1. After 30 
years of work with many different 
strains, there is still no known patho­
genic E. coli K-12 strain. Thus, there 
is presumptive evidence that all K-12 
strains are safe. They are well suited 
for laboratory experiments because 
they take up DNA easily, but their cell 
wall makes them unsuited to compete 
in nature with wild-type E. coli.

Still, it is impossible to refute the 
criticism that absolute conclusions as 
to risk have not been reached. There is 
always one more experiment to be per­
formed that would help in analyzing 
the safety aspects of any potentially 
hazardous research activity. Two years 
ago the Director, NIH, in releasing the 
Guidelines, stated that NTH would 
proceed with recombinant DNA work 
in a deliberately cautious manner 
while simultaneously evaluating all 
the evidence pertaining to the poten­
tial risks. That statement is reaf­
firmed.
General classification

There was disagreement expressed 
over whether the PRG-RAC were too

stringent or too lax. Those arguing the 
former position maintain that the 
RAC did not relax the Guidelines 
enough, because all the experimental 
evidence gathered and analyzed in the 
past 2 years indicates that the initial 
fears concerning the potential hazards 
were severely exaggerated. It was also 
pointed out that recombinant DNA ex­
periments not allowed under the cur­
rent NIH Guidelines are proceeding 
with the approval of responsible na­
tional committees in a number of Eu­
ropean countries.

Those concerned that the PRG- 
RAC were too lax point to the inade­
quacy of experimental data for a 
sound evaluation of the potential 
risks. And they argue that a recombin­
ant DNA experiment permitted under 
less stringent safety conditions in 
Europe is irrelevant to the establish­
ment of standards in the United 
States.

One of the comments at the Decem­
ber 1977 DAC meeting was that "the 
NIH Guidelines do not adequately 
deal with the use of recombinant DNA 
in plants * * *.” Other commentators 
expressed similar sentiments, includ­
ing the suggestion that “a subcommit­
tee be formed to deal with plants and 
plant pathogens and make specific rec­
ommendations for revision of the 
Guidelines.” In response to this, a 
Workshop on Risk Assessment of Agri­
cultural Pathogens, composed of dis­
tinguished American plant patholo­
gists, was held on March 20-21, 1978 
(as announced on March 6 in the F ed­
eral R egister). Sponsored by the U.S. 
Department of Agriculture, the Na­
tional Science Foundation, and the 
National Institutes of Health, the 
report of the Workshop is Appendix G 
to this document. The report was pre­
sented to the RAC at its meeting of 
April 27-28, 1978, and was unanimous­
ly endorsed with certain minor amend­
ments. These recommendations, with 
certain additional minor amendments, 
have been incorporated into the PRG- 
NIH.

Two new paragraphs have been in­
serted at the beginning of Part III of 
the PRG-NIH. The first reminds the 
reader to consult Part I, “where a list­
ing is given of prohibited experiments 
and experiments exempt from these 
Guidelines.” The second is a “general 
flexibility clause.”

Insertion of the latter passage was 
recommended by the RAC at its April 
27-28 meeting. It recognizes that the 
classification of experiments given in 
Part III will necessarily be imperfect 
as investigators in( the future devise 
ways to conduct recombinant DNA re­
search which are not currently fore­
seen and therefore not explicitly con­
sidered in the Guidelines. Also, new 
data may become available showing 
that certain experiments are clearly
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mare (or less) safe than seen at this 
time and that the currently assigned 
containment level should be changed. 
Therefore the inserted passage states 
that “changes in these levels for spe­
cific experiments (or the assignment 
of levels to experiments not explicitly 
considered in this section) may be ex­
pressly approved by the Director. NIH, 
on the recommendation of the Recom­
binant DNA Advisory Committee.”
Permissible experiments using E. Coli 
K-12 host-vector systems

Eukaryotic DNA Sources. There was 
disagreement over those provisions in 
the Guidelines that allow the princi­
pal investigator to choose between two 
combiiiations of containment proce­
dures. In several instances' for exam­
ple, one is permitted to use P2+EK1 
or P1+EK2.

This flexibility provision was en­
dorsed by some commentators but 
questioned by others. It was discussed 
above in Part II. This concept of inves­
tigator flexibility is not a new one; it 
was allowed under the original Guide­
lines. Based upon events of the past 
two years, the RAC merely proposed 
that the principle be extended to cer­
tain specified additional cases where 
they believe it appropriate. Included 
in the PRG-NIH are all such specific 
cases of flexibility recommended in 
the PRG-RAC.

On the other hand, in certain other 
specific cases (e.g., DNA from birds), 
the PRG-RAC recommended that the 
containment level be P2+EK2, with­
out the option of P3+EK1. Certain 
commentators urged that in all cases 
where the containment level of 
P2+EK2 is given, the option of 
P3+EK1 be allowed. However, the 
RAC felt that in view of their in­
creased confidence in the biological 
containment offered by the EK2 
system, P2+EK2 offers more contain­
ment than P3+EK1, and that 
P2-I-EK2 without the option of 
P3+EK1 should be the containment 
level for certain specified classes of ex­
periments. Therefore, there is speci­
fied in the PRG-NIH the containment 
levels of P2+EK2 without the option 
of P3+EK1 in every case where it ap­
peared in the PRG-RAC.

Discussed below and in the accompa­
nying “Decision” document is the reas­
sessment which was made of the clon­
ing of viral DNA ihto E. coli K-12 at 
the Ascot Workshop and the April 6-7, 
1978, Working Group meeting that en­
dorsed the Ascot report. The RAC at 
its April 27-28 meeting unanimously 
endorsed the Working Group report 
recommending lower containment 
levels for deliberate cloning of viral 
DNA into E. coli K-12. One of the rea­
sons given originally for the higher 
containment level for shotgun experi­
ments involving primate DNA into E.

coli K-12 was the possible inadvertant 
cloning of viral DNA. In view of their 
recommendation of lower containment 
for deliberate cloning of viral DNA 
into E. coli K-12, the RAC on April 
27-28, 1978, reconsidered primate shot­
gun levels and voted unanimously for 
new language as follows: “Primates. 
P2 physical containment + an EK2 
host-vector. Any lowering of contain­
ment below these levels (i.e., for puri­
fied DNA or characterized clones) 
cannot be made solely by an institu­
tional biosafety committee but re­
quires NIH approval.” This new lan­
guage is inserted in the PRG-NIH, as 
well as a similar lowering of contain­
ment for shotgun cloning of cold­
blooded vértebrate DNA into E. coli 
K-12.

Prokaryotic DNA Sources. In the 
1976 guidelines the section dealing 
with shotgun experiments in which 
prokaryotic DNA is inserted into E. 
coli K-12 was subdivided into two 
parts—"Prokaryotes That Exchange 
Genetic Information with E. coli” and 
“Prokaryotes That Do Not Exchange 
Genetic Information with E. c o lt” In 
the PRG-RAC it was assumed that all 
prokaryotes that exchange genetic in­
formation with E. coli would be 
exempt from the guidelines by appear­
ing on the “list of non-novel exchang­
ers.” Therefore, the PRG-RAC the 
section dealing with these experiments 
actually considered only prokaryotes 
that did not exchange genetic infor­
mation with E. coli The problem with 
this approach was discussed by com­
mentators, focusing especially on the 
case of Agrobacterium tumefaciens. It 
meant that a prokaryote which ex­
changes genetic information with E. 
coli and was therefore properly as­
signed a low containment level under 
the 1976 guidelines, would under the 
PRG-RAC either appear on the list 
and be exempt from the guidelines or, 
if not appearing on the list for some 
reason, would require in some cases a 
higher containment. This was not the 
intent of the RAC. Therefore, the 
RAC agreed at their April 27-28 meet­
ing that language should be reinserted 
into the PRG-NIH covering prokar­
yotes that exchange genetic informa­
tion with E. coli but do not appear on 
the list, and this has now been done.

For prokaryotes that do not ex­
change genetic information with E. 
coli the PRG-RAC proposed that 
P1+EK2 or P2+EK1 conditions apply 
only in cases of extensive characteriza­
tion and RAC approval. A number of 
commentators objected. Some felt 
that experiments involving non- 
pathogenic prokaryotes should be con­
ducted at these lower levels without 
extensive characterization or RAC ap­
proval, and others argued that plant 
pathogens should not be included with 
CDC class 2 agents as requiring

P3+EK2 containment. The RAC at 
their April meeting agreed with the 
commentators. Accordingly, this sec­
tion of the PRG-NIH has been rewrit­
ten.

The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search recommends that the contain­
ment level for all experiments involv­
ing the insertion of novel nonpatho- 
genic prokaryotic DNA into E. coli K- 
12 be P1+EK1. Acting conservatively, 
the Director has retained in the PRG- 
NIH the levels of P2+EK1 or EK2 for 
nonpathogenic prokaryotes that do 
not exchange genetic information with 
E. coli.

The PRG-RAC received substantial 
criticisms for identifying all agents 
classified as class 2 in the CDC’s publi­
cation “Classification of Etiologic 
Agents on the Basis of Hazard” 
(fourth edition, July 1974) as being 
pathogenic for the purpose of assign­
ing containment levels. Several com­
mentators stated that many of the or­
ganisms so classified were harmless 
and that others were of such low path­
ogenicity that severe safety precau­
tions were unwarranted. It was also 
pointed out that the pathogenicity of 
an intact microorganism and the con­
jectural hazard of a piece of DNA 
from such an organism with E. coli K- 
12 were quite different matters. The 
suggestion of these commentators has 
been accepted, and thus footnote 1 has 
been added to the PRG-NIH. This 
gives NIH the authority, upon the rec­
ommendation of the RAC, to consider 
certain class 2 agents as class 1 for the 
purpose of these guidelines.

Plasmid, Phage, and Virus DNA 
Sources. Many of the commentators 
agreed that both the original guide­
lines and the PRG-RAC were overly 
stringent with regard to virus experi­
ments. In commenting on the PRG- 
RAC, the EMBO Standing Advisory 
Committee on Recombinant DNA Re­
search wrote, “The EMBO Committee 
believes that the containment categor­
ization of experiments with animal 
virus DNA’s which is proposed by the 
NIH Advisory Committee is too indis­
criminate and excessively stringent 
considering the proposed classification 
of experiments with other classes of 
DNA and the longstanding, accepted 
safety precautions for handling intact 
virus particles and viral nucleic acids 
* * The EMBO Committee pro­
posed (1) that experiments with viral 
DNA be considered on a case-by-case 
basis or (2) that a detailed set of rec­
ommended categories for such experi­
ments be produced.

A joint United States-EMBO Work- 
ship To Assess Risks for Recombinant 
DNA Experiments Involving the Gen­
omes of Animal, Plant, and Insert Vir­
uses was held in Ascot, England, on 
January 26-28, 1978. The workship
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was attended by 27 distinguished virol­
ogists and other scientists from the 
United States, the United Kingdom, 
West Germany, Finland, France, 
Sweden, and Switzerland. A report was 
published in the F ederal R egister on 
March 31, 1978 (43 FR 13748) and con­
stitutes appendix E to the present doc­
ument. The “Ascot Workshop” con­
cluded:

The probability that K12 organisms carry­
ing viral DNA inserts could represent a sig­
nificant hazard to the community is so 
small as to be of no practical consequence 
* * *. Viral genomes or fragments thereof, 
cloned in E. coli K12 using approved plas­
mid or phage vectors pose no more risk than 
work with the infectious virus or its nucleic 
acid and in most, if not all cases, clearly 
present less risk. In fact, the workshop par­
ticipants agreed that cloning of viral DNA 
in E. coli K12 may provide a unique oppor­
tunity to study with greatly reduced risks 
the biology of extremely pathogenic and vir­
ulent viruses.

On April 6-7, 1978 (as announced in 
the Mar. 17 F ederal R egister), an 
RAC-sponsored working group com­
posed of distinguished American mi­
crobiologists met to review the report 
of the Ascot Workshop. The report of 
this working group is appendix F. The 
group unanimously endorsed the 
Ascot report with certain minor 
amendments. Their report was pre­
sented to the RAC, was unanimously 
accepted, and has been substantially 
adopted in part III of the PRG-NIH.

Characterized and Purified Clones. 
Concern was expressed by several com­
mentators about the revisions in the 
PRG-RAC which would allow the 
local IBC (with notification to be sent 
to NIH) to reduce either the biological 
or physical containment level by one 
step if (1) the DNA is 99-percent puri­
fied and shown to be free of harmful 
genes before its insertion into a recom­
binant molecules or (2) the clone repli­
cating the DNA is rigorously charac­
terized and free of harmful genes. In 
the original guidelines, the reduction 
in case (2) could only be done with 
prior NIH approval.

There was support from several com­
mentators for the changes in this sub­
section. The rationale is explained in 
the PRG-RAC and the PRG-NIH: -

Many of the risks which might conceiv­
ably arise from some types of recombinant 
DNA experiments, particularly shotgun ex­
periments, would result from the inadver­
tent cloning of a harmful sequence. There­
fore, in cases where the risk of inadvertent­
ly cloning the “wrong” DNA is reduced by 
prior enrichment for the desired piece, or in 
which a clone, made from a random assort­
ment of DNA’s, has been purified and the 
absence of harmful sequences established, 
the containment conditions for further 
work may be reduced.

Some commentators noted the ambi­
guity and difficulty attendant in the 
phrase “free of harmful genes.” The

aforementioned EMBO Committee re­
ports that “several national guidelines 
for recombinant DNA research state 
that containment measures may be re­
laxed once a cloned DNA fragment 
has been biochemically characterized 
and shown to be free of harmful genes 
(NIH guidelines) or devoid of any 
known pathogenic characteristic 
(French guidelines). The EMBO Com­
mittee believes the latter to be a more 
feasible requirement, but neither can 
readily be met, and the committee 
finds it difficult to suggest what sorts 
of experimental tests might be devised 
to meet these requirements.”

The terms “characterized” and “free 
of harmful genes” are unavoidably 
vague. However, footnote 3 of the 
PRG-NIH goes on to list five types of 
data which should be considered in 
making this determination.

Some commentators were also con­
cerned that this granting of additional 
authority to the local IBCs for single- 
step lowering in containment levels 
might introduce variability in the ap­
plication of the guidelines. NIH, 
having considered that possibility, has 
decided that the principle of promot­
ing local involvement in the implemen­
tation of the guidelines outweighs the 
difficulties that may be encountered 
in this process. In an effort to mini­
mize these problems, NIH has (1) at­
tempted to make all parts of the 
guidelines as clear, specific, and unam­
biguous as possible and (2) expanded 
the “roles and responsibilities” section 
to outline functions and responsibil­
ities in greater detail.

Also, the guidelines require that the 
Office of Recombinant DNA Activities 
at the NIH be notified in writing of 
such an action. A mechanism is there­
fore in place to insure that such ac­
tions proceed with an acceptable 
degree of uniformity.

The question was raised whether a 
clone of which the containment level 
was lowered by the IBC at Institution 
X may, after shipment to Institution 
Y, be used at the lower level without 
review by Y’s IBC. It has clearly been 
the intention of both the RAC and 
NIH that the IBC at the receiving in­
stitution must approve the reduction 
in containment for the handling of the 
clone in such a situation. The investi­
gator at the receiving institution, how­
ever, must handle the clone at the 
higher level until such permission is 
granted.

One commentator urged that prior 
cloning be accepted as a technique for 
the purification of DNA molecules 
before their reinsertion into a recom­
binant molecule. The PRG-RAC speci­
fied that purification must be 
achieved “by physical or chemical 
techniques.” The criterion for the 
single-step reduction in containment 
levels in this situation is that the DNA

preparation be 99-percent pure. There 
is no reason, the commentator held, to 
restrict the means by which such puri­
fication is attained. This suggestion 
has been accepted. The words “by 
physical and chemical techniques” fol­
lowing the work “purified” have been 
stricken from the PRG-NIH, better 
serving the needs of the investigator 
without reducing the margin of safety 
to the public and the environment.

One commentator noted that the 
PRG-RAC might be interpreted as al­
lowing a single-step reduction in con­
tainment levels for purification of the 
DNA before its insertion into a recom­
binant molecule, and a further single- 
step reduction in containment once 
the same molecule has been cloned. 
This was not intended. Therefore, 
clarifying language has been added in 
the PRG-NIH stating that an IBC 
“may give approval for a single-step 
reduction in physical or biological con­
tainment on receipt of evidence of 
characterization of a clone derived 
from a shotgun experiment* * 
Permissable Experiments With Eukar­

yotic Host-Vectors
Viral Vectors. A number of commen­

tators felt that the stringent contain­
ment conditions required, both in the 
original guidelines and in the PRG- 
RAC, for introductidn of recombinant 
DNA into tissue culture cells, using 
viruses as vectors, were unwarranted. 
The EMBO Standing Advisory Com­
mittee on Recombinant DNA Re­
search wrote:

In experiments involving the introduction 
of foreign DNA into cultured cells of ani­
mals using DNA viruses as vectors, biologi­
cal containment is assured by the very re­
stricted permissive conditions for the host 
cells; the only routes by which the recom­
binant molecule might escape are by chance 
infection of a contaminating microorganism 
or within a viral capsid and the size of the 
recombinant molecule may well preclude its 
encapsidation * * *. For example, cloning of 
mouse DNA using polyoma virus as a vector 
and mouse cells as host should not require 
precautions more stringent than those rou­
tinely used for many years in laboratories 
studying polyoma virus infection of mouse 
cells and mice. The EMBO Committee finds 
the proposals for this class of experiments 
in the revised NIH Guidelines not suffi­
ciently discriminating because they would 
impose unnecessarily high levels of physical 
containment for experiments with many eu­
karyotic DNA’s.

Discussed earlier within the present 
document was the ascot Workshop 
report (appendix E) and the report of 
the Working Group that met on April 
6-7, 1978 (Appendix F). The recom­
mendations of the Working Group 
have been accepted and incorporated 
into the PRG-NIH.

Plant Host-Vector Systems. Dis­
cussed earlier was the Workshop on 
Risk Assessment of Agricultural Path­
ogens, held on March 20-21, 1978, 
under the sponsorship of USDA, NSF,
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and NIH. This section of the PRG- 
NIH has been rewritten on the basis of 
the Workshop report (see Appendix G 
of the present document).

Fungal or Similar Lower Eukaryotic 
Host-Vector Systems. Both the 1976 
Guidelines and the PRG-RAC used 
the same short paragraph for this sec­
tion, giving little detail, because they 
noted “the development of these host- 
vectors is presently in the speculative 
stage.” Since that time a specific host- 
vector system of this class has been 
developed—namely, Saccharomyces
cerevisiae (baker’s yeast)—and other 
similar systems may soon be proposed. 
Accordingly, this section of the PRG- 
NIH has been expanded to give more 
specific instructions on appropriate 
containment levels.
Synthetic DNA

Because synthetic DNA is now ex­
plicitly included in the PRG-NIH (as 
discussed in Part I of this document), 
it was necessary to add language to 
Part III of the PRG-NIH detailing the 
appropriate containment levels for 
these experiments. The RAC at its 
meeting on April 27-28, 1978, approved 
such language, and it has been insert­
ed in the PRG-NIH.

Proposed Action: Environmental - 
Impact Assessment

Discussed in the Director’s “Deci­
sion” accompanying the original 
Guidelines and* in the Environmental 
Impact Statement on their release 
are—

•Tthe containment safeguards, 
physical and biological, that protect 
the laboratory worker, the general 
public, and the environment;

•The criteria for assessing the possi­
ble dangers from experiments involv­
ing recombinant DNA molecules; and

•The criteria for matching the as­
sessed possible dangers of individual 
experiments with the appropriate 
safeguards.

It was these criteria for the selection 
of safeguards that guided the delibera­
tions of the Recombinant Advisory 
Committee in proposing physical and 
biological containment levels for cer­
tain classes of experiments. These cri­
teria were also the basis for recom­
mendations by the scientific work 
groups on plants and viruses upon 
which the RAC made further recom­
mendations in April 1978. The basic 
structure of classification for permissi­
ble experiments is maintained 
throughout the PRG-NIH.

That structure is based on the host- 
vector system and the source of the 
DNA. The E. coli K-12 host-vector 
system is considered first, then other 
prokaryotic host-vector systems, then 
eukaryotic host-vector systems. To 
assist the reader in comprehending 
the structure of the guidelines for per­

missible experiements, a table is pro­
vided outlining the containment levels 
given in the current guidelines, the 
PRG-RAC, and the PRG-NIH (see 
App. A). To assist further in the con­
sideration of experiments under the 
guidelines, NIH reviewed all experi­
ments supported by NIH as of Decem­
ber 15, 1977, and characterized them 
in a comparable table (see App. B). 
This shows the containment levels re­
quired for these experiments under 
the current guidelines, the PRG-RAC, 
and the PRG-NIH.

The major areas where changes have 
occurred in the PRG-NIH include the 
five categories of exempt experiments 
and those other classes of experiments 
for which containment levels are low­
ered. Many of the experiments under 
the current guidelines would be 
exempt under the “Exemptions” sec­
tion of the PRG-NIH, including those 
in which recombinant DNA molecules 
are not in organisms or viruses, are 
from a single nonchromosomal or viral 
source, or are from species that ex­
change DNA by known physiological 
processes. These exemptions are pro­
posed because evidence has led to the 
conclusion that the experiments pose 
no significant risk to health or the en­
vironment.

Permissible experiments involving E. 
coli K-12 as a host-vector system in 
the PRG-NIH may generally be done 
at lower levels of physical and biologi­
cal containment. A basis for this is the 
abundant scientific evidence that E. 
coli K-12 cannot be transformed into 
a pathogen. (See Pt. I ll of this docu­
ment for a summary of the scientific 
information on the safety of this host- 
vector system.)

Another reason for reducing con­
tainment levels when eukaryotic DNA 
is inserted “shotgun” into E. coli K-12 
is new knowledge obtained only re­
cently concerning the significant dif­
ference between prokaryotes and eu­
karyotes in the way proteins are syn­
thesized. This newly discovered phe­
nomenon of “intervening,” or 
“spacer,” sequences in eukaryotic 
DNA (1) is discussed in footnote 13 to 
the “Introduction and Overview” of 
the accompanying decision document. 
It makes the expression of eukaryotic 
DNA inserted “shotgun” into E. coli 
K-12 using “nonengineered” plasmids 
less likely than had been postulated 2 
years ago before the phenomenon of 
“intervening” sequences in eukaryotes 
was discovered.

In the PRG-NIH, containment levels 
have been significantly reduced for 
the use of viruses as vectors and as a 
source of DNA for insertion into E. 
coli K-12. The basis for this was the 
strong support at the public hearing in 
December 1977 for a scientific analysis 
on the use of viruses in these experi­
ments. As a result, a meeting spon­

sored by NIH and the European Mo­
lecular Biology Organization, held in 
Ascot, England, January 1978, pro­
vided a rationale for reconsidering 
containment levels for recombinant 
DNA experiments involving viral DNA. 
On the basis of the NIH/EMBO report 
and a workshop supported by the NIH, 
the RAC at its April 1978 meeting rec­
ommended a complete revision of the 
sections of the guidelines dealing with 
viral DNA that is largely reflected in 
the PRG-NIH. The bases for these re­
visions are explained in detail in the 
reports of the Ascot conference and 
the NIH working group which appear 
in Appendices E and P. The Ascot con­
clusions relating to the insignificance 
of the hazard associated with viral 
DNA inserts in E. coli K-12 are quoted 
on page 108.

Few recombinant DNA experiments 
have been conducted with viral DNA, 
since the overly stringent containment 
levels of the current guidelines greatly 
inhibited their use. Under the PRG- 
NIH, such work would be carefully 
monitored to insure that any new in­
formation on safety or risk were quick­
ly reviewed and any appropriate 
amendments to the guidelines were 
made.

Another major area where contain­
ment levels have been reduced in­
volves experiments with plant DNA. 
At the December public hearing of the 
Advisory Committee to the Director, 
NIH, scientists from the agricultural 
community strongly recommended 
that the guidelines pertaining to ex­
periments with plants be reviewed. In 
February, NIH, USDA, and NSF con­
vened a meeting of plant scientists, 
who made a number of recommenda­
tions to the RAC. The RAC’s recom­
mendations from its April 1978 meet­
ing are reflected in the PRG-NIH. 
Few NIH experiments are in this area, 
and developments will need to be 
closely monitored by the NSF and 
USDA to determine what work is 
being done. Again the recommenda­
tions comport with safety require­
ments to assure no significant risk to 
health or the environment.

In effect, all of the recommenda­
tions for permissible experiments and 
for those exempt from the guidelines 
are based on new scientific findings or 
on reassessment of previous informa­
tion. Evidence indicates that work 
should proceed because many recom­
binant DNA molecules produced in 
laboratories mimic those already pres­
ent in nature. The PRG-NIH focus on 
areas of experimentation that need 
special attention for the possibility of 
potential hazard. Work in progress 
that is expected to yield valuable new 
information will need to be moni­
tored—for example, experiments in 
which “engineered” systems should 
permit intentional expression of ge-
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netic functions, the current revisions 
intend to remove as a focus of atten­
tion the type of project that does no 
more than mimic nature and to permit 
serious attention to new developments 
that would further the expression of 
new genetic functions.

All the accumulated evidence on ex­
periments permitted under the guide­
lines indicates that the proposed revi­
sions would have no significant envi­
ronmental impact.

The categorization of experiments is 
based on several premises, as ex­
plained in the 1977 environmental 
impact statement. Shotgun experi­
ments with DNA from primate sources 
require containment because they in­
volve genes that might function in 
humans with untoward effects. Con­
tainment levels, however, have been 
lowered here because the concern 
about a hazard from pathogenic viral 
DNA’s residing in primate tissue has 
been largely laid to rest in the viral re­
ports. Alternatives in the use of physi­
cal and biological containment are 
provided in a number of cases on the 
premise that the greater the contain­
ment afforded by the host-vector 
system, the lower the physical con­
tainment needed. Requirements con­
tinue to be more stringent when the 
source of foreign DNA is known to be 
pathogenic or toxigenic, or might be 
infected with a pathogen, or is known 
to make harmful products.

For shotgun experiments when the 
source of DNA is prokaryotic organ­
ism, the guidelines specify contain­
ment levels according to whether the 
organism is known to recombine genet­
ic information with E. coli in nature. 
Mgny of the experiments involving ex­
changers are now exempt under Ex­
emptions I-E-4 in the PRG-NIH. The 
lowering of containment recommenda­
tions for those experiments in which 
the source is a prokaryote that does 
not naturally exchange genetic materi­
al with E. coli reflects the safety in 
the use of E. coli K-12. Scientific in­
formation over the past 2 years shows 
that recombinant DNA experiments 
are most unlikely to create new genet­
ic combinations never tested by nature 
and that the possibility of transform­
ing E. coli K-12 into an epidemic path­
ogen is virtually nil.

In the case of a clone that has been 
rigorously characterized ai\d is free 
from harmful genes, the safety is such 
as to permit provision for actions by 
the local biohazard committee rather 
than NIH. Purification greatly reduces 
the potential for growth of a hazard­
ous organism, and the containment re­
quirements should be correspondingly 
lower.

The changes in the eukaryotic host- 
vector systems reflect in large part the 
recommendations concerning work 
with viruses and plants. As noted in

the original EIS, recombinant DNA 
experiments here involve the use of 
systems in which the host cells have 
little or no chance of escaping from 
the laboratory as an E. coli cell might.

New scientific information indicates 
that a variety of organisms, such as 
the lower eukaryotes fungi and yeast, 
may be useful hosts for experiments 
with recombinant DNA’s; and useful 
vectors are now becoming available for 
these systems. Hence, this section of 
the guidelines has been expanded to 
detail safe use of these systems. In ad­
dition, because of the ability to use 
synthetic DNA in recombinant DNA 
experiments, a new section has been 
added to the PRG-NIH to specify safe 
containment levels for this research.

NIH has been mindful of the con­
cerns of those who requested that the 
EIS on the original guidelines contain 
further information on individual ex­
periments. We have tried to meet that 
need by the analysis provided in this 
section and in Appendix B.

At the public hearing on the PRG- 
RAC in December 1977, some critical 
comments were directed at NIH’s EIS 
on the original guidelines. Most of the 
comments centered on NIH policies 
vis-a-vis permissible experiments. An 
analysis of those comments appears as 
Appendix C.

Because of the critical importance of 
E. coli K-12 in recombinant DNA re­
search, an assessment of the use of 
this organism in recombinant DNA ex­
periments follows.

Background on the use of E. coli K-12 
in recombinant DNA experiments

Escherichia coli designates a range 
of bacterial strains. Each is adapted to 
live in a certain habitat. Its habitats 
are found primarily in the vertebrate 
gut, and it cannot long survive else­
where—for example, in sewage.(2) 
Some strains are pathogenic, causing 
disease in the gastrointestinal tract of 
man or other animals. (3,4) One strain 
of E. coli, called “K-12,” has been used 
in laboratory experiments for over 50 
years. (2) It is not known to have ever 
caused diseased 3)

K-12 became the favorite organism 
for genetic research because it repro­
duces rapidly and thrives under con­
trolled laboratory conditions. No living 
creature is known more thoroughly. 
Its single chromosome can be easily 
manipulated by genetic means, permit­
ting its gene structure to be mapped. 
This work has greatly advanced under­
standing of how genes express and reg­
ulate inherited characteristics.

The chromosome of K-12 is a circu­
lar molecule of DNA with about 4 mil­
lion subunits. These compose 3,000 or
4,000 genes, of which about 650 have 
been identified and assigned locations.
(5) An arc of the genetic map of E. coli 
K-12 is shown below.(5)

The NIH guidelines limit the vast 
majority of recombinant DNA experi­
ments to the use of E. coli K-12 as 
host for the foreign genes. This is be­
cause the unaltered organism is non- 
pathogenic and well known in its natu­
ral properties—both factors lending 
confidence that it -can be handled 
safely.
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There are those, however, who view 

the ubiquity of* E. coli in vertebrates 
as an argument against the use of even 
the K-12 strain as a host for foreign 
DNA. Concern has been expressed, for 
instance, that the bowels of persons on 
anitbiotics, ill persons, human infants, 
or members of other species may be 
susceptible to colonization^ 7) More­
over, if E. coli K-12 can survive in a 
person or animal, it might confer ge­
netic characteristics to hardier bacte­
rial inhabitants.

Scientists engaged or interested in 
recombinant DNA research have ad­
dressed these concerns in three ways— 
first, through guidelines specifying 
practices and conditions of contain­
ment for experiments classified ac­
cording to the presumed hazard; 
second, through attempts to develop 
safer hosts and vectors; and third, 
through risk-assessment studies. The 
results of a workshop held in June 
1977 at Falmouth, Mass., to evaluate 
the potential risk of recombinant DNA 
experimentation with E. coli K-12 will 
be discussed below.

The Evidence That E. Coli K-12 Is 
Nonpathogenic. The laboratory var- 
ients of K-12 permitted in recombin­
ant DNA experiments have never been 
reported to cause disease, even in labo­
ratory workers. K-12 has been grown 
in large quantities—up to hundreds of 
liters containing as many as a trillion 
bacteria. These cultures have been, 
produced in countless laboratories the 
world over, and under containment 
conditions lower than the minimal 
ones in the NIH guidelines. K-12 has 
none of the properties generally asso­
ciated with pathogenic bacteria.(S-75) 
It does not—

•  survive and multiply readily in 
natural environments.

•  spread from animal to animal or 
plant to plant,

•  multiply readily on body surfaces 
or intestines and lungs,

•  penetrate animal cells or spread 
through animal bodies,

•  produce a toxin or otherwise alter 
other living things to cause disease, or

•  resist normal body defense mecha­
nisms.

* Even after as many as 10 billion K- 
12 organisms have been ingested, their 
multiplication in normal humans is 
only transient, and after a time none 
can be recovered.(70, 11, 12, 14) Thus, 
K-12 does not establish itself as a per­
manent resident of human beings. On 
the other hand, K-12 can reside under

abnormal conditions, as during antibi­
otic therapy.(iO)

A micro-organism, in order to cause 
disease, must have the genetic capabil­
ity to do so, as well as the ability to es­
tablish itself in the body. It is difficult 
to conceive how K-12, itself nonpatho­
genic, could become pathogenic as a 
result of genetic manipulation. Highly 
attenuated, it is known only to inhatii- 
tat the biological laboratory.

Even when genetic determinants of 
pathogenicity in other E. coli strains 
were introduced into K-12, no instance 
of capacity to induce diarrheal disease 
or urinary tract infection could be de- 
tected.(I4, 15) The workers conclude 
that the inadvertent transformation 
of K-12 into a highly pathogenic form 
by the introduction of a single frag­
ment of foreign DNA is highly unlike­
ly XI5) Indeed, the number of charac­
teristics that a microbe must have in 
order to cause disease is believed to be 
great, not to mention additional char­
acteristics needed to produce an epi­
demics 17)

Transfer of Foreign DNA from  E. coli 
K-12. While it would appear impossi­
ble to render E. coli K-12 pathogenic 
by the introduction of foreign DNA, 
there is still to be considered whether 
the inserted fragment could be trans­
mitted to another bacterium with 
which the K-12 comes in contact, in­
cluding other strains of E. coli. Such a 
transmission might convert the recipi­
ent into a pathogen or render a patho­
gen more viable. The case of plasmid 
vectors is considered first.

Plasmids are intracellular particles 
composed of DNA and not dependent 
on chromosomes for their replication. 
Hence, they can be used as vectors, or 
vehicles, for transporting foreign DNA 
into the bacterial host, where they 
multiply and propagate the genes they 
bear. Certain plasmids (called “conju- 
gative”) are inherently able to migrate 
from one bacterial cell to another. 
These are prohibited for nearly all re­
combinant DNA experiments. Only 
plasmids not capable or barely capable 
of spontaneous intercellular migration 
(‘ ‘noncon jugative”) may be used.

The nonconjugative plasmid’s ability 
to migrate is augmented if the cell 
harboring it is invaded by a conjuga- 
tive plasmid, which may confer this 
property. Then even the non- conjuga- 
tive plasmid may become a potential 
DNA-bearing invader. It has been cal­
culated, however, that the chance of 
this occurring with certain K-12 plas­
mid systems is less than 1 in ID16 (10 
quadrillion) K-12’s surviving per day

in the intestine of warm-blooded ani- 
mals.i 7 3, 14) The probability is even 
lower in sewers, sewage treatment 
plants, and waterways. It should be 
noted that since most of the estimates 
of probability are based on data ob­
tained under laboratory conditions, 
animal ahd human feeding studies are 
needed to verify the predictions.(IS)

Consideration must also be given to 
the question of transfer of foreign 
DNA from the initial K-12 host to 
other bacteria by means of bacterio­
phage vectors. Bacteriophages are vir­
uses that infect only bacteria. They 
could escape the laboratory either as 
mature infectious particles or in bacte­
rial hosts in which the phage DNA is 
carried as a plasmid or within the 
DNA of the cell.

The survival of phage DNA when re­
leased as infectious particles depends 
on their stability in nature, their in- 
fectivity, and the probability of effec­
tive encounters with naturally occur­
ring E. coli. The bacteriophage used in 
recombinant DNA experiments is 
known as lambda. It is considered very 
unlikely to survive and to infect resi­
dent E. coli in animals and humans, 
being highly sensitive to stomach acid, 
reluctant to infect smooth E. coli cells 
(the type normally found in the gut), 
and susceptible to drying, as would 
occur if it escaped into the air. More­
over, E. coli vulnerable to lambda is 
uncommon in nature. Infective lambda 
ingested in large amounts (10n, or 100 
billion, particles) could not be detected 
in human feces.(79)

Establishement of lambda as a resi­
dent of the E. coli host cell’s DNA is a 
well-known example of natural recom­
bination, In certain cases, it is a fre­
quent event, as likely to occur as not. 
Hence, this mode of escape would be 
the preponderant laboratory hazard. 
However, most variants of lambda 
used (or under consideration for use) 
in recombinant DNA experiments 
have a much reduced ability to become 
so incorporated^20-22) Here.the prob­
ability drops to 10~s or 10'6— 1 in
100,000 or 1,000,000.(25-25)

The estimates for containment in 
the use of bacteriophage host-vectors, 
while not exact, are sufficient to 
assure that the probability of transfer­
ring a foreign DNA fragment from the 
original K-12 host to other bacteria is 
remote.

Ability of E. Coli K-12 To Survive 
and Spread in Nature. Thus far, the 
suitability of K-12 for recombinant 
DNA experiments has been considered 
in relation to its ability to do harm
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either directly or through transfer of 
a foreign DNA fragment to another 
bacterial cell. These properties will 
depend on the ability of the K-12 to 
survive, multiply, and infect other 
living organisms. As already described, 
K-12 is poorly equipped to survive in 
natural environments; but if it should 
survive and multiply, it is still unlikely 
to infect living things. E. coli are 
seldom spread by aerosols; they are 
primarily spread by ingestion of con­
taminated food and water. Between 
106 and 10® (1 million to 1 billion) cells 
of pathogenic E. coli are required to 
cause disease (.12,25). In other words, 
at least a million bacteria would be re­
quired to cause disease in a single 
person if some K-12 did become 
pathogenic.

The guidelines emphasize protection 
of laboratory workers because they 
are the persons most at risk. They are 
also the most likely means by which 
recombinant DNA might be spread. 
Should a worker carry such agents out 
of the laboratory, however, the prob­
ability that others would be affected is 
still very low, and the risk of a result­
ing epidemic is virtually nonexistent. 
There is abundant evidence for this as­
sertion. It has long been known that 
the separation of sewage from food 
and water supplies prevents epidemcis 
of enteric bacteria such as E. Qoli.

The following excerpt from a letter 
by Roy Curtiss III to Donald S., Fre­
drickson discusses the K-12 strain of 
E. coli in relation to infectivity.il3)

In terms of communicability of E. coli K- 
12, we know that enteric diseases caused by 
enteropathogenic E. coli and various strains 
of Shigella, Salmonella and Vibrio are trans­
mitted by contaminated food and water and 
that manifestation of disease symptoms re­
quires consumption of approximately 1 mil­
lion bacteria. Such enteric diseases are 
seldom spread by aerosols. Indeed, it is well 
known, for example, that cages of mice in­
fected with Samonella can be housed in the 
same room with uninfected mice which 
remain uninfected. The finding that E. coli 
cells can be recovered from the nasophar­
ynx of approximately 5 percent of those 
humans tested might suggest that aerosol 
spread could occur. Such E. coli cells, how­
ever, are only intermittently present in the 
nasopharynx and are usually found at con­
centrations too low to initiate an infection 
even if they were representative of a patho­
genic strain. They most likely get into the 
nasopharynx due to poor personal hygiene. 
After learning of these observations quite 
some years ago, I monitored my nostrils and 
skin for the presence of those E. coli K-12 
strains I was working with. I was successful 
in detecting these strains about 10 percent 
of the time when the monitoring was done 
at the end of the work day, but never ob­
tained positive results when the monitoring 
was done the next morning. I should hasten 
to add that my research with E. coli K-12 at 
that time involved mouth pipetting and 
other aerosol-generating procedures on an 
open lab bench: procedures and conditions 
which are not permitted by the NIH Guide­
lines. These results, preliminary as they are,

nevertheless suggest that E. coli K-12 does 
not colonize the nasopharynx. Based on 
these observations, the fact that E. coli’s 
normal ecological niche is the colon and the 
fact that transmission of enteric diseases, is 
by ingestion of contaminated water and 
food, I doubt that E. coli K-12 could be con­
verted to an air-borne “infectious” agent by 
introduction of recombinant DNA. In terms 
of the more usual means for spread of en­
teric pathogens, it is evident'tha enteric dis­
eases are bery well controlled in the United 
States by sanitary engineering, even though 
there have been reports of poor water qual­
ity in some parts of the country and higher- 
than-desired levels of pollution of rivers, 
streams, etc. There is however, a concerted 
effort to improve biological waste water 
treatment and thus lessen pollution and im­
prove water quality. Even if there were a 
natural catastrophe such as caused by an 
earthquake, tornado, hurricane, etc., it is 
unlikely that E. coli K-12 containing recom­
binant DNA could initiate or sustain an epi­
demic in view of K-12’s inability to colonize 
and overcome host defense mechanisms.

Seeking a consensus on the matter 
of risk assessment in recombinant 
DNA research, with particular refer­
ence to the use of E. coli, the National 
Institutes of Health sponsored a work­
shop in Falmouth, Mass., on June 20- 
21, 1977. In attendance were approxi­
mately 50 invited participants and ob­
servers, from the United States and 
abroad, including experts on all as­
pects of infectious disease. The follow­
ing excerpt from a letter by the work­
shop chariman, Sherwood L. Gorbach, 
to Donald S. Fredrickson summarizes 
the principal conclusion:

Co n sensus Agreement

An important consensus was arrived at by 
the assembled group which I felt was of suf­
ficient interest to be brought directly to 
your attention. The participants arrived at 
unanimous agreement that E. coli K-12 
cannot be converted into an epidemic patho­
gen by laboratory manipulations with DNA 
inserts. On the basis of extensive studies al­
ready completed, it appears that E. coli K- 
12 does not implant in the intestinal tract of 
man. There is no evidence that non-trans- 
missible plasmids can be spread from E. coli 
K-12 to other host bacteria within the gut. 
Finally, extensive studies in the laboratory 
to induce virulence in E. coli K-12 by inser­
tion of known plasmids and chromosomal 
segments coding for virulence factors, using 
standard bacterial genetic techniques, have 
proven unsuccessful in producing a fully 
pathogenic strain. As a result of these dis­
cussions, it was believed that the proposed 
hazards concerning E. coli K-12 as an epi­
demic pathogen have been overstated. Such 
concerns are not compatible with the exten­
sive scientific evidence that has already 
been accumulated, all of which provides as­
surance that E. coli K-12 is inherently en­
feebled and not capable of pathogenic trans­
formation by DNA insertions.

The entire letter from Gorbach is 
quoted in the NIH environmental 
impact statement, part II, appendix
M.C27) The proceedings of the Fal­
mouth workshop on risk-assessment

have been published in the May 1978 
Journal of Infectious Diseases.

There remains the questipri whether 
the insertion of a foreign DNA frag­
ment into K-12 will significantly alter 
the properties of the latter with 
regard to survival and multiplication, 
or the ability of the plasmid and bac­
teriophage vectors to be spread. The 
improbability of converting K-12 to a 
pathogen has already been discussed. 
Changes in ability to survive and mul­
tiply would be expected to involve not 
only the changes in the K-12 itself, or 
the plasmid or bacteriophage, but also 
the nature of thé environment in 
which it finds itself. The subject is dis­
cussed in the section of this document 
entitled “Risk and Benefits of Recom­
binant DNA Research.”

Attenuated K-12 Systems. Theoreti­
cally, the most desirable bacterial re­
cipient of recombinant DNA would be 
a species uniquely adapted to carefully 
controlled laboratory conditions and 
unable to survive or transmit DNA to 
other organisms in any natural envi­
ronment. This means that it should be 
unable to establish itself as a long- 
lived and multiplying resident in or on 
living things, or in soil or water. In ad­
dition, these properties should not be 
significantly altered by recombination 
of the bacterium’s DNA. The organism 
should also, of course, lend itself to 
manipulation for successful execution 
of experiments.

No bacterium meeting all these re­
quirements is known. It is possible 
that no such creature exists in nature. 
Available bacterial systems must be 
evaluated for relative safety and util­
ity, depending on the extent to which 
they approach the ideal. The forego­
ing summary of knowledge concerning 
K-12 and its known plasmids and bac­
teriophages indicates that these sys­
tems measure up well with the ideal 
criteria, and can therefore be recom­
mended for use in recombinant DNA 
research.

The K-12 systems, extant and pro­
jected, are known as EK1, EK2, and 
EK3, referring to increasing degrees of 
attenuation. The guidelines permit the 
use of EK1 for those experiments 
whose potential for hazard is regarded 
as nil, low, or minimal. For experi­
ments judged to have a somewhat 
higher (though still conjectural) po­
tential for hazard, the guidelines re­
quire the further attenuated system 
EK2. Here, properties of the K-12 and 
the vectors must be so modified as to 
minimize the chance of the vector sur­
viving in its host outside the labora­
tory and migrating to other hosts. 
EK3 systems are even stricter, requir­
ing, for example, the use of vectors 
that cannot propagate outside the 
host. So far, no EK3 systems have 
been certified. [In the proposed re­
vised Guidelines (PRG-NIH), the EK
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systems are retained within the broad­
er host-vector systems (HV) classifica­
tion, providing more specificity.}

Implications of the use of EK2 con­
tainment are elucidated in the follow­
ing passage from a paper presented by 
Bernard D. Davis at a forum on recom­
binant DNA held by the National 
Academy of Sciences, March 7-9, 
1977.(2)

A very large safety factor is added by the 
provision in the present guidelines for bio­
logical containment. All work with mamma­
lian DNA must be carried out in EK2 
strains, which have a drastically impaired 
ability to multiply, or to transfer their plas­
mid, except under very special conditions 
provided in the laboratory. The presently 
certified EK2 strain has several stable mu­
tational defects (i.e., deletions) that prevent 
it from multiplying under the nutritional 
conditions of the gut. But the protection 
goes much further, arid reaches a degree 
that is unprecedented in the annals of 
man’s exploration of potentially hazardous 
new materials: this material has been coded 
for self-destruction. For example, these 
mutant cells require diaminopimelate, a 
constituent of cell wall; and without it they 
can continue to grow and expand but 
cannot form more wall, and so they quickly 
burst. Accordingly, under conditions similar 
to those in the gut such an EK2 strain not 
only fails to multiply, but less than 1 in 108 
cells survives after 24 hours—and it would 
be an extraordinarily sloppy laboratory ac­
cident that would result in ingestion of as 
many as 108 cells. In addition, while the cells 
are dying off in the absence of diaminopi­
melate they are severely impaired in their 
ability to transfer plasmids to other, well- 
adapted cells—and this is the important 
point for the danger of spreading harmful 
genes. Finally, not only the cells but also 
the plasmids being used to carry recombin­
ant genes are also weakened mutant deriva- 
ties, selected for severe impairment of their 
ability to be transmitted from the host cell 
to another cell.

We thus see that, even with a strain 
known to carry the gene for a potent toxin, 
the production of disease in a laboratory 
worker would require the compounding of 
two low probabilities: that the strain will 
initiate an infection and that it will survive 
long enough to cause harm despite its sever­
al disadvantages—that of being a labora­
tory-adapted strain, that of carrying the 
burden of foreign DNA, and that of carry­
ing the very large burden of being a suicidal 
EK2 strain.

The criteria for NIH certification of 
an EK2 system have been defined and 
enlarged during the past year. Exten­
sive data are required and very de­
manding standards have been set. 
Such organisms are being designed 
and constructed by NIH contractors 
and other interested investigators. 
Their use in recombinant DNA experi­
ments is not allowed until they have 
been certified by the Director, NIH, 
upon recommendation by the Recom­
binant Advisory Committee. The NIH 
environmental impact statement de­
scribes the criteria for certification 
and lists the certified EK2 systems as 
of July 1977.(22) It should be noted

that the same depth of experience 
with K-12 that recommends its utility 
as a host for recombinant DNA experi­
ments is central to the ability to ma­
nipulate it for the purpose of improv­
ing its safety.

An important recent paper was pub­
lished by two British workers, Petro- 
cheilou and Richmond on the absence 
of plasmid or E. coli K-12 infection 
among laboratory personnels 29) In 
testimony before the Subcommittee 
on Science, Technology, and Space of 
the Senate Committee on Commerce, 
Science, and Transportation, on No­
vember 10, 1977, Dr. Oliver Smithies, 
professor of medical genetics and ge­
netics at the University of Wisconsin, 
interpreted the Petrocheilou and 
Richmond results as follows:

Twice weekly for over 2 years these work­
ers tested the feces of five laboratory per­
sons who had been using without special 
precautions the laboratory strain of E. coli 
called K-12, together with a transmissible 
plasmid. Neither the E. coli K-12 nor the 
transmissible plasmid was ever found in the 
feces during these tests. (Transmissible plas­
mids are naturally occurring circular pieces 
of DNA that can replicate inside bacteria 
and which, in nature, transfer genes be­
tween them.) So, with E. Coli K-12 and a 
transmissible plasmid, the risk of the plas­
mid or its host K-12 getting into the feces 
and surviving to any appreciable extent is 
less than one per laboratory worker per 10 
years of lab work, even when no special pre­
cautions are taken.

Now, under the NIH guidelines, none of 
the even conceivably hazardous experiments 
are performed in this type of E. coli, K-12. 
Such experiments require a specially weak­
ened strain, Chi 1776, which introduces a 
safety factor for survival of greater than 
100 million. Chi 1776 has been proven by 
tests to survive 100 million times less well 
than K-12.

In addition, such experiments require the 
use of a nontransmissible plasmid which in­
troduces a safety factor for transfer of the 
plasmid to other bacteria of about 100 mil­
lion. ,

Let me emphasize again that this type of 
work requires a nontransmissible plasmid; 
that is, a plasmid derived from a transmissi­
ble plasmid by eliminating the mechanisms 
for transfer of the plasmid between bacte­
ria.

So the risk of Chi 1776 strain of E. coli K- 
12 surviving in the feces or of the recombin­
ant DNA plasmid being transferred to some 
other bacteria becomes less than one chance 
per 100,000 laboratory workers working for 
10,000 years without special physical pre­
cautions.

This is what is meant by a “negligible 
risk.”

When we consider that the guidelines re­
quire also very special physical precautions, 
you can see why I think the risk is no longer 
worth considering.
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IV. R oles and R esponsibilities 
Analysis of Current Guidelines

The Guidelines contain a large sec­
tion, Part IV, defining the roles and 
responsibilities of individuals and in­
stitutions in assuring compliance with

required containment levels. The pro­
cedures described are primarily direct­
ed at grantees of the National Insti­
tutes of Health. Similar procedures 
are in force for work within NIH labo­
ratories and for work sponsored by 
NIH under contracts.

The principal investigator is re­
quired to assess any potential bioha­
zards, to institute appropriate safe­
guards and procedures, to minimize ef­
fects of possible accidents by planning, 
to train and inform all personnel, and 
to report any accident or any serious 
or extended illness of a worker. All of 
these must be carried out on a con­
tinuing basis. Thus, the primary re­
sponsibility for conducting experi­
ments according to the Guidelines is 
in the investigator’s hands.

Further, in applying for grants to 
carry out experiments with recombin­
ant DNA, the investigator must in­
clude an estimate of the potential bio­
hazards and a statement of the con­
tainment procedures to be used. The 
application must include certification 
of the existence and availability of ap­
propriate facilities, procedures, and 
training. The Guidelines indicate that 
institutions in which recombinant 
DNA experiments are carried out must 
establish biohazards committees that 
examine equipment and facilities and 
certify their compliance with the re­
quirements. Such committees will also 
serve as a source of advice and refer­
ence on physical containment facili­
ties, on properties of biological con­
tainment, and on training of person­
nel.

According to the Guidelines, the cer­
tification and the investigator’s assess­
ment of the hazard and containment 
would be considered by NIH study sec­
tions during the normal scientific 
review of the application. The Guide­
lines leave flexible the question of re­
solving any differences between the in­
vestigator’s evaluation and that of the 
study section. The Guidelines do state, 
however, that if differences cannot be 
resolved, the matter should be re­
ferred to the Recombinant Advisory 
Committee or the NIH Office of Re­
combinant DNA Activities.
Application of the guidelines to work 

not supported by NIH
Several agencies of the U.S. Govern­

ment other than the National Insti­
tutes of Health provide support for 
biological and medical research. Some 
of these currently sponsor recombin­
ant DNA experiments, and others may 
do so in the future. Activities of the 
research agencies represented by the 
Federal Interagency Committee on 
Recombinant DNA Research were re­
viewed by the Committee in the fall of 
1976. All member research agencies 
adopted the NIH Guidelines and 
standards, including the National Sci­

ence Foundation, the Department of 
Agriculture, the Energy Research and 
Development Administration, the De­
partment of Defense, the National 
Aeronautics and Space Administra­
tion, and the Veterans Administration.

Several conferences have been held 
at NIH and at other relevant Govern­
ment agencies with representatives of 
private industry in the United States. 
As best detemined by the Federal 
agencies, recombinant DNA research 
conducted in the private sector com­
plies with the physical and biological 
standards of the NIH Guidelines. Rel­
evant industries have agreed to follow 
the Guidelines on a voluntary basis.

The issue of recombinant DNA re­
search has been studied by national 
and international bodies in many 
countries. In most cases some form of 
control has been recommended, but 
nowhere has a total ban on the re­
search been advocated. Canada, the 
Federal Republic of Germany, France, 
the Soviet Union, and the United 
Kingdom have issued guidelines that 
differ in detail but are similar concep­
tually to the NIH Guidelines. Other 
countries are generally following the 
NIH or U.K. Guidelines, including 
Denmark, Israel, the Netherlands, 
Sweden, and Switzerland. The interna­
tional Council of Scientific Unions and 
the World Health Organization have 
urged nations to adopt the principles 
embodied in these two sets of guide­
lines. The U.K. Guidelines have been 
endorsed by the European Science 
Foundation and the European Molecu­
lar Biology Organization.

Scientific and governmental activi­
ties comparable to those in the United 
States have been under way in the 
United Kingdom since January 1975. 
A working party established at that 
time recommended that recombinant 
DNA research in the United Kingdom 
be permitted to continue under appro­
priate controls. In August 1976 a fol­
lowup working group chaired by Sir 
Robert Williams issued a report estab­
lishing guidelines.

In Canada, in March 1976, a special 
committee of the Canadian Medical 
Research Council recommended guide­
lines to govern the handling of recom­
binant DNA molecules in Council-sup­
ported research. The Council adopted 
these guidelines in February 1977.

Many other nations have reviewed 
recombinant DNA activities to deter­
mine what measures were necessary 
for safety. With the urging of regional 
and international bodies, most have 
adopted the NIH or U.K, Guidelines as 
a basic framework for safety practices 
and procedures.
Alternatives: RAC-Proposed Revisions

Part IV (Roles and Responsibilities) 
of the PRG-RAC is described below. 
As in the current (1976) Guidelines,
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this part of the PRG-RAC was de­
signed to provide an administrative 
framework for implementation.
Institution

In the PRG-RAC as compared with 
the current Guidelines, several 
changes were proposed in the respon­
sibilities of the institution. Responsi­
bilities that were added or further de­
tailed included: ( l ) a  requirement for 
insuring the training of research per­
sonnel and the use of good microbiolo­
gical technique, and (2) a requirement 
to determine the need for medical pro­
cedures, with recommendations of pos­
sible specific practices.
Institutional biosafety committees

Membership of the IBC’s was clari­
fied by a recommendation to include 
other than scientific members. In the 
PRG-RAC, institutional biosafety 
committees (called “biohazards com­
mittees” in the current Guidelines) 
are given the discretion to approve 
single-step reductions in containment 
levels for experiments with character­
ized clones and purified DNA. The 
IBC’s would be required to .notify the 
NIH Office of Recombinant DNA Ac­
tivities (ORDA) of these approvals.
Biological safety officer

Institutions at which P3 and P4 level 
recombinant DNA work is conducted 
would be required to have a biological 
safety officer, whose specific roles and 
responsibilities are outlined.

Principal Investigator. The role and 
responsibilities of the principal investi­
gator would remain basically the same, 
except for the important addition of a 
requirement for training in microbio­
logical techniques. Responsibility for 
the determination of the practices nec­
essary for medical surveillance would 
be relocated to the institution.
NIH responsibilities

Office of the Director. The responsi­
bilities of the Director remain un­
changed. A sentence has been added 
that clarifies the Director’s authority 
to implement the Guidelines and to be 
the final arbiter in their interpreta­
tion.
Recombinant advisory committee

There were no changes in the cur­
rent responsibilities of the RAC. 
There were, however, clarifications of 
the scope of some duties—for example, 
the certification process. The language 
of the 1976 Guidelines caused some 
confusion about the certification of 
EK2 (HV2) and EK3 (HV3) host- 
vector systems. In practice, the certifi­
cation process, clarified in the PRG- 
RAC, involves a two-step procedure: 
(1) The RAC’s recommendation to the 
Director, NIH, that a particular host- 
vector system be certified; and (2) cer­
tification of the system by the Direc­

tor. The rationale for the procedure is 
that it allows the Director to solicit 
the opinions of additional experts 
before making a financial decision on 
certification.

The RAC’s authority to recommend 
exceptions from the prohibitions was 
also clarified. The 1976 version of the 
Guidelines envisioned the possibility 
of the RAC’s recommending an excep­
tion to the 10-liter limit on culture 
volume for recombinant DNA’s known 
to make harmful products. The pro­
posed revision would extend the possi­
bility of an exception to the five other 
classes of currently prohibited experi­
ments.

The general rationale for this addi­
tion is twofold: the RAC’s inability to 
foresee all possible future circum­
stances and its desire to specify, 
within the limits of strict safeguards, 
the possibility of an exception for 
compelling social or scientific reasons. 
A more immediate and specific justifi­
cation for the paragraph on excep­
tions from the prohibitions is that the 
risk-assessment studies necessary for a 
clearer understanding of the potential 
biohazards of recombinant DNA re­
search may be technically prohibited 
by the current Guidelines, unless 
there is a mechanism for approving 
exceptions.

Alternatives: Public Commentators 
Institutional responsibilities

This section of the Guidelines drew 
considerable comment directed to the 
roles and responsibility of the local in­
stitution and its several constituents. 
Generally, commentators requested 
more information and greater clarifi­
cation of the structure and operation 
of the IBC, the function of the biologi­
cal safety officer, and the duties of the 
institution. The suggestions and com­
ments were carefully considered, in 
view of the importance of this section 
to successful implementation of the 
Guidelines and therefore safe conduct 
of the research.

NIH has a special responsibility for 
leadership in developing and promot­
ing safety programs relevant to recom­
binant DNA experiments. Accordingly, 
as in 1976, another committee chaired 
by Dr. W. Emmett Barkley, Director 
of the National Cancer Institute’s 
Office of Research Safety, was con­
vened to address concerns raised. As a 
result, and in response to a number of 
commentators’ requests, the substance 
of Appendix D has been revised and 
republished as a supplement to the 
Guidelines. The revised Guidelines 
also retain requirements for emergen­
cy plans to cover accidents and 
strengthen the requirement for train­
ing of all recombinant DNA research­
ers in safe laboratory procedures.

The intent of this section, as before, 
is to integrate safety practice into the

conduct of recombinant DNA research 
and to assign responsibilities for this 
to the principal investigator, institu­
tion, IBC, and biological safety officer. 
It is important that these responsibil­
ities be stated in an unambiguous 
manner. In response to many commen­
tators. Part IV has been restructured 
to present some of these functions in 
greater detail and clarity. The appen­
dices contain additional complemen­
tary information on roles and respon­
sibilities, including material for IBC’s 
and biological safety officers.

Expanded Responsibilities. In re­
sponse to several comments, the 
review of research has been broadened 
in the PRG-NIH to cover all recom­
binant DNA research at an institution 
receiving NIH funds for this purpose, 
whether or not the specific recombin­
ant DNA project is funded by NIH. 
While this increases the responsibility 
of the institution and the IBC, it is be­
lieved that the overall safety of recom­
binant DNA research will be en­
hanced. To reflect more closely the 
spirit of the Guidelines, the name “in­
stitutional biohazards committee” is 
proposed to be changed to “institu­
tional biosafety committee.”

Several generic comments deserve to 
be highlighted, as they represent sig­
nificantly increased authority to be 
delegated to the institution. In 1976 
the RAC did not accept commentators’ 
suggestions to require local commit­
tees to make an independent evalua­
tion of the containment levels re­
quired by the Guidelines for individual 
research projects. It was therefore 
stated in the 1976 Decision that NIH 
would not require local institutions to 
have their committees perform this 
function, although they would not be 
prohibited from doing so. Commenta­
tors have now noted that an IBC, (in 
order to to accomplish its mandated 
responsibilities under the 1976 Guide­
lines, including the review and approv­
al of recombinant DNA research pro­
jects, must implicitly determine con­
tainment conditions. In order to clari­
fy the committee’s role, the assess­
ment of appropriate containment 
levels is now made an explicit respon­
sibility of the IBC.

In addition, institutions through 
their biosafety committees would be 
given increased responsibility for pri­
mary overview of this research, as 
they have been delegated the authori­
ty to approve or disapprove proposed 
recombinant DNA projects. NIH, 
through ORDA, will conduct a review 
of institutions’ actions, upon registra­
tion of the projects, to ensure compli­
ance with the NIH Guidelines, thereby 
maintaining a national standard. This 
action has been in response to several 
comments calling for increased local 
responsibility and a simpler adminis-
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trative process in regard to gaining ap­
proval for research to proceed.

In view of the unreliability of Feder­
al surveillance to enforce these stand­
ards, it is essential to increase the au­
thority and responsibility of the local 
institution. It was requested that the 
IBC’s have a role if legislation in this 
area is adopted. This concept is en­
dorsed by the House Committee on In­
terstate and Foreign Commerce in its 
Bill Report of March 24, 1978, on the 
Recombinant DNA Act:

It is the view of the committee that the 
appropriate portions of the administrative 
requirements of section IV of the NIH 
Guidelines are a reasonable model upon 
which the Secretary could base administra­
tive regulations. In particular, the current 
practice in the NIH Guidelines of delegating 
to local biohazards committees most of the 
responsibility for the inspection of facilities 
and the approval of the specific safety re­
quirements appropriate to each project or 
activity is an effective and relatively inex­
pensive administrative mechanism.

A number of recommendations were 
received regarding the membership of 
IBCs. In 1976, suggestions were made 
for broadening IBC representation to 
cover not only various disciplines re­
lated to recombinant DNA technology, 
safety, and engineering, but also to in­
clude members knowledgeable in ap­
plicable laws and regulations, stand­
ards of practice, community attitudes, 
and health and environmental consid­
erations. These diverse points of view 
were either to be included or made 
available to the committees. The lan­
guage in the PRG-RAC calls for a di­
versity of membership, but would not 
mandate public members. In response 
to several requests, and in view of in­
creased responsibility at the local 
level, a provision is included in the 
PRG-NIH that “no IBC may consist 
entirely of persons who are officers, 
employees, or agents of, or are other­
wise associated with the institution, 
apart from their membership on the 
IBC.”

A number of other recommendations 
were received from public commenta­
tors relating to more specific issues 
concerning the various responsibilities 
of the institution and its constituents. 
These recommendations and the PRG- 
NIH decision are considered below 
under the appropriate headings.

Institution. A number of points were 
raised by commentators concerning 
health monitoring by institutions. 
NIH was requested to develop a model 
for institutional medical surveillance 
for recombinant DNA research work­
ers. An NIH committee is reviewing 
this area and has made recommenda­
tions as to what such a program might 
include. This proposal, which calls for 
monitoring illnesses, collecting serum 
samples, and keeping a register of 
agents handled, is responsive to sever­
al suggestions received on this issue,

and has therefore been adopted in the 
PRG-NIH. Additionally, Appendix D 
will include more detailed information 
on medical surveillance.

A collaborative effort has been initi­
ated between NIH and the Center for 
Disease Control (CDC) to establish a 
mechanism for providing advice, con­
sultation and, if necessary, assistance 
regarding major accidents in laborato­
ries conducting recombinant DNA re­
search. It was not considered neces­
sary to have a standing “strike force” 
as suggested by one commentator; but 
in the event of an emergency, a team 
of experts from NIH and CDC could 
be formed to respond.

The issue of medical monitoring is 
one of considerable interest to NIH. 
This is a general problem not unique 
to DNA research. As one commentator 
noted, a routine health monitoring 
and reporting program might well be 
instituted for personnel engaged in 
areas of research besides recombinant 
DNA, such as tumor viruses and 
pathogenic organisms. The state-of- 
the-art, however, is primitive in terms 
of what can be done to monitor work­
ers’ health, and particularly in the 
area of recombinant DNA research, 
where there is no known hazard.

Grievance procedures for workers 
under the Guidelines were requested, 
but this is not considered necessary, as 
the rules and regulations of the Occu­
pational Safety and Health Act 
(OSHA) already provide such a mech­
anism. OSH A standards and proce­
dures apply to most institutions, so it 
is not considered necessary to require 
in the Guidelines that IBCs ensure 
OSHA compliance. Further, the Fed­
eral Interagency Committee on Re­
combinant DNA Research includes the 
Occupational Safety and Health Ad­
ministration (Department of Labor), 
assuring cooperation at the Federal 
level.

Institutional Biosafety Committee. 
Several commentators requested more 
detail on IBC duties. This has been ac­
complished in “Laboratory Safety 
Monograph—A Supplement to the 
NIH Guidelines for Recombinant DNA 
Research.” For example, information 
is included there on facility certifica­
tion, periodic inspections, and moni­
toring.

It was suggested that biosafety com­
mittee meetings be open to the public. 
The Guidelines currently require only 
that the minutes by publicly available. 
In view of possible discussion of pro­
prietary information and patent 
rights, meetings cannot always be 
open. Local committees, however, 
should consider having open meetings 
when possible.

The question was raised concerning 
conflict of interest of local committee 
members. Addressing this important 
point, a provision in the PRG-NIH

prohibits an individual from being in­
volved in the review of a recombinant 
DNA project in which he or she was 
engaged or had a direct financial in­
terest.

Biological Safety Officer. Since the 
passage of OSHA, most institutions 
have established occupational safety 
and health departments with safety 
officers. There are no standard certifi­
cation procedures for such individuals, 
although their qualifications, in many 
cases, could be commensurate with 
those of a biological safety officer. 
The Laboratory Safety Monograph 
provides in detail the kinds of qualifi­
cations biosafety officers should have. 
NIH is developing a training course for 
biological safety officers and other 
campus safety personnel. Requests for 
information should be directed to Dr. 
Emmett Barkley, Office of Research 
Safety, National Cancer Institute, 
NIH.

Princial Investigator. Commentators 
remain concerned about the quality 
and uniformity of safety training. NIH 
is responding to this by placing as a 
high priority the development of 
training standards and courses. Cur­
rently, NIH is supporting a Working 
Panel of the American Society for Mi­
crobiology (ASM) that is considering 
standards of training in micro- biologi­
cal techniques for recombi- nant DNA 
research. When a report is submitted 
to NIH, it will be shared with institu­
tions, IBC’s, and principal investiga­
tors for their use. National certifica­
tion, however, should not be attempt­
ed until the ASM-NIH criteria for 
training have been adopted and evalu­
ated.

It should be noted that, aside from 
the Nuclear Regulatory Commission’s 
standards for training in radioisotope 
work, there seem to be no other train­
ing criteria at present in biomedical re­
search. Thus, the work of the ASM 
Panel will establish a precedent. For 
these reasons NIH should proceed 
carefully and in stages while promot­
ing safety training for researchers. 
NIH will develop training courses 
based on these standards and will 
make them widely available.
NIH responsibilities

As in the public hearing on the 
Guidelines as proposed in 1976, many 
commentators again urge openness, 
candoi-, and public participation in the 
revision process, emphasizing shared 
responsibility and accountability from 
the local to the national level.

Due-Process Considerations. A focus 
of public comment at the December 
1977 hearing was on “procedural due 
process” to ensure public participation 
in the development of NIH recombin­
ant DNA policies. Much of the public 
testimony and comment in letters fo­
cused on public representation on

FEDERAL REGISTER, VO L. 43 , N O . 146— FRIDAY, JULY 28 , 1978



NOTICES 33129
committees. Also stressed was the 
need for public notice of all meetings, 
and for procedures to ensure public 
participation in the exercise of respon­
sibilities by the NIH Re- combinant 
Advisory Committee (RAC), the Office 
of the NIH Director, and the Advisory 
Committee to the Director (DAC).

Several commentators specifically 
urged that the Guidelines spell out 
procedures—

•  To develop and promulgate the 
list of “non-novel experiments” and to 
amend the list;

•  To certify host-vector systems;
•  To permit the Director, on the 

advice of the RAC, to grant exceptions 
from prohibited experiments (as for 
risk-assessment studies), and

•  To modify the Guidelines in the 
future.

There were also suggestions that 
guidance be given on how to deal with 
infractions of the guidelines. Specifi­
cally, one commentator suggested that 
procedures should outline in detail -

•How charges of noncompliance 
could be brought, ,

•How charges of noncompliance 
would be evaluated,

•W hat opportunities would be pro­
vided for the principal investigator 
and his institution to defend them­
selves against charges, and

•What procedures would be availa­
ble before the termination of funding 
or other penalties are invoked.

Because of the RAC’s key role in the 
development and monitoring of NIH 
recombinant I)NA policies, a number 
of comments were directed to the com­
mittee’s nature and functions. Many 
commentators focused on its member­
ship, urging that the guidelines define 
procedures for the nomination and se­
lection of members. Suggestions for 
potential membership included more 
representation for certain scientific 
disciplines, such as virology and micro­
biology; greater representation from 
the occupational and environmental 
health and safety community; and 
more public representation, including 
perhaps a “dissenter” from current 
NIH policies.

A number of comments concerned 
RAC operations. The committee was 
urged to formalize schedules so that 
all concerned would know when meet­
ings would be held over the next 2 to 3 
years. Further, it was urged that no­
tices and complete agendas be placed 
in the F ederal R egister for each 
meeting, that all documents for com­
mittee consideration be made available 
to the public, and that the NIH pay 
for public witnesses to attend RAC 
meetings.

In response to these comments, part 
IV of the PRG-NIH has been reorga­
nized extensively. The responsibilities 
from the local to the national level are

more clearly stated and defined. For 
NIH responsibilities, procedures sug­
gested by commentators have been 
specified to afford opportunity for 
public comment. A special appendix to 
the PRG NIH includes relevant imple­
mentation documents from ORDA 
that explain the administration of the 
NIH guidelines at the local and na­
tional levels.

Part IV of the PRG NIH has more 
clearly defined a structure for respon­
sibilities at those levels, with opportu­
nity for public and scientific participa­
tion. It formalizes a process that has 
been occurring informally. Flexibility, 
however, remains essential to avoid 
unnecesary and protracted delays in 
decisionmaking. Clearly, a full pano­
ply of clearance procedures, including 
a public hearing, is not essential for 
most of the functions under the guide­
lines. For many functions, the need 
for public review can be met through 
publication in the F ederal R egister. 
For certain responsibilities, comment 
may be solicited. Because procedures 
by which policies will be developed at 
the national and local levels are of key 
importance, notice is required for 
major policy initiatives.

Application to the Private Sector. 
Several commentators spoke on the 
application of the NIH guidelines to 
the private sector. Specifically, NIH 
was urged to provide voluntarily to 
private industry- -

•Advice on interpretation of the 
guidelines,

•Registration of projects,
•Certification of host-vector sys­

tems,
•Advice on the operation of institu­

tional biosafety committees, and
•Protection for patent and propri­

etary information.
In June 1976 representatives of pri­

vate industry were invited to NIH to 
be briefed on the guidelines about to 
be released. Since their release, NIH 
has held several other meetings with 
representatives from the private 
sector. Commerce Department repre­
sentatives on the interagency commit­
tee played a leading role in working 
with private industry on adoption of 
the safety standards of the NIH guide­
lines. All relevant industries have 
agreed to abide by those Standards. 
However, many of the services pro­
vided to NIH grantees and contractors 
have not been extended to the private 
sector. In large part, efforts to do so 
have been held in abeyance because of 
possible Federal legislation.

After carefully considering the com­
ments at the public hearing and in let­
ters received, NIH will extend certain 
added services to the private sector in 
several of the areas suggested by the 
commentators. It is still important, de­
spite proposed legislation, that the

NIH provide for mechanisms to allow 
private-sector participation. Further, 
if legislation is enacted, the NIH 
guidelines will serve as the basis for 
regulation that will encompass private 
industry. Thus, a new section has been 
added to part IV that provides the op­
portunity for industry’s participation 
in a voluntary fashion.

Office of the Director. As suggested 
by the commentators, the responsibil­
ities of the Director have been 
grouped, for purposes of clarity, under 
specific heading “Office of the Direc­
tor, NIH” in the PRG NIH. For many 
of the responsibilities cited including 
revision of the guidelines, certification 
of host vector systems, and authority 
for exemptions and exceptions- -appro­
priate notice and opportunity for 
public comment is specified. This op­
portunity for comment will provide 
structure for the exercise of discretion 
by the Director.

The PRG RAC clarified the rele­
vant responsibilities of the NIH Direc­
tor and RAC with regard to the certifi­
cation of host-vector systems. Those 
concepts are adopted in the PRG— 
NIH.

Recombinant Advisory Committee. 
Many commentators have made sug­
gestions concerning the structure, 
function, and scope of responsibility of 
the RAC. The emphasis in RAC mem­
bership has been on ensuring relevant 
scientific representation. It is essential 
that the committee have the technical 
expertise necessary to develop, modify, 
and interpret the guidelines in light of 
scientific evidence. Representative 
have been added from scientific disci­
plines, such as botany, to ensure a 
broad scientific overview. As a bridge 
between the implications for science 
and public policy, public members now 
serve on the committee, and additional 
public members may be added. Cur­
rent public members are Dr. Emmette
S. Redford, Ashbel Smith, professor of 
government and public affairs at the 
Lyndon B. Johnson School of Public 
Affairs, University of Texas, at Austin, 
and Dr. LeRoy Walters, director for 
the Center of Bioethics, Kennedy In­
stitute, Georgetown University.

In order to insure fairness and sensi­
tivity to the public commentators, pro­
cedures for nomination to the RAC 
will be in accord with the report by 
the NIH Grants Peer Review Study 
Committee. Thus, NIH will publish ai\ 
announcement of upcoming vacancies 
periodically, with instructions on how 
to submit nominations. By this means, 
a wide spectrum of nominations will 
be considered to assure appropriate 
representation suited to the RAC’s 
needs.

In brief, the operations of the RAC 
have been more clearly detailed in the 
PRG NIH. The procedures for the se­
lection of members and the operations
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of the committee are in the process of 
being formalized for the benefit of the 
scientific community and the public.

NIH Components. A new section in 
the PRG-NIH now describes all other 
functions of NIH, including the re­
sponsibilities of the Office of Recom­
binant DNA Activities (ORDA). It 
should be noted that the responsibility 
of the peer review groups (study sec­
tions) for an independent assessment 
of the recombinant DNA research pro­
tocols has been eliminated. This re­
sponsibility would be solely ORDA’s in 
conjunction with the local institution­
al biosafety committee.

Several commentators urged new re­
sponsibilities for ORDA and additional 
personnel to fulfill them. Some recom­
mended that the Office be responsible 
for inspecting and certifying laborato­
ries at the P3 level. Currently NIH has 
the responsibility for certifying only 
P4 facilities. At present NIH operates, 
at the Frederick Cancer Research 
Center in Frederick, Md., and at NIH 
in Bethesda the only P4 facilities in 
this country. Responsibilities for certi­
fication falls to NIH because of the 
special nature of P4 facilities. P3 fa­
cilities, on the other hand, do not re­
quire special expertise at the national 
level, and there is no need for them to 
be nationally certified. As specified, 
the local institution has and should 
have responsibility for monitoring and 
certifying PI, P2, and P3 facilities.

Several commentators urged an in­
creased flow of information to the 
public and scientific community alike. 
ORDA is playing a key role in dissemi­
nating information through the Re­
combinant DNA Technical Bulletin. 
This is a new publication that at­
tempts to link investigators involved in 
recombinant DNA research, both in 
the United States and abroad, with 
the active advisory groups and organi­
zations. In light of comments received, 
the bulletin will include in the future 
far more information for institutional 
biosafety committees and for the sev­
eral advisory groups at the national 
and social levels.

In response to another suggestion, 
ORDA will be as available as possible 
to State and local governments for 
technical advice. Currently ORDA 
serves as a clearinghouse for informa­
tion related to recombinant DNA ac­
tivities internationally, nationally, and 
locally.
Registration and compliance

It has become clear over the 2 years 
of administration of the guidelines 
that a new section must be added on 
general requirements for registration 
with NIH. This should apply not only 
to NIH grantees and contractors, but 
also to the private sector on a volun­
tary basis. Further, in light of the 
review of DHEW policies on the pat­

enting of recombinant DNA research 
inventions, a section on disclosure of 
information is also necessary. Finally, 
as suggested, a section on compliance 
with the guidelines is needed. Thus 
new sections C and D on registration 
(including disclosure of information) 
and compliance have been added to 
the roles and responsibilities section of 
the PRG-NIH. These provisions, rec­
ommended in many comments on the 
guidelines and at the December public 
hearing, are necessary in the absence 

-of legislation.
Registration. A number of commen­

tators asked that the guidelines speci­
fy the requirements for registration. 
Accordingly, a new subsection has 
been added delineating the elements. 
If other requirements need be added, 
notice will be given of any change. All 
projects subject to the guidelines must 
be registered with ORDA. Voluntary 
registration for the private sector is 
provided in the revision, in response to 
suggestions by private-sector represen­
tatives.

Disclosure. Many comments, as pre­
viously noted, were directed to the 
protection of proprietary information. 
A new subsection outlining the ele­
ments for protection of proprietary 
data is included in response to these 
suggestions.

One commentator urged that no pat­
ents be granted for recombinant DNA 
research.

Shortly after the release of the 
Guidelines in 1976, NIH received a 
letter requesting a review of DHEW 
policies relating to the patenting of re­
combinant DNA research inventions. 
The letter prompted NIH to review 
current patent regulations governing 
institutional patent agreements and to 
consider how recombinant DNA re­
search inventions should be handled 
under those terms. On the basis of ex­
tensive Department and Interagency 
Committee review, it was agreed that, 
at least for the present, recombinant 
DNA research inventions developed 
under DHEW/NIH support should 
continue to be administered within 
current HEW patent agreements. 
Each agreement, however, would re­
quire assurance of compliance with 
the physical and biological contain­
ment standards set forth in the Guide­
lines as a'condition for the granting of 
a license.

Policy on Noncompliance. A com­
mentator urged that a system of fines 
be spelled out. Monetary fines, more 
appropriate for regulations under leg­
islation, will not be specified or as­
sessed under the Guidelines; NIH has 
no current authority to impose fines. 
It will, however, suspend, limit, or ter­
minate a grant or contract for non- 
compliance. A commentator recom­
mended that penalty procedures be 
specified. Should it be necessary to

suspend, limit, or terminate a grant, 
appropriate HEW procedures will be 
followed.

In summary, Part IV of the Guide­
lines on Roles and Responsibilities has 
been substantially revised in response 
to suggestions from many commenta­
tors. The PRG NIH now provides even 
more opportunity for advice from the 
local to the national level. The spirit 
of cooperation and effective overview 
will be enhanced by the PRG-NIH at 
the local level between the research 
community and the public and at the 
national level among Federal agencies, 
the scientific community, and the pri­
vate sectors.

Proposed Action: Environmental Impact 
Assessment

The recommendations of the Recom­
binant Advisory Committee have been 
carefully weighed, along with other 
public and scientific comments re­
ceived on the Roles and Responsibil­
ities section. In general, the PRG- 
RAC proposals have been adopted in 
the PRG NIH, with certain modifica­
tions based on issues raised by the Di­
rector’s Advisory Committee and other 
commentators. The issues considered 
by the Director and a discussion of 
them follow.

The Draft EIS on the original 
Guidelines published in 1976 elicited a 
number of recommendations that 
greater detail be provided on NIH im­
plementation of the Guidelines for 
NIH grantees and contractors. They 
also recommended extending the 
Guideline standards to all public and 
private sectors where such research is 
being conducted. More specifically, 
commentators expressed the following 
concerns.

•That the membership of institu­
tional biohazards committees (IBCs) 
should include specialists in popula­
tion dynamics, ecology, and other dis­
ciplines;

•That the Draft EIS did not empha­
size relevant safety training for labo­
ratory personnel;

•That the NIH Guidelines had a far 
too limited scope, not reaching re­
search in the non-Federal sectors;

•That the termination of NIH funds 
for violation of the Guidelines may 
not be the best sanction;

•That the inspection, certification, 
and surveillance processes might not 
insure compliance;

•That more attention should be 
given to medical surveillance and epi­
demiologic measures in the event of 
possible infection of the laboratory 
worker or contamination of the envi­
ronment; and

•That local and State authorities be 
involved in the review and contain­
ment processes at the local level.

These comments were specifically 
addressed in the Final EIS. It was
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noted that the Guidelines established 
an administrative framework for as­
signing responsibility to insure safety 
in NIH-supported recombinant DNA 
research—a responsibility shared 
among principal investigators, their in­
stitutions, and NIH. The institutions 
were required to establish biohazards 
committees to carry out institutional 
responsibilities.

As discussed in the Final EIS, there 
were several factors contributing to 
the expectation that NIH grantees, 
contractors, and intramural scientists 
would comply with the Guidelines. 
They included the fact that noncom­
pliance could result in the termination 
of funding; that investigators and 
their institutions share responsibilities 
for compliance; and that peer pressure 
on investigators for compliance would 
be accomplished through responsible 
institutional officers, local biohazards 
committees, and NIH review.

The Final EIS also discussed, in re­
sponse to commentators, general Fed­
eral regulations of all such research to 
insure that work beyond the aegis of 
NIH would be done under the safety 
standards of the Guidelines. A Federal 
Interagency Committee, chartered by 
the Secretary of HEW with the ap­
proval of the President, was convened 
under the chairmanship of Dr. Donald
S. Fredrickson, Director, NIH. In 
March 1977 that committee with rep­
resentatives of all relevant research 
and regulatory agencies recommended 
to the Secretary of HEW that legisla­
tion be enacted to regulate all recom­
binant DNA research. HEW Secretary 
Califano had legislation developed in 
light of the committee’s recommenda­
tions. An administration bill drafted 
by the Department was introduced in 
the Senate by Senator Edward M. 
Kennedy, Chairman of the Subcom­
mittee on Health and Scientific Re­
search of the Senate Committee on 
Human Resources, and in the House 
by Representatives Paul C. Rogers, 
Chairman of the Subcommittee on 
Health and the Environment of thè 
Interstate and Foreign Commerce 
Committee. Congressional hearings 
were held, and respective committee 
bills were drafted, but not acted upon 
by Congress in its first session. New 
committee bills are pending congres­
sional action.

The PRG-NIH, Parts I through III, 
reflect in large measure the safety of 
many of the experiments that would 
be exempt from the Guidelines or al­
lowed at lower containment condi­
tions. These changes are now proposed 
following an assessment that there 
would be no significant impact on the 
environment from the proposed revi­
sions. The changes in Part IV largely 
reflect the concerns of the environ­
mental commentators for greater em­
phasis on training in occupational and

environmental safety and on explicit 
penalties for noncompliance. In addi­
tion, measures are provided that 
would allow private-sector engagement 
with the NIH, including registration of 
recombinant DNA activities.

To address occupational and envi­
ronmental health and safety concerns, 
several changes are proposed in the 
implementation, review, and monitor­
ing of recombinant DNA activities at 
the local and national levels, to insure 
appropriate safety practices and proce­
dures that would minimize any signifi­
cant environmental impact. These 
modifications primarily focus on a re­
structuring and amplification of Part 
IV, “Roles and Responsibilities,” and 
an important and significantly ex­
panded delegation of authority to 
local institutions.

These major changes from the 1976 
Guidelines, which extend beyond the 
PRG-RAC, have resulted from a care­
ful consideration of many comments 
received. The foremost concern during 
this process was to insure occupational 
and environmental safety, while at the 
same time refining the interdependent 
roles necessary to achieve this goal. 
Also, it was desirable to try to simplify 
and clarify administration of the 
Guidelines, as suggested by several 
commentators, thereby promoting a 
more successful application of their 
safety features. The revisions that 
have been proposed for Part IV repre­
sent a further step toward insuring 
the safe conduct of this research and 
minimizing the possibility of any unto­
ward environmental effects.

In response to several requests for 
expanding the applicability of the 
guidelines, institutions receiving NIH 
funds for recombinant DNA projects 
and their “biosafety committees” (the 
proposed new designation for bioha­
zards committees) are given responsi­
bility for reviewing all recombinant 
DNA work conducted at the institu­
tion regardless of source of funds. This 
increase in the scope of review will 
better insure the safe conduct of re­
combinant DNA research.

Further, biosafety committees 
(IBCs) have been given broader re­
sponsibilities. The PRG-RAC pro­
posed to allow the IBC’s to approve 
single-step reductions in containment 
levels in experiments with purified 
DNA of characterized clones. This is 
retained in the PRG-NIH. In response 
to other comments, however, it is 
deemed necessary to specify IBC re­
sponsibilities for determining contain­
ment levels required by the guidelines. 
The PRG-NIH requires the IBC’s to 
make independent evaluations of 
these containment levels. This should 
strengthen safety considerations local­
ly.

It was also suggested that NIH dele­
gate to biosafety committees the re­

sponsibility for approving or disap­
proving, on behalf of the institution, 
proposed recombinant DNA research, 
based on their independent assessment 
of the safety standards applied, and 
thiat IBC approval be sufficient for the 
research to proceed. NIH, through 
ORDA, would review all local commit­
tee actions to insure compliance with 
the guidelines, thereby maintaining 
national standards. This proposal has 
a number of advantages. It would sim­
plify previous approval procedures and 
minimize delays due to NIH adminis­
tration. Accountability for safe con­
duct of the research would reside at 
the local level, with appropriate Fed­
eral overview.

It is believed that incorporation of 
these recommendations for increased 
local authority would enhance imple­
mentation of the guidelines, since im­
portant responsibilities are clarified 
and more suitably located.

As mentioned earlier, another major 
change includes the restructuring and 
amplification of Part IV of the guide­
lines. Publication of the Director’s de­
cision on the 1976 guidelines, the draft 
EIS, and the PRG-RAC elicited nu­
merous comments calling for more dis­
cussion and information on implemen­
tation, particularly for further clarifi­
cation of responsibilities and roles at 
the local level. Accordingly, the con­
tents of Part IV are presented in a 
format different from the current 
guidelines and the PRG-RAC, with 
the intent of more clearly àlining the 
various duties.

At the request of several commenta­
tors, Appendix D, dropped from the 
PRG-RAC, has been revised and up­
dated as “Laboratory Safety Mono­
graph—A Supplement to the NIH 
Guidelines for Recombinant DNA Re­
search.” It provides a compendium of 
uséful safety information, including 
instructions on emergency procedures,, 
laboratory techniques for biohazard 
control, and decontamination and dis­
posal methods. Expanded to include 
complementary information on roles 
and responsibilities, it provides direc­
tions for the operation of a biosafety 
committee, suggestions to increase the 
biological safety officer’s efficiency, 
and more detail on the elements of a 
medical surveillance program. Criteria 
for certifying biological safety cabi­
nets illustrate the level of detail. It is 
believed that the PRG-NIH, strength­
ened by these additions, provide a 
higher measure of protection for re­
searchers, the public, and the environ­
ment.

Considerable attention has been fo­
cused on the institutional biosafety 
committees. Commentators have 
raised questions concerning the com­
mittees’ role, membership, and oper­
ation. Consideration of various sugges-
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tions has resulted in changes in the 
IBC membership requirements.

Noninstitutional representation is 
now proposed on biosafety commit­
tees, going beyond the PRG-RAC.

The role and responsibilities of the 
local biosafety committees have been 
restated and refined in response to nu­
merous comments. They are also 
strengthened by the required member­
ship of the biosafety officer. The 
PRG-RAC proposed the designation 
of a biological safety officer for each 
institution where P3- and P4-level re­
combinant DNA research was conduct­
ed, reflecting the practice of a growing 
number of American institutions and 
the recommendations of the British 
“Williams Committee Report.” The re­
quirement is intended to insure that a 
clearly designated individual will have 
the primary administrative responsi­
bility for the implementation of insti­
tutional policies and biosafety commit­
tee decisions.

A related issue which drew several 
comments and recommendations con­
cerned medical surveillance, or health 
monitoring. Responsibility for deter­
mining medical surveillance proce­
dures for research personnel was 
transferred from the principal investi­
gator to the institution, because the 
RAC felt that institutions would have 
access to a broader range of expertise.

Specific information on medical con­
ditions was moved to the laboratory 
safety monograph, which includes ad- 
ditinal recommendations on health 
monitoring and program content. Gen­
eral language describing the elements 
of a medical surveillance program was 
retained in Part IV as part of the insti­
tution’s responsibility.

The addition of information and the 
further emphasis on health monitor­
ing should enhance occupational 
health and safety at the local level. It 
should be noted that a collaborative 
effort is underway between NIH and 
the Center for Disease Control to es­
tablish a mechanism for providing 
emergency teams of experts to re­
spond to major laboratory accidents.

Probably no other issue generated as 
much comment as that of training. Ac­
cording to one commentator, training 
“probably represents the key to 
safety.” He goes on to say that any 
break in technique could destroy phys­
ical containment procedures. Indeed, 
training in good microbiological prac­
tices could be considered the first line 
of defense, as it serves to protect the 
worker as well as prevent contamina­
tion of the environment inside and 
outside the laboratory. The PRG-RAC 
proposed the addition of a require­
ment for the training of research per­
sonnel in the use of good microbiologi­

cal technique. In the PRG-NIH, the 
principal investigator must be trained, 
and must insure the training of labo­
ratory personnel, before undertaking 
recombinant DNA experiments. The 
laboratory safety monograph includes 
a section on “Laboratory Techniques 
for Biohazard Control” which de­
scribes good practices regarding pipet­
ting, centrifuging, and the use of sy­
ringes and needles. Altogether, train­
ing requirement s have been further 
emphasized and strengthened in the 
PRG-NIH.

Several commentators wanted train­
ing standards to be set in the Guide­
lines or by NIH, the institution, or the 
biosafety committees. Others opposed 
setting standards. Still others recom­
mended mandatory, formal evaluation 
and certification of investigators to 
test for competency in microbiological 
techniques. NIH is currently funding a 
Working Panel of the American Soci­
ety of Microbiology (ASM) which is 
considering standards of training in 
microbiological techniques for recom­
binant DNA research. Plans call for 
the dissemination of a report for the 
use of institutions, IBC’s, and princi­
pal investigators, once NIH receives 
the recommendation of the ASM 
Panel.

NIH considers it premature to re­
quire national certification, as suggest­
ed by some. There are so few models 
for formal training standards in bio­
medical research that NIH has decided 
to proceed cautiously, while continu­
ing to promote safety training. As yet, 
there is no consensus, no one best way 
to accomplish this training, and there­
fore the desired results may best be 
achieved by allowing institutions, bio­
safety committees, and investigators 
some flexibility. Meanwhile, NIH 
plans to develop courses to be based 
on the NIH/ASM standards and to 
offer them widely. The Laboratory 
Safety Monograph also contains a 
summary of safety training aids, mate­
rials, and courses offered by the NIH 
and others.

From the discussion of these issues, 
it should be evident that measures 
have been undertaken in the revision 
of Part IV of the Guidelines to empha­
size occupational health and safety. 
The principal measures would be the 
strengthening of training require­
ments and activities, the designation 
of someone in the institution as a 
member of the biosafety committee to 
handle biological safety questions gen­
erally, the delegation of more authori­
ty to the institution, and better defini­
tion of responsibilities at the local 
level. The impact of these actions will 
be the promotion of safer conduct of 
this research, thus affording a greater

measure of protection to the environ­
ment.

In summary, a key focus of public 
comment was on “procedural due proc­
ess” to insure public participation in 
the development of NIH recombinant
DNA policies. In response to those 
suggestions in several instances, op­
portunity for public comment is af­
forded through activities of the Direc­
tor, NIH, and the RAC. In addition, 
public representation on the RAC will 
be considered further, with a nomina­
tion process to insure a wide range of 
individuals for selection. New general 
compliance and registration sections 
have been included in the PRG-NIH 
that do not appear in the current 
Guidelines. These sections are directly 
responsive to stated concerns that the 
importance of these safety standards 
and procedures be emphasized.

NIH will continue to work closely 
with other relevant research and regu­
latory agencies, particularly the Envi­
ronmental Protection Agency and the 
Occupational Safety and Health Ad­
ministration. Both of these agencies 
are represented on the Federal Inter­
agency Committee on Recombinant 
DNA Research.

NIH has created over the past 2 
years several internal committees that 
are critically examining areas where 
work with potential biohazards is in­
volved in the laboratory.

Finally, a key concern of all com­
mentators was the need for programs 
in occupational and environmental 
safety which would include health sur­
veillance for laboratory personnel and 
the community. Recombinant DNA re­
search policies have stimulated a 
broad NIH commitment and interest 
in laboratory safety. NIH has a man­
date for national leadership in labora­
tory safety programs, and the pro­
posed revisions reflect full acceptance 
of that responsibility.

Append ix  A - l
Table: Comparison of Containment 

Levels
The following table compares the 

containment levels for all permissible 
types of recombinant DNA experi­
ments. It designates the levels under 
the Guidelines now in effect (since 
June 1976), under those proposed by 
the RAC (September 1977), and under 
the'present NIH-proposed revisions.

A dash (—) indicates that the catego­
ry is not classified in the edition of the 
Guidelines under which the dash ap­
pears.

It should be stressed that the table 
is not definitive, since the contain­
ment levels of the Guidelines have 
been redefined and other require­
ments modified.
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Appendix A

COMPARISON OF HIE CONTAINMENT LEVELS OF TOE 1976 GUIDELINES 
AND TOE PROPOSED REVISED GUIDELINES

INSERTED DNA GONTAIWENT LEVELS

____RAC PROPOSED NIH DIRECTOR'S
JINE 1976 GUIDELINES REVISED GUIDELINES REVISED GUIDELINES

PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL

Shotgun Experiments

1. Prim ate P4 EX2 P4 EKl P2 EK21o r  P3 EK3 o r  P3 EX3 —  .

2. Prim ate DNA fra n  un in fec ted  
c e l l s

— — P3 EK2 — ~

3. Embryonic prim ate P3 EX2 —

4. Mammals (o th e r  than  prim ates) P3 EK2 P2 EK2 P2 EK2
5. B irds P3 EK2 P2 EK2 P2 EK2
6. Cold blooded v e r te b ra te s P2 EK2 P3 EKl P2 EKl

o r  P2 EK2 o r  PI EK2
7. enbryonic and germ l in e P2 EK1 P2 EKl

o r  PI EK2
8 . producing p o ten t to x in s P3 EK2 — _

9. p o d u c in g  p o ten t p o lypetide  
to x in s

— — P3 EK2 P3 EK2

Lower eukaryo tes

10. producing to x in s , o r  a re  
pathogens

P3 EX2 — — — —

Shotgun Experiments (C ont.)

11. producing p o ten t po lypeptide  
to x in s , o r  a re  pathogens

— — P3 EX2 P3 EK2

12. producing non-polypeptide 
' to x in s

—  ' — P3 
o r  P2

EX1
EK2

P3 
o r  P2

EKl
EK2

13. producing to x in s  a f fe c tin g _ P3 EXl P3 EKl
EK2in v e r te b ra te s  o r  p la n ts . o r  P2 EK2 o r  P2

14. remainder o f  sp ec ie s P2 EX1 P2 EKl P2 EKl2
o r  PI EX2 o r  PI EK2

15. P la n ts P2 EKl P2 EKl P2 EKl
o r  PI EK2 o r  PI EK2

16. carry in g  pathogens o r  making 
dangerous products

P3 EK2 — —

1>. carry in g  pathogens o r  making 
p d ypeptide  to x in s

— - - P3 EK2 —

18. making p o ten t po lypeptide  to x in s — —# — — P3 EK2
19. making non-polypepjtide to x in s — — P3 EKl P3 EKl

o r  P2 EX2 o r  P2 FK2
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COMPARISON OF 'HIE CONTAINMENT LEVELS OF HIE 1976 GUIDELINES 
AND HIE PROPOSED REVISK) GUIDELINES

INSERTED UNA OOfTTAIMilMT LEVEIS

JUNE 1976 GUIDELINES
RAC PROPOSED 

REVISED GUIDELINES
NIH DIRECTOR'S 

REVISED GUIDELINES

PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL

Prokaryotes exchanging g e n e tic  
inform ation  w ith E. c o li

¿0. C lass 1 CDC agents PI EK1 — V PI EKl3

21. C lass 2 CDC agents P2 
o r  P2

EK1
EK2

— — P2 EKÍ3

22. Prokaryotes not exchanging genetic 
informât ion with E. coli

P3 
o r  P2

EKl
EK2

See P ro k aryo tic  
DNA recom binants 
(C ategories 24-26)

P2 
o r  PI

EKl
EK2

23. i t  pathogenic sp ec ie s P3 EK2 P3 EK2

Prokaryo tic  DNA recom binants

24. source o f DNA i s  ex ten siv e ly  
ch arac te rized

— — P2 FK1 
o r  PI EK2

- - —

25 source of DNA i s  not 
ex te n s iv e ly  c h arac te rized

— — P2 EK2 
o r  P3 _ EKl

~ —

26. source of DNA i s  pathogenic 
sp ec ie s — — P3 LX2 — —

C h aiac te rized  c lones *

2/ Species thaL exchange inform a 
t ion w ith E. c o li

PI EKl _ See C h arac te rized  c lo n es 
(Category 50)

28. Species th a t  do not exchan.*- ,< 
w ith F.. c o li

P2 LKl See C h arac terized  c lones 
(Category 50)

See C h arac te rized  c lo n es 
(Category 50)

29. P u r i f ied UNA o th e r  than 
Plasm ids/ Bactet  iophages, 
and O ther V i ru ses :

One s te p  reduction  in  physical 
o r  b io lo g ic a l containm ent fran  
th a t  used in  correspond irrj sh o t-  
g m  experim ents

Same Same, excep t fo r  p rim ate DNA 
(See Footnote #1)

Plasm ids, B acteriophages and 
Cither V iruses

Animal v iru se s P4 FK2 See C a tegories
o r  P3 EK3 32-41

when c lones shown to  be
free  o f harmful reg ions 

V ituses o f  Warm-Blooded V erteb ra tes

P3 EX2 See C a teg o ries  
32-41

DNA v iru se s  + t r a n s c r ip ts  o f  
r e tro v iru s  genomes

. — — P4 EXl 
o r  P3 EK3
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COMPARISON OF THE CONTAINMENT LEVELS OF TOE 1976 GUIDELINES 
AND TOE PROPOSES) REVISED GUIDELINES

INSERTED DNA OONTAIEWENT UEVEU3

ft
RAC PROPOSED NIH DIRECTOR'S

JUNE 1976 GUIDELINES REVISED GUIDELINES REVISED GUIDELINES

PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL

33. fo r  p u rif ie d  subgencmic 
segments o r  l e s s  than  com­
p le te  genone

— — P3 EK2 *

DNA t r a n s c r ip ts  o f  o th e r  TNA 
v iru se s

34. non-segmentod genone — — See C a teg o ries *
32-41

35. segmented genome -- — P3 EK2 *

V iruses o f  Cold-Blooded V erteb ra te s

36. DNA v iru se s  f  t r a n s c r ip ts  o f P4 EKl *

re tro v iru s  genomes — * o r  P3 EX2

37. fo r  p u r if ie d  subgenomic 
segments o r  l e s s  than  com­
p le te  genone _ _ P2 EX2 *

DNA t r a n s c r ip ts  o f  o th e r  RNA 
v iru se s

38. nan-segmented genome — — See C a teg o ries *

• 36-37

39. segmented genone — — P2 EK2 ♦

V iru ses o f  In v e rte b ra te s  and 
Protozoa

40. B aculoviruses, EPA re g is te re d ... — Pi EX2 *
o r  P2 EKl

41. , Other v iru se s — — Same a s  fo r  v iru se s  o f  
cold-blooded v e r te b ra te s

*

42. P la n t v iru se s P3 EKl P3 EKl *
o r  P2 EK2 o r  P2 EX 2

43. Prim ate m itochondria Pi EKl P3 EKl —  —

: - o r  P2 EK2 o r  P2 EX2

44. o th e r  eu k ary o tic  m itochondria l 
o r  c h lo ro p la s t  DNA

P? ’ EKl P2 EXl — - — -

45. Eukaryotic m itochondria l o r  
c h lo ro p la s t  DNA

-  • — — m P2 EKl

46. P rokaryo tic  plasmid o r  phage 
which exchange w ith  E. c o li

Same a s  shotgun 
co n d itio n s  fo r  host

— —
Sane a s  shotgun

co n d itio n s
fo r  h o st

47. when known no t to  c o n ta in  harm- PI IX l — — (See Footnote 13)
fu l genes, o r  p u r if ie d  segments
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COMPARISON OF TOE CONTAINMENT LEVELS OF TOE 1976 GUIDELINES 
AND THE PROPOSED REVISED GUIDELINES

INSERTED DNA CONTAINMENT LEVELS

RAC PROPOSED* NIH DIRECTOR'S
JUNE 1976 GUIDELINES REVISED GUIDELINES REVISED GUIDELINES

puysicAL BIOtvOGICAL PHYSICAL BIOLOGICAL PHYSICAL BIOLOGICAL

48. P ro karyo tic  plasmid and ~ Same as shotgun Same a s  shotgun Same a s  shotgun
phage which do no t exchange c o n d itio n s fo r  h o st c o n d itio n s fo r  h o st c o n d itio n s  fo r  ho st
inform ation  w ith  E. c o li

49. minimum containm ent P3 EKl —— _ '
o r  P2 EK2

50. C h arac te rized  Clones See C h arac te rized  c lones IBC may approve s in g le - IBC may approve s in g le -
(Category 27-28) s te p  red u ctio n  in  p h y sica l s te p  red u ctio n  in  p h y sical

o r  b io lo g ic a l containm ent o r  b io lo g ic a l containm ent, 
excep t fo r  prim ate DNA

Reduction o f  more than  one Reduction o f  more than  one
s te p  re q u ire s  NIH approval s te p , o r  re d u c tio n  o f  p r i ­

mate DNA re q u ire s  NIH 
ap p ro v al.

Animal H ost-V ector Systems

D efective  polyoma v iru s

51 . C ontaining DNA o f  non­
f a t  hogenic organism

P3 c u ltu red  c e l l s See C a teg o ries  58-60 **

52 . C ontaining c la s s  2 animal P4 c u ltu red  c e l l s See C a teg o ries  58-60 **
v iru s  sequences

53. when c lone shown to  c o n ta in
on ly .h a rm less reg ions P3 c u ltu red  c e l l s See C a teg o ries  58-60 **

D efec tive  SV40 v iru s

54. DNA fra n  any non-pathogenic P4 e s ta b lish e d  c e l l See C a teg o ries  61-65 **
organism  o r  C lass  1 v iru s l in e s

55. i f  in se rte d  segment i s P3 e s ta b lish e d  c e l l See C a teg o ries  61-65 hit
p u r if ie d  p ro k ary o tic  DNA o r  
p rev io u sly  cloned eu k ary o tic

l in e s

DNA wlxxse f  in c tio n  i s  known

56. i f  d e fe c tiv e  SV40 lack s P3 e s tab lis lie d  c e l l See C a teg o ries  61-65 hh
l a t e  reg ion , th e re  i s  no l in e s
h e lp e r v iry s , and no 
in fe c tio u s  v iru s  i s  being 
produced

57. i f  non-perm issive c e l l s  
transfonned

P3 e s tab lis lie d  non- 
perm issive c e l l  

l in e s

See C a teg o ries  61-:65 **

D efec tive  o r  in ta c t  polyoma 
v iru s

58. C ontaining DNA o f  C lass  1 o r  
C lass 2 b a c te r ia ,  except fo r

— — P3 c u ltu re d  c e l l s **

sp e c ie s  producing p o ten t 
polypeptide to x in s
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COMPARISON OF HIE OONl'AINMENT LEVELS OF THE 1976 GUIDELINES 
AND THE PROPOSED REVISED GUIDELINES

INSERITI) DNA CONTAINMENT LEVEIS

JUNE 1976 GUIDELINES

«IYSICAL BlOLXXïICAL

59. C ontaining DNA o f  eukaryote 
no t producing po ten t poly­
pep tide  to x in

Unconditionally d e fe c tiv e  polycma 
v iru s

60. Subyenanic segments o f  C lass  1 
o r  C lass 2 v iru se s  which do not 
re p l ic a te  in  mouse c e l l s

RAC PROPOSED 
REVISED GUIDELINES

PHYSICAL BIOLOGICAL

P3

P3

c u ltu re d  c e l l s

c u ltu red  c e l l s

Nili DIRECTOR'S 
REVISED GUIDELINES

PHYSICAL BIOLOGICAL

SV40 arid Atkinov iru s  Types 2 
and 5

Unconditionally defective by 
deletion in essential gene 
teg ion

61. i f  in se rte d  DNA i s  from
C lass 1 o r  2 b a c te r ia  (excep t 
fo r sp ec ie s  producing p o ten t 
polypeptide to x in s) o r  iro n  
eukaryote not producing 
po ten t polypeptide to x in

62. i f  in se rte d  DNA i s  p u rif ie d  
[v okaryo tic  segment, o r  
id e n tif ie d  segment o f 
euk ary o tic  DNA prev iously  
cloned in  p rokaryo tic
1 tost-vector system

63. Unconditionally defective 
by deletion in capsid genes

co n ta in ing  DNA frcm C lass 1 
agents

64.
i f  v e c to r  i s  known to  lie 
free  o f  complete v i r a l  
genome

66. SV40 o r  Ad. 2 and 5 DNA p lu s 
sd igenan ic  sequences from 
eu k ary o tic  organisms o r 
C lass 1 o r  2 agen ts; recom­
b in an t m olecule d e fe c tiv e  anti 
no v iru s  being produced

P4 c u ltu re d  c e l l s

P3 c u ltu red  c e l l s M l

— P4 e s ta b lish e d
c e l l  l in e

**

— P3 e s ta b lish e d  
c e l l  l in e

**

P3 non-perm issive
c e l l s
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NOTICES

A p p e n d i x  A

FOOTNOTES

1. Lowering of containment below these 
levels <i.e., for purified DNA or character­
ized clones) cannot be made solely by an in­
stitutional biosafety committee, but re­
quires NIH approval.

2. Plant pathogenic or synbiotic fungi that 
do not produce potent toxins are specifically 
included among the remainder of species in 
this class of lower eukaryotes.

3. It is expected that many of the prokar­
yotes that exchange genetic information 
with E. coli by known physiological process­
es will be exempted from these Guidelines 
by appearing on the “list of exchangers” 
(See Guidelines, Section I-E-4.)

•See table III of Guidelines, Section III- 
A-2-a-(2)-(e).

••See table IV of Guidelines, Section III- 
C-3.

A p p e n d i x  B-l
Table: Classification of NIH-Funded 

Experiments as of December 1976
The following table lists all P2 and 

P3 recombinant DNA research pro­
jects supported by NIH as of Decem­
ber 1977. The PI projects are roughly 
a 50-percent sample. The table desig­
nates the containment labels under 
the Guidelines now in effect (since 
June 1976), under those proposed by 
the RAC (September 1977), and under 
the present NIH-proposed revisions.

FEDERAL REGISTER, VO L. 43, N O . 146— FRIOAY, JULY 28, 1978
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A p p e n d i x  C

RESPONSES TO SOME COMMENTS ON THE
NIH ENVIRONMENTAL IMPACT STATE­
MENT, BY PUBLIC WITNESSES AT THE
DAC MEETING, DECEMBER 1 5 -1 6 , 1977

At the public meeting of the Adviso­
ry Committee to the Director, NIH, 
held at the National Institutes of 
Health in December 1977, witnesses 
representing environmental groups 
commented on the “Environmental 
Impact Statement on NIH Guidelines 
for Research Involving Recombinant 
DNA Molecules,” published by NIH in 
October 1977. Some of the comments 
and responses by the Office of the Di­
rector, NIH, are summarized below.

Comment 1. “The environmental 
impact statement does not respond to 
the arguments that any gene, if ex­
pressed out of its normal context, has 
the potential for being ‘harmful.’ Ap­
pendix K59-62” (of the EIS).

Response. Page 23 of the EIS (sec­
tion IV-C-1) states that the “stable in­
sertion of DNA derived from a differ­
ent species into a cell or virus (and 
thus the progeny thereof) may change 
certain properties of the host. The 
changes may be advantageous, detri­
mental, or neutral with regard to (a) 
the survival of the recipient species,
(6) other forms of life that come in 
contact with the recipient, and (c) as­
pects of the nonliving environment. 
Current knowledge does not permit ac­
curate assessment of whether such 
changes will be advantageous, detri­
mental, or neutral, and to what 
degree, when considering a particular 
recombinant DNA experiment.” This 
statement and subsequent elaboration 
acknowledges the commentator’s 
point—that any gene, if expressed out 
of its normal context, has a potential 
for doing harm. The EIS does not 
qualify here—does not limit itself to 
the effects of “harmful” genes, such 
as those coding for synthesis of a 
toxin. Section IV-C proceedes to dis­
cuss ways in which hazardous agents 
might be produced. Factors such as 
survival of the host cell, survival of 
vectors, and effects of hosts or vectors 
on other forms of life are considered. 
Moreover, the guidelines classify all 
DNA that might be manipulated, so 
that some measure of containment is 
required for any recombination. Thus 
“any gene” is covered.

Comment 2. “The EIS does not re­
spond to the argument that while E. 
coli K-12 does not normally colonize 
the human colon, it is incorrect to 
infer that this property renders it 
harmless to humans. Appendix K62- 
64.”

Response. The letter cited (Zimmer­
man, Environmental Defense Fund) 
argues that E. coli K-12’s survival per 
se is not the issue—that genetic ex­
change is. The point is covered in sec­

tion IV-C-l-b-(2) on page 29 of the 
EIS: “When a cell or virus dies, or 
comes close to or invades the tissue of 
another living organism, the re- com- 
binant DNA may effectively enter a 
new cell. A hazardous 
situation * * * might ensue if foreign 
proteins were manufactured in this 
‘secondary’ recipient” (et seq.). Fur­
ther treatment of the issue is present­
ed in section VI-C, page 76, under the 
heading “Transfer of Foreign DNA 
from E. coli K-12.” The EIS does not 
infer that the demonstrated reluc­
tance of E. coli K-12 to colonize the 
human intestine renders it entirely 
harmless. If that were so, there would 
be no guidelines as we know them, 
where experiments using this attenu­
ated organism are classified over the 
whole range of containment possibili­
ties.

Comment 3. .“The possibility that an 
organism containing chimeric DNA 
could possess properties exhibited by 
neither the host nor the organism  is 
not considered. No response to this in 
the EIS. Appendix K65.”

Response. Section IV-C-1 of the EIS, 
pages 23-31, describes the ways in 
which recombinant DNA experiments 
might be hazardous. Under the subti­
tle “The effect of bacteria and viruses 
containing recombined DNA on other 
forms of life, “there are sections ex­
plaining basic mechanisms whereby a 
recipient microorganism might be al­
tered with regard to its pathogenicity 
or toxicity as a result of a resident re­
combinant. “Foreign DNA inserted 
into a bacterial gene,” it is stated, 
“might so alter the microbial cell’s 
properties that it becomes harmful to 
other organisms. This might happen, 
for example, through a change in the 
growth rate and competitive advan­
tage of the recipient microbial cell, re­
sulting in increased virulence of a 
mildly pathogenic bacteria.” (EIS, p. 
29) The statement and those foil owing  
it are broad enough to include the pos­
sibility that “an organism con ta in ing  
chimeric DNA could possess properties 
exhibited by neither the host nor the 
organism” (which probably means 
“neither the foreign donor nor the 
host organism”). In other words, the 
EIS has nowhere denied this possibil­
ity and, indeed, addressed it in a gen­
eral way by considering the various 
mechanisms through which hazards 
might arise.

Comment 4. '‘There is no adequate 
response to the criticism that the pub­
lication of the EIS after the release of 
the guidelines negated the purpose of 
the National Environmental Policy 
Act, i.e., to secure broad public com­
ments on the guidelines and the policy 
of expansion they assume. Appendix 
K31.”

Response. The EIS on page 2 re­
sponds to the above criticism as fol­

lows: “Although NEPA assumes that 
such Federal actions will not be taken 
until the NEPA procedures are com­
pleted, the Director of NIH concluded 
that the public interest required im­
mediate issuance of the guidelines, 
rather than deferral for the months 
that would be required for completion 
of the NEPA process. 'This was be­
cause experiments utilizing recom­
binant DNA technology were proceed­
ing in various laboratories throughout 
the country with only general and 
purely voluntary restrictions.” The 
statement is still valid, and it is diffi­
cult to see how the NIH might better 
have acted in the public interest. NIH 
has pointed out elsewhere that the re­
lease of guidelines was a positive act in 
the interest of public safety, not an 
act that could in any way be construed 
as negative or hazardous.

Comment 5. “No response or correc­
tion of the lack of ‘classification 
system for pests and pathogens of 
plants and animals on the basis of 
their hazards to agriculture such as 
exists for etiologic agents of disease on 
the basis of their hazard to humans.’ ” 
Correspondence between Drs. John W. 
Littlefield and Peter Day, April 14, 
1977.

Response. The EIS addresses the 
guidelines’ treatment of plant and 
animal sources of DNA on page 120, 
first paragraph. It explains that the 
analysis of potential hazards in the 
EIS is given in a general way that is 
equally applicable to persons, animals, 
and plants. The section of the guide­
lines on plants has been expanded in 
the proposed revision. Specifications 
for plant host-vector systems provide 
safeguards in greenhouses, growth 
chambers, etc., that meet the stand­
ards for experiments involving other 
life forms. As to a classification 
system, a workshop on risk assessment 
of agricultural pathogens, comprising 
distinguished American plant patholo­
gists, was held on March 20-21, 1978 
(as announced on March 6 in the F e d ­
er al  R e g is t e r ) under the sponsorship 
of the U.S. Department of Agriculture, 
the National Science Foundation, and 
the National Institutes of Health. The 
report of this workshop constitutes ap­
pendix G. It was presented to the Re­
combinant Advisory Committee at its 
meeting on April 27-28, 1978, and was 
unanimously endorsed with certain 
minor amendments. The recommenda­
tions of the RAC have been adopted in 
the NIH Director’s proposed revised 
guidelines (PRG-NIH) with additional 
minor amendments to sections dealing 
with the use of plants and plant path­
ogens in recombinant DNA research.

Comment 6. “No response to Dr. 
Peter Albersheim’s concern over the 
use of the organism Agrobacterium tu- 
mefaciens in nitrogen-fixation work. 
Correspondence with Dr. Fredrickson,
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July 10, 1977. Comments (peach-col­
ored book) p.l.”

Response. The letter to Dr. Fredrick­
son, July 10 (actually to Dr. Gartland, 
July 5, and received July 10) com­
ments on the guidelines rather than 
the EIS. All letters received in re­
sponse to the draft EIS are included in 
appendix K of the final EIS and are 
responded to on page 113-137 of the 
final EIS. Our response to Comment 5 
above is also applicable to this com­
ment—i.e., the EIS discusses plants on 
pages 23 and 120, and further discus­
sion of this issue was held at the 
recent workshop on risk assessment of 
agricultural pathogens, which has led 
to changes in the PRG-NIH.

Append ix  D
DISCUSSION OP THE “ LIST OP EXCHANG­

ERS” CONSTITUTING APPENDIX A TO THE
GUIDELINES

Section I-E-4 of the Guidelines 
states that certain recombinant DNA 
molecules are exempt from the Guide­
lines. These are molecules that “con­
sist entirely of DNA segments from 
different species that exchange DNA 
by known physiological processes, 
though one or more of the segments 
may be a synthetic equivalent. A list 
of such will be prepared and periodi­
cally revised by the Director, NIH, on 
the recommendation of the Re- com- 
binant DNA Advisory Committee, 
after appropriate notice and opportu­
nity for public comment. Certain 
classes are exempt as of publication of 
these Revised Guidelines. The list is in 
Appendix A.”

The natural transfer of genes be­
tween bacteria occurs by transduction 
(bacterial virus-mediated), transforma­
tion (uptake of isolated DNA by a bac­
terial cell), or conjugation (plasmid- 
mediated transfer of genes between 
bacteria, requiring cell-to-cell contact). 
A reasonable generalization is that vir­
tually all closely related species of bac­
teria can exchange genes by transduc­
tion and transformation, the former 
limited by the relatively narrow host- 
range of transducing bacteriophage 
and the latter by the requirement, in 
the case of chromosomal DNA, for ho­
mology of DNA in most recombination 
events. Conjugal mating with ex­
change of DNA can occur between vir­
tually all Gram-negative bacteria, in­
cluding naturally occurring soil and in­
testinal species, when mediated by a 
plasmid of broad host-range (for ex­
ample, the Inc P-1 group plasmids). 
Recently, conjugal mating has also 
been shown to occur between strains 
of certain species of Streptococcus, a 
Gram-positive organism (for example, 
Streptococcus faecalis). To date, how­
ever, conjugal mating has not been 
demonstrated between Gram-negative 
and Gram-positive bacteria.

The relatedness of different micro­
bial species can be estimated by deter­
mining the extent of DNA homology 
between them or by studying the 
properties of different microorganisms 
in genetic crosses. As a general rule, 
organisms that show considerable ho­
mology of their nucleotide sequences 
under a standard set of experimental 
conditions have the capacity to mutu­
ally integrate chromosomal genes. For 
example, in the case of the Enterobac- 
teriaceae family of bacteria (includes 
Escherichia coli K-12), there is both 
extensive DNA-DNA homology (1) and 
chromosomal gene exchange, (2) with 
a reasonable correlation between the 
degree of DNA-DNA homology and 
the capacity to mutually integrate 
chromosomal genes.

Genetic relatedness, as indicated by 
a high level of DNA-DNA homology 
between different microorganisms, is 
not, however, an absolute requirement 
for the exchange of chromosomal 
genes between bacteria. In fact, chro­
mosomal gene transfer among diverse 
members of the Gram-negative group 
of bacteria has been demonstrated 
where the microorganisms involved 
show little or no DNA-DNA homology. 
In these cases the exchange of chro­
mosomal genes is promoted by a 
broad-host-range plasmid of the Inc P- 
1 incompatibility type. These plasmids 
mobilize the chromosomes of a wide 
variety of Gram-negative bacteria, in­
corporate segments of these chromo­
somes, and are capable of establishing 
themselves along with covalently- 
linked chromosomal genes in a wide 
range of Gram-negative bacteria. (3) 

Appendix A to the Guidelines con­
tains a list of documented cases of 
chromosomal gene exchange between 
a variety of bacteria and E. coli K-12 
where the gene exchange is promoted 
by Inc P-1 or other plasmids. The first 
ten entries in this table are members 
of the Enterobacteriaceae family of 
bacteria. The bacterial species in this 
fam ily not only show chromosomal 
gene exchange but, as indicated above, 
exhibit extensive DNA-DNA homol­
ogy. References listed at the end of 
this Appendix (4) provide documenta­
tion for the entries in Appendix A to 
the Guidelines. All entries in Appen­
dix A exhibit R-prime transfer (R 
plasmid carrying chromosomal genes) 
to E. coli K-12 mediated by the Inc P- 
1 or other plasmids.

The Recombinant DNA Advisory 
Committee at its April 27-28, 1978, 
meeting proposed three possible alter­
native lists for consideration by the 
Director, NIH, to become Appendix A 
to the Guidelines.

The first list with its criteria and en­
tries was as follows:

The following organisms of the Entero- 
bacteriaecae family exhibit chro- mosomal 
DNA relatedness (20 percent or more ho­

mology of DNA of various pairs tested) and 
genetic recombination or R-prime (R plas­
mid carrying chromosomal genes) transfer 
to JS’, coli K-12 mediated by the Inc P-1 
plasmids.

All species of the following genera:
1. Escherichia (including E. coli K-12)
2. Shigellae
3. Salmonella
4. Enterobacter
5. Arizona
6. Citrobacter
7. Klebsiellae

In addition, the following species:
1. Erwinia amylovora
2. Erwinia dissolvens
3. Erwinia minipressuralis
4. Serratia marcescens
5. Levinea malonatica
6. Levinea amalonatica

The second list proposed by the 
RAC included all the members of the 
first list but added additional mem­
bers. The criteria used are that all the 
members of the list exhibit R-prime 
transfer (R plasmid carrying chromo­
somal genes) to E. coli K-12 mediated 
by the IncP-1 or other plasmids. This 
is the list which (which certain dele­
tions) was selected by the Director, 
NIH to become Appendix A to PRG- 
NIH. The references supporting the 
entries to this list are give (4) at the 
end of this Appendix.

The third list included all the mem­
bers of the second list but adds addi­
tional members. This list, with its cri­
teria and entries, was as follows:

The following genera and/or species pos­
sess R plasmids (including R plasmids of the 
IncP-1 group) transferable to E. coli K-12.
1. All members of the Enterobacteriaceae 

family
2. Vibrio species (except Vibrio para- hemo- 

lyticus)
3. Pseudomonas species
4. Rhizobium  species
5. Acinetobacter calcoaceticus
6. Agrobacterium tumefaciens
7. Rhodopseudomonas sphaeroides
8. Caulobacter crescentus
9. Proteus species
10. Achromobacter species
11. Aeromonas salmonieida
12. Alcaligenes faecalis
13. Bordetella bronchiseptica
14. Myxococcus xanthus
15. Neisseria gonorrhoeae
16. Pastuerella hemolytica
17. Pastuerella multocida
18. Yersinia species (excludes Y pestis. since 

it is a Class 3 agent)
19. Xanthomonas species

In addition, recombinant DNA experi­
ments between H influenzae and H. parain­
fluenzas are exempt on the basis of exten­
sive DNA homology.

R e f e r e n c e s

1. Brennei D J. (1977). Characterization 
and Clinical Identification o f Entero- bac- 
teriaceae by DNA Hybridization. In Pro­
gress in Clinical Pathology 7 71-118.
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A ppend ix  E
D epartment of H ealth, 
E ducation, and W elfare,

P ublic H ealth S ervice, 
N ational Institutes of Health, 

Bethesda, Md. March 16, 1978.
D r. D onald S . F redrickson,
Director, National Institutes of Health, 9000 

Rockville Pike, Bethesda, Md.
D ear Dr. F redrickson: On January 26-28, 

1978, a joint UJS.-EMBO Workshop to 
Assess Risks for Recombinant DNA Experi­
ments Involving the Genomes of Animal, 
Plant, and Insect Viruses was held in Ascot, 
England. The workshop was sponsored by 
the NIH at your request, in response to dis­
cussions concerning viruses at the Director’s 
Advisory Committee meeting of December 
1977. The workshop was attended by 27 sci­
entists from the United States, the United 
Kingdom, West Germany, Finland, France, 
Sweden, and Switzerland. The participants 
were invited because of their scientific ex­
pertise and not as representatives of any 
government or of any policymaking group.

The primary purpose of the meeting was 
to conduct a scientific and technical analy­
sis of possible risks associated with cloning 
eukaryotic viral DNA segments in E. coli K- 
12 host-vector systems and with the use of 
eukaryotic viruses as cloning vectors in 
animal, plant, and insect systems. In addi­
tion, there were general discussions of the 
possible importance of recombinant DNA 
technology for the solution of problems in 
basic and applied virology and of the classi­
fication of viruses with respect to the 
hazard that laboratory research with them  
might pose to the laboratory worker or to 
the community.

A report of the discussions and conclu­
sions of the workshop is transmitted to you 
along with this letter. A draft of this report 
was sent to the members for comment and 
revision, and this final version is based, on 
the replies of all the participants. In view of 
the favorable responses, we feel that thin 
report will receive the support of virologists 
in general. We hope that it will be useful to 
you and the various national committees 
that are considering containment levels for 
this type of recombinant DNA research.

Since this is the report of an international 
group, we generally avoided reference to 
any particular set of containment condi­
tions. Rather, we anticipate that the various 
national committees will use this report as 
the scientific basis for setting the contain­
ment conditions they feel appropriate. 

Sincerely,
Malcolm A. M artin , 
Laboratory o f Biology 

of Viruses, NIAID.
W allace P. R owe, 

Laboratory of Viral Diseases, 
NIAID.

J ohn  T ooze,
Executive Secretary, European Molec­

ular Biology Organization, Heidel­
berg.

Co-Chairmen.
REPORT OP U.S.-EMBO W ORKSHOP TO 

ASSESS R ISK S FOR RECOMBINANT DNA 
EXPERIMENTS INVOLVING THE GENOMES 
OF ANIMAL, PLANT, AND INSECT VIRUSES

This is the report of a joint U.S.- 
EMBO workshop held in Ascot, Eng­
land, January 27-29, 1978, which was 
convened to discuss the possible risks
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of recombinant DNA experiments in­
volving the DNAs of animal, plant, 
and insect viruses. The 27 scientists in 
attendance (see attached roster) had 
expertise in clinical infectious disease; 
public health, medical and diagnostic 
virology; the biology of virus infection; 
biochemical virology; and plant, insect, 
and veterinary viruses. Five of the par­
ticipants are actively engaged in re­
combinant DNA experimentation. A 
consensus statement of the discussions 
in the areas of pathogenesis and epide­
miology of viral diseases, potential 
benefits of recombinant» DNA experi­
ments involving eukaryotic viral DNA, 
viral hazard classifications, and clon­
ing in prokaryotic and eukaryotic sys­
tems is presented below. The group’s 
conclusions, with respect to possible 
risks of recombinant DNA experi­
ments involving viruses are based on 
the best available scientific data de­
rived from publications, knowledge of 
current activities in the field of viro­
logy, and first-hand experience in the 
virology laboratory.

Introduction
Viral disease is a complex process 

that involves a series of critical steps; 
these include entry of the virus parti­
cle into the host, infection of specific 
cells at the portal of entry, replication 
of the virus in the infected cells, and 
usually, the spread of the progeny 
virus particles within the infected host 
to other susceptible cells. Depending 
upon the nature of the particular viral 
agent, the deleterious effects for the 
host, if any, may result from cytolytic 
activity, cellular transformation, 
chronic cellular dysfunction, or the 
provocation of an injurious immunolo­
gical response. Viruses contain 5 to 150 
or more genes and their coordinated 
functioning is required for viral 
growth and, consequently, for survival 
of the virus in nature. Even though we 
do not generally understand the pre­
cise role of each viral gene product, it 
seems clear that viral infection and 
disease production requires proper 
functioning of most, if not all, viral 
genes and, in general, is not a conse­
quence of any single viral gene prod­
uct. In the case of oncogenic papova- 
viruses, transforming retro- viruses 
and possibly adenoviruses, individual 
viral genes are thought to be responsi­
ble for the transforming properties of 
the virus.

Recombinant DNA experiments 
have already yielded new information 
about the structure and control of ex­
pression of genes in higher organisms 
that could not have been obtained by 
conventional techniques. DNA cloning 
provides unparalleled opportunities to 
explore the basic biology of a n im a l  
and plant viruses. Virologists will be 
able to probe more deeply into the 
control of viral gene expression and
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discover phenomena of general cell 
biological significance; techniques will 
be more readily available to elucidate 
the sequence of viral nucleic acids, to 
shed light on the role of viral gene 
products in pathogenicity, and eventu­
ally, to understand the molecular biol­
ogy of animal and plant viruses to the 
extent that some bacteriophages are 
now understood. It seems apparent 
that this new information will lead to 
a deeper understanding of viral dis­
eases and to new ways of combating 
them. In the immediate future the 
ability to obtain useful amounts of 
pure viral genomes and subgenomic 
fragments that cannot be obtained by 
other means will provide scientists and 
physicians with invaluable and inex­
pensive diagnostic protein and nucleic 
acid reagents. In the more distant 
future it should be possible to use 
gene cloning techniques to obtain 
large amounts of viral proteins; one 
practical benefit from such develop­
ments might well be effective and safe 
vaccines for control of diseases caused 
by hepatitis viruses, herpesviruses and 
influenza viruses and many other vir­
uses, both known and, as yet, un­
known.

In addition to being able to clone 
viral genes in bacteria we are now able 
to envisage using certain animal vir­
uses as vectors for the propagation of 
foreign genes in animal cells; a similar 
system for exploiting a plant virus, 
cauliflower mosaic virus, to clone for­
eign genes in plant cells may shortly 
become available. The chief impor­
tance of animal and plant virus vectors 
is that they can be used to carry genes 
into cells in which they may,be fully 
expressed as well as propagated. By 
using specifically designed viral vec­
tors it may eventually prove possible 
to deliver a specific gene to specific 
target cells; such techniques have ob­
vious medical, economic, and agricul­
tural applications but their realization 
will depend upon a great deal of basic 
research.

VIRAL CLASSIFICATION SYSTEMS AND
RECOMBINANT DNA EXPERIMENTATION

The group extensively discussed the 
current safety procedures for holding 
and handling in the laboratory certain 
animal viruses, in particular those 
likely to be used in cloning experi­
ments in the foreseeable future, either 
as vectors or as the sources of the nu­
cleic acids to be cloned. Inevitably the 
recommended safety measures for 
using animal (and plant) viruses in re­
search vary from country to country. 
In the context of recombinant DNA 
research, which involves a novel set of 
circumstances, none of the available 
classifications of viruses according to 
the risks they pose is entirely satisfac­
tory. A list of animal viruses was 
therefore prepared and the viruses
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were ranked according to their known 
hazard on the basis of: (a) The sever­
ity of human disease that they can 
cause, particularly in persons exposed 
in the laboratory; (b) their potential 
for infecting laboratory workers; (c) 
the risk that a laboratory infection 
might result in spread to the commu­
nity; and (d) the impact such spread 
might have on the community or envi­
ronment (table 1). In this list four bac­
teria and one rickettsial agent with 
different pathogenic potentials have 
also been included as a frame of refer­
ence for the 22 viruses identified. Be­
cause of time constraints, many 
animal viruses, particularly those of 
agricultural and veterinary impor­
tance, were not included in the table. 
Although not comprehensive, the list 
contains most of those animal viruses 
that have been previously mentioned 
in the context of recombinant DNA 
experiments.

This list can also serve the very 
useful function of a reference scale, fa­
miliar to both microbiologists and cli­
nicians, for expressing the degree of 
concern that a given conjectural 
hazard may engender, by comparison 
to a known biohazard.

CLONING VIRAL DNA’S IN  E. COLI K -1 2

The cloning of viral DNA’s and 
cDNA’s in E. coli K-12 using EK1 and 
EK2 plasmid and lambda phage vec­
tors was discussed in light of the con­
clusions of the Falmouth meeting that 
E. coli K-12 is not pathogenic and 
does not efficiently colonize the verte­
brate digestive tract (Gorbach, 1978). 
Not for want of trying, the partici­
pants were unable to envisage a se­
quence of events which could occur 
with significant probability that would 
allow E. coli carrying either whole 
DNA genomes of certain viruses or 
subgenomic fragments of virtually any 
virus to lead to disease. The question 
was also raised as to whether or not, in 
the extremely remote possibility that 
all of the biological and physical con­
tainment barriers broke down, intesti­
nal bacteria carrying cloned whole 
viral genomes might bypass the natu­
ral barriers to infection by the virus 
particle. As summarized in the follow­
ing section, the group concluded that 
the probability that K-12 organisms 
carrying viral DNA inserts could repre­
sent a significant hazard to the com­
munity was so small as to be of no 
practical consequence.

Risk assessment analysis for cloning 
viral DNA in E. coli K-12.* The follow­
ing is a summary of the workshop dis­
cussions dealing with possible mecha­
nisms of risk resulting from the clon­
ing of genetic material of eukaryotic 
viruses (i.e., viruses of animals, plants,

‘This portion of the report was prepared 
subsequent to the U.S.-EMBO workshop by 
Drs. Martin and Rowe.

or lower eukaryotes) in E. coli vector 
systems.

We started with the extremely un­
likely “worst case” assumption that a 
recombinant molecule containing eu­
karyotic viral genome sequences has in 
some way become established in wild 
type E. coli and has thereby become 
disseminated throughout the bowel 
flora of vertebrates. Given this hypo­
thetical set of conditions, what conse­
quences could be envisaged? For the 
purposes of analysis the discussions fo­
cused on two issues.

First: The mechanisms by which the 
viral nucleic acid might gain access to 
cells of the host; and 

Second: The nature of the inserted 
viral sequences.

Access of the viral genome to cells of 
the vertebrate host might conceivably 
result from virus particles formed 
within the bacterium or from release 
of viral nucleic acid into the proximity 
of, or into, host cells; this could occur 
either in the intestine or at the site of 
extraintestinal E. coli infection.

Production of infectious virus parti­
cles by bacteria carrying the recombin­
ant DNA molecules was considered to 
be virtually impossible, regardless of 
the completeness of the viral genome 
or the nature of the eukaryotic virus 
from which it was derived. The basis 
for this high degree of assurance is in 
large part our great understanding of 
the molecular biology of virus replica­
tion. The nature of regulation of gene 
expression in prokaryotes is clearly 
different from that in eukaryotes as 
particularly exemplified by the ab­
sence in prokaryotes of RNA splicing 
mechanisms (Berget el al., 1977; Aloni 
et al., 1977; Lavi and Groner, 1977; 
Mellon and Duesberg, 1977; Chow et 
al., 1977; Klessig, 1977; Dunn and Has­
sell, 1977), RNA capping (Moore, 1966; 
Stavis and August, 1970; Blattner and 
Dahlberg, 1972; Maizels, 1973; Wei and 
Moss, 1975; Furuichi et al., 1975a; 
Keith and Fraenkel-Conrat, 1975; 
Abraham et al., 1975; Furuichi et al., 
1975b; Dubin and Taylor, 1975; Perry 
and Scherrer, 1975; Moss and Koczot, 
1976) and differences in messenger 
RNA biogenesis, polyadenylation 
(Kates and Beeson, 1970; Darnell et 
al., 1971; Mendecki et al., 1972; Philip- 
son et al., 1971; Weinberg et al., 1972; 
Ehrenfeld and Summers, 1972; Prid­
gen and Kingsbury, 1972), and riboso- 
mal binding sites (Shine and Dalgamo, 
1974; Steitz and Jakes, 1975; Hagen- 
buchle et al., 1978). The expression of 
a n im a l viral mRNA in E. coli transla­
tion systems is not accurate; in one 
well studied system, poliovirus, inter­
nal initiation signals are read which 
result in premature chain termination 
(Rekosh et al., 1970). Thus neither the 
synthesis of proper mRNA nor its 
translation into viral protein is likely 
to occur in E. coli.
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Virus replication requires the regu­

lated and coordinated function of mul­
tiple enzyme systems derived from 
both the host and the viral genomes; it 
seems most unlikely that any prokar­
yote contains the complement of en­
zymes required for the synthesis of an 
infectious animal virus. Animal viruses 
have evolved to be adapted to replica­
tion in eukaryotic cells; except for the 
instances where they have coevolved 
to replicate in insect vectors, animal 
and plant viruses show a high degree 
of specificity for cells of a particular 
class or species of host cell or even a 
particular differentiated cell type. 
Further, there is no verified example 
of the replication of a virus of eukar­
yotes in bacteria, or conversely, the 
replication of a bacterial virus in any 
eukaryote. Consequently, since it was 
not considered possible for recombin­
ant DNA containing a viral chromo­
some to produce intact virus particles 
in E. coli, the group felt secure in fo­
cusing on models involving host cell 
exposure to viral nucleic acid rather 
than viral particles.

In a model in which recombinant 
DNA-containing organisms are con­
fined to the lumen of the intestine, 
the possibility of viral RNA or DNA 
gaining access to mucosal cells is ex-< 
tremely remote. First: The large 
amounts of nucleases in the intestinal 
contents would rapidly destroy the re­
combinant molecules (Maturin and 
Curtiss, I9TII. Second: The efficiency 
of infection of cells by viral nucleic 
acid molecules, even in the presence of 
chemical potentiators, is extremely 
low, both in vitro and in vivo CEllem 
and Colter, 1961; Amstey and Park- 
man, 1966; McCutchan and Pagano, 
1968; Graham and van der Eb, 1973; 
Israel et al., 1978a:. Third: Since 
animal experiments indicate that po­
lyoma viral I >NA cannot initiate infec­
tion when administered by the oral or 
nasal routes (Israel et al., 1978a), it is 
likely that nucleic acids cannot infect 
across mucous membranes.

Consequently, the only model to 
which serious attention must be di­
rected is one in which the hypotheti­
cal bacterium carrying the viral re­
combinant DNA gains access to the 
body tissues. Two cases can be consid­
ered. With minor transgressions of the 
intestinal mucosa that allow brief pen­
etration of organisms into the intesti­
nal wall, lymphatics, or the protal cir­
culation, the bacteria would be ingest­
ed by phagocytes. In phagocytes, bac­
teria are lysed and their nucleic acid is 
released in the nuclease-rich lyso­
somes; the effectiveness of the lysoso­
mal enzymes virtuall guarantees that 
no nucleic acid could survive to cause 
infection (Bénsch et al., 1964; Carrara 
and Bernardi [19681; Arsenis et al., 
1970).

The second case, extraintestinal in­
fection such as urinary tract or surgi­
cal wound infection, deserves serious 
consideration, but it must be pointed 
our that this would occur in only a 
fraction of individuals. In this context 
the consequences of the infection 
would be a function of the nature of 
the viral DNA inserted in the recom­
binant DNA molecule. We considered 
the following classes of DNA inserts: 
(1) Subgenomic segments of nononco- 
genic viruses; (2) transforming seg­
ments of oncogenic viruses; (3) cDNA 
prepared from the genome of segment­
ed RNA viruses; (4) cDNA copies con­
taining the complete viral genome of 
nonsegmented RNA viruses and (5) 
complete DNA viral genomes. The 
workshop participants reached the 
conclusion that viral inserts should be 
thought in terms of three classes of 
risk: Those for which there was no 
risk of a harmful outcome, and those 
for which a possibility of harm, how­
ever remote, could be envisioned. The 
latter were then divided into those sce­
narios which may well in reality be im­
possible, and those which are felt to be 
possible.

Those inserts for which the group 
could not construct any realistic harm­
ful scenario were: (1) Subgenomic seg­
ments of nontransforming RNA or 
DNA viruses; (2) cDNA copies from 
RNA viruses with segmented viral gen­
omes and (3) cDNA’s of the complete 
genome of negative strand RNA vir­
uses.

(1) Subgenomic segments (meaning 
small portions of the viral genome 
lacking genes needed for replication of 
the virus) of nontransforming viruses 
are considered to be harmless because 
of the absence of any known example 
of an individual viral encoded protein 
which can act exogenously on cells. 
With the exception of some glycopro­
teins when added to cell cultures in 
high concentrations (Scheid and 
Choppin, 1974; McSharry and Chop- 
pin, 1978), viral proteins do not induce 
cell damage from without.

(2) Reverse transcripts of RNA vir­
uses with segmented genomes cannot 
be envisaged as carrying any risk of 
producing infectious virus even when 
the cDNA is made from unfractionat­
ed nucleic acid preparations. It would 
be virtually impossible to ligate to­
gether a complete DNA copy, and if 
this ever did occur, we cannot envisage 
any way that the proper length RNA 
genome segments could be transcribed 
therefrom.

(3) Cloning of reverse transcripts of 
negative strand RNA viruses is viewed 
as being free of risk. With these vir­
uses, the process of viral mRNA and 
genomic RNA synthesis is complex, 
and the Workshop participants could 
not envisage a set of circumstances in 
which RNA segments, transcribed

from a DNA template, could eventuate 
in the synthesis of progeny virus. This 
is based on the fact that the nucleic 
acid of negative strand RNA viruses 
(either the plus or minus strand) has 
never been shown to be infectious for 
cells (Kingsbury, 1966; Baltimore et 
al., 1970; Wagner, 1978) presumably 
because of their unique molecular biol­
ogy. Infection by negative strand vir­
uses requires the activity of the virion 
associated transcriptase (Baltimore et 
al., 1970; Cormack et al., 1971; Szilagyi 
and Pringle, 1972); this enzyme cata­
lyzes the synthesis of multiple (seg­
mented) functional plus strand mRNA 
molecules from the input minus 
strand (Bratt and Robinson, 1967; 
Huang et al., 1970; Mudd and Sum­
mers, 1970; East and Kingsbury, 1971; 
Weiss and Bratt, 1976; Freeman et al., 
1977). A polypeptide specified by one 
of these mRNAs then modifies the 
virion transcriptase to function as a 
replicase mediating the synthesis of a 
complete unsegmented plus strand of 
RNA, the template for synthesis of 
progeny minus stand RNA molecules. 
The minus strand has no messenger 
function (Huang et al., 1970; Grubman 
and Summers, 1973; Kingsbury, 1973; 
Morrison et al., 1974). Thus, to initiate 
the infectious process both a full 
length RNA transcript (to serve as 
template) and the segmented plus 
strand transcripts, capped for function 
as mRNA, would be required. This 
would necessitate either the transcrip­
tion of both DNA strands by cellular 
RNA polymerase or the synthesis of a 
full length transcript as well as prop­
erly terminated, segmented transcripts 
from the minus strand DNA. These 
are obviously extremely unlikely 
events.

There were two classes in which it 
was considered that a risk scenario 
might be constructed but which might 
indeed be impossible; these involve the 
cloning of the transforming segments 
of DNA viruses or of transforming re­
troviruses, and the cloning of complete 
reverse transcripts of plus-strand RNA 
viruses. The model involving subgeno­
mic, transforming segments postulates 
release of recombinant DNA molecules 
by lysis of E. coli in the tissues, and in­
tegration of the transforming gene 
segment into the DNA of host cells. 
While this eventuality cannot be ruled 
out, it was considered to have a very 
low probability in view of the ineffi­
ciency of transforming cells with viral 
nucleic acid (Aaronson and Martin, 
1970; Graham et al., 1974; Abrahams 
et al., 1975) and the fact that integra­
tion of transforming DNA would occur 
in only a few cells in any one individu­
al and, in the presence of competent 
immuno- surveillance, would be most 
unlikely to result in a tumor (Habel, 
1961; Sjogren, 1964; Sjogren et al., 
1967; Costa et al., 1977). Transplanta-
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tlon studies with primary tumors and 
transformed tissue culture cells indi­
cate that large numbers of cells are re­
quired to initiate tumor growth; in 
general, only after adaptation effected 
by long passage in animals do small 
numbers of cells produce tumors (Sjo­
gren, 1964; Klein, 1975). In this regard, 
it should be noted that there is over­
whelming evidence that humans are 
highly effective in averting tumorigen- 
esis by DNA viruses. Man, and many 
other vertebrates as well, are infected 
repeatedly with DNA viruses (e.g., pa- 
povaviruses and adenoviruses) that 
contain the transforming regions dis­
cussed above (Huebner et al., 1954; 
Hilleman, 1957; Shah et al., 1973; Pad­
gett and Walker, 1973; Brown et al., 
1975; Shah and Nathanson, 1976). 
Some of these viruses are even known 
to induce tumors in laboratory ro­
dents, yet, despite intensive search, 
none of these has been reproducibly 
associated with the etiology of any 
malignancy in humans (Mackey et al., 
1976; Fiori and DiMayorca, 1976; Wold 
et al., 1978; Israel et al., 1978b).

The risk scenario whereby a cDNA 
transcript of a positive strand RNA 
virus leads to infection of the host was 
considered to have a finite but low 
probability. In this model, extraintes- 
tinal infection by the bacterium carry­
ing the recombinant DNA results in 
the recombinant DNA molecule, or 
plus strand RNA transcripts thereof, 
entering into host cells with resultant 
productive viral infection. Neither car­
ries a risk if the cDNA insert is not a 
complete copy of the RNA genome. 
Unless a deliberate attempt is made to 
select full-length cDNA molecules for 
ligation to prokaryotic DNA vectors, 
the vast majority of recombinant DNA 
molecules will contain only a segment 
of viral specific DNA and, as a conse­
quence, the likelihood of cloning the 
whole genome will be low.

The major block to synthesis of in­
fectious RNA from the recombinant 
DNA molecule either in the prokaryo­
tic or eukaryotic cell would be the in­
accurate initiation of transcription. 
There is no reason to believe that the 
5' terminus of the viral genome would 
generate a binding site for either pro­
karyotic or eukaryotic RNA polymer­
ases following reverse transcription 
into DNA. Rather, RNA synthesis 
would be initiated either:

(1) Internally, by a random initi­
ation process which would yield nonin- 
fectious molecules;

(2) Upstream, either at a prokaryotic 
promoter or at a random initiation 
site, in the eukaryotic cell which 
would generate a leader sequence lack­
ing the appropriate recognition signals 
for binding to eukaryotic ribosomes 
(Shine and Dalgarno, 1974; Steitz and 
Jakes, 1975; Hagenbuchle et al., 1978). 
To produce infectious RNA from such
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a primary transcript, a site-specific 
cleavage would have to occur;

(3) At the 5' terminus by random ini­
tiation, but this undoubtedly would be 
an extremely rare event.
A n y  full-length plus strand transcripts 
synthesized in E. coli would have to 
escape degradation by extracellular ri- 
bonucleases following their release 
from bacteria and then initiate an in­
fection in a sensitive cell, which, under 
the best conditions in the laboratory, 
is an extremely inefficient process 
(Ellem and Colter, 1961).

Further studies of this type of viral 
DNA insert would clearly be desirable.

The cloning of the complete genome 
of DNA viruses (including proviral 
forms of retroviruses) provides a sce­
nario felt to carry a finite probability 
of risk, but this too is considered ex­
tremely low. Since viral DNA mole­
cules are generally infectious, any situ­
ation in which the complete viral 
genome, without deletion or substitu­
tion, is excised from the recombinant 
molecule could conceivably lead to in­
fection. In particular, circular DNA 
genomes, cleaved with a single cut re­
striction enzyme and ligated to a pro­
karyotic vector, provide such a condi- 
tion; however, for accurate excision 
one must postulate the unlikely even­
tuality of the recombinant molecule 
being brought in contact with the 
same restriction enzyme used during 
the insertion of the DNA segment into 
the vector. Complete viral genomes 
could also be generated from a recom­
binant molecule in the case of oli­
gomers of viral DNA inserts; a com­
plete copy of the viral DNA could then 
be generated by intramolecular recom­
bination. Full length linear DNA mole­
cules inserted into a vector by oligo 
dA-oligo dT tailing or by addition of 
other linker molecules would be un­
likely to excise accurately terminating 
genomes.

Given that it is conceptually possible 
to generate infectious molecules from 
recombinant DNA containing the com­
plete genome of DNA viruses, it is im­
portant to assess the factors that 
would result in such infectious DNA 
causing disease. The probability that 
the excised molecules would infect 
host cells is of course relatively low in 
view of the inefficiency of infection by 
naked DNA (Ito, 1960; Burnett and 
Harrington, 1968; McCutchan and 
Pagano, 1968; Mayne et al., 1971; 
Graham and van der Eb, 1973; Sol and 
van der Noordaa, 1977). Another im­
portant factor in such a scenario is the 
susceptibility of neighboring cells to 
the virions produced by a cell infected 
with the infectious DNA. If the sur­
rounding cells were not sensitive to 
the virus itself, the initially infected 
cell, producing virions, could not 
spread this infection to other cells or 
tissues; in the absence of virus spread

there would be no risk other than the 
possible transformation of a small 
number of cells, in the case of onco­
genic viruses, as discussed above. Only 
if the host was sensitive to the virus 
would spread occur; this would not be 
different from infection with the virus 
itself and would not generally repre­
sent a unique biohazard. Futher study 
of this type of viral DNA insert would 
be extremely useful. i 

Recapitulation. It should be noted 
that these model scenarios were not 
constructed from an anthropocentric 
viewpoint, but apply generally to any 
model in which vertebrates are colo­
nized by the E. coli carrying the re­
combinant molecule.

To recapitulate, even assuming a 
worst case situation, this analysis 
leads qs to conclude that cloning the 
subgenomic segments of nononcogenic 
viruses, the complete genome of nega­
tive strand RNA viruses, and any part 
of the genome of segmented viruses 
carries no risk of generating a bioha­
zard. Second: It is possible to construct 
conceivable but extremely unlikely 
sets of circumstances resulting in a 
biohazard from the cloning of the 
transforming segment of oncogenic 
viruses. And, third: It is possible to en­
visage feasible biohazard scenarios 
from cloning of the complete genome 
of DNA viruses or the entire genome 
of plus strand RNA viruses but even 
these carry little possibility of risk. 
When this analysis is combined with 
the immense unlikelihood of generat­
ing this worst case scenario in the first 
place, given good laboratory practice 
and the safety inherent in use of ap­
proved E. coli K-12 host-vector sys­
tems (Gorbach, 1978), the group felt 
strongly justified in concluding from 
available scientific information that 
viral genomes or fragments thereof, 
cloned in E. coli K-12 using approved 
plasmid or phage vectors pose no more 
risk than work with the infectious 
virus or its nucleic acid and in most, if 
not all cases, clearly present less risk. 
In fact, the Workshop participants 
agreed that cloning of viral DNA in E. 
coli K-12 may provide a unique oppor­
tunity to study with greatly reduced 
risks the biology of extremely patho­
genic and virulent viruses, f

The group also agreed that the clon­
ing of cDNA copies of viroids in E. coli 
K-12 should be postponed until more 
information is available about their 
molecular and cellular biology.

Recommendation. Based on these 
considerations the participants of the 
U.S.-EMBO Workshop concluded that 
the use of P2 (NIH guidelines) or Cl 
(Williams report) containment meas­
ures, in conjunction with an EK1 host- 
vector system should provide adequate 
containment for cloning any viral 
genome or fragment thereof and rec­
ommended this as the minimum con-
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tainment levels for recombinant DNA 
experiments involving eukaryotic viral 
DNA inserts. However, if the virus 
itself must be handled at higher levels 
of physical containment it seems pru­
dent at the present time to use the 
more stringent containment condi­
tions. It was emphasized that contain­
ment practices must include adequate 
training and the use of high quality 
microbiological technique.

EXPERIMENTS WITH EUKARYOTIC HOST- 
VECTORS

1. Vertebrate host-vector systems in 
which viral DNA vectors are used to 
propagate other DNA segments.

The workshop participants endorsed 
the portion of the NIH guidelines that 
describes the features required for an 
animal virus to be used as a cloning 
vector (i.e., the first portion of section
III.B.3.a. of the draft version, revised 
NIH guidelines for recombinant DNA 
research). The following is our recom­
mended version of this section:

Because this work will be done almost ex­
clusively in tissue culture cells, which have 
no capacity for propagation outside the lab­
oratory, the primary focus for containment 
is the vector: it should be pointed out that 
the risk of laboratory acquired infection as 
a consequence of tissue culture manipula­
tions is very low. Given good microbiological 
practices, the most likely mode of escape of 
recombinant DNAs from a physically con­
tained laboratory is carriage by an infected 
human; thus the vector with an inserted 
DNA segment should have little or no abili­
ty to replicate or spread in humans. Fur­
ther, a recombinant virus should not inad­
vertently pose a threat to any species.

For use as a vector in a vertebrate host 
cell system, an animal viral DNA molecule

ideally should display the following proper­
ties:

(a) It should not consist of the whole 
genome of any agent that is infectious for 
humans or that replicates to  a significant 
extent in human cells in tissue culture.

(b) It should be derived from a virus 
whose epidemiological behavior and biologi­
cal properties are well understood.

(c) Its functional anatomy should be 
known—that is, there should be a clear idea 
of the location within the molecule of:

(i) The sites at which DNA synthesis origi­
nates and terminates;

(ii) The sites that are cleaved by restric­
tion endonucleases;

(iii) The template regions for the major 
gene products.

(d) It should be defective when carrying 
an inserted DNA segment; that is, propaga­
tion of the recombinant DNA as a virus 
must be dependent Upon the presence of a 
complementing helper genome. In almost 
all cases this condition would be achieved 
automatically by the manipulations used to 
construct and propagate the recombinants. 
In addition, the amount of DNA encapsidat- 
ed in the particles of most animal viruses is 
defined within fairly close limits. The inser­
tion of sizeable foreign DNA sequences, 
therefore, generally demands a compensa­
tory deletion of viral sequences. It may be 
possible to introduce very short insertions 
(50-100 base pairs) without rendering the 
viral vector defective. In such a situation, 
the requirement that the viral vector be de­
fective is not necessary.

If possible the helper virus genome 
should:

(i) Be integrated into the genome of a 
stable line of host cells (a situation that 
would effectively limit the growth of the 
vector recombinant to such cell lines); or

(ii) Consist of a defective genome, or an 
appropriate conditional lethal mutant virus, 
making vector and helper dependent upon 
each other for propagation.

However, neither of these stipulations is a 
requirement.

The group discussed at length the 
possibility that use of eukaryotic vec­
tors under these conditions could pose 
a threat to the community or environ­
ment, but could not envisage a plausi­
ble set of circumstances whereby a 
risk to the community could develop. 
Given the extent of the genetic dele­
tion required to satisfy the conditions 
stated above and in table 2, and the 
constraints that encapsidation places 
on the size of an inserted gene seg­
ment, the workshop participants saw 
no way that the experiments could 
generate a competent virus containing 
new genetic information sufficient to 
code for a functional gene product. 
The group tried to conceive of ways by 
which a recombinantional event be­
tween the defective recombinant 
genome and the helper genome or the 
genome of an indigenous virus in an 
exposed laboratory worker might gen­
erate nondefective viral recombinants, 
but as mentioned, was unable to iden­
tify any.

The possibility that a defective re­
combinant genome might be main­
tained in nature through complemen­
tation by a helper virus was considered 
too unlikely to be a cause for concern, 
given the absence of any precedent in 
animal virology. The group considered 
the adeno-associated viruses, which 
are defective parvoviruses maintained 
in nature, to be a unique case in that 
they are known to integrate into host 
cells and to have at least 33 different 
potential helpers (human adenovir­
uses) available.

Having considered the use of the 
genomes of different DNA animal vir­
uses to propagate DNA sequences 
from different sources, the group pro­
posed the following recommendations:

Viral Vector DNA

polycma virus —  all or part
SV40 —  unconditional1y 
defective by deletion of 
all or part of the sequences 
of any of the genes
adenoviruses 2 and 5 —  
incapacitated by deletion of 
at least two capsid genes

TABLE 2

Precaution Level Depending on 
Source of Foreign DNA

prokaryotic eukaryotic viral

L or M L CbC

L or M M CbC

L or M L CbC
murine adenovirus strain
FL —  all or part* L or M L CbC
Herpes simplex virus —  
incapacitated by a large
deletion CbC CbC CbC
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L corresponds to a containment level 
approximately equivalent to P2.

M corresponds to a containment 
level approximately equivalent to P3.

Prokaryotic sequences that are 
known not to contain toxigenic genes 
may be cloned in L conditions: other­
wise M conditions should be used.

4- Before this viral DNA can be used 
as a vector, further information is re­
quired about its host-range, particular­
ly its interactions with cultured pri­
mate cells.

CbC these experiments should be as­
sessed by the appropriate committees 
on a “Case by Case” (CbC) basis.

The group recommended that fur­
ther work on the biological properties 
of recombinants formed between the 
genomes of two animal viruses should 
be carried out as a matter of some im­
portance. The workshop participants 
discussed the possibility that new viral 
agents might be created with novel 
biological properties (e.g. host range, 
tissue tropism, pathogenicity) not 
found in either parent. Several model 
experiments were proposed to test this 
possibility. The group recommended 
that research in this area proceed cau­
tiously with each case being.consid­
ered on its individual merits and even 
if the model experiments suggest little 
cause for concern, continued careful 
surveillance of new recombinants 
should be maintained.

2. Vertebrate host-vector systems in 
which recombinant DNAs are used to 
transform cells. In these types of ex­
periments viral DNAs carrying a for­
eign DNA segment will be used to 
transform cells in culture and in the 
process, integrate the recombinant 
DNA into the host cell chromosome. 
Some transformation systems are non- 
permissiVe for progeny virus produc­
tion and pose no possibility of produc­
ing laboratory infections. Other trans­
formation systems are semi-permissive 
and, in addition to the appearance of 
transformed cells, allow the produc­
tion of low titers of infectious virus.

When recombinant DNAs are used 
to transform cells which do not yield 
¡significant quantities of infectious

virus (e.g. SV40 in murine cells, po­
lyoma virus in rat or hamster cells, 
adenovirus 2 and 5 in rat cells) L con­
ditions are generally sufficient; for vir­
uses which do not infect humans, 
there need be no requirement that the 
vector be disabled. M conditions 
should be used if the system is semi- 
permissive (i.e., virus is produced, in 
low titer) and the virus is capable of 
infecting humans (e.g. SV40 in human 
cell cultures). It was agreed that the 
DNA to be cloned must not be derived 
from another animal virus.

The use of viral genes as selective 
markers offers exciting and important 
possibilities for experiments involving 
cloning in eukaryotic cells. Possibly 
the best of such markers would be the 
herpes simplex virus thymidine kinase 
gene. We recommend that special em­
phasis be given to cloning in prokaryo­
tic systems a small fragment (<5KB) 
of herpes viral DNA which contains 
the sequences of this gene. Once avail­
able, the purified segment could be li­
gated to any chosen piece of DNA and 
cells transformed by the recombinant 
could easily be selected by virtue of 
the presence of thymidine kinase.

3. Baculoviruses as vectors. The 
group discussed the use of baculovir 
uses (large DNA-containing insect vir 
uses) for cloning genes in invertebrate 
cells and concluded that our knowl­
edge of the molecular and cellular bi­
ology of these viruses is too limited to 
allow any general recommendations. 
Proposals to use these viruses should 
be considered case by case. The group 
also recommended, however, that be­
cause of the potential exploitation of 
these viruses as biological pesticides 
(two have already been licensed for 
this purpose) and as vectors in recom­
binant DNA experimentation, high 
priority should be given to studies of 
their basic virology, genetics, and mo­
lecular biology.

4. Cauliflower Mosaic Virus as a 
vector for cloning genes in plant cells. 
The only known plant viruses which 
could serve as vectors for cloning 
genes in plants and plant cell proto­
plasts are Cauliflower Mosaic Virus 
(GaMV) and its close relatives, which

have relaxed circular double stranded 
DNA genomes with a molecular weight 
of 5x10 6. The genomes of these viruses 
are not known to integrate into host 
chromosomes, or to pick up cellular 
genes. CaMV is spread in nature by 
aphids, in which it survives for a few 
hours. Spontaneous mutants of CaMV 
that are not transmitted by aphids 
arise frequently; these mutants fail to 
make a transmission factor essential 
for aphid transmission.

The viruses in the CaMV group have 
narrow host ranges and are relatively 
difficult to transmit mechanically to 
plants. For this reason, they are most 
unlikely to be accidentally transmitted 
from spillage of purified preparations 
of the virus.

The workshop participants recom 
mended that for use as a vector with 
intact plants, a strain should be select 
ed which is not transmitted by aphids 
The ability to produce local lesions in 
an appropriate host would be an ad­
vantage in maintaining the integrity 
of the strain. The plants should be 
grown in either a greenhouse or plant 
growth cabinet which is insect-proof 
Soil, plant pots and unwanted infected 
plant materials should be removed 
from the greenhouse or cabinet in 
sealed insect proof containers and 
sterilized. It is not necessary to steril­
ize run-off water from the infected 
plants as this is not a plausible route 
for secondary infections. Infected 
plant materials to be used for further 
research, which have to be removed 
from the greenhouse or cabinet, 
should be maintained under insect 
proof conditions. These measures pro­
vide an entirely adequate degree of 
containment and are similar to those 
required in many countries for li­
censed handling of “exotic” plant vir­
uses.

CaMV or its DNA may also be useful 
as a vector to introduce genes into 
plant protoplasts. The fragility of 
plant protoplasts combined with the 
properties of CaMV mentioned above 
provides adequate safety. Since’ the 
group envisaged no risks to the envi 
ronment from use of the CaMV proto­
plast system, no special containment 
was recommended.
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Appendix E

TABLE 1

RHk of Illness In Laboratory Workers an<! of Spread of Viruses to the Environment

Agent Genoa» Severity of 
Disease in 
Adult Humcr.s

Risk or 
Laboratory 

Infection

Transmission
Into

Community or 
Environment

Community or 
Environmental 

Impact

lassa Fever Virus RNA - Negative strand, 
segmented

4» H L - II H

Variola Virus DN.4 - Linear, double 
stranded

4* II ( i f  not 
vaccinated)

L • H H

peslis
(Plague bacterium) 4+ H t  -  H L -  H

Vrllow Fc-ver Virus (W ill typo) RNA -  Positive strand 3r H ( I f  not 
vaccinated)

Dependent on presence of vector (H

*Ri il.c :t s i a prowazeki (Typhus agent) 3t H L 0

llep ititis  B Virus UNA - Circular, p artia lly  
single stranded

3» L to H L O - L

*V'ib.*1o toyia, (Cholera bacterium) 2t -  3» L L 0 to L

in11ucii24 Virus (Novel epidemic strain) RNA - Negative strand, 
segmented

I t  -  2+ L H H

Virus DNA - lin ea r, doublé 
stranded

2t L l 0

Polio virus (wild) RNA - Positive strand 0 •  3t L l 0 to L
Ccxuikie Viruses RhA - Positive strand 0 - 2t L L 0 to L
Herpes simples virus GNA -  Linear, double 

stranded
I t L L 0

*$MQe)lii sonnei
I t L • L 0

Vesicular stomatitis virus RNA -  Negative strand I t  -  2t H L L for humans; H for

 ̂Js.no/1rus 2 or 5 RNA -  Linear, double 
stranded

0 -  I t 0 -  L L

__ certain animals.

0

A^eno-SV40 Hybrid Viruses 
(Nondefective) DNA -  Linear, double 

stranded
0 - I t 0 -  L L 0

Vaccinia virus RNA -  Linear, double 
stranded

I t L L 0

hur..jui PiipilloTiu virus DNA - Circular, double 
Stranded

I t L L- L to 0

Influenza Virus (PR8) RNA - Negative strand, 
segmented

0 0 G ' 0

0 -  I t 0 L 0

__
C.IA - Linear, single 
stranded

0 L L 0

Virus DNA - Circular, double 
stranded

0 L 0 0

Simian Virus 40 (SV40) DNA -  Circular, double 
stranded

0 L to H (?) 0 to l (? ) 0

Sfndbls virus (Lab. adapted) RNA -  Negative strand** 0 -  I t 0 Dependent on presence o f vector (o-L)
Scmlikl Forest virus RNA •  Negative strand** 0 -  I t 0 Dependent on presence of vector (O-L)
Reovtruses RNA • Double stranded, 

segmented
0 ” 0 to I t 0 0

Rous sarcoma virus PNA (Retrovirus) 0 0 0 0
Kui'ine leukemia sarcoma viruses RNA 0 0 0 0
feline leukemia viruses RNA • 0 0 0 0
Polyc.ua virus DNA -  Circular, double 

stranded
0 0 0 0

* Non-viral agents.
** Ed. note: This should read "RNA-Posltive strand."
H » High probability; l  •  Low probability.
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Appendix F.—R eport op the Virus 
Working Group S ponsored by the 
R ecombinant DNA Advisory Com­
mittee

On April 6-7, 1978, a working group 
of American virologists met in a public 
meeting at the National Institutes of 
Health to: (1) Review the report of the 
U.S.-EMBO workshop to assess risks 
for recombinant DNA expriments in­
volving the genomes of animal, plant, 
and insect vectors and (2) Translate 
the conclusions of the U.S.-EMBO 
report into recommended physical and 
bilogical containment levels for consid­
eration by the RAC for incorporation 
into the revised NIH guidelines for re­
combinant DNA research. The 19 sci­
entists in attendance (see attached 
roster) had expertise in clinical infec­
tious disease; epidemiology of viral dis­
ease; medical and diagnostic virology; 
the biology of virus infection; bio­
chemical virology; viral immunology; 
and plant, insect, and veterinary vir­
uses. Six of the participants (Drs. 
Ginsberg, Choppin, Martin, Rowe, 
Summers, and Wagner) had attended 
the U.S.-EMBO workshop.
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REVIEW OF THE U.S.-EMBO WORKSHOP 
REPORT

The working group discussed the 
U.S.-EMBO workshop report section 
by section and recommended the fol­
lowing amendments:

(1) Page 10, line 17—delete “then 
modifies” and insert “is thought to 
modify.”

(2) Page 16, lines 6-8—The working 
group did not understand the scientif­
ic basis behind this short paragraph 
which singled out viroids from other 
RNA plant viruses and which would 
postpone work in this area. Deletion of 
these three lines was recommended 
following a discussion about the poten­
tial risks attending the cloning of 
cDNA copies of viroids in E. coli K12.

(3) Table 1.
(a) Yellow fever virus—Add “L (if 

vaccinated)” under Risk of Laboratory 
Infection and change “(H)” to “(L-H)” 
under Community or Environmental 
Impact.

(b) Epstein-Barr Virus—Change 
“2+” to “0-2+” under Severity of 
Human Disease.

After reviewing the U.S.-EMBO 
report the working group unanimously 
endorsed: (1) The classification of vir­
uses with respect to their ability to 
cause disease in laboratory workers 
and their impact on the environment; 
(2) The analysis and recommendations 
for cloning viral DNA’s in E. coli K12; 
and (3) The analysis and recommenda­
tions for the use of viral DNA’s as vec­
tors in eukaryotic cells.

IMPLEMENTATION OF THE U.S.-EMBO 
REPORT

A. Cloning Eukaryotic Viral DNA in
E. coli K12 Host-Vector Systems.

After considerable discussion, the 
working group recommended physical 
and biological containment conditions 
for experiments involving the cloning 
of viral DNA in E. coli K12 as shown 
in table 1. The group classified the 
viral DNA for such experiments in 
three categories: (1) Virion DNA of 
DNA viruses; (2) cDNA copies of virion 
RNA of RNA viruses; and (3) Intracel­
lular forms of viral DNA including in­
tegrated genomes, and DNA from pro­
ductively infected cells. The viral DNA 
to be cloned was then subclassified 
into whether it represented the entire 
viral genome or a purified subgenomic 
segment thereof. Subgenomic seg­
ments were further subdivided on the 
basis of whether they contained intact 
transforming genes or not (see table 
1). In addition, the working group also 
assigned physical and biological con­
tainment levels for cDNA copies of cel­
lular mRNA’s for each class of viral 
DNA insert (see table 1).

1. In its deliberations, the working 
group was impressed with the safe­
guards afforded by a ban on mouth-pi- 
petting for recombinant DNA experi-

NOTICES

ments involving E. coli K12 host-vec­
tors. The group felt that the only 
plausible way E. coli K12 could gain 
entry into laboratory workers was by 
oral ingestion. The analysis contained 
in the U.S.-EMBO report was predi­
cated on the remote possibility that E. 
coli K12, containing eukaryotic viral 
DNA, would be swallowed and the 
viral DNA insert would be delivered to 
a tissue in the body which ordinarily 
would be inaccessible to the virus. A 
prohibition of mouth pipetting would 
clearly prevent this sequence of events 
from even beginnihg. The working 
group therefore recommended that no 
mouth pipetting be allowed at any 
level of physical containment (includ­
ing PI) when working with E. coli 
K12.

2. The group was struck by the in­
herent safety afforded by nonmobili- 
zable plasmids and felt they represent­
ed an additional level of containment 
when used with E. coli K12. Accord­
ingly, the working group recommend­
ed the use of E. coli K12 in conjunc­
tion with non-mobilizable plasmid vec­
tors (referred to in table 1 as EK1NM) 
for several categories of experiments.

3. The virus working group exten­
sively discussed the use of class III 
(CDC) and “moderately oncogenic” 
(NCI) viral DNA’s in E. coli K12 host 
vector systems. The group concluded 
that vesicular stomatitis virus (VSV), 
which is a widely studied negative- 
strand RNA virus, is classified as a 
class III agent because of its ability to 
produce disease in animals; VSV is not 
an important human pathogen (see 
table 1 of U.S.-EMBO report). The 
working group agreed that VSV pos­
sessed all of the safety features of 
other negative-strand RNA viruses 
(see U.S.-EMBO report) and strongly 
recommended that cloning of VSV 
cDNA be permitted because of its im­
portance as a model virus in studies of 
the molecular biology of virus infec­
tion. The working group also consid­
ered the 9 viruses classified as moder­
ately oncogenic by NCI (Appendix B) 
and concluded that the only potential 
biohazard associated with their use in­
volved the propagation of the viruses 
themselves during the preparation of 
reagents/substrates for use in recom­
binant DNA experiments. None of 
these agents produces human disease 
or has been associated with human 
malignancy. The virus working group 
endorsed the inclusion of these agents 
as sources of eukaryotic viral DNA for 
cloning in E. coli K12 and recommend­
ed that NCI guidelines be followed for 
work involving the viruses themselves.

B. Viral DNA Vectors in Eukaryotic 
Cells.

The working group discussed the 
physical containment levels appropri­
ate for different eukaryotic viral DNA 
vectors and prepared a list of four

animal viruses and two plant viruses as 
candidate vectors. In each case the 
group made recommendations regard­
ing physical containment conditions 
for productive or non-productive virus­
cell interactions. The virus working 
group, like the participants of the 
U.S.-EMBO workshop, were concerned 
about alterations in host range and 
tissue tropism that might occur fol­
lowing the insertion of foreign viral 
DNA sequences into eukaryotic viral 
DNA vectors and were unable to speci­
fy containment levels for this type of 
DNA recombinant. The group agreed 
that experiments of this type could 
yield useful information about viral 
pathogenesis and recommended that 
each be evaluated by the recombinant 
DNA Molecule Program Advisory 
Commitee on a “case-by-case” (CBC) 
basis. The working group also recog­
nized its inability to identify all possi­
ble viral vectors and therefore includ­
ed a category which encompassed 
other potential viral DNA vectors 
whose use could also be evaluated on a 
“case-by-case” basis.

The virus working group regarded 
the use of DNA vectors prepared from 
CaMV and BGMV as posing virtually 
no biohazard to plants or the ecosys­
tem and recommended a minimum of 
physical containment. The group ex­
tensively discussed the use of baculo- 
virus DNA as vectors, and, despite 
their certification as registered pesti­
cides, considered the available infor­
mation about their host range, persis­
tence, and basic biology to be too rudi­
mentary at the present time. A “case- 
by-case” evaluation was therefore rec­
ommended.

The virus working group unanimous­
ly endorsed the elimination of the re­
quirement pertaining to the functional 
anatomy of viral DNA vectors (page 
49602, third column, (iii)) since these 
features are related in no way to the 
inherent safety of a potential vector. 
These criteria for candidate vectors 
were retained in the final recommen­
dations, however, as desirable, al­
though not required features.

It should be noted that the recom­
mendations of the virus working group 
impact on two other sections of the 
Revised Guidelines for Recombinant 
DNA Research.

(1) Section III B la(l)(g) can be 
eliminated because it is now covered in 
section III B lb(l).

(2) Section III A should be amended 
to read “pathogenic organisms in 
classes 3, 4, and 5 except vesicular sto­
matitis virus;” the prohibition of mod­
erate risk oncogenic viruses should be 
deleted.

The recommendations made by the 
virus working group were based on the 
best and most current available scien­
tific considerations. The containment 
levels proposed for cloning eukaryotic
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viral DNA inserts in prokaryotic sys­
tems pertain only to E. coli K12 and 
its derivatives. The working group 
agreed with the participants of the 
U.S.-EMBO Workshop that eukaryo­
tic viral genomes cloned in E. coli K12 
posed less risk in nearly all cases than 
work with the infectious virus itself.

Recombinant DNA Molecule Program Advi­
sory Committee Working Group on 
Report of the U.S.-EMBO Workshop to 
Assess Risks for Recombinant DNA Ex­
periments Involving the Genomes of 
Animal, Plant and Insect Viruses, Nation­
al Institutes of Health, Conference Room 
9, Building 31C, Bethesda, Md. 20014, 
April 6-7,1978, 9 a.m

pinsberg, Dr. Harold S. (Chairman), De­
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lege of Physicians and Surgeons, on Sab­
batical at: Rockefeller University, 1230 
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(1) Viruses of Eukaryotes.
(a) DNA viruses.
1. Nontransforming viruses.
(a) Adeno-associated viruses, minute 

virus of mice, and mouse adenovirus 
strain FL.—PI physical containment 
including no mouth pipetting + an 
EK1 host-vector shall be used for DNA 
recombinants produced with the 
whole genome, subgenomic DNA seg­
ments, or cDNA copies of cellular 
mRNA.*

(b) Other viruses.
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 
host-vector shall be used for DNA re­
combinants produced with purified 
subgenamic segments or cDNA copies 
of cellular mRNA.*

(ii) PI physical containment includ­
ing no mouth pipetting + an EK1 host 
vector, which, in the case of a plasmid, 
must be non-mobilizable shall be used 
for DNA recombinants produced with 
the whole genome.

2. Transforming viruses.
(а) Herpes saimirí and herpes áteles.
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 host 
vector shall be used for DNA recom­
binants produced with purified non- 
transforming subgenomic DNA seg­
ments or cDNA copies of cellular 
mRNA.*

(ii) P2 physical containment + an 
EK1 host vector which, in the case of 
a plasmid, must be non-mobilizable, 
shall be used for DNA recombinants 
produced with purified subgenomic 
DNA segments containing an entire 
transforming gene.

(iii) P3 physical containment + an 
EK1 host-vector or P2 + EK2 shall be 
used for DNA recombinants produced 
with the whole genome.

(б) Other viruses.
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 
host-vector shall be used for DNA re­
combinants produced with purified 
non-transforming subgenomic DNA 
segments or cDNA copies of cellular 
mRNA.*

(ii) P2 physical containment + an 
EK1 host-vector which, in the case of 
a plasmid, must be non-mobilizable, 
shall be used for DNA recombinants 
produced with the whole genome or 
purified subgenomic DNA segments 
containing an entire transforming 
gene.

(6) RNA viruses.
1. Retroviruses.
(a) Gibbon ape and woolly monkey 

viruses.
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 
host-vector shall be used for DNA re­
combinants produced with purified 
non-transforming subgenomic DNA 
segments.

(ii) P2 physical containment + an 
EK1 host-vector which, in the case of

a plasmid, must be non-mobilizable, 
shall be used for DNA recombinants 
produced with purified subgenomic 
DNA segments containing an entire 
transforming gene or cDNA copies of 
cellular mRNA.*

(iii) P2 physical containment + an 
EK2 host-vector shall be used for DNA 
recombinants produced with the 
whole genome.

(6) Other viruses
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 
host-vector shall be used for DNA re­
combinants produced with purified 
non-transforming subgenomic DNA 
segments.

(ii) P2 physical containment + an 
EK1 host-vector which, in the case of 
a plasmid, must be non-mobilizable, 
shall be used for DNA recombinants 
produced with purified subgenomic 
DNA segments containing an entire 
transforming gene, the whole genome, 
or cDNA copies of cellular mRNA.*

2. Negative strand viruses.—PI phys­
ical containment including no mouth 
pipetting + an EK1 host-vector shall 
be used for DNA recombinants pro­
duced with the whole genome, subgen­
omic DNa segments or purified cDNA 
copies of cellular mRNA.*

3. Plus-strand RNA viruses.
(a) Types 1 and 2 Sabin poliovirus 

and strain 17D (Theiler) of yellow 
fever virus.—PI physical containment 
including no mouth pipetting + an 
EK1 host-vector shall be used for DNA 
recombinants produced with the 
whole genome, subgenomic DNA seg­
ments or purified cDNA copies of cel­
lular mRNA.*

(ft) Other viruses
(i) PI physical containment includ­

ing no mouth pipetting + an EK1 
host-vector shall be used for DNA re­
combinants produced with purified 
subgenomic DNA segments.

(ii) P2 physical containment + an 
EK1 host-vector which, in the cse of a 
plasmid, must be nonmobilizable, shall 
be used for DNA recombinants pro­
duced with the whole genome or puri­
fied cDNA copies of cellular mRNA.*

4. Double-stranded segmented RNA 
viruses.—PI physical containment in­
cluding no mouth pipetting + an EK1 
host vector shall be used for DNA re­
combinants produced with mixtures of 
subgenomic segments, a specific sub­
genomic segment, or purified cDNA 
copies of cellular mRNA.*

5. Viroids.—PI physical containment 
including no mouth pipetting + an 
EK1 host-vector shall be used for DNA 
recombinants produced with the 
whole genome, subgenomic DNA seg­
ments or cDNA copies of cellular 
mRNA.*

•The cDNA copy of cellular mRNA must 
be 99 percent pure; otherwise, physical and 
biological containment specified for shotgun 
experiments involving uninfected eukaryo­
tic cellular DNA [sec. B.1.&.C1)] shall be 
used.

(c) Intracellular viral DNA.-Physi­
cal and biological containment speci­
fied for shotgun experiments involving 
uninfected eukaryotic cellular DNA 
[sec. B.l.a.(l)] shall be used for DNA 
recombinants produced with integrat­
ed viral DNA or viral genomes present 
in infected cells.

3. Experiments with Eukaryotic 
host-vectors.

a. Vertebrate host-vector systems.— 
Because this work will be done almost 
exclusively in tissue culture cells, 
which have no capacity for propaga­
tion outside the laboratory, the prima­
ry focus for containment is the vector; 
it should be pointed out that risk of 
laboratory acquired infection as a con­
sequence of tissue culture manipula­
tions is very low. Given good microbio­
logical practices, the most likely mode 
of escape of recombinant DNAs from a 
physically contained laboratory is car­
riage by an infected human; thus the 
vector with an inserted DNA segment 
should have little or no ability to repli­
cate or spread in humans. Further, a 
recombinant virus should not inad­
vertently pose a threat to any species.

For use as a vector in a vertebrate 
host cell system, an animal viral DNA 
molecule should display the following 
properties:

(a) It should not consist of the whole 
genome of any agent that is infectious 
for humans or that replicates to a sig­
nificant extent in human cells in 
tissue culture. If the recombinant mol­
ecule is used to transform non-permis- 
sive cells (i.e. cells which do not pro­
duce infectious virus particles), this is 
not a requirement.

(b) It should be derived from a virus 
whose epidemiological behavior and 
host range are well understood.

(c) In permissive cells, it should be 
defective when carrying an inserted 
DNA segment; (i.e. propagation of the 
recombinant DNA as a virus must be 
dependent upon the presence of a 
complementing helper genome). In 
almost all cases this condition would 
be achieved automatically by the ma­
nipulations v used to construct and 
propagate the recombinants. In addi­
tion, the amount of DNA encapsidated 
in the particles of most animal viruses 
is defined within fairly close limits. 
The insertion of sizeable foreign DNA 
sequences, therefore, generally de­
mands a compensatory deletion of 
viral sequences. It may be possible to 
introduce very short insertions (50-100 
base pairs) without rendering the viral 
vector defective. In such a situation, 
the requirement that the viral vector 
be defective is not necessary except in 
those cases in which the inserted DNA 
encodes a biologically active polypep­
tide.

It is desired but not required that 
the functional anatomy of the vector 
be known—that is, there should be a
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clear idea of the location within the 
molecule of:

(a) The sites at which DNA synthe­
sis originates and terminates.

(b) The sites that are cleaved by re­
striction endonucleases.

(c) The template regions for the 
major gene products.

If possible the helper virus genome 
should:

(1) Be integrated into the genome of 
a stable line of host cells (a situation 
that would effectively limit the 
growth of the vector recombinant to 
such cell lines), or

(ii) Consist of a defective genome, or 
an appropriate conditional lethal 
mutant virus, making vector and 
helper dependent upon each other for 
propagation.

However, neither of these stipula­
tions is a requirement.
_(1) Polyoma virus.

(a) Productive virus-cell interac­
tions.

1. Defective or intact polyoma virus 
genomes, with appropriate helper, if 
necessary, can be used in P2 conditions 
to propagate DNA sequences from:

(a) Bacteria of class 1 or class 2 (see 
appendix B), or their phages or plas­
mids, except for species of bacteria 
that produce potent polypeptide 
toxins.

(6) From mice.
<c) From other eukaryotic organisms 

that do not produce potent polypep­
tide toxins, provided the DNA segment 
is purified.

2. Defective or intact virus genomes 
with appropriate helper, if necessary, 
can be used in P3 conditions for shot­
gun experiments to propagate DNA se­
quences from eukaryotic organisms, 
provided the DNA is obtained from 
uninfected cells such as embryonic or 
tissue culture cells.

3. Experiments involving the use of 
defective polyoma virus genomes to 
propagate DNA sequences from eukar­
yotic viruses will be evaluated by the 
Recombinant DNA Molecule Program 
Advisory Committee on a case-by-case 
basis and will be conducted under 
physical containment conditions rec­
ommended by that committee.

(b) Non-productive virus-cell inter­
actions.—Detective or intact polyoma 
virus genomes can be used as vectors 
in P2 conditions to transform nonper- 
missive cells in culture.

(2) Simian virus 40.
(a) Productive virus-cell interac­

tions.
1. SV40 DNA, rendered uncondition­

ally defective by a deletion in an es­
sential gene, with appropriate helper, 
if necessary, can be used in P2 condi­
tions to propagate DNA sequences 
from:

(a) Bacteria of class 1 or class 2 (see 
appendix B), or their phages or plas­
mids, except for species of bacteria

NOTICES

that produce potent polypeptide 
toxins.

(6) Uninfected African green 
monkey kidney cells.

2. SV40 DNA, rendered uncondition­
ally defective by a deletion in an es­
sential gene, with an appropriate 
helper, if necessary, can be used in P3 
conditions to propagate DNA se­
quences from eukaryotic organisms 
(shotgun experiments or purified 
DNA) provided the DNA Is obtained 
from uninfected cells such as embry­
onic or tissue culture cells.

3. Experiments involving the use of 
defective SV40 genomes to propagate 
DNA sequences from eukaryotic vir­
uses will be evaluated by the Recom­
binant DNA Molecular Program Advi­
sory Committee on a case-by-case basis 
and will be conducted under physical 
containment conditions recommended 
by that committee.

(b) Non-productive virus-cell inter­
actions.— Defective or intact SV40 gen­
omes can be used as vectors in P2 con­
ditions to transform nonpermissive 
cells in culture.

(3) Human adenoviruses 2 and 5.
(a) Productive virus-cell interac­

tions.
1. Human adenoviruses 2 and 5, ren­

dered unconditionally defective by de­
letion of at least 2 capsid genes, with 
appropriate helper(s), if necessary, can 
be used in P3 conditions to propagate 
DNA sequences from:

(a) Bacteria of class 1 or class 2 (see 
appendix B) or their phages or plas­
mids except for species of bacteria 
that produce potent polypeptide 
toxins.

(b) Eukaryotic organisms (shotgun 
experiments or purified DNA) pro­
vided the DNA is obtained from unin­
fected cells such as embryonic or 
tissue culture cells.

2. Experiments involving the use of 
unconditionally defective human Ad 2 
and 5 genomes to propagate DNA se­
quences from eukaryotic viruses will 
be evaluated by the Recombinant 
DNA Molecule Program Advisory 
Committee on a case-by-case basis and 
will be conducted under physical con­
tainment conditions recommended by 
that committee.

(b) Non-productive virus-cell inter­
actions.—Defective or intact human Ad 
2 and 5 genomes can be used as vectors 
in P2 conditions to transform non-per- 
missive cells in culture.

(4) Murine adenovirus strain FL.
(a) Productive virus-cell interac­

tions.
1. Unconditionally defective murine 

adenovirus strain, FL genomes, with 
appropriate helper, if necessary, can 
be used in P2 conditions to propagate 
DNA sequences from:

(a) Bacteria of class 1 or class 2 (see 
appendix B) or their phages or plas-
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mids except for species of bacteria 
potent polypeptide toxins.

(6) Eukaryotic organisms (shotgun 
experiments or purified DNA) pro­
vided the DNA is obtained from unin­
fected cells such as embryonic or 
tissue culture cells.

2. Experiments involving the use of 
intact murine adenovirus strain FL 
genomes to propagate DNA sequences 
from prokaryotic or eukaryotic organ­
isms will be evaluated by the Recom­
binant DNA Molecule Program Advi­
sory Committee on a case-by-case basis 
and will be conducted under physical 
containment conditions recommended 
by that committee.

3. Experiments involving the use of 
unconditionally defective murine 
adenovirus strain FL genomes to prop­
agate DNA sequences from eukaryotic 
viruses will be evaluated by the Re­
combinant DNA Molecule Program 
Advisory Committee on a case-by-case 
basis and will be conducted under 
physical containment conditions rec­
ommended by that committee.

(b) Non-productive virus-cell inter­
actions.—Defective or intact murine 
adenovirus strain FL genomes can be 
used as vectors in P2 conditions to 
transform non-permissive cells in cul­
ture.

(5) All other potential viral vectors.
(a) Experiments involving the use of 

viral DNA vectors consisting of 25 per­
cent or less of the viral genome shall 
be used:

1. In P2 conditions to transform non­
permissive cells in culture.

2. Under physical containment con­
ditions to be determined by the Re­
combinant DNA Molecule Program 
Advisory Committee to propagate 
DNA sequences from prokaryotic or 
eukaryotic organisms.

(b) Experiments involving the use of 
other intact or defective virus genomes 
to propagate DNA sequences from pro­
karyotic or eukaryotic organisms (and 
viruses) or as vectors to transform 
non-permissive cells will be evaluated 
by the Recombinant DNA Molecule 
Program Advisory Committee on a 
case-by-case basis and will be conduct­
ed under physical containment condi­
tions recommended by that commit­
tee.

The Recombinant DNA Molecule 
Program Advisory Committee will also 
review all experiments involving the 
use of virus vectors in animals and the 
physical containment conditions ap­
propriate for such studies.

b. Invertebrate host-vector systems 
in which insect viruses are used to 
propagate other DNA segments.—As 
soon as information concerning the 
nature of the host range, infectivity, 
persistence and integration in verte­
brate and invertebrate cells becomes 
available, experiments involving the 
use of baculo-viruses to propagate
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DNA sequences will be evaluated by 
the Recombinant DNA Molecule Pro­
gram Advisory Committee on a case- 
by-case basis and will be conducted 
under physical containment conditions 
recommended by the committee. Ex­
periments should be done in estab­
lished invertebrate cell lines and 
should follow, where appropriate, cri-- 
teria recommended for vertebrate viral 
DNA vectors [Sec. 3.a.(a-c)].

c. Plant host-vector systems.—The 
DNA plant viruses which could cur­
rently serve as vectors for cloning 
genes in plants and plant cell proto­
plasts are Cauliflower Mosaic Virus 
(CaMV) and its close relatives, which 
have relaxed circular double stranded 
DNA genomes with a molecular weight 
of 4 .5x l06, and Bean Golden Mosaic 
Virus (BGMV) and related viruses 
with small (<106 daltons) singled- 
stranded DNA genomes. These viruses 
are not known to integrate into host 
chromosomes, or to incorporate cellu­
lar genes into their genomes. CaMV is 
spread in nature by aphids, in which it 
survives for a few hours. Spontaneous 
mutants of CaMV that are not trans­
mitted by aphids arise frequently; 
these mutants fail to make a transmis­
sion factor essential for aphid trans­
mission. BGMV is spread in nature by 
whiteflies, in which it survives for sev­
eral days to three weeks; certain other 
single-stranded DNA plant viruses are 
transmitted by leafhoppers, in which 
the viruses persist for days or weeks. 
Single-stranded DNA plant viruses are 
thought not to replicate in their insect 
vector.

The DNA plant viruses have narrow 
host ranges and are relatively difficult 
to transmit mechanically to plants. 
For this reason, they are most unlike­
ly to be accidentally transmitted from 
spillage of purified preparations of the 
virus.

When these viruses are used as vec­
tors with intact plants, the plants 
should be grown in either a limited 
access greenhouse or plant growth 
cabinet which is insect-proof, prefer­
ably with positive air pressure, and in 
which an insect fumigation regime is 
maintained. Soil, plant pots and un­
wanted infected plant materials 
should be removed from the green­
house or cabinet in sealed insect proof 
containers and sterilized. It is not nec­
essary to sterilize run-off water from 
the infected plants as this is not a 
plausible route for secondary infec­
tion. Infected plant materials to be 
used for further research, which have 
to be removed from the greenhouse or 
cabinet, should be maintained under 
insect proof conditions. These meas­
ures provide an entirely adequate 
degree of containment and are similar 
to those required in many countries 
for licensed handling of “exotic" plant 
viruses.

NOTICES

The viruses or their DNA may also 
be useful as a vector to introduce 
genes into plant protoplasts. The fra­
gility of plant protoplasts combined 
with the properties of the viruses men­
tioned above provide adequate safety. 
Since no risk to the environment from 
the use of the DNA plant virus/proto- 
plast system is envisaged, no special 
containment is recommended.

Experiments involving the use of 
plant virus genomes to propagate DNA 
sequences from eukaryotic viruses will 
be evaluated by the Recombinant 
DNA Molecule Program Advisory 
Committee on a case-by-case basis and 
will be conducted under containment 
conditions recommended by that com­
mittee.
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INTRODUCTION

An assessment of risk involved in re­
combinant DNA research on plant and 
insect pathogens necessarily entails 
consideration of different concerns 
than those applied to risk assessment 
of research with pathogens of man 
and an im als. This fundamental differ­
ence provided the basis on which the 
recommendations of our committee 
were formulated.

There was a consensus amongst the 
committee members that working with 
plant pathogens and baculoviruses in 
recombinant DNA studies presents no 
more hazard than that which exists in 
current laboratory studies with the 
pathogens themselves. It is significant 
that to the best of our knowledge 
there have been no cases recorded in 
which laboratory studies with cultures 
of plant pathogens have resulted in ill­
ness in man or animals exposed to 
these organisms. Neither is there a do­
cumented case in which laboratory 
studies with cultures have resulted in 
an escape resulting in an outbreak of 
disease in plants growing under natu­
ral conditions.

We believe that any potential risk 
that might arise from studies involv­
ing plant pathogens is now adequately

covered by existing federal and state 
quarantine regulations. These have 
evolved to enable government to deal 
with the practicalities of plant disease 
control (Gram, E., I960, Chapter 9, pp. 
314-356 in “Plant Pathology, An Ad­
vanced Treatise", J. G. Horsfall and A.
E. Dimond, eds., vol. 3, Acad. Press., 
New York). They take precedence over 
any other regulations since they deter­
mine whether or not an investigator 
has access to a particular pathogen.

With plants, resistance to disease is 
the rule, susceptibility is the excep­
tion. Thus, the common occurrence of 
resistance poses an important barrier 
to the successful establishment of po­
tential pathogens. There is no patho­
gen that is highly virulent on all plant 
species. Rather, the majority of patho­
gens are restricted to a relatively small 
number of host plants and within 
these specific susceptible hosts vari­
etal variation in resistance is usually 
present. Breeding for disease resis­
tance has provided a means for effect­
ing relatively rapid changes in varie­
ties. In the United States today, ap­
proximately 95 percent of the acreage 
in crops of economic importance is 
planted to varieties that carry resis­
tance to one or more major diseases. 
This is one of the key factors in the 
productivity of American agriculture. 
Even when a particularly destructive 
new race or strain of a plant pathogen 
arises, it is possible to change the 
available varieties and to reduce or 
m inim ize  the threat within the space 
of two or three years. This was the 
case when a virulent strain of the 
pathogen that causes Helminthospor- 
ium  leaf blight spread throughout the 
com growing area of the United States 
in 1970 and it was necessary to discon­
tinue the growing of those hybrids 
that carried the factor for male steril­
ity which also conferred susceptibility, 
to the disease (Ullstrup, A. J., 1972, 
Ann. Rev. Phytopath. 10:37-50).

Virulent plant pathogens commonly 
are contained in nature because for 
their very survival and dissemination 
within a region, or for an epidemic to 
develop, they require specific environ­
mental factors (Colhoun, J., 1973, 
Ann. Rev. Phytopath. 11:343-364). For 
example, bacterial wilt caused by 
Pseudomonas solanacearum rarely 
occurs north of the Mason-Dixon line. 
The causal bacterium is sensitive to 
low temperatures and has a relatively 
high optimum temperature for 
growth. Even when introduced inad­
vertently into Northern states it does 
not overwinter in the soil or affect sus­
ceptible crops the following year 
(Kelman, A., 1953, N. Carolina Agr. 
Exp. Sta. Bull. 99 ,194p).

In considering hypothetical risks of 
recombinant DNA research on plant 
pathogenic organisms our committee 
considered the following questions:
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1. Will the introduction of recombin­
ant DNA from a specific plant patho­
gen in E. coli K12 lead to the develop­
ment of strains with enhanced viru­
lence to man or animals?

2. Will strains of E. coli be converted 
into plant pathogens?

3. Will the use of plant pathogens as 
HV systems result in hazards to 
plants?

With the relatively minor reserva­
tions documented below, the commit­
tee agreed that the answer to all three 
questions was “No7*. First we would 
point out that there is no evidence 
that genetic information transferred 
from plant pathogenic organisms 
would enhance the capability of 
strains of E. coli to harm man, animals 
or plants. There are a very small 
number of possible exceptions to this 
generalization. These include a few 
species of bacteria which have been 
found in association with plants or 
which have been described as weak or 
minor plant pathogens and which may 
be closely related to forms causing dis­
ease in man. Also, plant pathogens 
such as the ergot fungus, and certain 
molds that produce aflatoxins on 
stored plant products are likely to be 
banned on the grounds that they pro­
duce potent, albeit non-polypeptide, 
toxins.

Provided that the use of plant path­
ogens as HV systems is not undertaken 
with the objective of deliberately cre­
ating forms with increased virulence 
and host range beyond that which 
occurs by natural genetic exchange 
(these are expressly prohibited by the 
guidelines) we see no hazard from 
such systems to plants.

1. Without dissent, the committee 
agreed on a classification of plant 
pathogens on the basis of hazard to 
agriculture.

We have placed all plant pathogens 
into a single class with two subgroups. 
This reflects our opinion that recom­
binant DNA research with plant path­
ogens has a negligible risk. The two 
subgroups take account of existing 
federal and state quarantine regula­
tions. We propose that this classifica­
tion be appendix C in the guidelines.

HAZARD CLASSIFICATION OF PLANT 
PATHOGENS

Class 1A—Plant pathogens not in 
class IB.

Class IB—All organisms that are 
subject to quarantine restrictions for 
any of the following reasons:

(i) Plant pathogens not known to 
occur in the United States.

(ii) Plant pathogens that are not 
widely distributed throughout the eco­
logical range of their hosts.

(iii) Plant pathogeps subject to fed­
eral or state eradication or suppression 
programs.

All plant pathogens require state 
and federal (USDA1) permits for ship­
ment across state lines.

2. Specific recommendations. The 
lack of an accepted definition of ex­
changers caused us some difficulty in 
our discussions. A majority of the com­
mittee favor a liberal definition that 
would exclude all gram negative bacte­
ria from the guidelines. However, since 
this decision has still to be made by 
the RAC and Dr. Fredrickson some of 
our recommendations had to reflect 
two alternatives: (i) On the basis that 
most gram negative forms would be 
excluded we present rationale for in­
cluding gram negative plant pathogens 
in this exclusion; (ii) on the basis that 
prokaryotic exchangers might be de­
fined in a less liberal fashion, or that 
there might be a long lag period 
before plant pathologists can present 
evidence satisfying whatever exchange 
criteria are established, ,we present ra­
tionale for adopting minimal contain­
ment levels for all phytopathogenic 
bacteria namely P1+EK2 or P2+EK1.

I ll  B la. Shotgun experiments using 
the E. coli K12 host-vector systems.

(2) Prokaryotic DNA recombinants, 
(p. 49602 FR 42 No. 187, Sept. 27, 
1977). We propose that the minimum 
containment levels adopted for other 
bacteria be applicable to phytopatho­
genic bacteria, namely P1+EK2 or 
P2+EK1.

(i) Modify line 7 to read; “biochemi­
cal, genetic, and/or pathogenic proper­
ties.

(ii) Delete the words “and plant 
pathogens” from line 5 of the second 
paragraph.

Rationale: Plant pathogenic bacteria 
include diverse organisms principally 
in the genera Agrobacterium, Coryne- 
bacterium, Erwinia, Pseudo- monos, 
and Xanthomonas. A number of the 
plant pathogenic species are soil-in­
habitants and are widely distributed 
throughout the United States. In gen­
eral they cause economic loss only 
when environmental conditions are fa­
vorable and available control practices 
are not used. A number of bacteria 
that cause foliage diseases can exist as 
epiphytes on a variety of non-host 
plants as well as on their susceptible 
hosts. Other bacteria such as the 
pathogen that causes halo blight of 
beans are seed-transmitted, do not sur­
vive in soil for long periods of time 
and can be controlled by the use of 
pathogen-free seed. The mechanisms 
by which plant pathogenic bacteria 
produce disease in plants may involve 
enzymes which attack substrates in 
plants such as pectic compounds. Such

'Address to obtain application to import 
or move a plant pest or pathogen: Plant Im­
portation and Technical Support Staff, 
Plant Protection and Quarantine Programs, 
Animal and Plant Health Inspection Serv­
ice, USDA, Federal Center Building, Hyatts- 
ville, Md. 20782.

enzymes would not be harmful to man 
or animals. Similarly certain growth 
promoting compounds and compounds 
that interfere with specific physiologi­
cal functions in plants, e.g. polysac­
charides that block movement of 
water, are not known to cause injury 
to man.

Certain bacteria which are not 
known to cause disease in plants but 
which are commonly present as epi­
phytes on leaves (Leben, C., 1965 Ann. 
Rev. Phytopath. 3:209-230) have been 
associated with diseases of man, i.e. 
Erwinia herbicola also designated as 
Enterobacter agglomerans (Starr, M. 
P. and Chatterjee, A. R., 1972, Ann. 
Rev. Microbiol. 26:389-426). However, 
there is a diversity of strains that have 
been obtained from plants and there is 
no conclusive evidence that the types 
widespread in plants are the same 
strains associated with certain infec­
tions in man.

Similarly it has been reported that a 
bacterium similar to a pathogen of 
.onions (Pseudomonas cepacia) has 
been associated with a disease of man 
(Ederer, G. M. & Matsen, J. M., 1972, 
J. Infect. Dis. 125:613-618; Snell, J. J. 
S., Hill, L. R., LaPage, S. P. & Curtis, 
M. A., 1972, Intemat. Symp. Systemat. 
may not have useable vectors.

III.B. 3c. Plant host-vector systems, 
(p. 49603).

(i) Delete second paragraph. “Whole 
plants or plant * * * at this time”.

Rationale: This paragraph is confus­
ing. Its intent was to define practical 
size or scale limits to physical contain­
ment rather than limits to biological 
containment. The committee conclud­
ed that the discussion of physical con­
tainment in the preceding paragraph 
makes this redundant.

(ii) Delete last sentence of fourth 
paragraph “However, if the source of 
the DNA is itself pathogenic * * * 
shall be carried out under P3 condi­
tions” and substitute: “If the vector is 
an unmodified virus the experiments 
shall also be carried out under P2 con­
ditions”.

Rationale: This committee has reas­
sessed the risk to man, animals, and 
plants from plant pathogenic agents. 
In this context we are concerned prin­
cipally with the risk of DNA from 
plant pathogens to plants. This para­
graph now reflects our lowered assess­
ment of these risks.

(iii) Delete paragraph five. Experi­
ments on * * * are not met.

Rationale: As for (ii).
(iv) Modify final paragraphs to read 

“* * * permit a decrease of one step in 
the physical containment to PI.”

Rationale: The survival of plant pro­
toplasts (see table 1) and undifferenti­
ated cultured plant cells outside their 
laboratory environment is zero be­
cause of their extremely exacting 
growth requirements and fragility.
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II.D. a. HV-1 (p. 49600).
This committee proposes that the 

Recombinant Advisory Committee 
consider allowing the construction of 
modified HV-1 systems with conjuga­
tion proficient plasmids in addition to 
other recombinant molecules of pro­
karyotic origin under one step higher 
physical containment providing that 
all the DNA segments in the cell are 
derived from organisms which ex­
change DNA by natural physio-Lower 
Eukaryotes (p. 9601)(e)2. Insert the 
words—

The remainder of the species in this 
class, including plant pathogenic or 
symbiotic fungi that do not produce 
potent toxins: P2+EK1 or P1+EK2.

Rationale: There is no demonstrable 
risk either to man or plants from clon­
ing such DNA in E. coli. Also the pres­
ent wording which refers to disease 
causing microorganisms could be inter­
preted to call for an unreasonably 
high containment level for these plant 
pathogens.

(f) Plants, (p. 49601). Delete the 
words “carries a known pathogenic 
micro-organism or”

Rationale: The risk to man or plants 
from DNA of a plant pathogen is not 
comparable to the risk of cloning DNA 
which codes for a potent polypeptide 
toxin. We have covered this risk else­
where.

II.D. Biological containment—Host 
vector systems, a.2. Other prokaryotes 
(p. 49600).

We endorse the La Jolla Working 
Group Draft: (Insert III-3). “Experi­
ments that are exempt from these 
guidelines”. In the event that sections
(iii) and (iv) are not adopted we pro­
pose the following:

Self-cloning of bacterial plant patho­
gens and symbionts:

(i) The use of an indigenous plasmid 
or bacteriophage shall be exempt from 
the guidelines.

(ii) The use of a foreign vector (a 
non-indigenous plasmid or bacteri­
ophage) from an organism which ex­
changes DNA by natural physiological 
processes shall require P2 Contain­
ment.

Rationale: Many self-cloning experi­
ments with agriculturally significant 
gram-negative bacteria could be more 
readily and safely carried out by using 
well characterized E. coli plasmid vec­
tors. Some plants pathogens and sym­
bionts Bacteriol., 22:-138). Pseudo­
monas aeruginosa, a pathogen of man, 
conversely, Has been reported to cause 
a leaf-spot of tobacco but is considered

a minor and inconsequential pathogen 
of plants (Cho, J. J., Schroth, M., 
Mason, M N, Komino, S. D. and 
Green, S. K., 1975 Phytopath. 65:425- 
431). These three bacteria should be 
governed by regulations applicable to 
human pathogens.

In our opinion it is a mistake to 
equate prokaryotic plant pathogens 
with Class 2 human pathogens as is 
done in the revised guidelines. The 
minimum containment level for those 
that have been extensively character­
ized as to pathogenic and other prop­
erties should be consistent with that 
adopted for other prokaryotes namely, 
P1+EK2 or P2+EK1.

Ill Blb(lXd) Viruses of plants (p.
49602) . Change to P2+Ekl or Pl+Ek2.

Rationale: Because of their fastidi­
ous modes of transmission and restric­
tive host ranges, DNA plant viruses 
were considered to present a minimal 
risk to animals or agriculture when 
used in shotgun experiments with the
E. coli K-12 host vector systems.

I ll B 3b Pesticide baculoviruses (p.
49603) .

(1) Remove sentences “Two viruses 
are presently registered * * * tussock 
moth”.

Rationale: Footnote No. 7 in the 
September, 1977, draft describes the 
baculovirus pesticides that have been 
registered to date. The second sen­
tence of the September, 1977, draft is 
therefore repetitive. Also, it should be 
made clear that any baculovirus that 
is registered by the EPA may be used 
as a vector since EPA registration is an 
ongoirig process and other baculovir­
uses may eventually be registered 
which could be more useful for vector 
work.

(2) Remove the sentence “However, 
much still needs to be learned” and re­
write the final sentence of first para­
graph to read “However, information 
is needed on the nature of the host 
range specificity, particularly the in- 
fectivity and persistence of the viral 
DNA in invertebrate and vertebrate 
cell cultures.”

Rationale: The original sentence, 
“However much still needs to be 
learned,” introduces ambiguity. The 
background information that was 
agreed to be essential in 1977 was in­
formation on the host specificity, par­
ticularly infectivity of viral DNA in 
vertebrate cell cultures.

(3) Substitute for the last paragraph 
in this section: When such background 
information is available, and if it con­
firms the narrow host range specifici­
ty, a baculovirus vector may be used

for cloning DNA segments derived 
from the host insect, from another En­
vironmental Protection Agency regis­
tered baculovirus, from an EK1 bacte­
rium of from DNAs cloned in an EK1 
bacterium (with the exception of any 
cloned DNA derived from an animal 
virus other than an EPA registered ba­
culovirus), using P2 physical contain­
ment. Cloning of other classes of DNA 
is not envisioned for the exploratory 
phases of this work, but may be con­
sidered on a case-by-case basis in the 
future.

Rationale: The term “EK1 bacte­
rium” was originally meant to include 
any DNA cloned in an EK1 bacterium, 
not simply E. coli K-12 DNA. Of par­
ticular interest in this category are Le- 
pidopteran genes already cloned in E. 
coli K-12 such as the B. mori silk gene 
and the chorion genes of A. polyphe- 
mus. Also, it would be of interest to 
extract baculovirus DNA cloned in 
EK1 with a plasmid vector and test in­
fectivity and/or effects in insect cell 
cultures. Such experimentation is also 
relevant to safety assessment of EK1 
hosts.

Rationale: The revised guidelines ex­
plicitly prohibit conjugative plasmids 
and generalized transducing phages in 
EK-1 and HV-1 Systems. It is implicit 
that these elements shall not be intro­
duced subsequent to cloning. This pre­
cludes host range tests unless they are 
carried out under more stringent phys­
ical containment. It also prevents plas­
mid promoted mobilization to intro­
duce recombinant molecules back to 
the original DNA source organism or 
its mutants. Plant pathogens and Rhi- 
zobia are often non-transformabte. 
This will effectively preclude comple­
mentation tests for traits not ex­
pressed in the cloning host such as 
plant pathogenicity in EK hosts. In 
effect, this creates a dilemma. In the 
proposed revisions of the drafted 
guidelines self-cloning in plasmids will 
be excluded even though the recom­
binant DNA can be mobilized out of 
the host strain into other prokaryotes. 
On the other hand, DNA cloned from 
the donor prokaryotes into a different 
recipient prokaryote cannot be mobi­
lized by a conjugative plasmid back 
into the original donor, despite the 
fact that it is receiving its own DNA 
by this procedure. If the “exchanger” 
list is based on plasmid exchange 
these arguments are irrelevant.

We have listed in table 2 our sugges­
tions for prokaryotic exchangers that 
are either plant pathogens or sym­
bionts (Rhizobium) together with evi­
dence for such exchange.

FEDERAL REGISTER, V O L. 4 3 , N O . 146— FR ID A Y, JULY 2 8 , 1978



TA
BL

E 
1

TA
BL

E 
2

su
r

v
iv

a
l 

d
a

ta
 O

F 
pl

a
n

t 
PR

OT
OP

LA
ST

S 
A

va
il

ab
le

 e
vi

de
nc

e 
fo

r 
ex

ch
an

ge
 a

m
on

g 
b

ac
te

ri
al

 p
la

n
t 

pa
th

og
en

s
(S

-T
, 

L
iu

v 
S.

 M
. 

Fe
rn

an
de

z,
 M

. 
Sc

hw
ln

gh
am

er
, 

C
. 

t.
 t

Ca
do

,
D

ep
ar

tm
en

t 
of

 P
la

nt
 P

at
ho

lo
gy

, 
U

ni
ve

rs
it

y 
of

 C
al

if
o

rn
ia

 
an

d 
sy

m
b

io
n

ts
 

(p
re

p
ar

ed
 b

y 
C*

 
1«

 
K

ad
o)

D
av

is
, 

CA
 9

56
16

 -
 M

ar
ch

 1
6,

 
19

78
)

G
ro

w
th

 C
on

di
tio

ns
C

al
l

P
er

io
d

F
ra

ct
io

n
pl

as
m

id
 e

xc
ha

ng
e

ch
ro

m
os

om
al

 e
xe

ha
ng

<
ou

pp
ie

m
en

ce
o

ph
yt

o-
Te

m
pe

r­
at

ur
e

C
el

l
de

ns
it

y
fo

r-
 

su
rv

iv
al

vi
vi

ng
A

gr
ob

ac
te

ri
um

X
E

rw
in

ia
-

-
So

ur
ce

M
ed

iu
m

ho
rm

on
es

(*
 C

)
(/■

i>
na

ti
on

(d
ay

s)
(S

)
X

1
(V

ig
na

 s
in

en
si

s)
 

.
X

X
an

th
om

on
as

23
C

ov
pe

a
C/

D
ye

s
23

>1
0

ye
a

10
10

R
hi

zo
bi

um
X

12
,2

0
29

Co
w

pe
a

C/
D

no
25

>1
0

no
0

0
E.

 c
o

ll
X

15
,1

0,
17

,2
7

—
0.

45
 M

 M
an

ni
to

l
Co

w
pe

a
1Z

 a
ga

r 
(s

ea
le

d)
no

23
>1

0
no

2
0

0
E

rv
in

ia
X

Ps
eu

do
m

on
as

18
,1

1
27

0.
45

 H
 M

an
ni

to
l

X
X

an
th

om
on

as
23

-
Co

w
pe

a
1Z

 a
ga

r
no

25
>1

0
no

*
0

0
X

R
hi

zo
bi

um
(u

ns
ea

le
d)

Co
w

pe
a

22
 v

ot
er

 
ag

ar
no

23
>1

0*
no

 (
ly

si
s)

0
0

X
E.

 c
o

ll
5,

7,
8,

14
,2

1,
27

19
,9

,1
3

Ps
eu

do
m

on
as

X
X

an
th

om
on

as
23

Co
w

pe
a

ac
er

il
e 

»o
il

“
no

25
>1

0*
no

 (
ly

si
s)

0
0

X
R

hi
zo

bi
um

15
,6

,2
8

3
u

n
st

ar
li

e
X

E.
 

co
ll

15
,1

1,
26

,2
2

-
Co

w
pe

a
la

b 
be

nc
h

no
23

>1
0

no
0

0

(N
ic

oc
ia

na
 t

ab
.

to
p

X
an

th
om

on
as

R
hi

zo
bi

um
ic

ua
) 

-
To

ba
cc

o
S

/T
-I

II
ye

s
22

>1
0*

>2
1

63
X

E
. 

co
ll

23
-

To
ba

cc
o

S
/T

-I
II

no
22

>1
0*

no
0

0
R

hi
zo

bi
um

X
6,

28
,1

6,
2,

4,
23

(V
in

ca
 r

os
ea

)
24

Pe
ri

w
in

kl
e

M
/S

T«
»

22
>1

0*
ye

»
6

1
Pe

ri
w

in
kl

e
M

/S
no

22
>1

0*
no

0
0

ÍB
re

ee
ic

e 
re

ne
)

3
}°

 -
2

T
ur

ni
p

b
sb

ye
»

28
10

 /
cm

ye
a*

0
0

T
ur

ni
p

BS
(w

ith
ou

t
ye

e
28

10
J-

 
10

“ /
cm

2
y«

»4
0

0

au
ge

rs
)

10
3-

T
ur

ni
p

M
/S

ye
e

28
10

“ /
cm

2
ye

s*
0

0
10

3-
T

ur
ni

p
C/

D
y«

»
28

If
r/

a*
ye

a*
0

0

T
ur

ni
p

B/
V*

«
y«

«
28

10
*-

 
10

“ /
cm

2
ye

a*
9

0

iG
re

«h
of

f, 
P.

 
an

d 
C

. 
D

oy
 

(1
97

2)
 

P
la

nt
a 

10
7,

 
16

1-
17

0 
zD

rl
ed

 c
om

pl
et

el
y 

In
 1

2 
ho

ur
s 

3D
ri

ed
 c

om
pl

et
el

y 
In

 3
 h

ou
rs

 
**

0C
 p

ot
ti

ng
 «

-tv
 

*D
ri

ed
 i

n
 S

-3
0 

m
in

.
*S

he
pa

rd
, 

J.
F

. 
an

d 
R

.E
. 

T
ot

te
n 

(1
97

3)
 

P
la

nt
 P

hy
si

ol
. 

55
, 

63
9-

69
4 

'M
ur

as
hi

ge
, 

T.
 

an
d 

F.
 

Sk
oo

g 
(1

96
2)

 
P

hy
si

ol
. 

P
la

nt
ar

ua
 1

5,
 

47
3-

49
7 

»G
ao

bo
rg

, 
O

.L
., 

R
.A

. 
M

il
le

r,
 

an
d 

K.
 

O
jlm

a 
(1

96
8)

 
E

xp
el

. 
C

el
l.

 
R

es
. 

50
, 

15
1-

15
8 

,3
P

ro
to

P^
as

t 
fi

rs
t 

al
lo

w
ed

 t
o 

re
ge

ne
ra

te
 c

el
l 

w
al

ls
 b

ef
or

e 
p

la
ti

n
g

 o
n 

m
ed

ia
 i

n
d

ic
at

ed
 

B
ra

un
, 

A
.C

. 
an

d 
H

.N
. 

M
oo

d 
(1

96
2)

 
P

ro
c.

 
H

ad
. 

A
ca

d.
 

S
ci

. 
U

.S
.A

. 
43

, 
17

76
-1

73
2

; 
I

FE
D

ER
A

L 
R

EG
IS

TE
R

, V
O

L
. 

43
, 

N
O

. 
14

6—
F

R
ID

A
Y

, J
U

LY
 2

8,
 1

97
8

NOTICES 33177



33178 NOTICES

R e f e r e n c e s

1. Baraka, M. and Kado, C. I. (1978) Un­
published data.

2. Beringer, J. E. (1974) J. Gen. Microbiol, 
84, 188-198.

3. Beringer, J. E. (1978) Unpublished data.
4. Beringer, J. E. and Hopwood, D. A.

(1976) Nature 264: 291-293.
5. Bogoroditskaya, S. V., Shendrov, V. A., 

and Shevyakova, N. N. (1973) Transfer of 
extrachromosomal resistance to antibiotics 
from Escherichia coli to Erwinia caroto- 
vora f.sp. citrullis by conjugation. Biologi- 
cheskii Naukii 16:110-112.

6. Boucher, C., Bergeron, B., Barate de 
Bertalmio, M. and Denarie, J. (1977) J. Gen, 
Microbiol. 98, 253-263.

7. Chatterjee, A. K. and Starr, M. P. 
(1972). J. Bacteriol. I l l ,  169-176.

8. Chatterjee, A. K. and Starr, M. P. 
(1972b). Transfer among Erwinia spp. and 
other enterobacteria of antibiotic resistance 
carried on R. factors. J. Bacteriol. 112: 576- 
584.

9. Chatterjee, A. K. and M. P. Starr
(1977) . Donor strains in Erwinia chrysanth- 
emi, and conjugational transfer of the pec- 
tolytic capacity. Proc. Am. Phytopath. Soc. 
4:105-106.

10. Chilton, M. D. Farrand, S. K.. Levin, S. 
and Nester, E. W. (1976). Genetics 83, 609- 
618.

11. Cho, J. J., Panopoulos, N. J. and 
Schroth, M. N. (1975). J. Bacteriol. 122, 192- 
198.

12. Cole, M. A. and Elkan, G. H. (1973). 
Antimicrob. Agents Chemother. 4, 248-253.

13. Coplin, D. L. (1978). Phytopathology 
(in press).

14. Coplin, D. L. and Stetah, T. A. (1976). 
Proc. Am. Phytopath. Soc. 3, 222.

15. Datta, N. and Hedges, R. W. (1972). J. 
Gen. Microb. 70, 453-460.

16. Denarie, J., Rosenberg, C., Bergeron, 
B„ Boucher, C., Michel, M. and Barate de 
Bertalmio, M. (1977). In DNA insertion ele­
ments, plasmids and episomes. (A. I. Buk­
haris. J. A. Shapiro and S. L. Adhya eds.) 
Cold Spring Harbor.

17. Dixon, R. A., Cannon, F. C. and Kon- 
dorosi, A. (1976). Nature 260: 268-271.

18. Gibbons, L. N., P. M. Bennett, J. R. 
Saunders, J. Grinsted and Connolly, J. C. 
(1976). J. Bact. 128, 309-316.

19. Goldberg, R. B., Bender, R. A., and

Streicher, S. L. (1974). J. Bacteriology 118, 
810-814.

20. Hooykaas, P. J. J., Klapwijk, P. M., 
Nuti, M. P., Schilperoort, R. A. and Rorsch, 
A. (1977). J. Gen. Microbiol. 98, 477-485.

21. Lacy, G. H. (1978). Genetic studies 
with plasmid RPI in Erwinia chrysanthemi 
strains pathogenic on maize. Phytopatho­
logy (in press).

22. Lacy, G. H. and Leary, J. V. (1975). J. 
Gen. Microbiol. 88, 49-57.

23. Lai, M. T., Panopoulos, N. J. and 
Shaffer, S. (1977). Phytopathol. 67, 1044- 
1050.

24. Meade, H. M. Ph.D. thesis M.I.T.
25. Meade, H. M. and Signer, E. (1977). 

P.N.A.S. 74, 2076.
26. Message, B., Boucher, C. and P. Bois- 

tard (1975). Ann. de Phytopathol. 7, 95-103.
27. Panopoulos, N. J. et al. (1978) unpub­

lished.
28. Puhler, A. (1976). Dissertation, Univer­

sity of Erlangen, Nurenburg, 186 pp.
29. Skotnicki, M. L. and Rolfe, B. G.

(1978). J. Bact. 133, 518-526.
R e c o m b in a n t  DNA M o l e c u l e  P r o g r a m  A d ­

v i s o r y  C o m m it t e e , W o r k s h o p  o n  R i s k  
A s s e s s m e n t  o f  A g r ic u l t u r e  P a t h o g e n s

National Science Foundation, Conference 
Room 338, 1800 G Street NW , Washing­
ton. D.C. 20550, March 20-21, 1978, 9 a.m.

Zaitlin, Dr. Milton (Chairman), Department 
of Plant Pathology, Cornell University, 
Ithaca, N.Y. 14853.

Day, Dr. Peter A. (Co-Chairman), Connecti­
cut Agricultural Experiment Station, Post 
Office Box 1106, New Haven, Conn. 06504. 

Ausubel, Dr. Frederick M., Department of 
Biology, Harvard University, Cambridge, 
Mass. 02138.

Chilton, Dr. Mary D., Department of Micro­
biology and Immunology, University of 
Washington, Seattle, Wash. 98195.

Dropkin, Dr. Victor, Department of Plant 
Pathology, University of Missouri, Colum­
bia, Mo. 65201.

Giles, Dr. Kenneth L., Department of Ge­
netics, College of Agriculture, Iowa State 
University, Ames, Iowa 50011.

Kado, Dr. Clarence I., Department of Plant 
Pathology, University of California, Davis, 
Calif. 95616.

Kelman, Dr. Arthur, Department of Plant 
Pathology, University of Wisconsin, Madi­
son, Wis. 53706.

Millar, Dr. Roy, Department of Plant Pa­
thology, Cornell University, Ithaca, N.Y. 
14853.

Miller, Dr. Lois K., Department of Bacteri­
ology and Biochemistry, University of 
Idaho, Moscow, Idaho 83843.

Panopoulos, Dr. Nickolas J., Department of 
Plant Pathology, University of California, 
Berkeley, Calif. 68503.

Vidaver, Dr. Anne, Department of Plant Pa­
thology, University of Nebraska, Lincoln, 
Nebr. 68503.

Liaison Representatives
Clutter, Dr. Mary E., Program Director, De­

velopmental Biology, National Science 
Foundation, Washington, D.C. 20550.

Fulkerson, Dr. John F., SEA-CR Room 441 
West, U.S. Department of Agriculture, 
Washington, D.C. 20250.

Gartland, Dr. William J., Jr., Director, 
Office of Recombinant DNA Activities. 
NIGMS, National Institutes of Health, 
Bethesda, Md. 20014.

Grogan, Dr. Clarence, SEA-CR Room 443 
West, U.S. Department of Agriculture, 
Washington, D.C. 20250.

Kamely, Dr. Daphne, Assistant to the Direc­
tor, Office of Recombinant DNA Activi­
ties, NIGMS, National Institutes of 
Health, Bethesda, Md. 20014.

Schils, Dr. Edward A., APHIS, Veterinary 
Services, Room 318E, Administration 
Building, U.S. Department of Agriculture, 
Washington, D.C. 20250.

Key, Dr. Joe L., Director, Office of Competi­
tive Grants, U.S. Department of Agricul­
ture, Room 129 Commonwealth Building, 
1300 Wilson Boulevard, Arlington, Va. 
22209.

Krugman, Dr. Stanley L., Forest Service, 
P.O. Box 2417, U.S. Department of Agri­
culture, Washington, D.C. 22013.

Lewis, Dr. Charles, SCA/FR NPS, Room 317 
Building 005, BARC West, U.S. Depart­
ment of Agriculture, Beltsville, MD. 20705.

Lewis, Dr. Herman W., Division of Biologi­
cal and Medical Sciences, National Science 
Foundation, Washington, D.C. 20550.

Rabson, Dr. Robert, Division of Biomedical 
and Environmental Research, Mail Sta­
tion E-201, U.S. Department of Energy, 
Washington, D.C. 20545.

Strobel, Dr. Gary, SEA Room 441 West, 
U.S. Department of Agriculture, Washing­
ton, D.C. 20250.
[FR Doc. 78-20563 Filed 7-27-78; 8:45 am]

FEDERAL REGISTER, V O L. 4 3 , N O , 146— FR ID A Y, JULY I t ,  1 «P t



FRIDAY, JULY 28, 1978 
PART V

DEPARTMENT OF 
HEALTH,

EDUCATION, AND 
WELFARE

Food and Drug 
Administration

EXEMPTION FROM 
PREEMPTION OF STATE 
AND LOCAL HEARING 

AID REQUIREMENTS

Applications



33180 PROPOSED RULES

[4110-03]
DEPARTMENT OF HEALTH, 
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Food and Drug A dm in istration

[21  CFR P art 8 08 ]

[Docket No. 77N-0333]

EXEM PTION FROM  PREEMPTION O F STATE 
A N D  LOCAL H EAR IN G  A ID  REQUIREMENTS

A pplications fo r Exem ption

AGENCY: Pood and Drug Administra­
tion.
ACTION: Proposed rule.
SUMMARY: In response to applica­
tions from several States, this propos­
al would exempt certain State and 
local hearing aid device requirements 
from Federal preemption. The Federal 
Food, Drug, and Cosmetic Act pre­
empts State and local medical device 
requirements that are different from 
or in addition to Federal requirements. 
The act also provides that the agency 
may, by regulation, exempt State and 
local device requirements from pre­
emption. Elsewhere in this issue, the 
agency gives notice of an opportunity 
for interested persons to request an 
oral hearing on these proposed regula­
tions.
DATES: Comments by September 26, 
1978. The Commissioner proposes that 
the final regulation based on this pro­
posal shall be effective 30 days after 
its publication in the R egister R egis­
ter.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305) Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION 
CONTACT:

Joseph M. Sheehan, Bureau of Medi­
cal Devices (HFK-70), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7114.

SUPPLEMENTARY INFORMATION: 
The Commissioner of Foods and 
Drugs, in a final regulation published 
in the F ederal R egister of February 
15, 1977 C42 FR 9286), established pro­
fessional and patient labeling and con­
ditions for sale of hearing aids. Since 
this regulation became effective on 
August 25, 1977, any State and local 
hearing aid requirement that is differ­
ent from or in addition to the require­
ments established by the FDA regula­
tions is preempted under section 
521(a) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360k(a)).

The Food and Drug Administration 
issued final regulations, published in 
the F ederal R egister of May 2, 1978 
(43 FR 18661), establishing procedures

for considering applications for ex­
emption from preemption. In these 
regulations, the Commissioner an­
nounced his determination that sec­
tion 521 of the act does not preempt 
certain types of State and local re­
quirements. The following require­
ments relating specifically to hearing 
aids are not preempted: (1) Require­
ments with respect to the licensing of 
hearing aid dispensers, audiologists, 
and physicians; (2) requirements that 
are substantially identical to the FDA 
requirements governing the labeling 
and conditions for sale of hearing aids; 
and (3) requirements established by 
Federal, State, or local agencies to 
control the expenditures of public 
funds for purchasing hearing aids and 
hearing health care services for the 
hearing impaired.

These regulations also established 
procedures for considering applica­
tions filed under section 521(b) of the 
act. Section 521(b) provides that FDA 
may, by regulation issued after notice 
and an opportunity for an oral hear­
ing, exempt a State or local medical 
device requirement from preemption 
under such conditions as the Commis­
sioner may prescribe if  the require­
ment is (1) more stringent than an 
FDA requirement applicable to the 
device under the act, or (2) required by 
compelling local conditions and com­
pliance with it would not cause the 
device to be in violation of any re­
quirement applicable under the act.

Shortly after the FDA hearing aid 
regulation became effective, several 
States applied for exemption from 
preemption for their hearing aid re­
quirements. Realizing that many 
other State and local governments had 
requirements similar to those for 
which applications had been filed, the 
Commissioner, in a notice published in 
the F ederal R egister of October 18, 
1977 (42 FR 55648), invited all State 
and local governments to file within 30 
days applications for exemption from 
preemption for requirements govern­
ing labeling and conditions for sale of 
hearing aids. The purpose of the 
notice was to expedite the considera­
tion of these applications by encourag­
ing simultaneous submissions by af­
fected State and local governments. As 
a result of this notice, 19 applications 
are now pending. The Commissioner is 
now proposing action on each of these 
applications in this consolidated pro­
ceeding.

E ffect of E xem ption

The Commissioner emphasizes that 
when FDA grants an exemption to a 
State or local requirement (when FDA 
reinstates a preempted State or local 
law), the granting of the exemption 
does not in any manner affect FDA re­
quirements under the act, such as the 
FDA regulations mentioned earlier re­

lating to labeling and conditions for 
sale of hearing aids. The FDA require­
ments continue in full force and effect 
regardless of whether comparable or 
related State or local requirements are 
preempted or exempted from preemp­
tion.

The Commissioner also notes that 
many State requirements do not apply 
to all sales of hearing aids, as the FDA 
requirements do. For example, some 
State requirements apply only to sales 
to minors; other State requirements 
specifically do not apply to sales of re­
placement hearing aids. If such re­
quirements are more stringent than 
the FDA requirements, they may be 
exempted from preemption. If an ex­
emption is granted, these State or 
local requirements are in addition to 
and not in lieu of the FDA require­
ments. Therefore, a person engaged in 
the sale or distribution of hearing aids 
must comply with both sets of require­
ments to be in compliance with both 
State and Federal law.

T he  FDA H earing A id  R egulations

In ruling on these applications, the 
Commissioner has compared each of 
the State requirements to FDA hear­
ing aid requirements in §§ 801.420 and 
801.421 (21 CFR 801.420, 801.421).

Section 801.420 requires a manufac­
turer or distributor of a hearing aid to 
provide a user instructional brochure 
to accompany each hearing aid. This 
brochure must contain certain infor­
mation for the hearing aid dispenser 
and user and instructions for use of 
the hearing aid. Section 801.421 (b) 
mid (c) requires the manufacturer and 
hearing aid dispenser to make the bro­
chure available to a prospective user. 
The dispenser is required to give a pro­
spective user an opportunity to read 
the brochure and to review the bro­
chure with the prospective user.

Section 801.421 also prohibits a 
hearing aid dispenser from selling a 
hearing aid unless the prospective user 
has presented to the dispenser a state­
ment signed by a licensed physician 
stating that the patient’s hearing loss 
has been evaluated medically, and 
that the patient may be considered a 
candidate for a hearing aid. The medi­
cal evaluation must have taken place 
within the 6 months preceding the 
sale. An informed adult, 18 years of 
age or older, may waive the medical 
evaluation requirement by signing a 
written statement. The hearing aid 
dispenser is prohibited from actively 
encouraging the prospective user to 
waive medical evaluation.

G eneral Issu es

Many of the State requirements are 
similar and involve a number of recur­
ring issues. Later sections of this pre­
amble will address individual State or 
local requirements. The following dis-
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cussion of the recurring issues and the 
Commissioner’s reasons for their reso­
lution generaly will not be repeated in 
the discussion of the individual State 
laws.

1. Medical evaluation. The Commis­
sioner has determined that good hear­
ing health care practice requires that 
persons with hearing loss have a medi­
cal evaluation by a licensed physician 
(preferably a physician who specializes 
in diseases of the ear) before purchas­
ing a hearing aid. A medical evaluation 
by a physician is necessary to deter­
mine the cause of, and the pathology 
associated with, a patient’s hearing 
loss. Because a medical evaluation 
often includes an interpretation of a 
medical history, a physical examina­
tion, and laboratory and X-ray studies, 
an examination by other than a li­
censed physician will not satisfy this 
need. Therefore, the Commissioner is 
proposing to deny exemption from 
preemption for any State or local re­
quirement that does not require a 
medical evaluation by a licensed physi­
cian.

2. Audiological evaluation. In the 
final FDA regulation on labeling and 
conditions for sale of hearing aids, the 
Commissioner rejected suggestions 
that an audiological evaluation be 
made a condition to the sale of a hear­
ing aid. The Commissioner concluded 
that the public record did not justify 
requiring an audiological evaluation to 
determine hearing aid candidacy. The 
Commissioner also noted that such a 
requirement would create an addition­
al barrier to the receipt of a hearing 
aid in those areas of the country 
where audiological services are scarce 
and could increase the cost of obtain­
ing a hearing aid without providing 
any conclusive assurance that the pa­
tient would benefit from amplifica­
tion. However, several States with 
mandatory audiological evaluation re­
quirements have pointed out in their 
applications that audiological services 
are not scarce in their jurisdictions. 
These States also claim that the cost 
of audiological evaluation is generally 
covered by medical insurance so as not 
to represent a direct additional cost to 
the patient.

Although audiological examinations 
may be covered by insurance as a 
number of States claim, the Commis­
sioner is not persuaded that this pro­
vides a basis for granting an exemp­
tion from preemption. The consumer 
ultimately pays for these examina­
tions, if not directly, then through in­
creased insurance premiums. Further­
more, the Commissioner has not seen 
any additional information which 
would justify requiring an audiological 
evaluation to determine hearing aid 
candidacy. Therefore, the Commis­
sioner is proposing to deny exemption 
from preemption for State laws requir­

ing audiological evaluation for adults 
before the sale of a hearing aid.

However, as noted in the FDA hear­
ing aid regulation under 
§ 801.420(c)(3), the Commissioner be­
lieves that a child with a hearing loss 
should be directed to an audiologist 
for evaluation and rehabilitation be­
cause hearing loss may cause problems 
in language development and the edu­
cational and social growth of a child. 
Although the FDA regulation encour­
ages, but does not require, audiological 
evaluation for children, the Commis­
sioner believes that State require­
ments for audiological evaluation for 
children are more stringent than, and 
consistent with, the Federal require­
ment. Therefore, the Commissioner is 
proposing to grant exemption from 
preemption for such requirements.

3. Waiver of medical evaluation. 
The Federal regulation permits a pro­
spective hearing aid user 18 years of 
age or older to waive the medical eval­
uation requirement provided the hear­
ing aid dispenser: (1) Informs the pro­
spective user that exercise of the 
waiver is not in the user’s best health 
interest: (2) does not actively encour­
age the user to waive; and (3) affords 
the prospective user the opportunity 
to sign a waiver statement. This 
waiver provision acknowledges that 
some persons have religious or person­
al beliefs against a medical evaluation. 
The provision also allows for the rare 
circumstance in which an individual 
would have great difficulty in obtain­
ing a medical evaluation because of 
the lack of a physician in the area.

The FDA regulation (§ 801.420(c)(2)) 
also requires that the User Instruc­
tional Brochure contain a statement 
warning hearing aid dispenser to 
advise the prospective user to consult 
promptly with a licensed physician if 
the dispenser determines that the pro­
spective user has any one of eight 
medical conditions. A prospective user 
may waive medical evaluation whether 
or not any one of the eight conditions 
is present. The Commissioner, howev­
er, expects hearing aid dispensers to 
urge prospective users exhibiting any 
of these conditions to consult a physi­
cian.

The Commissioner believes that, in 
general, an informed adult who has re­
ligious or personal objections to medi­
cal examination should be permitted 
to waive the medical evaluation re­
quirement. Therefore, he is proposing 
to deny exemption from preemption 
for those State and local requirements 
that either do not permit any waiver 
of a medical evaluation requirement, 
or permit a waiver only for religious 
reasons. However, the Commissioner 
strongly believes that a medical exami­
nation should be an integral part of 
the hearing aid selection process for 
most adults and an absolute require­

ment, as provided in § 801.421(a)(2), 
for persons who are less than 18 years 
old. Therefore, the Commissioner, in 
deference to the judgment of the 
States, is proposing to grant exemp­
tions from preemption for those State 
and local requirements that do not 
permit a waiver when certain medical 
conditions are found to exist hi the 
prospective purchaser. Such a require­
ment is more stringent than the FDA 
requirement and is consistent with the 
FDA policy of encouraging a medical 
evaluation as a condition to the pur­
chase of a hearing aid.

4. Six-month requirement. The FDA 
regulation in § 801.421(a)(1) requires 
that a medical evaluation be made no 
more than 6 months before the pur­
chase of a hearing aid. This period is 
sufficiently long to give the purchaser 
time to shop for a hearing aid and yet 
is sufficiently short to decrease the 
likelihood of substantial changes in 
the prospective user's medical condi­
tion.

Some States have requested an ex­
emption for requirements which pro­
vide that a medical evaluation must 
take place less than 6 months before 
the sale of the hearing aid. These 
States assert that, in their jurisdic­
tions, hearing health care services are 
readily available and, therefore, it is 
reasonable to require an examination 
within a shorter period of time. The 
Commissioner generally agrees with 
this position. Therefore, he is propos­
ing to grant an exemption from pre­
emption for those State requirements 
that provide that the medical evalua­
tion must take place less than 6 
months before the sale of a hearing 
aid; the basis for the exemption is that 
such requirements are more stringent 
than the FDA requirement.

Other States do not establish any 
time period within which a medical ex­
amination must occur. Apparently in 
those States it is not a violation of 
State law for a hearing aid dispenser 
to sell a hearing aid even though the 
prospective user has not received a 
medical evaluation for many years. 
The Commissioner reiterates that all 
FDA requirements remain in force 
when a State statute is less stringent 
or silent with respect to a particular 
requirement. When the State require­
ment is more stringent, the Federal re­
quirement continues regardless of 
whether the more stringent require­
ment is exempted from preemption. 
Of course, compliance with a particu­
lar State requirement that is more 
stringent than the FDA requirement 
will also assure compliance with the 
comparable FDA requirement.

To summarize, under Federal law a 
medical examination must, unless law­
fully waived, take place no longer than 
6 months before the purchase of a 
hearing aid. Where the Commissioner

FEDERAL REGISTER, V O L  4 3 , N O . 146— FR ID A Y, JULY 2 8 , 1978



33182 PROPOSED RULES

grants an exemption for a State law 
that establishes a shorter time period, 
then under State law the shorter time 
period is a valid State requirement.

5. Sales receipt Many State laws re­
quire a hearing aid dispenser to pro­
vide the purchaser with a receipt con­
taining certain information. Most of 
the required information concerns the 
terms of sale. Such requirements are 
not preempted by section 521(a) of the 
act because they do not relate to the 
safety and effectiveness of hearing 
aids. Therefore, they are not candi­
dates for exemption from preemption.

Some State laws, however, require 
that the receipt contain certain infor­
mation with respect to the safety or 
effectiveness of the hearing aids. For 
such requirements, the Commissioner 
is proposing to grant exemption from 
preemption provided that the require­
ment does not conflict with any re­
quirement under FDA regulation.

Many State laws also require that 
the receipt include a statement as to 
whether the hearing aid is new, used, 
or reconditioned. Section 801.420(cX5) 
requires that, if a hearing aid is “used” 
(as defined in § 801.420(a)(6)), or re­
built, this fact shall be declared on the 
container in which the hearing aid is 
packaged and on a tag physically at­
tached to the hearing aid. Most of the 
State laws, however, do not define the 
term “used hearing aid.” The Commis­
sioner is proposing to exempt from 
preemption State laws that require a 
sales receipt to state whether the 
hearing aid is new, used, or recondi­
tioned, provided that the State applies 
the Federal definition of “used hear­
ing aid” when enforcing the require­
ment. Such requirements will be 
exempted on the basis that they 
impose an additional and more strin­
gent requirement.

6. Recordkeeping. Section 801.421(d) 
requires a hearing aid dispenser to 
maintain a copy of the physician’s 
medical evaluation statement or the 
signed waiver for at least 3 years from 
the date of sale. The Commissioner is 
proposing to exempt from preemption 
those more stringent State require­
ments that provide that these records 
must be kept for a longer period, be­
cause such requirements may assist 
the States in enforcing the medical 
evaluation requirements.

I n d iv id u a l  S t a t e  o r  L oca l  
R e q u ir e m e n t s

Following are discussions of the sec­
tions of State hearing aid laws and 
regulations that are subject 521 of the 
act:

A r iz o n a

Arizona Revised Statute 36-1901.7. 
This section provides that unethical 
conduct for a hearing aid dealer in­
cludes:

(s) Fitting and dispensing of a hearing aid 
when dealing with a child 14 years of age or 
under, without first ascertaining whether 
the child has been examined by an otolaryn­
gologist, including an otologic and audiolo­
gic examination, for his recommendation 
within 90 days prior to the fitting. If such 
not be the case, a recommendation to do so 
must be made and this fact shall be record­
ed as provided by regulation. The provisions 
of this subdivision shall not apply to the re­
placement of any hearing aid within 1 year 
of its purchase.

(t) Fitting and dispensing of a hearing aid 
to any individual who has a significant air 
bone gap or an apparent unilateral sensorin­
eural hearing loss without first ascertaining 
that the individual has been examined by 
an otolaryngologist and received an otologi- 
cal and audiologic examination within the 
preceding 6-month period. If such not be 
the case, the individual shall sign an agree­
ment as provided by regulation, stating the 
person has been informed of possible correc­
tion of his hearing loss by surgical or medi­
cal means, and that a hearing loss of this 
nature could be caused by serious and life 
threatening disease. The provisions of this 
subdivision shall not apply to the replace­
ment of any hearing aid within 1 year of its 
purchase.

Subsection (s) and its implementing 
regulation (A.C.R.R. R9-16-303) are 
less stringent than the FDA require­
ments because they would allow the 
parent or guardian of a child 14 years 
of age or under to waive the medical 
evaluation requirement for the child. 
These provisions would allow the dis­
pensing of a hearing aid to a child 
without any medical examination. 
Therefore, the Commissioner is pro­
posing to deny exemption from pre­
emption for these requirements.

Subsection (t) and its implementing 
regulation (A.C.R.R. R9-16-304) re­
quire that a prospective hearing aid 
user with a significant air bond gap or 
apparent unilateral sensorineural 
hearing loss be examined by an otolar­
yngologist and receive an otologic and 
audiologic examination within 6 
months before the sale of a hearing 
aid. An informed adult may sign a 
written waiver of these requirements. 
As stated above in the discussion of 
general issues, the Commissioner is 
proposing to deny exemption from 
preemption for audiological evaluation 
requirements for adults. However, be­
cause the Arizona statute permits a 
waiver of this requirement, the Com­
missioner believes that the reasoning 
given above does not apply. The Com­
missioner is proposing to exempt these 
requirements from preemption be­
cause they are more stringent than 
the FDA requirements.

C a l if o r n ia

Business and Professions Code 
§3365.6:

No hearing aid shall be sold by an individ­
ual licensed under this chapter, to a person 
16 years of age or younger, unless within 
the preceding 6 months a recommendation

for a hearing aid has been made by both a 
board-certified, or a board-eligible physician 
specializing in otolaryngology, and by an au­
diologist certified by the American Speech 
and Hearing Association. A replacement of 
an identical hearing aid within one year 
shall be an exception to this requirement.

This section is more stringent than 
the FDA regulation because it requires 
that a prospective hearing aid user 16 
years of age or younger be examined 
by an otolaryngologist and an audiolo­
gist before the sale of a hearing aid. 
Therefore, the Commissioner is pro­
posing that this section be exempted 
from preemption. The Commission«* 
advises, however, that in order for a 
sale to be in compliance with Federal 
law, it must meet all the requirements 
of the FDA regulation. Thus, with spe­
cific reference to the “replacement” 
provision in the final sentence of 
§ 3365.6, if a “replacement” constitutes 
a new sale, and is not simply a warran­
ty-type substitution of one hearing aid 
foi* another, all requirements of the 
FDA regulation must be met including 
a medical examination within the pre­
ceding 6 months.

The Commissioner is also proposing 
to exempt from preemption Califor­
nia’s Health and Safety Code, section 
26463(m), which prohibits the adver- i 
tising of any device represented to < 
have any effect in diseases or disorders I 
of the ear. The Commissioner especial- \ 
ly seeks comments on this provision £ 
because to the extent that it relates to | 
the safety and effectiveness of a hear­
ing aid, it is more stringent than the 
FDA requirements. However, if the ; 
provision is not related to safety or ef­
fectiveness, but rather relates to other 
forms of consumer protection, it may 
not be preempted by section 521(a) of 
the act.

The Commissioner* notes that the 
proposal here is independent of an 
earlier application for exemption for 
other provisions of California law (see 
F ed er a l  R e g is t e r  of February 15, 
1977, 42 FR 9186, 9226). That matter is 
pending. When the proposed regula­
tion was issued on the earlier applica­
tion, the FDA hearing aid regulation 
had not yet gone into effect and, 
therefore, California laws relating to 
hearing aids were not preempted. Be­
cause California laws relating to label­
ing and conditions of sale of hearing 
aids that are in addition to or differ­
ent from the FDA requirements are 
now preempted, it is necessary to in­
clude these provisions in the current 
proceeding.

C o n n e c t ic u t

Connecticut General Statutes 20- 
403:

Anyone who has a history of (1) Visible 
congenital or traumatic deformity of the 
ear; (2) Active drainage from the ear within 
the previous 90 days; (3) Sudden, or rapidly
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progressive, hearing loss within the previous 
90 days; (4) Acute or chronic dizziness; (5) 
Unilateral hearing loss of sudden or recent 
onset within the previous 90 days; (6) audio­
metric air-bone gap equal to, or greater 
than, 15 decibels at 500 hertz (Hz). 1,000 Hz, 
and 2,000 Hz; (7) visible evidence of cerumen 
accumulation, or a foreign body in the ear 
canal; and (8) pain or discomfort in the ear 
within the previous 60 days shall be advised 
by the hearing aid dealer, as defined herein, 
to consult a physician or an otolaryngolo­
gist, as defined herein, prior to fitting of the 
hearing aid. A written statement, stating 
the consumer has been advised of such, 
shall accompany any sale of a hearing aid.

The Commissioner is proposing to 
exempt this section from preemption. 
The section is more stringent than the 
FDA regulation because it requires the 
hearing aid dispenser to advise the 
prospective purchaser in writing to 
consult a physician if certain medical 
conditions are found to exist.

The FDA regulation only requires 
that the User Instructional Brochure 
contain a statement warning hearing 
aid dispensers to advise a prospective 
hearing aid user to consult a physician 
if these medical conditions axe found 
to exist.

Connecticut General Statutes 20- 
404. This section provides that a hear­
ing aid dealer license may be suspend­
ed for unethical conduct including:

(6) Selling a hearing aid to a person under 
the age of 18 without prior ear examination 
by an otolaryngologist and an audiological 
examination performed or supervised by an 
audiologist.

The Commissioner is proposing to 
exempt this section from preemption. 
It is more stringent than the FDA reg­
ulation because it requires that a child 
be examined by an otolaryngologist 
and an audiologist, while the FDA reg­
ulation only requires that the child be 
examined by a licensed physician.

D is t r ic t  o f  C o l u m b ia

Act 2-79, Sec. 5:
Sec, 5 Special Provisions.
(a) No registrant shall fit, offer for sale, or 

sell a hearing aid to a person unless, within 
the preceding three (3) Months, the person 
has received a medical clearance after an ex­
amination by an otolaryngologist and a 
hearing test evaluation.

(b) No registrant shall sell a hearing aid 
not conforming to the hearing test evalua­
tion required without prior consultation and 
written approval from the signer of the 
hearing test evaluation.

(c) Sections 5(a) and 5(b) of this act do 
not apply to—

(1) The purchase of an identical hearing 
aid within two (2) years of the date that the 
purchaser receives the original aid; and

(2) The purchase of parts, attachments or 
accessories of the telephone designed to aid 
the hearing-impaired.

(d) If a prospective hearing aid user has a 
bona fide religious belief which precludes 
him or her from having a medical examina­
tion as required in section 5(a) of this act, 
the prospective hearing aid user may waive 
the medical examination requirement: Pro­

vided, That the prospective hearing aid user 
signs the following statement, printed in ten
(10)-point type:

"My religious beliefs require that I waive 
the medical examination and the hearing 
aid evaluation required by the ‘Hearing Aid 
Dealer and Consumers Act of 1977’ for the 
purchase of a hearing aid. I voluntarily 
waive the medical examination, notwith­
standing the fact that I have been advised 
by
Hearing Aid Dispenser’s N a m e -----------------
that my best health interest would be 
served if I had a medical evaluation by a 
physician who is an ear specialist.”

No registrant shall seek to induce a pro­
spective hearing aid user to execute such a 
waiver.

This section is more stringent than 
the FDA requirements in several re­
spects. First, it requires that the pro­
spective purchaser be examined by an 
otolaryngologist and not just a li­
censed physician. Second, it requires 
that the prospective purchaser receive 
a hearing test evaluation in addition 
to a medical examination. Third, the 
section requires the prospective pur­
chaser to obtain a medical examina­
tion and hearing test evaluation 
within 3 months before the sale of the 
hearing aid. Finally, this section 
allows a waiver of the medical evalua­
tion requirement only for a person 
who has a bona fide religious belief 
which precludes a medical examina­
tion.

As stated above in the discussion of 
general issues, the Com m issioner is 
proposing to exempt this section from 
preemption to the extent that it re­
quires a medical examination by an 
otolaryngologist with 3 months before 
the sale of the hearing aid. However, 
as also stated above, the Com m issioner  
is proposing to deny exemption for the 
requirement of a hearing test (audiolo­
gical) evaluation before the sale of a 
hearing aid.

The provision that the prospective 
purchaser may waive the medical ex­
amination requirement only for a 
bona fide religious belief is also more 
stringent than the FDA regulation, 
which permits a waiver for personal or 
religious reasons. Moreover, the provi­
sion does not refer to the existence of 
certain medical conditions or other­
wise provide a basis for denying an 
adult the right to decide whether to 
seek or to waive a medical examina­
tion. However, because it substantially 
narrows the grounds under which an 
adult may waive a medical examina­
tion, the Commissioner is proposing to 
deny exemption from preemption for 
the District of Columbia provision 
that a purchaser may waive the medi­
cal examination requirement only for 
religious reasons. As a result, the Fed­
eral waiver provision will apply in the 
District of Columbia; that is, any in­
formed adult, 18 or over, may waive 
the medical evaluation requirement.

The Commissioner notes that sec­
tion 5(c) of the District of Columbia 
act exempts from the coverage of sec­
tions 5(a) and 5(b) the "purchase of an 
identical hearing aid within two (2) 
years” of the original purchase. To be 
in compliance with Federal law, how­
ever, each sale must satisfy all the re­
quirements of the FDA regulation in­
cluding a medical examination within 
the preceding 6 months. Where there 
is simply a warranty-type substitution 
of one hearing aid for another and not 
a new purchase, the FDA regulations 
relating to conditions of sale do not 
apply.

F l o r id a

Florida Statutes § 468.135(5):
Medical Clearance: If, upon inspection oi 

the ear canal with an otoscope, in the 
common procedure of a hearing aid fitter, 
and upon interrogation of the client, there 
is any recent history of infection or any ob­
servable anomaly, the client shall be in­
structed to see a physician, and a hearing 
aid shall not be fitted until medical clear­
ance is obtained for the condition noted. 
Any person with a significant difference be­
tween bone-conduction and air-conduction 
hearing must be informed of the possibility 
of medical correction.

Florida Administrative Code § 10D- 
48.25(26):

The registrant shall not fit or sell a hear­
ing aid to any individual when any of the 
following conditions are found to exist, 
either from observation by the registrant, or 
on the basis of information furnished by the  
prospective hearing aid user, without first 
receiving a written medical clearance for the 
condition noted. Such written statement 
shall be attached to the buyer’s sales con­
tract. A copy of such statement shall be re­
tained by the registrant at his place of busi­
ness for no less than three (3) years.

(a) Visible, congenital or traumatic defor­
mity of the ear;

(b) History of, or active drainage from the  
ear within the previous ninety (90) days;

(c) History of sudden or rapidly progres­
sive hearing loss within the previous ninety 
(90) days;

(d) Acute or chronic dizziness;
(e) Unilateral hearing loss of sudden or 

recent onset within the previous ninety (90) 
days;

(f) Any hearing loss in which there is a IS 
db or greater difference between the air- 
conduction threshold and the bone-conduc­
tion threshold at 500 hertz (Hz), 1,000 Hz, 
and 2,000 Hz;

(g) Visible evidence of cerumen accumula­
tion or a foreign body in the ear canal;

(h) Pain or discomfort in the ear.
The statute and its implementing 

- regulation are more stringent than the 
FDA regulation because of the re­
quirements that a prospective user ex­
hibiting one of several medical condi­
tions obtain a written medical clear­
ance. Moreover, the section does not 
contain a waiver provision, whereas 
the FDA regulation allows for a 
waiver. The Commissioner notes, how­
ever, that Florida law does not specify
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a time period before a sale during 
which the medical examination must 
have taken place. Therefore, the Com­
missioner is proposing that the Florida 
statute and the implementing regula­
tion be exempted from preemption. 
The Commissioner advises, however, 
that the medical examination must 
take place within 6 months before the 
sale of the hearing aid in order for the 
sale to be in compliance with the FDA 
regulation.

K e n t u c k y

Kentucky Revised Statutes § 334.200: 
Requirements for sale or dispensing of 

hearing aids.—(1) It is unlawful for an indi­
vidual licensed under this chapter to sell or 
dispense a hearing aid to any person unless 
within the preceding ninety (90) days:

(a) The person has been examined by and 
received a written, signed, and dated approv­
al for a hearing aid from a duly licensed 
physician. The written approval shall in­
clude, but not be limited to, a statement 
that the person examined has no known ear 
diseases or conditions of the ear which 
might make the fitting and wearing of a 
hearing aid useless, or harmful to the per­
son’s health, or which might interfere with 
the proper fitting and wearing of a hearing 
aid; and,

(b) The person has received a hearing aid 
evaluation, and a written, signed, and dated 
recommendation for a hearing aid from a 
physician or an audiologist licensed or au­
thorized to practice audiology pursuant to 
KRS 334A. The written recommendation 
may take the form of a specific recommen­
dation as to the make and model of a hear­
ing aid or may include a listing of specifica­
tions for a hearing aid.

(c) Any person eighteen (18) years of age 
or older may elect to sign a waiver to the re­
quirements of subsections (a) and (b) of this 
section before the purchase of a hearing aid. 
The waiver shall be on a separate sheet of 
paper, shall be read to the prospective pur­
chaser of a hearing aid, and shall recite: "I 
am eighteen (18) years old or older, and I 
voluntary sign this waiver which indicates 
that I do not wish to have a hearing aid 
evaluation by a physician or an audiologist 
prior to purchasing this hearing aid(s).”

These requirements are more strin­
gent than the FDA regulation in two 
respects: The prospective user of a 
hearing aid must have been examined 
by a licensed physician within 90 days 
before the sale, and the Kentucky 
statute requires a prospective user to 
receive an audiological evaluation by a 
licensed physician or audiologist in 
addtion to a medical clearance. As 
stated in the discussion of general 
issues above, the Commissioner is pro­
posing to deny exemption from pre­
emption for audiological evaluation re­
quirements. However, because the 
Kentucky statute permits a waiver of 
the requirements, the Commissioner 
believes that the reasoning given 
above does not apply. Therefore, he is 
proposing to grant exemption from 
preemption for this entire section.

PROPOSED RULES

M aine

Maine Revised Statute Annotated 1658-D, 
1658-E:

§ 1658-D Medical or audiological exami­
nation. 1. Minors. No dealer may sell or fur­
nish a hearing aid to a person of 18 years of 
less without a written statement, signed by 
a physician with specialized training in the 
field of otolaryngology or by an audiologist, 
that such person has had an ear or hearing 
examination within 90 days of the purchase 
of fu rn ish in g  of a hearing aid and that a 
hearing aid is recommended for such 
person.

2. Adults. The department shall by regula­
tion list and define certain medical condi­
tions affecting hearing. If a dealer has 
notice of the existence of any one or more 
of such conditions in the case of a prospec­
tive purchaser of a hearing aid, whether by 
the dealer’s observation of the prospective 
purchaser or by information furnished by 
the prospective purchaser, fitting of the 
hearing aid shall be delayed until the pur­
chaser has had an ear or hearing examina­
tion administered by a physician with spe­
cialized training in the field of otolaryngo­
logy or by an audiologist who, as a result of 
such examination, recommends in writing a 
hearing aid for the prospective purchaser.

§ 1658-E Persons and practices not affect­
ed. This chapter is not intended to prevent 
any person from engaging in the practice of 
measuring human hearing, provided that 
such person does not intend to sell hearings 
aids and accessories unless under the direct 
supervision of a licensee.

This chapter does not apply to a person 
who is a physician or osteopath duly li­
censed under the laws of the State of 
Maine.

Persons holding a master’s or doctoral 
degree from an accredited university pro­
gram which includes at least 24 credits in 
audiology at the graduate level and 150 su­
pervised clinical hours in clinical audiology 
m ay test or measure human hearing but 
shall not demonstrate, with the- intent to 
sell, hearing aids and accessories, except ear 
molds.

Nothing in this chapter shall be construed 
to require an ear or hearing examination by 
a physician or audiologist of a person who 
objects thereto on the ground that such ex­
amination conflicts with the tenets and 
practices of a church or religious denomina­
tion of which he is a member or adherent.

Section 1658-D is less stringent than 
the FDA regulation in its require­
ments for both minors and adults be­
cause it permits the sale of a hearing 
aid on the recommendation of an au­
diologist without a medical evaluation 
by a licensed physician. Although the 
last sentence of section 1658-E may be 
more stringent than the FDA waiver 
provision because it applies only to 
those who object to examination by a 
physician or audiologist for religious 
reasons, the effect of this provision is 
to require that only those persons who 
do not object for religious reasons be 
examined by a licensed physician or 
an audiologist. Therefore, the Com­
missioner is proposing to deny exemp­
tion from preemption for section 1658- 
D and the last sentence of section 
1658-E.

H ie Commissioner has determined 
that the first three sentences of sec­
tion 1658-E are not preempted because 
they are licensing provisions, and 
therefore, not requirements with re­
spect to a device within the meaning 
of section 521 of the act.

Maine also requests an exemption 
from preemption for section 1658-C, 
which requires a hearing aid dispenser 
to give a notice containing certain in­
formation to the purchaser at the 
time of sale. Most of the provisions of 
this section are not requirements with 
respect to a device within the meaning 
of section 521 of the act, and, there­
fore, are not preempted. Section 1658- 
C(3)(c), however, requires that the 
notice contain a statement as to 
whether the hearing aid is new, used, 
or reconditioned. This provision is pre­
empted because it is different from 
the requirements of the FDA regula­
tion. However, as indicated in the gen­
eral discussion above, the Commission­
er is proposing to exempt from pre­
emption this portion of section 1658-
C. As a result, if the exemption is 
granted, none of the section will be 
preempted.

M i n n e s o t a

Minnesota Statutes §§ 145.43 and 145.44:
§ 145.43 Hearing aids; restrictions on 

sales. Subdivision 1. Definition. “Hearing 
aid” means any instrument or device de­
signed for or represented as aiding defective 
h um an hearing, and its parts, attachments, 
or accessories, including but not limited to 
ear molds. Batteries and cords shall not be 
considered parts, attachments, or accesso­
ries of a hearing aid.

Subdivision 2. Prescription or written rec­
ommendation required. No hearing aid shall 
be sold by any person in this State except 
upon the prescription or other written and 
signed recommendation of an authorized 
person who is neither employed by, or in a 
business relationship with, a seller of hear­
ing aids. For purposes of this section, “au­
thorized person” means an audiologist, oto­
laryngologist, otologist, or licensed medical 
doctor. “Audiologist” means an individual 
who holds a master’s degree or doctor’s 
degree in audiology from a college or uni­
versity that is fully accredited by the North 
Central Association of Colleges and Second­
ary Schools or an equivalent accrediting as­
sociation. Any person selling a hearing aid 
as provided in this section shall maintain 
for hot less than one year, in a file under 
the name of the person to whom the hear­
ing aid was sold, a true copy of the prescrip­
tion or other written recommendation, as 
provided herein, upon which such sale was 
made. Nothing in this act shall apply to a 
sale solely limited to either repair services 
or replacement parts, or both, for a hearing 
aid already owned by a consumer or to the 
sale of a replacement hearing aid to an aid 
already owned by a consumer.

§ 145.44 Conditions requiring consulta­
tion of doctor or audiologist; waiver of sale 
restrictions. Subdivision 1. When a hearing 
aid vendor finds the following conditions in 
any person either by observation or being 
told by said person, said vendor shall not fit 
or sell a hearing aid until that person has
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consulted with a licensed medical doctor or 
audiologist:

Cl) Visible congenital or traumatic defor­
mity of the ear.

(2) History of, or active drainage from the 
ear within the previous 90 days.

(3) History of sudden or rapidly progres­
sive hearing loss within the previous 90 
days.

(4) Acute or chronic dizziness.
(5) Unilateral hearing loss of sudden or 

recent onset within the previous 90 days.
(6) Significant air-bone gap.
Subdivision 2. Adults under 60 years who

are legally competent may be exempted 
from the provisions of § 145.43, subdivisions 
2 and 3, if they sign a waiver acknowledging 
that they have been provided a copy of this 
law printed in large typeface (at least 14- 
point) and that the law has been read aloud 
to then by the hearing aid vendor. A copy of 
the signed waiver will be kept on file for 
three years from the date of sale.

Section 145.43 is less stringent than 
the PDA requirements because it 
allows the dispensing of a hearing aid 
upon the recommendation of an audio­
logist alone. Therefore, the Commis­
sioner is proposing to deny exemption 
from preemption for this section.

Similarly, subdivision 1 of §145.44 
will allow the sale of a hearing aid 
upon the recommendation of an audio­
logist alone. Although the waiver pro­
vision in subdivision 2 of §145.44 is 
limited to adults under 60 years of age, 
the effect of this provision is merely to 
require that children and adults 60 
years of age and older be examined by 
a physician or an audiologist. There­
fore, § 145.44 is less stringent than the 
PDA requirements because it does not 
require examination by a physician. 
The Commissioner is proposing to 
deny exemption from preemption for 
this section.

M is s is s ip p i

Mississippi Code 73-14-3(g). This 
section defines “unethical conduct” 
for hearing aid dealers. Included in 
this definition is the following:

(9) Dispensing and selling a hearing aid to 
a child under the age of ten (10) years who 
has not been examined and Cleared for 
hearing aid use by a board of eligible or cer­
tified otolaryngologists or evaluated by an 
audiologist certified by the American 
Speech and Hearing Association unless 
stated as unnecessary for further evaluation 
by either within a ninety-day period.

This requirement is less stringent 
than the PDA regulation because it 
would allow the sale of a hearing aid 
to a child under the age of 10 upon the 
recommendation of an audiologist 
alone. Therefore, the Commissioner is 
proposing to deny exemption from 
preemption for this section.

N ebraska

Nebraska Revised Statutes 71-4712<2)(c). 
This section prohibits unethical conduct in 
hearing aid dealers including:

(vi) Fitting and selling a hearing aid to a 
child under the age of sixteen who has not

been examined and cleared for hearing aid 
use within a six-month period by an otolar­
yngologist. The provisions o t  this subdivi­
sion shall not apply to the replacement with 
an identical model of any hearing aid within 
one year of its purchase:

(vii) Selling a hearing aid to any individu­
al who has a significant air bone gap or a 
unilateral sensorineural hearing loss unless 
that individual has been examined by mi 
otolaryngologist within a six-month period 
or has signed a statement in duplicate, also 
signed by the retailer, that he has been in­
formed that he may have a medically or sur­
gically remediable hearing loss and should 
seek the advice of an otolaryngologist. One 
copy of such statement shall be filed with 
the department. The provisions of this sub­
division shall not apply to the replacement 
with an identical model of any hearing aid 
within one year of its purchase.

Subdivision (vi) is more stringent 
than the PDA requirement because it 
requires examination and clearance by 
an otolaryngologist while the PDA 
regulation requires examination and 
clearance by any licensed physician. 
Similarly, subdivision (vii) is more 
stringent than the PDA requirement 
because it requires that an individual 
with a significant air bone gap or a 
unilateral sensorineual hearing loss be 
examined by an otolaryngologist or 
sign a waiver of that requirement. 
Therefore, the Commissioner is pro­
posing to exempt these requirements 
from preemption.

The Commissioner advises, however, 
that in order for a sale to be in compli­
ance with Federal law, it must also 
meet all the requirements of the PDA 
regulation. Thus, with specific refer­
ences to the replacement provision in 
the final sentences of subdivisions (vi) 
and (vii), if a “replacement” consti­
tutes a new sale and not simply a war­
ranty-type substitution of one hearing 
aid for another, all requirements of 
the FDA regulation must be met, in­
cluding a medical examination within 
the preceding 6 months.

N ew  J ersey

New Jersey Statutes Annotated 45:9A-24, 
25: 45:9A-24 Written recommendation to 
consult licensed physician; conditions; sig­
nature for receipt; list of physicians.

Whenever any of the following conditions 
are found to exist either from observations 
by the licensee or on the basis of informa­
tion furnished by the prospective hearing 
aid user, a licensee shall, prior to fitting and 
selling a hearing aid to any individual, sug­
gest to that individual in writing that his 
best interests would be served if he would 
consult a licensed physician specializing in 
diseases of the ear or if no such licensed 
physician is available in the community 
then to a duly licensed physician:

(a) Visible congenital or traumatic defor­
mity of the ear,

(b) History of, or active drainage from the 
ear within the previous 90 days,

(c) History of sudden or rapidly progres­
sive hearing loss within the previous 90 
days,

(d) Acute or chronic dizziness,

(e) Unilateral hearing loss of sudden or 
recent onset within the previous 90 days,

(f) Significant air-borne gap.
A person receiving the written recommen­

dation to purchase a hearing aid shall sign a 
receipt for the same.

The licensee shall provide the prospective 
hearing aid user with a  list of at least three 
physicians specializing in diseases of the 
ear, practicing in the area, and their ad­
dresses or if  none are practicing iif the area, 
then a list of at least three physicians and 
their addresses.

45:9A-25 Sale o f hearing aid  to person 
under 18. No hearing aid shall be sold by an 
individual licensed under this chapter, to  a 
person less than 18 years of age unless 
within the preceding 6 months a recommen­
dation for a hearing aid has been made by a  
board-certified, or a board-eligible physician 
specializing in otolaryngology, or by an au­
diologist certified by the American Speech 
and Hearing Association after examination 
and diagnosis by a board-certified or board- 
eligible otolaryngologist. A replacement or 
an identical hearing aid within one year 
shall be an exception to this requirement.

Section 45:9A-24 is more stringent 
than the PDA regulation because it re­
quires the hearing aid dispenser to 
advise the prospective purchaser to 
consult an otolaryngologist or other li­
censed physician if any of the listed 
conditions is found to exist. The Fed­
eral regulation requires only that the 
User Instructional Brochure contain a 
statement warning hearing aid dis­
pensers to advise a prospective hearing 
aid user to-consult a physician if cer­
tain medical conditions are found to 
exist. Therefore, the Commissioner is 
proposing to exempt this section from 
preemption.

Section 45:9A-25 is more stringent 
than the FDA regulation because it 
prohibits the sale of a hearing aid to a 
person under the age of 18 without a 
recommendation by an otolaryng- olo- 
gist or by an audiologist after the pro­
spective user has been examined by an 
otolaryngologist, while the Federal 
regulation only requires, examination 
by a licensed physician. Therefore, the 
Commissioner is proposing to exempt 
this section from preemption.

The Commissioner notes that the 
New Jersey requirement does not 
apply to the sale of a replacement or 
identical hearing aid within 1 year. 
The Commissioner reiterates that if a 
“substitution” is in reality a new sale, 
all requirements of the FDA regula­
tion, including the medical examina­
tion provisions, must be met.

New Jersey also requests an exemp­
tion from preemption for section 
45:9A-23, which requires the dispenser 
to make certain statements to the pur­
chaser and to give to the purchaser a 
receipt containing certain information. 
Most of the provisions of this section 
are not requirements with respect to a 
device within the meaning of section 
521 of the act and therefore are not 
preempted. Section 45:9A-23(b)(4), 
however, requires that the receipt
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must include a statement as to wheth­
er the hearing aid is used or recondi­
tioned. This provision is preempted be­
cause it is different from the Federal 
requirements. As indicated in the dis­
cussion of general issues above, the 
Commissioner is proposing to exempt 
this provision from preemption. As a 
result, the entire section will not be 
preempted.

N ew  M exico

New Mexico Statutes Annotated 67-36- 
16F prohibits: F. Selling or fitting of the 
first hearing aid of any child under sixteen 
(16) years of age, who has not been exam­
ined and cleared for the aid by both an oto­
laryngologist and an audiologist, certified 
competent by the American Speech and 
Hearing Association.

This provision is more stringent 
than the FDA regulation for the situa­
tions to which it applies because it re­
quires examination and clearance by 
both an otolaryngologist and an audio­
logist. Therefore, the Commissioner is 
proposing that this provision be 
exempted from preemption.

N ew  Y ork

New York General Business Law Article 
37: §784 Special provisions. 1. No hearing 
aid shall be sold to any individual unless 
within the preceding six months the individ­
ual as been examined by an otolaryngologist 
or a licensed audiologist, and a written rec­
ommendation for a hearing aid has been 
made by such physician or audiologist 
except, however, that this subdivision shall 
not apply to any individual who signs a writ­
ten waiver based upon a religious objection: 
Provided, however, That any licensed physi­
cian may conduct such pure tone and 
speech audiometry and issue a written rec­
ommendation for a hearing aid if neither an 
otorhinolaryngologist nor licensed audiolo­
gist is available or if the hearing impaired 
individual is unable to reach such 
otorhinolaryngologist or licensed audiolo­
gist by reason of physical incapacity or in­
firmity and such reason is attested to on the 
written recommendation by the licensed 
physician who conducted the pure tone and 
speech audiometry; except however, that 
this subdivision shall not apply to any other 
individual over the age of sixteen who has 
undergone his first pure tone and speech 
audiometry, and has received his first writ­
ten recommendation and has purchased his 
first hearing aid and who within the preced­
ing three years has been examined by an 
otorhinolaryngologist or a licensed audiolo­
gist or other licensed physician pursuant to 
the provisions of this subdivision and to 
whom a written recommendation has been 
issued by such otorhinolaryngologist, li­
censed audiologist or other licensed physi­
cian. This subdivision does not apply to the 
replacement of parts or accessories or to the 
replacement of a hearing aid resulting from 
the loss, damage or theft of the individual’s 
hearing _aid occurring within the preceding 
three years of the individuals' examination 
by an otorhinolaryngologist or a licensed 
audiologist or other licensed physician pur­
suant to the provisions of this subdivision 
and the issuance o f  a written recommenda­
tion by such otorhinolaryngologist, licensed 
audiologist or other licensed physician.

This provision is less stringent than 
the FDA regulation because it allows 
the sale of a hearing aid on the recom­
mendation of an audiologist alone. 
Therefore, the Commissioner is pro­
posing to deny exemption from pre­
emption for this provision and its im­
plementing regulations.

New York also requests exemption 
from preemption for section 785-a(3) 
and its implementing regulations, 
which require the dispenser to give 
the purchaser an itemized receipt con­
taining certain information. Most of 
the provisons of this section are not 
requirements with respect to a device 
within the meaning of section 521 of 
the act and therefore are not preempt­
ed. Sections 785-a(3) and 191.11(a) of 
the implementing regulations, howev­
er, require that this receipt contain a 
statement as to whether the hearing 
aid is new, used, or reconditioned. This 
provision is preempted because it is 
different from the Federal require­
ments. As indicated in the discussion 
of general issues above, the Commis­
sioner is proposing to exempt this pro­
vision from preemption. As a result, 
the entire section will not be preempt­
ed.

The Commissioner has also deter­
mined that section 785-a(4), which re­
quires the dispenser to give the pur­
chaser a 30-day return privilege, is not 
preempted because it is a consumer 
protection provision beyond the scope 
of § 801.421 of the FDA regulations.

Oh io

Ohio Revised Code 4747.09: Sec. 4747.09 
Each licensed hearing aid dealer or fitter 
shall furnish each person supplied with a 
hearing aid a receipt showing the licensee’s 
signature, the number of his license certifi­
cate, the complete address of his place of 
business, a complete description of the 
make and model of hearing aid furnished, 
the full terms of sale, including the terms of 
guarantee, if any, and if the hearing aid 
sold is not new, the receipt shall also be 
clearly marked “used” or “reconditioned,” 
whichever is applicable.

Each receipt shall also bear, in type no 
smaller than that used in the body of the 
receipt, the following legend: “the purchas­
er is advised that any examination, fitting, 
recommendation, or representation made by 
a licensed hearing aid dealer or fitter in con­
nection with the sale of this hearing aid is 
not an examination, diagnosis, or prescrip­
tion made by a person licensed to practice 
medicine in this state and therefore must 
not be regarded as medical opinion or 
advice.”

Each licensed hearing aid dealer or fitter 
shall, when dealing with a child sixteen 
years of age or less, ascertain whether such 
child has been examined by an otolaryngo­
logist prior to being fitted for a hearing aid. 
If the licensee determines that such exami­
nation has not taken place, he shall recom­
mend to the person legally responsible for 
the custody of such child that such exami­
nation take place and shall so state on a 
waiver to be specified by the Board.

This provision is less stringent than 
the FDA requirements because it re­
quires only that the hearing aid dis­
penser advise the parent or guardian 
that the child should be examined by 
an otolaryngologist and apparently 
allows the parent or guardian to waive 
this examination for the child. There­
fore, the Commissioner is proposing to 
deny exemption from preemption for 
this section.

The first two sentences of this sec­
tion require the dispenser to give to 
each purchaser a receipt containing 
certain information. Most of the infor­
mation required does not relate to the 
safety or effectiveness of hearing aids 
and therefore the requirements are 
not requirements with respect to a 
device within the meaning of section 
521 of the act and are not preempted. 
The requirement, however, that the 
receipt be clearly marked “used” or 
“reconditioned” is preempted because 
it is different from the Federal re­
quirements. As indicated in the discus­
sion of general issues above, the Com­
missioner is proposing to exempt this 
section from preemption. As a result, 
all of the provisions with respect to 
the receipt will not preempted.

Oregon

Oregon Revised Statute § 694.136 provides 
that a person registered to deal in hearing 
aids may have the certificate of registration 
revoked for several reasons including the 
following:

(6) Fitting or dispensing a hearing aid for 
use by any person without first determining 
through direct observation and personal in­
terview whether any of the following condi­
tions exist and, if so determined, failing to 
refer the person to a licensed medical physi­
cian specializing in diseases of the ear or if 
no such licensed physician is available in 
the community, to any licensed medical 
physician:

(a) Visible congenital or traumatic defor­
mity of the ear;

(b) History of, or active drainage from, the 
ear within the previous 90 days;

(c) History of sudden or rapidly progres­
sive hearing loss within the previous 90 
days;

(d) Acute or chronic dizziness; i
(e) Unilateral hearing loss of sudden or 

recent onset within 90 days;
(f) Significant air-bone gap (greater than 

or equal to 15 decibels, American National 
Standards Institute, 500, 1,000 and 2,000 Hz 
average); or

(g) Any other condition that the division 
may by rule establish.

However, if the person or the parents or 
guardians of the person refuse for good 
cause, to seek medical opinion, the person 
dealing in hearing aids shall obtain from 
the person or the parents or guardian of the 
person a certificate to that effect in a form 
as prescribed by the division. It is a viola­
tion of this subsection for any person deal­
ing in hearing aids or his employees and pu­
tative agents, upon making such required 
referral for medical opinion, to in any 
manner whatsoever disparage or discourage 
a prospective hearing aid user from seeking 
such medical opinion prior to the fitting
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and dispensing of a hearing aid. Nothing re­
quired to be performed by a person dealing 
in hearing aids under this subsection means 
that the person is engaged in the diagnosis 
of illness or the practice of medicine or any 
other activity prohibited by the provisions 
of ORS 694.036, 694.095 and this section.

(7) Pitting or dispensing a hearing aid for 
use by any person under 16 years of age 
unless within 90 days of such sale the child 
has been referred:

(a) To an otolaryngologist for examina­
tion and for a recommendation qf corrective 
measures which may be required; or

(b) To a properly licensed medical physi­
cian for like examination and recommenda­
tion; or

(C) To an audiologist licensed by the State 
of Oregon for an evaluation of the child’s 
hearing and for a recommendation of cor­
rective measures which may be required: 
Provided, That the child is also examined 
by a properly licensed medical physician 
who gives approval for possible hearing aid 
use.

If the parents or guardian of such person 
refuse for good cause to seek medical opin­
ion, the person dealing in hearing aids shall 
obtain from such parents or guardian a cer­
tificate to that effect in a form prescribed 
by the division. However, the replacement 
of an identical hearing aid within one year 
is not subject to this subsection.

Subsection (6) is less stringent than 
the FDA regulation because it appar­
ently permits the parent or guardian 
of a minor 16 or 17 years of age to 
waive the medical examination re­
quirement for the child. Therefore, 
the Commissioner is proposing to deny 
exemption from preemption for this 
subsection.

Subsection (7) also provides that the 
parent or guardian of the child may 
waive the medical evaluation require­
ment for the child. To this extent, 
subsection (7) is less stringent than 
the FDA requirement. The Commis­
sioner is proposing to deny exemption 
from preemption for this subsection.

Oregon also requests exemption 
from preemption for section 694.036 
which requires the dispenser to give 
the purchaser a receipt containing cer­
tain information. Most of the provi­
sions of this section are not require­
ments with respect to a device within 
the meaning of section 521 of the act. 
However, section 694.036(e) requires 
that this receipt contain a statement 
as to whether the hearing aid is new, 
used, or reconditioned. This provision 
is preempted because it is different 
from the Federal requirements. As in­
dicated in the discussion of general 
issues above, the Commissioner is pro­
posing to exempt this section from 
preemption. As a result, none of sec­
tion 694.036 will be preempted.

P ennsylvania

35 Purdon’s Statutes § 6700:
Section 402. Referral to physician. 

Whenever any of the following conditions 
are found to exist either from observations 
by the registrant or on the basis of informa­
tion furnished by the prospective hearing

aid user, a registrant shall, prior to fitting 
and selling a hearing aid to any individual, 
suggest to that individual in writing that his 
best interests would be served if he would 
consult a licensed physician specializing in 
diseases of the ear, or if no such licensed 
physician is available, then to a duly li­
censed physician:

(1) Visible congenital or traumatic defor­
mity of the ear.

(2) Active drainage from the ear within 
the previous 90 days or history of this symp­
tom.

(3) Sudden or rapidly progressive hearing 
loss within the previous 90 days.

(4) Acute or chronic dizziness.
(5) Unilateral hearing loss of sudden or 

recent onset within the previous 90 days.
(6) Visible evidence of cerumen accumula­

tion or a foreign body in the ear canal.
(7) Significant air-bone gap, when general­

ly acceptable standards have been estab­
lished.

(8) Pain in the ear within the previous 90 
days.

Whenever any of the aforementioned con­
ditions are found to exist either from obser­
vations by the registrant or on the basis of 
information furnished by the prospective 
hearing aid user, the registrant shall not 
sell or fit a hearing aid to such person with­
out a written recommendation from a li­
censed physician that a hearing aid may be 
beneficial to such person.

Section 403. Medical examination. No 
hearing aid is to be sold to any individual 
unless, wrthin the preceding six months, 
the individual has been examined by an oto­
logist or otolaryngologist or any licensed 
physician, and a written recommendation 
has been made by such physician that the 
use of a hearing aid may be beneficial to the 
physician’s patient.

This section does not apply to (i) the re­
placement of parts or accessories or of a 
worn out or damaged hearing aid, or (ii) any 
individual who signs a written waiver as set 
forth in this section. The waiver form must 
be in at least 10 point type. The waiver must 
be read and explained in such a manner 
that the purchaser will be thoroughly aware 
of the consequences of signing the waiver. 
The waiver form shall read as follows:

“I have been advised that my best inter­
ests would be served if I had a medical ex­
amination by an otologist or otolaryngolo­
gist or any licensed physician before my 
purchase of a hearing aid.
(Registrant’s Name)------------------------------- —
has fully and clearly informed me of the 
value of such medical examination. After 
such explanation, I voluntarily sign this 
waiver. I choose not to seek a medical exam­
ination before the purchase of the hearing 
aid.”
(Signature of Registrant)  ------------------- —
(Signature of Purchaser)-------------------------

Section 506. Sale to Minors. No hearing 
aid shall be sold by an individual registered 
under this act to a person 18 years of age or 
younger, unless within the preceding 6 
months a recommendation for a hearing aid 
has been made by a physician specializing in 
otolaryngology or otology. A replacement of 
an identical hearing aid within 6 months 
shall be an exception to this requirement.

Section 402 is more stringent than 
the FDA requirement because it pro­
hibits the hearing aid despenser from

selling a hearing aid when certain 
medical conditions are found to exist, 
unless the prospective user receives a 
written recommendation from a li­
censed physician; no waiver of this re­
quirement is permitted. The Commis­
sioner is proposing to exempt this sec­
tion from preemption.

Section 403 is not preempted be­
cause it is substantially identical in 
most respects to the FDA require­
ments in that it requires that the pro­
spective user obtain medical clearance 
within 6 months before the sale of a 
hearing aid and permits an informed 
adult to waive this requirement.

The Commissioner advises, however, 
that in order for a sale to be in compli­
ance with Federal law, it must also 
meet all the requirements of the FDA 
regulation. Thus, with specific refer­
ence to the replacement provision in 
the first sentence of the second para­
graph of section 403, if a “replacement 
of parts or accessories or of a worn out 
or damaged hearing aid” constitutes a 
new sale and not simply a warranty- 
type replacement of parts or substitu­
tion of one hearing aid for another, all 
requirements of the FDA regulation 
must be met including a medical exam­
ination within the preceding six 
months.

The requirement in section 506 that 
a prospective hearing aid user 18 years 
of age or younger must be examined 
by an otolaryngologist or otologist is 
more stringent than the FDA require­
ment of examination by any licensed 
physician. Also, section 506 does not 
permit anyone 18 years of age to waive 
the requirement while the FDA regu­
lation permits a waiver for those 18 
years of age or older. The Commission­
er is proposing to exempt section 506 
from preemption because it is more 
stringent than the Federal regulation.

T exas

Vernon’s Civil Statutes. Article 4566. Sec­
tion 14:

(d) Every license must, when dealing with 
a child 10 years of age or under, ascertain 
whether the child has been examined by an 
otolaryngologist for his recommendation 
within 90 days prior to the fitting. If such is 
not the case, a recommendation by the li­
censee to do so must be made and this fact 
noted on the bill of sale required in subsec­
tion (b) of this section.

This section is less stringent than 
the FDA requirements because it re­
quires only that the hearing aid dis­
penser recommend that the child be 
examined by an otolaryngologist and 
apparently would allow the dispenser 
to sell the hearing aid even though 
the child has not been medically ex­
amined. The Commissioner is propos­
ing to deny exemption from preemp­
tion for this section.

Texas also seeks exemption from 
preemption for section 14(b), which re­
quires the dispenser to give to the pur-
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chaser a bill of sale containing certain 
information. Most of the information 
required by this section does not relate 
to the safety or effectiveness of hear­
ing aids and therefore these provisions 
are not preempted. However, section 
14(b) requires that the bill of sale in­
clude a statement as to whether the 
hearing aid is new, used, or rebuilt. 
This provision is preempted because it 
is different from the Federal require­
ments. As indicated in the discussion 
of general issues above, the Commis­
sioner is proposing to exempt this pro­
vision from preemption. As a result, 
none of section 14(b) will be preempt­
ed.

W a s h in g t o n

Revised Code of Washington 18.35.110:
§ 18.35.110 Grounds for suspension of li­

censee. Any person licensed under this chap­
ter may have his license suspended for a 
fixed period or be placed on probation by 
the department for any of the following 
causes:

* * * * *
(2)(e)(i) Whenever any of the following 

conditions are found or should have been 
found to exist either from observations by 
the licensee or on the basis of information 
furnished by the prospective hearing aid 
user, prior to fitting and dispensing a hear­
ing aid to any such prospective hearing aid 
user, failing to advise that prospective hear­
ing aid user in writing that he should first 
consult a licensed physician specializing in 
diseases of the ear or if no such licensed 
physician is available in the community 
then to any duly licensed physician:

(A) Visible congenital or traumatic defor­
mity of the ear;

(B) History of, or active drainage from the 
ear within the previous ninety days;

(C) History of sudden or rapidly progres­
sive hearing loss within the previous ninety 
days;

(D) Acute or chronic dizziness;
(E) Unilateral hearing loss of sudden or 

recent onset within ninety days;
(P) Significant airbone gap (when general­

ly acceptable standards have been estab­
lished);

(G) Any other conditions that the depart­
ment may by rule establish: Provided, That 
it shall be a violation of this subsection for 
any licensee or his employees and putative 
agents upon making such required referral 
for medical opinion to in any manner what­
soever disparage or discourage a prospective 
hearing aid user from seeking such medical 
opinion prior to the fitting and dispensing 
of a hearing aid: And provided farther, That 
no such referral for medical opinion need be 
made by any licensee in the instance of re­
placement only of a hearing aid which has 
been lost or damaged beyond repair within 
one year of the date of purchase: And pro­
vided further, That nothing in this section 
required to be performed by a licensee shall 
mean that the licensee is engaged in the di­
agnosis of illness or the practice of medicine 
or any other activity prohibited by the pro­
visions of this code;

(ii) Pitting and dispensing a hearing aid to 
any person under eighteen years of age who 
has not been examined and cleared for 
hearing aid use within the previous six

months by a physician specializing in otolar­
yngology except in the case of replacement 
instruments or except in the case of the par­
ents or guardian of such person refusing, 
for good cause, to seek medical opinion; Pro­
vided, That should the parents or guardian 
of such person refuse, for good cause, to 
seek medical opinion, the licensee shall 
obtain from such parents or guardian a cer­
tificate to that effect in a form as prescribed 
by the department;

(iii) Fitting and dispensing a hearing aid 
to any person under eighteen years of age 
who has not been examined by a clinical au­
diologist for his recommendations during 
the previous six months, without first advis­
ing such person or his parents or guardian 
in writing that he should first consult a 
clinical audiologist.

Subsection (2)(e)(i) is less stringent 
than the FDA regulation because it re­
quires only that the hearing aid dis­
penser advise the prospective user to 
consult an otolaryngologist or other li­
censed physician if one of the listed 
conditions is found to exist and appar­
ently allows the sale of the hearing aid 
without a medical evaluation or a writ­
ten waiver of a medical evaluation. 
Therefore, the Commissioner is pro­
posing to deny exemption from pre­
emption for this requirement.

Subsection (2)(e)(ii) is less stringent 
than the FDA regulation because it 
allows the parent or guardian of a 
child under the age of 18 to waive the 
medical evaluation requirement for 
the child. Therefore, the Commission­
er is proposing to deny exemption 
from preemption for this requirement.

Subsection (2)(e)(iii), if it is consid­
ered to be in addition to the FDA 
medical evaluation requirement, is 
more stringent than the FDA require­
ment because it imposes an additional 
requirement of examination by an au­
diologist for a prospective hearing aid 
user under the age of 18. The Commis­
sioner is proposing to exempt subsec­
tion (2)(e)(iii) from preemption.

W e s t  V i r g i n i a

West Virginia Code § 30-26-14:
Section 30-26-14 Matters to be ascer­

tained by licensee prior to the sale or fitting  
of hearing aids, (a) Every licensee engaged 

. in the practice of dealing in or fitting of 
hearing aids shall, prior to the sale or the 
fitting of a hearing aid intended to be worn 
or used by any person, first ascertain 
whether such person has within the preced­
ing six months been examined for the defec­
tive or impaired hearing condition sought to 
be relieved by an otolaryngologist or other 
duly licensed physician. If such person has 
been so examined, the licensee shall, prior 
to the sale or fitting of such hearing aid, de­
termine the recommendations and consult 
with such otolaryngologist or physician. If 
such person has not been so examined, the 
licensee shall not proceed to the sale or fit­
ting of a hearing aid until after such person 
has been so examined.

(b) Prior to the sale of a hearing aid, every 
licensee shall be required to advise in writ­
ing, in the manner and form prescribed by 
the board, the person to whom he intends 
to sell or fit with such hearing aid that such

person’s best interest would be served by 
consulting an otolaryngologist or other phy­
sician specializing in diseases of the ear, or 
any other physician duly licensed to prac­
tice medicine in this State, if any of the fol­
lowing conditions are found upon examina­
tion of such person:

(1) Visible congenital or traumatic defor­
mity of the ear;

(2) History of active ear discharge within 
the previous ninety days;

(3) History of a sudden or rapidly progres­
sive hearing loss within the previous ninety 
days;

(4) Acute or chronic dizziness;
(5) Unilateral hearing loss of sudden or 

recent onset within the previous ninety 
days; or

(6) Significant air-bone gap.
(c) A copy of any writing or form required 

to be given to a prospective purchaser or 
other person by the terms of this section 
shall be retained in the records of the li­
censee for a period of seven years following 
the issuance of each writing.

Subsection (a) is more stringent 
than the Federal regulation because it 
does not permit the prospective user 
to waive the medical evaluation re­
quirement. However, as stated above, 
the Commissioner believes that in­
formed adults should be permitted to 
waive the medical evaluation require­
ment if the prospective user has reli­
gious or personal objections to a medi­
cal evaluation. Therefore, the Com­
missioner is proposing to deny exemp­
tion from preemption for this subsec­
tion. As a result, the Federal waiver 
provision will apply in West Virginia; 
that is, any informed adult, 18 or 
older, may waive the medical evalua­
tion requirement.

Subsection (b) of this section is more 
stringent than the Federal regulation 
because it requires the hearing aid dis­
penser to consult a physician if one of 
six warning signs is present. The Fed­
eral regulation (§ 801.420(c)(2)) re­
quires that the user instructional bro­
chure contain a statement warning 
hearing dispensers to advise the pro­
spective user to consult promptly a 
physician if one of eight conditions is 
observed in the prospective user. Since 
the West Virginia statute requires the 
dispenser to advise the prospective 
user in writing, it is more stringent 
than the Federal requirement and the 
Commissioner is proposing to exempt 
it from preemption.

Subsection (c) of this section is more 
stringent than the Federal require­
ment because it requires the hearing 
aid dispenser to maintain for 7 years 
copies of the physician’s clearance 
statement and the written warnings 
required by subsection (b), while the 
Federal regulation requires the dis­
pensers to maintain copies of medical 
clearance statements and waivers for 
only 3 years. Therefore the Commis­
sioner is proposing to exempt subsec­
tion (c) from preemption.
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Comment

The Commissioner has made his de­
cisions on these applications based on 
the plain meaning of the language of 
the requirements. The Commissioner 
invites comments on whether he has 
interpreted these requirements cor­
rectly and on whether these require­
ments are interpreted or applied dif­
ferently by the States. The Commis­
sioner also invites comments on those 
State statutes that require mandatory 
audiological evaluation and those that 
also limit waiver of the medical evalu­
ation requirements.

Therefore, under the Federal Food, 
'Drug, and Cosmetic Act (secs. 521, 701, 
52 Stat. 1055-1056 as amended, 90 
Stat. 574 (21 U.S.C. 360k, 371)) and 
under authority delegated to him (21 
CFR 5.1), the Commissioner proposes 
that part 808 be amended as follows:

1. In §808.1 by adding a new para­
graph (f) as follows:
§ 808.1 Scope.

* * * * *
(f) The Federal requirement will 

apply at all times regardless of wheth­
er the State or local requirement is 
preempted or exempted from preemp­
tion. As a result, if a State or local re­
quirement exempted from preemption 
is not as broad in its application as the 
Federal requirement, the Federal re­
quirement will apply to those circum­
stances not covered by the State or 
local requirement.

2. In §808.55 California by adding 
new paragraphs (a) (13) and (14) as 
follows:
§ 808.55 California.

(a) *■ * *
(13) Business and Professions Code, 

sections 3365 and 3365.6.
(14) Health and Safety Code, section 

26463(m).

* * * * *

3. In subpart C by adding new 
§§808.53, 808.57, 808.59, 808.67, 808.69, 
808.73, 808.74, 808.77, 808.80, 808.81, 
808.82, 808.85, 808.87, 808.88, 808.93, 
808.97, 808.98, and 808.101 as follows:
§ 808.53 Arizona.

(a) The following Arizona medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act:

(1) Arizona Revised Statutes, chap­
ter 17, § 36-1901.7(t).

(2) Arizona Code of Revised Regula­
tions, title 9, article 3, section R9-16- 
304.

(b) The following Arizona medical 
device requirements are preempted by 
section 521 of the act and have been 
denied an exemption from preemp­
tion:

(1) Arizona Revised Statutes, chap­
ter 17, § 36-1901.7(s).

(2) Arizona Code of Revised Regula­
tions, title 9, article 3, section R9-16- 
303.
§ 808.57 Connecticut.

The following Connecticut medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Connecticut General Stat­
utes, sections 20-403 and 20-404.
§808.59 Florida.

The following Florida medical device 
requirements are enforceable notwith­
standing section 521 of the act because 
the Commissioner of Food and Drugs 
has granted an exemption from pre­
emption under section 521(b) of the 
act:

Florida statutes, § 468.135(f) and 
Florida Administrative Code, § 10D- 
48.25(26), on the condition that the 
medical evaluation required by thse 
sections take place no more than 6 
months before the sale of the hearing 
aid.
§ 808.67 Kentucky.

The following Kentucky medical 
device requirement is enforceable not­
withstanding section 521 of thè act be­
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Kentucky Revised Statutes, 
section 334.200(1).
§ 808.69 Maine.

(a) The following Maine medical 
device requirement is enforceable not­
withstanding section 521 of the act be­
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Maine Revised Statutes, title 
32, section 1658-C, on the condition 
that, in enforcing this requirement, 
Maine applies the definition of “used 
hearing aid” in § 801.420(a)(6) of this 
chapter.

(b) The following Maine medical 
device requirements are preempted by 
section 521 of the act and have been 
denied an exemption from preemp­
tion: Maine Revised Statutes, title 32, 
section 1658-D and the last sentence 
of section 1658-E.
§ 808.73 Minnesota.

The following Minnesota medical 
device requirements are preempted by 
section 521 of the act and the Commis­
sioner of Food and Drugs has denied

an exemption from preemption for 
these requirements: Minnesota Stat­
utes, §§ 145.43 and 145.44.
§ 808.74 Mississippi.

The following Mississippi require­
ment is preempted by section 521 of 
the act and the Commissioner of Food 
and Drugs has denied an exemption 
from preemption for this requirement: 
Mississippi Code, section 73-14-3(g)(9).
§808.77 Nebraska.

The following Nebraska medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Nebraska Revised Statutes, 
sections 71-4712(2)(c) (vi) and (vii).
§ 808.80 New Jersey.

The following New Jersey medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under, section 521(b) 
of the act:

(1) New Jersey Statutes Annotated, 
section 45:9A-23, on the condition that 
New Jersey, in enforcing this require­
ment, applies the definition of “used 
hearing aid” in § 801.420(a)(6) of this 
chapter.

(2) New Jersey Statutes Annotated, 
sections 45:9A-24 and 45:9A-25.
§ 808.81 New Mexico.

The following New Mexico medical 
device requirement is enforceable not­
withstanding section 521 of the act be­
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: New Mexico Statutes Anno­
tated, section 67-36-16(F).
§808.82 New York.

(a) The following New York medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act:

(1) General business law, article 37, 
section 785-a(3).

(2) Official Compilation of codes, 
rules and regulations of the State of 
New York, chapter V, title 19, sub­
chapter G, §§ 191.10 and 191.11, on the 
condition that New York, in enforcing 
this requirement, applies the defini­
tion of “used hearing aid” in 
§ 801.420(a)(6) of this chapter.

(b) The following New York medical 
device requirements are'preempted by 
section 521(a) of the act and the Com­
missioner of Food and Drugs has 
denied an exemption from preemp­
tion:
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(1) General business law, article 37, 
section 784.

(2) Official compilation of codes, 
rules and regulations of the State of 
New York, chapter V, title 19, sub­
chapter G, §§191.6, 191.7, 191.8, and 
191.9.
§808.85 Ohio.

The following Ohio medical device 
requirement is enforceable notwith­
standing section 521(a) of the act be­
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Ohio Revised Code, §4747.09; 
for the last two sentences, with re­
spect to medical examination of chil­
dren, on the condition that Ohio, 
when^enforcing this requirement, ap­
plies the definition of “used hearing 
aid” in § 801.420(a)(6) of this chapter.
§ 808.87 Oregon.

(a) The following Oregon medical 
device requirements are enforceable 
notwithstanding section 521(a) of the 
act because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Oregon Revised Statutes, 
§ 694.036.

(b) The following Oregon medical 
device requirements are preempted by 
section 521 of the act and the Commis­
sioner of Food and Drugs has denied 
an exemption from preemption: 
Oregon Revised Statutes, §§ 694.136 (6) 
and (7).
§ 808.88 Pennsylvania.

The following Pennsylvania medical 
device requirements are enforceable 
notwithstanding section 521(a) of the 
act because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: 35 Purdon’s Statutes 6700, 
section 402; section 504(4) on the con­
dition that Pennsylvania, when en­
forcing this requirement, applies the 
definition of “used hearing aid” in 
§ 801.420(a)(6) of this chapter; section 
506; and section 507(2).

§ 808.93 Texas.
(a) The following Texas medical 

device requirement is enforceable not­
withstanding section 521(a) of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Vernon’s Civil Statutes, Ar­
ticle 4566, section 14(b), on the condi­
tion that Texas, when enforcing this 
requirement, applies the definition of 
“used hearing aid” in § 801.420(a)(6) of 
this chapter.

(b) The following Texas medical 
device requirement is preempted by 
section 521(a) of the act and the Com­
missioner of Food and Drugs has 
denied an exemption from preemp­
tion: Vernon’s Civil Statutes, Article 
4566, section 14(d).
§ 808.97 Washington.

(a) The following Washington device 
requirement is enforceable notwith­
standing section 521(a) of the act be­
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption: Revised Code of Washing­
ton 18.35.110(2)(e)(iii), on the condi­
tion that it is enforced in addition to 
the applicable requirements of this 
chapter.

(b) the following Washington medi­
cal device requirements are preempted 
by section 521(a) of the act and the 
Commissioner of Food and Drugs has 
denied an exemption from preemp­
tion: Revised Code of Washington 
18.35.110(2) (i) and (ii).
§ 808.98 West Virginia.

The following West Virginia medical 
device requirement is preempted by 
section 521(a) of the act and the Com­
missioner of Food and Drugs has 
denied an exemption from preemp­
tion: West Virginia Code, section 30- 
26-14.

§ 808.101 District of Columbia.
(a) Except as provided in paragraph 

(b) of this section, the following Dis­
trict of Columbia medical device re­
quirements are enforceable notwith­

standing section 521 of the act because 
the Commissioner of Food and Drugs 
has granted an exemption from pre­
emption under section 521(b) of the 
act: Act 2-79, section 5 and section 6, 
on the condition that the District of 
Columbia, in enforcing the require­
ment in section 6(a)(5), applies the 
definition of “used hearing aid” in 
§ 801.420(a)(6) of this chapter.

(b) The following District of Colum­
bia medical device requirement is pre­
empted by section 521(a) of the act 
and the Commissioner of Food and 
Drugs has denied an exemption from 
preemption: Act 2-79 to the extent 
that it requires a hearing test evalua­
tion for adults 18 years or older and 
does not allow adults to waive the 
medical evaluation requirement for 
personal, as well as religious reasons.

Interested persons may, on or before 
September 26, 1978, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
written comments regarding this pro­
posal. Four copies of all comments 
shall be submitted, except that indi­
viduals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this document. Received commments 
may be seen in the above office be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday.

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economnic consequences as de­
fined by that order. A copy of the reg­
ulatory analysis assessment support­
ing this determination is on file with 
the Hearing Clerk, Food and Drug Ad­
ministration.

Dated: July 20, 1978.
D onald K ennedy, 

Commissioner of Food and Drugs.
[FR Doc. 78-20862 Filed 7-27-78; 8:45 am]
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DEPARTMENT OF AGRICULTURE
A gricu ltu ra l M arke tin g  Service

[7  CFR P a rt* 1071, 1073, 1097, 1102, 1104, 
1106, 1108, 1120, 1126, 1132, 1138]

[Docket Nos. AO-231-A45, etc.]
M ILK  IN  THE TEXAS A N D  CERTAIN OTHER 

M ARKETING  AREAS

Decision on Proposed Am endm ents to  
M arke tin g  A greem ents and O rders

7 CFR Marketing area Docket Nos.
Parts

1071 Neosho Valley............................ AO-227-A34
1073 Wichita, Kans............................ AO-173-A35
1097 Memphis, Tenn........................... AO-219-

A34-R01
1102 Fort Smith, Ark_____________  AO-237-

A28-R01
1104 Red River Valley....................... AO-208-A28
1106 Oklahoma Metropolitan........ . AO-210-A41
1108 Central Arkansas......................  AO-243-

AS2-R01
1120 Lubbock-Plainview, Tex........... AO-328-A21 *
1126 Texas..........................................  AO-231-A45
1132 Texas Panhandle...................... AO-262-A30
1138 Rio Grande Valley.................... AO-335-A26

AGENCY: Agricultural Marketing 
Service, USDA. J
ACTION: Proposed rule.
SUMMARY: This decision would pro­
vide for a “base-excess” plan for 
paying producers under 11 southwest­
ern Federal milk orders, beginning Oc­
tober 1, 1978. The plan was proposed 
by a major cooperative association at a 
public hearing held in April 1977. 
Under the plan, each producer’s aver­
age daily delivery of milk during Sep­
tember through December (October 
through December for 1978 only) 
would be his established base. In the 
following March through July, each 
producer would be paid a higher uni­
form base price for milk deliveries up 
to his base, and a lower price for any 
excess milk. During August through 
February, producers would receive the 
blend price for all their deliveries. The 
intent of the plan is to provide an in­
centive to producers to even out their 
milk production during the year.
DATE: See supplementary informa­
tion under “Referendum Order to De­
termine Producer Approval.”
FOR FURTHER INFORMATION 
CONTACT:

Robert F. Groene, Marketing Spe­
cialist, Daily Division, Agricultural
Marketing Service, U.S. Department

of Agriculture, Washington, D.C.
20250, 202-447-4824.

SUPPLEMENTARY INFORMATION: 
Prior documents in this proceeding: 
Notices of hearing: Issued February
11, 1977, published February 14, 1977 
(42 FR 9674); issued March 3, 1977, 
published March 25, 1977, published 
March 31, 1977 (42 FR 17130). Notice 
of extension of time for filing briefs: 
Issued May 18, 1977, published May 
23, 1977 (42 FR 26217).

Notice of recommended decision: 
Issued December 20, 1977, published 
December 29, 1977 (42 FR 65088). No­
tices of extension of time for filing ex­
ceptions: Issued January 20,1978, pub­
lished January 26, 1978 (43 FR 3568); 
issued February 15, 1978, published 
February 22,1978 (43 FR 7327).

P reliminary Statement

A public hearing was held upon pro­
posed amendments to the marketing 
agreements and to the orders regulat­
ing the handling of milk in the afore­
said marketing areas. The hearing was 
held pursuant to the provisions of the 
Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601 
et seq.), and the applicable rules of 
practice (7 CFR 900), at Irving, Tex., 
on April 5-8, 1977, pursuant to notices 
thereof.

Upon the basis of the evidence intro­
duced at the hearing and the record 
thereof, the Deputy Administrator, 
Program Operations, on December 20, 
1977, filed with the Hearing Clerk, 
U.S. Department of Agriculture, his 
recommended decision containing 
notice of the opportunity to file writ­
ten exceptions thereto.

The material issues, findings and 
conclusions, rulings, and general find­
ings of the recommended decision are 
hereby approved and adopted and are 
set forth in full herein with the fol­
lowing modifications:

Index of Changes

1. Under the heading "1. The need 
for a common base-excess plan in the 
11 markets,” paragraphs 1 and 3 are 
revised, two new paragraphs are added 
following paragraph 3, two new para­
graphs are added following paragraph
12, paragraphs 13 and 36 are revised, 
one paragraph is added following 
paragraph 40, one paragraph is added 
following paragraph 44, paragraph 45 
is revised, one paragraph is added fol­
lowing paragraph 56, three paragraphs 
are added following paragraph 58, two 
paragraphs are added following para­
graph 63, three paragraphs are added

following paragraph 64, one paragraph 
is added following paragraph 72, para­
graph 76 is revised, one paragraph is 
added following paragraph 83, two 
paragraphs are added following para­
graph 85, on paragraph is added fol­
lowing paragraph 87, one paragraph is 
added following paragraph 88, and 
forty-seven paragraphs are added fol­
lowing paragraph 89.

2. Under the heading “2. Order pro­
visions implementing the base-excess 
plan,” paragraph 1 is revised, in para­
graph 10 the number “1” is changed to 
“10,” one paragraph is added following 
paragraph 10, two paragraphs are 
added following paragraph 17, para­
graph 26 is revised, eleven paragraphs 
are added following paragraph 30, and 
one paragraph is added following 
paragraph 31.

The material issues on the record of 
the hearing relate to:

1. The need for a common base- 
excess plan in the 11 markets, and

2. Order provisions implementing 
the base-excess plan.

F indings and Conclusions

The following findings and conclu­
sions on the material issues are based 
on evidence presented at the hearing 
and the record thereof:

1. The need for a common base-excess 
plan in the 11 markets. A common 
base and excess plan for distributing 
returns for milk among producers 
should be provided under each of the 
11 orders included in this proceeding. 
The plan should be made effective on 
October 1,1978.

A base-excess plan is a means of ap­
portioning among producers on the 
basis of their deliveries of milk to han­
dlers the money due them from such 
handlers. The plan in no way affects 
the cost of milk purchased by han­
dlers. Producers in total receive the 
same amount of money under a base- 
excess plan as they would receive 
under a blend price payment proce­
dure. The plan is designed to encour­
age production in the fall months of 
seasonally low production and to dis­
courage excess production in the 
spring months of seasonally high pro­
duction.

Except for the initial base-making 
period in 1978, the base-excess plan 
adopted herein would provide that 
each producer under the 11 orders 
would receive a daily base equal to the 
average of his daily deliveries of milk 
to all handlers under such orders
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during the 4-month period of Septem­
ber through December The daily base 
of a producer who delivered less than 
90 days’ production to all handlers 
under such orders during the 4-month 
period would be computed by dividing 
his total deliveries during such period 
by 90. This base would then be used 
during the following months of March 
through July to determine how much 
of the producer’s milk is to be priced 
at the base and excess prices. The 
quantity of milk which a producers de­
livers during each of the months of 
March through July which is in excess 
of his base milk for the month would 
be paid for at the excess price, which 
would be the Class III price for the  
month. The quantity of milk not in 
excess of the producer’s base milk 
would be paid for at the base price.

For the initial base-making period in 
1978, a base for each producer would 
be established by adding the pounds of 
producer milk delivered by him under 
each of the 11 orders during the 
months of October through December 
and dividing such amount by the 
number of days’ production represent­
ed by such producer milk or by 60, 
whichever is greater.

The quantity of milk which a pro­
ducer delivers during each of the 
months of March through July which 
is in excess of his base milk for the 
month would be paid for at the excess 
price, which would be the Class III 
price for the month. The quantity of 
milk not in excess of the producer’s 
base milk would be paid for at the 
base price.

The base price for each market 
using marketwide pooling would be de­
termined by subtracting the total 
value of all excess milk in the market 
from the total pool obligation of all 
handlers and dividing the resulting 
amount by the pounds of base milk. 
The base prices for milk received by 
individual handlers in the Memphis, 
Tenn., and Fort Smith, Ark., orders, 
which provide for individual handler 
pooling, would be determined by sub­
tracting the total value of all excess 
milk received at the plant of each han­
dler from the total obligation of such 
handler to producers and dividing the 
resulting amount by the pounds of 
base milk.

Fight of the 11 orders under consid­
eration provide that producers shall 
receive a blend price during all months 
of the year. The three other orders 
under consideration (Memphis, Fort 
Smith, and Central Arkansas) present­
ly provide for a base-excess plan for 
paying producers. The base-forming 
months in the three orders are Sep­
tember through January and the base­
paying months are March through 
July. The base-excess plans of the 
three orders provide for the computa­
tion of a producer’s daily base by di­

viding the total deliveries o f such pro­
ducer to handlers regulated under the 
three orders by the number of days in 
such period beginning with the first 
day during September-January milk 
was delivered to handlers regulated 
under one of the orders, but not less 
than 120 days. During the base-and- 
excess payment period a producer’s 
daily base is multiplied by the number 
of days in the month to obtain a 
monthly base, which is used to deter­
mine how much of the producer’s de­
liveries is base milk and excess milk.

The producer's base and excess milk 
is apportioned among handlers, and 
ultimately among the three orders, ac­
cording to the percentage that the 
producer’s deliveries to each handler is 
of his total deliveries to handlers regu­
lated under the three orders.

The value of excess milk under the 
Central Arkansas, Fort Smith, and 
Memphis orders is computed by as­
signing excess milk in series, beginning 
with Class III milk, to the producer 
milk in each class and multiplying the 
quantities of milk so assigned to each 
class by the respective class prices. 
The total value of the excess milk is 
then divided by the total pounds of 
excess milk and the answer is rounded 
to the nearest cent. Under the Central 
Arkansas order, 4 cents per hundred­
weight is deducted to maintain a re­
serve in the producer-settlement fund.

Under the Central Arkansas order, 
which provides for marketwide pool­
ing, the base price is computed by sub­
tracting the total value of the excess 
milk from the total obligation of pool 
handlers and dividing the resulting 
amount by the pounds of base milk. 
The resulting price is reduced between 
4 and 5 cents to maintain a reserve in 
the producer-settlement fund.

Under the Fort Smith and Memphis 
orders, which are individual handler 
pool orders, the base price for each 
handler is computed by subtracting 
the value of the excess milk received 
by the handler from his total obliga­
tion to producers and dividing such 
amount by the quantity of base milk.

It should be noted that in computing 
the base and excess prices adjustments 
are made for purposes of applying lo­
cation adjustments and funding the 
advertising and promotion programs. 
These adjustments to the prices re­
ceived by producers are necessary 
during all months and do not affect 
the operation of the base-excess plan.

The Southern Region Division of As­
sociated Milk Producers, Inc. (AMPI), 
proposed that a base plan for the 11 
orders be made effective September 1, 
1977. The Southern Region Division 
markets the milk of its members to 
handlers located in a seven-state area 
who are regulated under the 11 orders 
under consideration. The cooperative 
proposed a base plan patterned after

the provisions of the base plan in the 
Central Arkansas order. Under its pro­
posal, milk from an individual produc­
er that is received as producer milk 
during the base-forming months by 
handlers fully regulated under any of 
the 11 orders would be used to com­
pute a base for such producer. The 
producer’s base would be computed by 
dividing the total pounds of milk deliv­
ered to such handlers during Septem- 
ber-December by the number of days 
in such period beginning with the first 
day on which milk was first received 
from such producer, but not less than 
90 days.

Proponent proposed that producers 
receive base and excess prices for their 
deliveries during the months of Febru­
ary through July, The excess price 
would be the Class III price for the 
month. The value of base milk in the  
individual markets would be determine 
by subtracting from the total obliga­
tion of pool handlers the value of the 
excess milk. To determine the base 
price, the value of the base milk would 
be divided by the quantity of base 
milk, and the resulting amount would 
be reduced between 4 and 5 cents to 
provide a reserve in the producer-set­
tlement fund.

AMPI contended that a common 
base plan should be adopted in each of 
the 11 markets to provide an incentive 
for all producers in these markets to 
bring their seasonal milk production 
pattern more in line with the fluid 
milk needs of handlers. Proponent 
pointed out that since August 1968 it 
had been using a somewhat different 
type of base plan as a means of 
making payment to its member pro­
ducers under the 11 orders. The coop­
erative indicated that the objective of 
its payment plan was to provide its 
members with an incentive to gear 
their production to the demand of 
handlers for Class I milk, including a 
reserve milk supply.

AMPI claimed that its plan was rea­
sonably successful for a number of 
years during which the “vast major­
ity” of producers in the 11 markets 
were members of AMPI. The coopera­
tive contended, however, that the ef­
fectiveness of its payment plan in 
terms of meeting the needs of the 
markets had diminished in recent 
years as a result of the cooperative’s 
position that a production incentive 
plan could be applied equitably to its 
members only if the plan were to 
apply on a marketwide basis. Accord­
ingly, AMPI requested that the orders 
be amended to provide all producers 
under the 11 orders with the incentive 
to improve the seasonal pattern of 
their milk production.

Proponent claimed that a sufficient 
supply of milk is not available in the 
11 markets during the fall months to 
meet the Class I requirements of han-
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dlers. It contends that the proposed 
plan will increase production during 
the fall months, thereby assuring han­
dlers of an adequate supply of milk 
during such period. Proponent con­
tends also that the production leveling 
aspect of the plan will diminish the 
large reserve milk supplies during the 
spring and summer months.

The cooperative stated that because 
supplies are inadequate in the fall it 
has been necessary for it to acquire 
milk from outside the 11-market area 
in supplying the fluid milk needs of 
handlers. Proponent indicated, howev­
er, that it has not been able to procure 
sufficient milk from outside sources 
and thus has been forced to allocate 
its available supply among the han­
dlers supplied by the cooperative. /

Proponent contends that it has the 
primary burden of maintaining a re­
serve milk supply for the 11 markets 
and of allocating the available milk 
supplies to handlers for Class I and 
Class II uses. AMPI alleges that it 
bears a disproportionate share of the 
costs of maintaining a reserve milk 
supply. It pointed out that some pro­
ducers in the 11 markets bear none of 
the expenses of maintaining the re­
serve milk supply because of the milk 
procurement practices of certain han­
dlers. These handlers buy milk from 
producers who deliver all of their milk 
production to such handlers on six or 
seven days during the week. These 
same handlers then buy supplemental 
milk supplies from AMPI on only 
those days of the week when their 
plants bottle milk. The cooperative 
then has the responsibility of market­
ing on the remaining days of the week 
the milk production of the coopera­
tive’s members who deliver to such 
handlers.

Proponent indicated that because of 
the cooperative’s role in handling the 
reserve milk supply its members have 
had their pay prices for milk reduced 
to cover the cost of such operations. 
During the fall months, the coopera­
tive pointed out, its members have had 
to bear the costs of shifting milk from 
market to market to meet the fluid 
milk requirements of handlers. During 
the spring months the cooperative’s 
members have had the expense of 
moving to manufacturing plants that 
milk which is surplus to the fluid milk 
requirements of handlers.

Proponent contended that the pro­
posed plan should be adopted in each 
of the 11 orders because the procure­
ment area of the handlers regulated 
by such orders constitutes one area of 
reserve milk supply for the 11 mar­
kets. Proponent indicated that most, if 
not all, of its member milk associated 
with its Southern Region Division is 
disposed of in the 11 markets and that 
1,307 of its 4,895 members associated 
with the 11-market area were pooled

during October 1976 under more than 
one of the 11 orders. Because of this 
intermingling of producers among the 
11 markets, proponent contended that 
the plan should be adopted on a 
common basis under all 11 orders so 
that the milk delivered by a producer 
to one or more of the 11 markets is 
taken into account in the computation 
of his base and in the payment for 
base and excess milk.

A cooperative association opposed 
the adoption of a base-excess plan on 
the basis that such plans do not level 
production during the year. Opponent 
claimed instead that the plan would 
provide an incentive for producers to 
expand production annually. The co­
operative argued that additional quan­
tities ôf milk are not needed in these 
11 markets because Class I utilization 
in 1976 ranged from a low of 58 per­
cent in the Wichita market to a high 
of 88 percent in Central Arkansas. It 
contended that the plan would cause 
dairy farmers to participate in a “race 
for base,” i.e., make an extra effort to 
increase milk production during the 
base-forming months. It alleged that 
such efforts would result in too much 
production in the fall months and add 
to the excess reserve milk supplies in 
other months.

The cooperative’s representative 
contended that dairy farmers located 
on the fringe of the production areas 
might shift to another market if the 
base-excess payment plan resulted in a 
lower per hundredweight return than 
the blend price received by neighbor­
ing dairy farmers shipping to other 
Federal order markets. Thus, the co­
operative was concerned that the pro­
posed payment plan might result in 
disorderly marketing conditions.

The cooperative contended further 
that the plan would restrict the move­
ment of producers from one market to 
another. It indicated that a producer 
would not want his milk moved to a 
market outside the 11 markets during 
the base-forming period since he 
would not earn a base for that produc­
tion. During thé spring months it 
would not be feasible for producers to 
shift to the 11 markets from other 
markets since they would not have a 
base and, thus, would not be eligible to 
receive the base price for their milk. 
The cooperative also stated that the 
plan would present administrative and 
enforcement problems for the market 
administrator. It suggested that, in 
order to obtain additional base, dairy 
farmers would add water to milk, 
borrow milk cows from a dairy farmer 
shipping to a manufacturing plant, or 
exchange milk with another dairy 
farmer.

Several proprietary plant operators, 
cooperatives, and producers expressed 
opposition to a common base-excess 
plan on the basis that such plan would

restrain outside milk supplies from en­
tering the 11 markets. They contended 
that, because only dairy farmers who 
begin delivering milk to one of the 11 
markets in either August or Septem­
ber would be able to earn a base re­
flecting their average daily production 
during the fall months, the proposed 
plan would preclude other dairy farm­
ers from entering the markets during 
other months of the year. Several also 
were concerned that cooperatives that 
deliver to handlers regulated by an 
order other than the 11 under consid­
eration could tend to keep their mem­
bers from joining cooperative’s supply­
ing the 11 markets by having them 
sign membership contracts expiring in 
months other than August or Septem­
ber.

A large number of producers testi­
fied individually in opposition to a 
base-excess plan, indicating that the 
plan should not be adopted for various 
reasons, including the following:

a. The plan is sought by AMPI to in­
crease milk production so that the co­
operative can operate its manufactur­
ing facilities throughout the year.

b. The plan is a means of restricting 
entry of new producers to the market, 
or forcing independent producers to 
join AMPI.

c. More producer milk is not needed 
during the fall months because pro­
ducers currently receive the Class III 
price for a portion of their milk during 
the faU.

d. Cows calving in September and 
October will produce more milk in the 
spring months relative to the preced­
ing fall months if good pasture is 
available for grazing during the 
spring.

e. It takes from 3 to 5 years to 
change the milk production pattern of 
a herd through breeding practices.

f. Moving a cow from one herd to an­
other herd to build base would de­
crease the yearly milk production of 
that cow by 2,000 pounds.

g. The Dairy Herd Improvement As­
sociation claims that a cow calving in 
the fall wUl yield $110-$114 more net 
return than a cow calving in the 
spring months, in which case such a 
return in itself provides sufficient in­
centive for fall production.

h. The base plan would be an ex­
treme hardship on those producers 
whose dairy herd is or has been affect­
ed by Bang’s or other diseases affect­
ing milk production.

i. July 'and August are not good 
months for a cow to have a calf due to 
high daytime temperatures and an in­
festation of flies.

ĵ  The blend price, which is usually 
higher in the fall months than in the 
spring months, provides sufficient in­
centive to produce additional milk in 
the fall months.
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Several handlers opposed the adop­
tion of a base-excess plan in the 11 
markets. One handler stated that his 
seasonal pattern of Class I sales in the 
Corpus Christi area is contrary to that 
of other handlers in other markets. He 
indicated that his Class I sales are 
greater in the spring than in the fall 
because of the tourist trade and that 
the proposed base-excess plan would 
not be compatible with this sales pat­
tern. The handler claimed that such a 
plan would discourage new dairy farm­
ers from entering the market, that it 
would decrease the local producer milk 
supply and force a greater reliance on 
milk supplies from the northern part 
of the United States, and that consum­
ers would be forced to pay a higher 
price for milk. The handler also 
argued that a base-excess plan would 
help the proponent cooperative gain 
additional market control.

Another handler opposed the adop­
tion of a base-excess plan on the basis 
that the seasonal fluctuation in milk 
production in the 11 markets is not 
significant, pointing out that in the 
spring of 1975 and 1976 milk produc­
tion was 114 and 110 percent, respec­
tively, of production in the immediate­
ly following fall months. The handler 
also noted that a base-excess plan was 
terminated in the North Texas order 
in 1963 because milk production had 
increased 85 percent in a 10-year 
period of time while Class I sales had 
increased only 41 percent.

Several handlers with own-farm pro­
duction opposed the application of the 
proposed base-excess plan to their 
own-farm production and suggested 
the following alternatives if such a 
plan is adopted: (1) delay the effective 
date of the plan for 2 years, (2) 
exempt own-farm production from the 
base-excess plan, and (3) exempt from 
the base plan that portion of own- 
farm production equivalent to the 
amount of packaged milk sold to con­
sumers.

A common base-excess plan should 
be included in each of the 11 markets 
under consideration. The base plans 
will provide a means of encouraging a 
more level seasonal production pattern 
in the 11 markets so that there will be 
a better seasonal coordination of milk 
supplies with the Class I demand.

Milk production in the 11-market 
area fluctuates seasonally, with sup­
plies increasing in the spring and de­
clining in the fall. Such changes are 
portrayed, for example, in the produc­
er delivery data for 1975 and 1976 that 
were included in the record. In the 
spring of 1975, average daily deliveries 
of producer milk reached 109 percent 
of the average daily deliveries for 1975 
and 1976 combined. For 1976, this 
figure was 108 percent. Similar down­
ward swings occurred in the fall, with 
average daily deliveries dropping to 92

percent in 1975 and 95 percent in 1976 
of the 2-year daily average.

Although it was argued by some that 
such seasonal fluctuations in produc­
tion are not severe, such changes are 
much more meaningful when viewed 
in terms of the somewhat opposite 
swings in Class I sales. When supplies 
were lower in the fall, average daily 
Class I sales fluctuated upward to 107 
percent in 1975 and 105 percent in 
1976 of the average daily Class I sales 
for the 2-year period. During the 
heavy production months, sales 
dropped off considerably. In 1975, 
average daily Class I sales in the 11- 
market area were only 90 percent of 
the 2-year daily sales average. In 1976, 
the amount was 92 percent.

When the production and sales data 
are put together, it is quite evident 
that production is not in seasonal bal­
ance with the Class I sales of regulat­
ed handlers. In 1975, the relationship 
of average daily producer deliveries to 
the 2-year average of daily Class I 
sales ranged from a low of 121 percent 
in October and November to a high of 
144 percent in May. Similarly, in 1976, 
this relationship ranged from 125 per­
cent in November to 142 percent in 
April.

It is recognized that the production- 
sales data do not portray the same sea­
sonal relationship for each of the 11 
markets individually. However, the 
producer delivery data for each 
market do not necessarily reflect the 
seasonal production patterns of indi­
vidual producers. This is because pro­
ducers are shifted extensively from 
market to market by the proponent 
cooperative in balancing the fluid milk 
needs of handlers throughout the 
entire 11-market region. For this 
reason, the only meaningful analysis 
of producer delivery data is that which 
is based on producer deliveries for all 
11 markets combined.

A number of parties contended in 
their exceptions to the recommended 
decision that there is no seasonal 
shortage of milk in the 11 markets but 
merely daily shortages of milk result­
ing from the 4- and 5-day bottling 
schedules of handlers. It is true that 
daily variations in the quantity of milk 
demanded by handlers tend to accen­
tuate milk shortages during the fall 
months. However, there is little reason 
to expect that the bottling schedules 
of handlers will change significantly, 
and the milk shortages that result 
from such bottling schedules pose a 
supply problem for those cooperatives 
committed to supplying the fluid milk 
needs of handlers.

Because of the seasonal changes in 
production and Class I sales, it has 
been necessary for the proponent co­
operative to take various actions in re­
sponse to the marketing problems that 
arise from such seasonal changes.

Such actions have centered on obtain­
ing adequate supplies of milk for han­
dlers’ fluid needs during the fall and 
disposing of excess supplies during the 
spring and early summer.

For example, in the fall of 1976 the 
cooperative found it necessary to ac­
quire substantial quantities of milk 
from outside the 11-market area. 
About 22 million pounds of supple­
mental milk were obtained from the 
Central Arizona Federal order market, 
for instance. Most of this was needed 
to meet the fluid milk requirements of 
handlers in the Dallas/Fort Worth, 
Houston, and San Angelo areas of the 
Texas market. Also, supplemental 
milk was moved into the 11-market 
area from Missouri, primarily for use 
by handlers in the Memphis market. 
In most cases, the supplemental sup­
plies moved into the 11-market area 
were not moved directly to the short­
age areas but instead were used to 
supply handlers nearest the out-of­
area source in order to minimize trans­
portation costs. Supplies regularly as­
sociated with the 11-market area were 
then redirected (in what proponent re­
ferred to as a “stairstepping” arrange­
ment) to the shortage areas. Even 
with the acquisition of out-of-area 
milk supplies, the proponent coopera­
tive was not always able to fulfill the 
needs of handlers and was forced to al­
locate its limited supplies to its regular 
buyers. ^

Additional efforts by the proponent 
cooperative to balance the Class I 
needs of handlers include the shifting 
of producers from one market to an­
other within the 11-market area. Such 
efforts are directed primarily toward 
having sufficient supplies available for 
the Texas market. Relative to the 
number of producers on the Texas 
market in February 1977, the follow­
ing numbers of additional producers 
were associated with the Texas market 
in the immediately preceding months: 
551 in September, 539 in October, 458 
in November, 669 in December and 492 
in January. Such additional numbers 
resulted largely from the proponent 
cooperative’s shifting of producers, 
which was done in part to implement 
the “stairstepping” arrangement re­
ferred to earlier in connection with 
the out-of-area supplies and also to re­
direct the movement of milk supplies 
within the 11-market area to the areas 
of greatest need.

In addition to its balancing activities 
necessitated by seasonal shortages in 
milk production, the proponent coop­
erative also handles much of the 
excess milk that results from the sea­
sonal increases in milk production. 
The major outlets in the 11-market 
area for reserve milk supplies are man­
ufacturing plants operated by propo­
nent. Such plants are located at Sul­
phur Springs and Muenster. Tex.:
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Tulsa and Oklahoma City, Okla.; and 
Hillsboro, Kans. Milk supplies not 
needed at distributing plants are redir­
ected to these plants for surplus dis­
posal. At times, the proponent cooper­
ative assumes the handling of a some­
what greater proportion of the surplus 
in the 11-market area than would nor­
mally be associated with its share of 
the area’s total producer milk. It is not 
unusual for some handlers to buy milk 
on a regular basis from producers not 
belonging to a cooperative association 
and then obtain supplemental milk 
from the cooperative on heavy bot­
tling days. Also some handlers pur­
chase milk from the cooperative only 
during the fall months when the sup­
plies of milk are traditionally short in 
these 11 markets.

In his exceptions, a party held that 
there is no evidence on the record that 
AMPI bears the “burden” of surplus 
disposition. The record reveals, howev­
er, that proponent cooperative han­
dles the reserve requirements and the 
related surplus disposition for han­
dlers who receive milk produced by 
nonmembers on 7 days a week and rely 
on the cooperative to supply milk on a 
lesser number of days. To the extent 
that proponent cooperative handles a 
disproportionate share of the market 
surplus, it bears the “burden” of sur­
plus disposition in the market.

In carrying out the various balanc­
ing activities associated with the sea­
sonal fluctuations in milk production, 
the proponent cooperative incurs oper­
ating costs that are passed on to its 
members through reduced returns 
from the sale of their milk. As a mar­
keting organization attempting to 
obtain the highest possible returns for 
its members, the cooperative has 
sought to reduce such costs. For a 
number of years, the cooperative has 
operated a type of base plan among its 
own members for the purpose of tai­
loring production on the part of these 
producers to meet the fluid needs of 
the 11 markets. The effectiveness of 
the plan in reducing balancing costs 
has been limited, however, because the 
cooperative’s balancing activities are 
affected also by the production pat­
tern of other producers in the 11- 
market area. Also, there has been 
some reluctance on the part of the 
cooperative’s members to impose an 
effective production incentive plan on 
themselves when other producers in 
the 11 markets are not operating 
under a similar plan. As an aid to mini­
mizing the costs of marketing the milk 
of its members, the cooperative is 
seeking the adoption of a common 
base-excess plan under the 11 orders.

It is in the interest of orderly mar­
keting that a base-excess plan be ap­
plicable under each of the 11 orders 
under consideration. Such plans are 
specifically authorized by the act as a
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marketing arrangement that produc­
ers may use under a Federal order. It 
is recognized that not all producers 
who would be affected by the adopted 
base plan favor its use. Nevertheless, 
considerable weight must be given to 
the fact that a very significant 
number of producers in each of the 
markets believe that such a plan can 
materially aid in the marketing of 
their milk. The proponent cooperative 
alone represents roughly three- 
fourths of the producer milk in the 11 
markets combined, and about 85 per­
cent or more of the producer milk in 8 
of the 11 individual markets. In the 
other three markets—Wichita, Rio 
Grande Valley, and Texas—the propo­
nent cooperative markets at least two- 
thirds or more of the milk in each 
market. In view of the seasonal fluctu­
ations in milk production and the at­
tendant marketing problems for these 
producers, the adoption of a common 
base-excess plan for the 11 markets is 
appropriate.

Opposition to the proposed base 
plan was limited primarily to the 
Texas market, which has about half of 
the milk in the 11-market area. It is in 
the Texas market, however, where the 
proponent cooperative is heavily en­
gaged in balancing activities associated 
with the seasonal swings in produc­
tion, and where it is significantly af­
fected by the fluctuating production 
of producers outside its membership. 
The fact that there was opposition to 
the base plan should not be an over­
riding consideration in this case in de­
termining whether or not the proposal 
should be adopted.

The base plan for each order should 
permit the interchange of producers 
among all 11 markets without affect­
ing their establishment of base or pay­
ments for base milk. Such an arrange­
ment is now applicable under the cen­
tral Arkansas, Fort Smith, and Mem­
phis orders. A similar arrangement is 
needed for the 11-market area because 
of the extensive and continuing shift­
ing of producers among the individual­
ly regulated markets. Such shifts 
occur largely in connection with the 
proponent cooperative’s balancing ac­
tivities referred to earlier. Under the 
“stairstepping” arrangement, for ex­
ample, producers associated with the 
Rio Grande Valley market may be re­
directed to the Texas Panhandle and 
Lubbock-Plainview markets. Producers 
associated with the latter two markets 
might then be redirected to the Texas 
market. Similarly, producers may be 
shifted from the Wichita market to 
the Oklahoma metropolitan market, 
and then from the latter market to 
the Texas market. In October 1976, 
for example, 1,307 of the proponent 
cooperative’s 4,895 member-producers 
on the 11 markets that month were

producers under more than one of the 
11 orders.

A producer representative and a 
handler regulated under the Memphis 
order, which permits deliveries by pro­
ducers to central Arkansas, Fort 
Smith, and Memphis markets to be 
used in the computation of a produc­
er’s base, opposed a comparable provi­
sion for the 11 markets. Both stated 
that such a provision is not authorized 
in the Act.

There is nothing in the Act stating 
that a base-excess plan in a market 
cannot include deliveries by producers 
to plants regulated under another 
Federal order in determining the 
quantities of base milk of an individu­
al producer. As indicated, the Mem­
phis, central Arkansas, and Fort 
Smith orders all presently contain 
such provisions.

The handler also opposed the inclu­
sion of the central Arkansas, Fort 
Smith, and Memphis orders in the 
proposed 11-market base plan. He was 
not opposed  ̂ however, to the continu­
ation of the present base plan in each 
of the three orders or in an order 
merging the three orders. It was his 
position that the three markets re­
ceive their milk supply from a 
common production area. Others testi­
fying at the hearing argued that the 
Lubbock-Plainview market should not 
be included since that market is a 
growth area and additional class I 
milk is needed from one year to the 
riext.

These arguments are not persuasive. 
These markets are an integral part of 
the area being supplied by the propo­
nent cooperative. For the reasons al­
ready set forth, recognition should be 
given to the cooperative’s request that 
a base plan be adopted in these and 
nearby markets for the purpose of 
aiding it in the marketing of its mem­
bers’ milk.

Various parties suggested that is 
would not be appropriate to limit the 
computation of a producer’s base to 
deliveries only within the 11 markets. 
They noted that one or more of the 11 
markets draw milk from a production 
area that also serves markets outside 
of these 11 markets. They pointed out 
that a dairy farmer residing in such 
common production area would be dis­
advantaged unless his total production 
is used in computing his average daily 
base.

Producers in the 11 markets who are 
not members of a cooperative usually 
deliver their milk to the same handler 
throughout the month. Consequently, 
their total production for the month 
would be used in computing their base. 
Producers who are members of a coop­
erative association which markets the 
milk of its members under one of the 
11 markets and a market outside of 
the 11 markets could be affected. Such
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producer would not be disadvantaged 
in the computation of his base if at 
least three-fourths of his production 
were delivered during the basemaking 
period to one of the 11 markets. The 
plan provides that a producer who de­
livers milk at least 90 days out of the 
122 days during September through 
December would receive a base equal 
to his average daily production. Such 
provision will permit a limited inter­
change of producers between the 11 
markets and other Federal order mar­
kets.

Several parties noted that climatic 
conditions and production patterns 
vary throughout the 11 markets. For 
that reason, they suggsted that what­
ever months are used as the basemak­
ing and basepaying months for the 11- 
market area might not be appropriate 
for each of the individual orders.

The production area of each of the 
11 orders is in reality a part of a 
common production area used to 
supply the needs of all 11. markets. It 
is for this reason that the 11 markets 
must be considered on a combined 
basis in establishing the basemaking 
and basepaying months.

In their exceptions to the recom­
mended decision, several parties 
argued that if the 11-market area is in 
fact a common production area the 11 
orders should be combined into one 
order. This proceeding does not pro­
vide the forum for deciding whether 
there should be only one order or 11 
orders. Such a decision would have to 
be made on the basis of a hearing held 
for that purpose.

A number of those who testified 
were concerned that the adoption of a 
base plan would result in a “race for 
base.” They contended that the adop­
tion of the plan would result in exces­
sive fall production, thereby reducing 
the level of the blend price in the fall 
months. They alleged also that the 
plan would increase milk production 
during the flush months and thus in­
crease total milk production rather 
than level milk production throughout 
the year.

There is no means of foretelling how 
producers will react to a common base 
plan in the 11 markets. If a “race for 
base” occurs and results in excess fall 
production or in a large increase in 
milk production annually, marketing 
conditions can be reviewed at such 
time.

Several parties filed exceptions to 
the finding in the recommended deci­
sion that “there is no means of fore­
telling how producers will react to a 
common base plan in the 11 markets.” 
They pointed out that the experience 
that the Department has had with 
base plans in other markets, particu­
larly north Texas, should have caused 
the Department to conclude that 
adoption of the plans would lead to

chaotic marketing conditions. They 
also held that the decline in the 
number of base plans under Federal 
orders during the period from 1967- 
1977 was further evidence of the fail­
ure of base-excess plans as a feasible 
marketing tool.

It is true that there has been a de­
cline in the number of orders with 
base-excess plans. In some instances, 
the base plans were terminated be­
cause they resulted in an increase in 
yearly milk production. These past 
events, however, provide no conclusive 
evidence that producers within the 11- 
market area will react in a similar 
manner to the adoption of the pro­
posed base-excess plans.

In this regard, parties excepting to 
the recommended decision held that 
base plans in the 11 markets will in­
crease rather than decrease reserve 
milk supplies during the spring and 
summer months. If producers attempt 
to increase fall milk production by ex­
panding their present herd size, then 
it is likely that milk production will in­
crease during the spring and summer 
months. However, if producers change 
the production of their current herds 
to conform with the production pat­
tern that a base-excess plan attempts 
to achieve (by expanding fall milk pro­
duction and decreasing milk produc­
tion during the flush months), the in­
crease in reserve milk supplies that ex­
ceptors anticipate should not result 
during the spring and summer 
months.

Several parties claimed that the pro­
posed base-excess plans could result in 
only nonmember producers receiving 
base and excess prices. They contend­
ed that because a cooperative associ­
ation has the privilege of reblending 
its proceeds, the association would not 
be required to pay its members upon 
the basis of their deliveries of base 
milk and excess milk.

Proponent cooperative indicated 
that it intends to pay its members 
using the base-excess payment plan. It 
was not revealed on the record what 
payment procedures other coopera­
tives would use. Irrespective of the 
payment procedures utilized by coo­
peratives during the months when 
base and excess prices are paid, the 
payment that the cooperative associ­
ation receives from the producer-set­
tlement fund for all of its member pro­
ducer milk will reflect the respective 
quantities of its member producer 
milk that is base milk and excess milk. 
For that reason members of a coopera­
tive association will find it advanta­
geous to produce milk with the same 
seasonal pattern as other producers. 
Otherwise, the prices received by the 
cooperative’s producers could decline 
relative to the prices received by other 
producers as a group during the 
months of March through July.

Opponents of the base plan argued 
that such a plan would restrict the 
entry of new producers into the 11- 
market area during certain times of 
the year since new producers would 
not have a base and would receive only 
the excess price for their milk. It was 
claimed that such restrictiveness was a 
restraint of trade in violation of 
§ 608c(5)(G) of the act.

It is recognized that any base-excess 
plan will tend to provide a disincentive 
at certain times of the year for pro­
ducers to come onto the market, 
either as new producers who have just 
started dairying or as producers who 
have been shipping to other markets 
outside the 11-market area. This is 
why it is necessary to establish a 
common base plan for the 11 markets 
that permits the interchange of pro­
ducers within this area. Nevertheless, 
the time when producers just coming 
onto the 11 markets would be adverse­
ly affected the most would be during 
the base-paying months. This is when 
supplies are customarily in excess of 
the class I requirements of handlers 
and handlers normally would not be 
seeking new producers. The influx of 
new producers at this time would be 
expected to be minimal.

The use of a base-excess plan under 
the order is not in violation of 
§ 608c(5)(G) of the act. The latter pro­
vision specifies that an order shall not 
prohibit or in any manner limit the 
marketing in a Federal order area of 
milk produced in any production area 
in the United States. Congress, in pro­
viding specific authorization in the act 
for base-excess plans, did not intend 
that their use be nullified by 
§ 608c(5)(G) of the act.

Exceptors reiterated claims made at 
the hearing and in post-hearing briefs 
that the proposed base plan is in viola­
tion of § 608c(5)(G) of the act. For the 
reasons already indicated, such claims 
are not valid and do not warrant a 
denial of the proposal for base plans 
in the 11 markets.

Exceptors held that the adoption of 
the base plans would allow AMPI to 
“manipulate” an order through “pool 
loading” i.e., shifting unneeded milk 
supplies from one market to another 
for the purpose of depressing the re­
turns to producers in the second 
market who are not members of the 
cooperative. Neither the exceptions 
nor the record provide a basis, howev­
er, for concluding that base plans 
would facilitate socalled pool loading. 
It appears instead that a cooperative’s 
ability to load a pool would be weak­
ened by the adoption of the proposed 
base plans. If, for example, a coopera­
tive were to bring additional milk sup­
plies onto one of the 11 markets 
during the basepaying months from 
dairy farmers not regularly associated 
with the 11 markets, such dairy farm-
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ers would receive only the excess price 
for their milk. Thus, it seems likely 
that a base plan would deter a Cooper­
ative from loading a pool rather than 
facilitating such action.

As outlined earlier, producers testi­
fying against a base-excess plan raised 
numerous reasons as to why such a 
plan should not be adopted. Much of 
the opposition centered on the diffi­
culties and additional expense that 
producers would experience in adjust­
ing their production operations under 
a base plan.

In their exceptions, certain parties 
held that the base plans would insu­
late AMPI from competition for mem­
bership by making it more difficult for 
a producer to switch cooperatives 
while at the same time qualifying for a 
full base. As the recommended deci­
sion pointed out, there are some disin­
centives under a base plan which 
might deter a new producer from en­
tering the 11 markets under considera­
tion during certain months of the 
year. To the extent that these disin­
centives exist, a dairy farmer who 
markets his milk outside the 11 mar­
kets might be deterred from joining a 
cooperative that markets its milk en­
tirely within the 11 markets. However, 
a producer under one of the 11 orders 
who is a member of a cooperative 
could transfer to any other coopera­
tive in the area during any month of 
the year and continue to market his 
milk under one of the 11 orders with­
out any loss of base as a result of such 
transfer. This would be possible since 
a base is earned by the producer and 
not by the cooperative of which the 
producer is a member. Thus, the trans­
fer of a producer from one cooperative 
to another would not affect the ability 
of the producer to earn a full base, as 
suggested in the exceptions.

In other exceptions, it was contend­
ed that the Department was insensi­
tive to “competitive considerations” in 
adopting the base plans. This is not 
the case. Consideration has been given 
to the extent to which the base plans 
might tend to limit a cooperative’s 
ability to compete for members and 
market outlets for milk. The claims 
are without merit.

Also, approximately 200 individuals, 
primarily dairy farmers, submitted 
comments to the Department oppos­
ing the base-excess plans. For the 
most part, the individuals reiterated 
the same objections voiced by dairy 
farmers at the hearing. Some of the 
200 individuals also signed the excep­
tions filed by Concerned Dairymen, a 
group of dairy farmers opposed to the 
adoption of uniform base-excess plans. 
Approximately 500 individuals signed 
such exceptions.

It is recognized that producers may 
need to make some added expendi­
tures and special adjustments in their
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operations under the adopted base- 
excess plan if they desire to maximize 
their returns under the plan. As indi­
cated, the purpose of the plan is to en­
courage a more level seasonal pattern 
of production. Seasonal fluctuations in 
production occur because this produc­
tion pattern is normally the least 
costly and most natural production 
pattern for farmers. Any change in 
this normal production pattern comes 
about only through the special efforts 
of farmers, which usually entails 
added costs and operating difficulties. 
Farmers are not inclined to change 
their production pattern in the ab­
sence of any special incentive. The 
purpose of the base plan is to provide 
this incentive.

Questions arose at the hearing con­
cerning the application of an 11- 
market uniform base-excess plan 
under the Texas order in conjunction 
with that order’s “dairy farmer for 
other markets” provision. The “dairy 
farmer for other markets” provision 
provides that a cooperative or pool 
plant operator may not pool milk of a 
dairy farmer on the Texas market 
during the months of February 
through July if the cooperative associ­
ation or pool plant operator caused 
milk from the same dairy farmer to be 
associated with another market any­
time during the immediately preced­
ing months of September through No­
vember. The provision is intended to 
preclude the association of reserve 
supplies of surrounding Federal order 
markets with the Texas market during 
the months of February through July 
when the milk is not needed if the pro­
ducers involved were not on the Texas 
market during the fall months when 
supplies are customarily short.

The application of the “dairy farmer 
for other markets” provision in con­
junction with the base-excess plan 
could cause a dairy farmer who earned 
base during the months of September 
through December not to receive the 
base price on any of his milk delivered 
to the Texas market during the base­
paying months of March through 
July. Under that provision a dairy 
farmer who is a “dairy farmer for 
other markets” could not qualify as a 
producer. As a consequence, the dairy 
farmer would not be eligible to have 
his milk priced under the order and 
thus would have no assurance of what 
price he would receive for his milk. If 
the order required such dairy farmer 
to be paid the base price on any of his 
deliveries to the Texas market, such 
payment would conflict with the 
“dairy farmer for other markets” pro­
vision and defeat the purpose of that 
provision.

The “dairy farmer for other mar­
kets” provision, however, would not 
peclude producers delivering to a plant 
which was a nonpool plant under the

Texas order during the months of Sep- 
tember-November but which is a pool 
plant during the next March-July 
period from benefiting under the base- 
excess plan. Also, an individual dairy 
farmer could shift to the Texas 
market from any of the other 10 mar­
kets during March-July and retain his 
earned base provided that he does not 
deliver milk at a plant operated by the 
same handler to whom he shipped 
milk during the preceding September- 
November period.

The operators of pool plants with 
own-farm production and dairy farm­
ers whose herds consist soley of regis­
tered dairy animals should not be ac­
corded an exemption, from the base- 
excess provisions of the orders. At the 
hearing, several such individuáis set 
forth varying reasons why their oper­
ations should be treated differently 
than those of other producers. Howev­
er, if an exemption were granted, it 
would not comfort with the purpose of 
the base-excess plan, which is to en­
courage all producers on the 11 mar­
kets to even out their production 
during the year.

Three producer representatives and 
a handler representative urged that a 
uniform base-excess plan not be adopt­
ed in the 11 markets because of the de­
clining use of base-excess plans. They 
pointed out that the number of Feder­
al order markets with a base-excess 
plans has declined from 23 markets in 
1967 to 5 in 1977. It was claimed that 
from 1963 to 1971 base-excess plans 
were discontinued in five orders be­
cause the plans had provided an incen­
tive for excessive production relative 
to class I needs, especially during the 
base-forming months.

Whether of not base-excess plans 
should be applicable in the 11 markets 
under consideration must be based on 
the record evidence of the current 
hearing as it relates to present mar­
keting conditions in these markets. As 
described previously in this decision, 
the record evidence in this proceeding 
justifies the use of a base-excess plan 
in each of the 11 markets.

A cooperative association and a han­
dler opposed the adoption of a base- 
excess plan on the basis that propo­
nent did not develop studies on the 
impact of the proposed plan on the 
markets involved and thus provided 
for the record only limited evidence 
regarding its proposal. The relevant 
point here is not the extent to which 
proponent studied the issue at hand 
but rather whether or not the evi­
dence in the record adequately sup­
ports the adoption of the proposal. As 
already indicated, the record does jus­
tify the use of a common base-excess 
plan for the 11-market area.

Exceptors reiterated previous con­
tentions that AMPI presented no stud­
ies or data which would indicate that a
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base plan would improve the seasonal 
production pattern. For the reasons 
just cited, their arguments are without 
merit.

One cooperative association main­
tained that the “economic incentive to 
obtain base creates a major adminis­
trative burden in policing the plan.” 
Its representative alleged that many 
farmers would be tempted to expand 
their production during the fall 
months by adding water to milk, bor­
rowing cows from dairymen shipping 
to grade B manufacturers, and ex­
changing milk with Someone who is 
not pooled in the market, for example. 
In support of his argument that the 
plan would be an administrative 
burden, the cooperative’s representa­
tive indicated that the decline in the 
number of base plans under Federal 
orders was the best evidence of the de­
ficiencies of such plans.

Speculation by the cooperative’s rep­
resentative that the base plan provi­
sions would create an administrative 
burden is not sufficient reason for 
denying implementation of the pro­
posed plan. Furthermore, none of the 
potential problems cited would be an 
administrative burden for the market 
administrator in computing bases. The 
market administrator would rely on 
the handlers who receive the produc­
ers’ milk to report the amount of milk 
pooled by each producer during the 
month. Additionally, none of the rea­
sons set forth by opponent for termi­
nating base plans were related to the 
administration of such plans. The 
need for the base plan in the 11 mar­
kets as a means of leveling production 
throughout the year overrides any po­
tential administrative problem noted 
at the hearing that might arise in the 
operation of the base plan.

Several cooperative associations al­
leged they would not be able to obtain 
as members dairy farmers who are 
members of other cooperatives operat­
ing outside the 11-market area unless 
the members’ contracts expired in 
either August or September. They in­
dicated that, if the members’ contract 
expired at any other time, a dairy 
farmer would be reluctant to change 
cooperatives since he would be at a 
disadvantage in becoming a producer 
on one of the 11 markets. They noted 
that if the dairy farmer entered the 
market in October-December, he 
would not be able to obtain a base 
equal to his average daily deliveries in 
the base-making period. If he entered 
the market during March-July, he 
would receive the excess price for his 
milk during such period of time.

The manager of one cooperative was 
concerned that, if a base-excess plan 
were adopted, a cooperative which 
presently has a 30-day contract with 
its members would begin signing its 
members to 1-year contracts expiring

in months other than August or Sep­
tember to discotirage any shifting of 
members to other cooperatives.

It is recognized that the proposed 
base plan could be a disincentive for 
dairy farmers in other areas to become 
producers under 1 of the 11 orders, 
and that dairy cooperatives supplying 
the 11 markets could have some diffi­
culty in obtaining new members. How­
ever, this presumably would be a limit­
ed problem since dairy farmers usually 
maintain their membership in a coop­
erative over a period of years and do 
not switch membership from one coop­
erative to another. In any event, the 
inability of a cooperative to obtain 
new members readily should not be an 
overriding' consideration in deciding 
whether a base-excess plan should be 
adopted.

Counsel for 30 dairy farmers con­
tended that the proposed base-excess 
plans should not be adopted because 
present marketing conditions in the 
markets are in conformity with 
§ 602(4) of the act. He contended that 
the proposed plans would result in 
conditions that are contrary to this.

Section 602(4) states that it is the 
declared policy of Congress for the 
Secretary to establish and maintain 
such orderly marketing conditions as 
will provide an orderly flow of the 
supply to market throughout its 
normal marketing season to avoid un­
reasonable fluctuations in supplies 
and prices. As one of the means of ob­
taining this objective, the act specifi­
cally provides for the adoption of 
base-excess plans in Federal order 
markets. The record of this proceeding 
indicates that the use of base-excess 
plans in the 11 markets would, in fact, 
foster orderly marketing as contem­
plated under § 602(4) of the act.

This representative for 30 dairy 
farmers also claimed that the hearing 
was improperly called. He contended 
that § 608c (3) and (17) of the act per­
mits hearings to be called only under 
two conditions: (1) The Secretary may 
call a hearing if he has reason to be­
lieve that the issuance of an order will 
tend to effectuate the declared policy 
of the act; and (2) the Secretary is re­
quired to call a hearing under speci­
fied conditions when one-third or 
more of the producers as defined in an 
order apply as individuals and in writ­
ing for a hearing. The representative 
thus concluded that a hearing could 
not be called to consider a proposal 
submitted by a cooperative association 
on behalf of producers.

This is not the case. The act does 
not preclude parties in the industry, 
such as a cooperative association, from 
petitioning for a hearing. The Secre­
tary may call a hearing either on his 
own volition or at the request of other 
parties if he concludes that the pro­

posed change would tend to effectuate 
the declared policy of the act.

Moreover, the Department’s “Rules 
of Practice and Procedùre Governing 
Proceedings to Formulate Marketing 
Agreements and Marketing Orders” (7 
CFR part 900) specifically provide for 
the submission of proposals by persons 
other than the Secretary. Section 
900.3 states that a “marketing agree­
ment or a marketing order may be pro­
posed by the Secretary or by any 
other person.”

The motion by a cooperative associ­
ation to render the entire hearing void 
and the motion by another coopera­
tive association to reconvene the hear­
ing at a later date because proponent 
altered provisions of its proposal at 
the hearing are denied. No statutory 
or administrative rules preclude appro­
priate revisions of a proposal at the 
hearing. Furthermore, the hearing 
notice stated that the purpose of the 
hearing was to receive evidence with 
respect to the economic and marketing 
conditions which relate to the pro­
posed amendments and any appropri­
ate modifications thereof. Thus, inter­
ested parties were given the opportu­
nity to modify the proposed base- 
excess plan during the course of the 
hearing to the extent that no new 
issue outside the scope of the hearing 
was raised. In fact, as described else­
where in this decision, several handler 
witnesses did propose certain modifica­
tions.

Exceptors reiterated claims made at 
the hearing and in post-hearing briefs 
that a modification at the hearing of a 
provision contained in the notice of 
hearing did not allow sufficient time 
to introduce testimony in opposition 
to the modification. There was no indi­
cation in the exceptions, however, of 
what significant market information 
may have been precluded from the 
record. In the absence of such a show­
ing, it cannot be concluded that excep­
tors have a valid complaint.

Two cooperative associations 
claimed that the administrative law 
judge erred in not dismissing the hear­
ing on the proposed base-excess plans. 
These cooperatives maintained that 
because proponent had submitted a re­
vision to its original proposal and the 
Department had issued a revised 
notice of hearing reflecting the revi­
sion, proponent and the Department 
were involved in an ex parte communi­
cation which is prohibited by the 
“Government in the Sunshine Act.”

The communications which took 
place between proponent and Depart­
ment officials in this instance involved 
the receipt of revisions from propo­
nent to previously submitted proposals 
and the Department’s acknowledge­
ment of the receipt of such revisions. 
The initial proposals had been accept­
ed by the Department for considera-
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tion at a hearing and had been set 
forth in a hearing notice. The revised 
proposals represented modifications of 
the initial proposals that could have 
been made during the course of the 
hearing. Because such changes were 
made available to the Department 
prior to the hearing, it was possible to 
provide the industry with advance 
notice of the modifications intended to 
be supported at the hearing. In the ab­
sence of the communications which 
took place, interested parties would 
have had to wait until the hearing to 
be made aware of the modifications. 
The communications involved were 
made a part of the record of this pro­
ceeding. Such communications pro­
vided no basis for dismissing the hear­
ing and the administrative law judge 
acted properly in not doing so. Inter­
ested parties were not disadvantaged 
through these communications but in 
fact were aided by virtue of having ad­
vance notice of the modifications that 
the proponent cooperative was making 
in its initial proposals. This afforded 
all interested parties the opportunity 
to safeguard their interests through 
full participation in all aspects of the 
rulemaking proceeding, which is the 
very thrust of the regulations on ex 
parte communications.

Exceptors reitereated their conten­
tion that the presiding officer’s rejec­
tion of a motion to require AMPI to 

'show cause why the plan should not 
be dismissed under “Government in 
the Sunshine Act” was in error. The 
views expressed by exceptors were 
fully considered in the recommended 
decision and, as noted, are without 
merit.

One of the exceptors further stated 
that all ex parte communications be­
tween any party and the Department 
subsequent to the hearing should be 
made available to all interested par­
ties. A number of letters were received 
by Department officials from persons 
opposed to the base plan and from 
other' individuals on behalf of persons 
opposed to the plan. Such letters and 
the Department’s replies to them have 
been made a part of the official record 
in this proceeding and are available 
for viewing by the public.

-Counsel for a cooperative association 
objected to the Department’s failure 
to disclose the basis for its prehearing 
conclusion that the -proposed uniform 
base-excess plans would tend to effec­
tuate the purposes of the act. Such 
disclosure, however, is not required.

Following a public hearing, the Sec­
retary may adopt only those proposals 
considered at the hearing that, if sup­
ported by the record evidence, would 
tend to effectuate the purposes of the 
act. it  would be useless, then, to in­
clude in the hearing notice proposals 
that obviously would not be consistent 
with the act and thus could not be

adopted. For this reason, the Depart­
ment must make a preliminary evalua­
tion of all proposals submitted to it for 
consideration at a hearing to deter­
mine if the proposals would carry out 
the intent of the act. The Department 
is not required to reveal publicly the 
various considerations involved in 
making an affirmative determination 
on the proposals. It should be empha­
sized, though that the inclusion of a 
proposal in a hearing notice in no way 
means that the proposal will be adopt­
ed. The adoption of a proposal by the 
Secretary must be based solely on the 
evidence presented at the hearing.

In his exceptions, counsel reiterated 
his objection to the Department’s fail­
ure to disclose the basis for its pre- 
hearing conclusion that the uniform 
base-excess plans would tend to effec­
tuate the purposes of the act. For the 
reasons just noted, the objection is not 
valid.

Counsel for the cooperative associ­
ation alleged also that § 554(d) of the 
Administrative Procedure Act pre­
cludes an employee of the Department 
who investigated the initial proposal 
and participated in the hearing from 
being involved in the subsequent deci­
sionmaking process. This is not the 
case. There is no requirement that 
those employees involved in the deci­
sionmaking process in a rulemaking 
proceeding must not have participated 
in other activities related to the pro­
ceeding.

In his exceptions, counsel restated 
his previous contention. However, he 
provided no additional basis for such 
contention in renewing his objection. 
As indicated, Counsel’s claim is with­
out foundation.

Two cooperative associations and a 
handler maintained that the base- 
excess plan did not have the support 
of producers and would not be ap­
proved if dairy farmers were to vote 
individually on the proposal. The 
record does not indicate how each pro­
ducers feels about the proposal. Testi­
mony at the hearing, however, indicat­
ed that the proposal was supported by 
the proponent cooperative, which rep­
resents a major portion of the produc­
ers that would be affected. The act 
provides that a cooperative association 
may vote on behalf of its members. If 
a cooperative elects to vote in this 
manner, which is commonly referred 
to as “bloc voting,” the Department is 
required to accept the cooperative’s 
vote as the approval or disapproval of 
all its producer-members, even if some 
members do not support the vote. In 
this case, an affirmative vote by the 
proponent cooperative apparently 
would assure the approval of the pro­
posed base-excess plan in all 11 mar­
kets because proponent represents 
more than two-thirds of the producers 
in the 9 marketwide pool orders and

three-fourths of the producers in the 2 
individual-handler pool orders.

Exceptors reiterated contentions 
made at the hearing and in post-hear­
ing briefs that AMPI should not be al­
lowed to bloc vote on the base plans 
because a considerable number of its 
members are opposed to the plans. Ex­
ceptors’ positions have been fully con­
sidered but for the reasons just cited 
cannot be accepted.

An exceptor noted that the Secre­
tary failed to consider a “Louisville” 
seasonal incentive payment plan to 
level production in lieu of the base- 
excess plan. Consideration of such a 
plan was not within the scope of this 
hearing since a Louisville plan was not 
proposed by any party.

One exceptor held that proponent 
had narrowed the scope of the statis­
tics offered at the hearing to the point 
that proponent had not set forth a re­
alistic, factual representation of the 
actual marketing situation. For that 
reason, exceptor requested a reopen­
ing of the hearing “so that additional 
statistical material, of a broader based 
sampling, may be presented and there­
by show that the desired effects enun­
ciated by proponent may in fact be 
emerging through the present pro­
gram * *

The arguments for reopening the 
hearing are not persuasive. The initial 
hearing provided ample opportunity 
for all parties to present whatever sta­
tistics they believed would be relevant 
to the issue under consideration. Any 
reopening of the hearing would need 
to be based on a strong demonstration 
that any new information submitted 
would be of a very significant nature 
and would be likely to change the out­
come of the proceeding. The argu­
ments set forth in the exceptions do 
not provide such a demonstration. Ac­
cordingly, the request to reopen the 
hearing is denied.

In his exceptions, a party requested 
that the Department inform each pro­
ducer prior to his voting on a base 
plan of how it intends to curb abuses 
of the base plan. Exceptor did not 
specify, however, any particular abuse 
that he believed might occur. Any 
abuses of the base plan can be re­
viewed, of course, through the hearing 
procedure.

This exceptor also requested a list­
ing of all producers who might be 
voting on a base plan so that those op­
posed to the base-excess plan could as­
certain the eligibility under the Act of 
each potential voter. The task of de­
termining the eligibility of voters in 
this circumstance is delegated to the 
referendum agent whom the Secretary 
selects to conduct the vote among pro­
ducers. Such voting eligibility is deter­
mined in accordance with the Depart­
ment’s rules as set forth in 7 CFR Part 
900.
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Counsel for a cooperative which was 

opposed to the adoption of the pro­
posed uniform base plans requested in 
his exceptions that official notice be 
taken of the following items:

1. The Texas Milk Market Report of 
December 1977 which was published 
by the Market Administrator of the 
Texas order;

2. Base Plans in U.S. Milk Markets: 
Development, Status, and Potential 
(Market Research Report No. 957, 
USD A, ERS);

3. Notice by AMPI to “All Handlers 
Regulated Under Texas Marketing 
Area Order No. 1126,” dated April 22, 
1977.

The request for official notice of the 
three items is denied. The rules gov­
erning this proceeding specify that 
“interested persons shall be given ade­
quate notice, at the hearing or subse­
quent thereto, of matters so noticed 
and shall be given adequate opportuni­
ty to show that such facts are inaccu­
rate or are erroneously noticed.” 
Taking official notice of the above 
items in this final decision would pre­
clude interested parties from having 
an opportunity to comment through 
exceptions on any of the information 
contained in these several items.

Counsel for this cooperative also re­
quested rulings on 18 proposed find­
ings of fact which he set forth in his 
post-hearing brief and which in his 
opinion were not ruled upon in the 
recommended decision. The proposed 
findings and the Department’s rulings 
are as follows:

(1) “The base-excess plans in the 
North Texas, Red River, Lubbock- 
Plain view, Northern Louisiana, and 
New Orleans orders were discontinued 
because of excessive production de­
pressing the blend price to the farmer 
in a ‘race for base’.”

The reason why the base-excess 
plans were discontinued in the five 
orders were set forth in the final deci­
sion or termination order relative to 
the discontinuation of such plans in 
the respective orders. In some cases, a 
“race for base” was indicated as a par­
tial reason for discontinuing the base 
plan.

(2) “The AMPI base-excess plan for 
11 federal market orders covers pre­
cisely an area where AMPI holds oli­
gopolistic control of milk supply.”

The members of the Southern 
Region Division of AMPI market their 
milk primarily, if not entirely, in the 
11 markets for which base-excess 
plans were proposed. The extent to 
which AMPI markets milk in the 11- 
market area was set forth specifically 
on the record. The percent of the pro­
ducer milk marketed in each of the 11 
markets by AMPI varied from more 
than 2/3 to 100 percent of the total 
producer milk in the respective mar­
kets. It is noted that in the Texas

market, where about half of the milk 
in the 11-market area is priced, there 
are a number of cooperatives as well as 
a large number of nonmember produc­
ers who market their milk individual­
ly. Whether or not AMPI has “oligo­
polistic” control of the milk supply in 
the 11-market area need not be deter­
mined in this proceeding.

(3) “The eleven-market area draws 
milk supply from production areas 
that serve adjoining markets which 
AMPI does not control.”

As noted earlier, one or more of the 
11 markets draw milk from a produc­
tion area that also serves markets out­
side of these 11 markets. Also, the 
record indicates that one of such pro­
duction areas serves the St. Louis- 
Ozarks market in which members of 
AMPI, according to one of its spokes­
men, represent less than 2 percent of 
the producers on the market.

(4) “Seasonality of milk production 
for the fluid market (spring produc­
tion over fall) of 15 percent or less re­
flects effective management in achiev­
ing reasonably even production.”

This proposed finding is discussed in 
the response to the following proposed 
finding.

(5) “The 11-market area as a whole 
had, in 1976, seasonality of production 
of 9.5 percent, spring over fall produc­
tion, and 13.8 percent in 1975, which 
seasonality is well within reasonable 
and achievable limits of effective man­
agement.”

Changes in production in the 11- 
market area from fall to spring must 
be viewed in light of class I sales 
during such periods to gain some per- 
sepective of the problem of meeting 
the fluid milk requirements of han­
dlers. The production changes from 
fall to spring are accentuated by some­
what opposite swings in class I sales. 
In 1975, the relationship of average 
daily producer deliveries to the 2-year 
average of daily class I sales ranged 
from a low of 121 percent in October 
and November to a high of 144 percent 
in May. Similarly, in 1976, this rela­
tionship ranged from 125 percent in 
November to 142 percent in April. 
Thus, it is evident that the production 
pattern in the 11-market area is not in 
line with the sales pattern of regulat­
ed handlers.

(6) “It is not probable that a base- 
excess plan would materially improve 
upon the present seasonality of pro­
duction.”

It is not possible to determine the 
extent to which producers may change 
their production pattern in respone to 
the payment incentives of a base plan. 
In the case of those producers with 
relatively level production, there is not 
likely to be much change. The record 
indicates, however, that a number of 
producers have substantially greater 
production in the spring than in the

fall. A base-excess plan can be expect­
ed to provide an incentive for these 
producers to take steps to level out 
their production.

As indicated earlier, it is recognized 
that the seasonal swings in production 
for the 11-market region are not un­
usually severe. It must be kept in 
mind, of course, that a type of base 
plan has been operated by the propo­
nent cooperative for a number of 
years, with the plan applying to a very 
large proportion of the producers in 
the 11 markets. This undoubtedly has 
had some leveling effect on milk pro­
duction in this region. Because of this, 
the opportunity for a further leveling 
of production is perhaps somewhat 
less than might otherwise have been 
the case. It is desirable, of course, that 
any initiative gained toward evening 
out production not be lost. A base plan 
under the orders should maintain the 
leveling of production already 
achieved plus encouraging further 
production changes for the markets as 
a whole, particularly since the base 
plans would apply to producers who 
have not been subject to any seasonal 
payment incentive plan.

It also must be kept in mind that the 
production data for the 11-market 
region include data for three markets 
in which base-excess plans have been 
in effect under the orders for a 
number of years. The regional data 
thus are influenced by the leveling ef­
fects of those three plans.

(7) “A reasonable reserve supply of 
fluid milk over Class I sales is 15 to 20 
percent.”

The exact amount of reserve milk 
supply needed for each of the 11 mar­
kets, or for the 11-market area as a 
whole, cannot be determined from this 
record.

(8) “Reserves of fluid milk to accom­
modate plants, receiving milk four or 
five days a week only, occasion a 14 
percent reserve for each day of non-re­
ceipt. The cost of this reserve is of eco­
nomic benefit to the handlers so oper­
ating and is not a cost of marketing 
properly to be borne by producers 
through a diminution of their blend 
price.”

It is recognized that daily balancing 
costs of this nature are properly 
chargeable to fluid milk distributors. 
Nevertheless, this does not diminish 
the desirability of encourging produc­
ers to bring their production on a sea­
sonal basis more in line with the fluid 
milk needs of the market.

(9) “The 11-market area has an ade­
quate reserve supply of fluid milk to 
meet the reasonable needs of handlers 
in the market.”

This finding is contrary to the 
record evidence, which indicates that 
milk supplies during the fall are not 
adequate to meet the Class I demand 
of handlers.
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(10) “AMPI does not disproportion­
ately bear the burden of carrying the 
reserve supply for the 11-market area. 
In fact, many of the markets dominat­
ed by AMPI draw upon reserves 
pooled upon the Texas and Wichita 
markets thereby depressing the blend 
price to nonmembers and imposing the 
burden of reserves for markets monop­
olized by AMPI on the nonmembers 
serving the Texas and Wichita mar­
kets.”

The manner in which AMPI bears a 
disproportionate share of the reserve 
milk for the Texas market was dis­
cussed earlier in this decision. With re­
spect to the other point in the pro­
posed finding/ it is noted that the 
“diary farmer for other markets” pro­
vision of the Texas order was adopted 
specifically to assure that the Texas 
market would not carry the reserve 
milk supplies for other markets.

(11) “The base-excess plan would 
stimulate a ‘race for base’ in the fall 
base-forming period.”

This proposed finding was discussed 
earlier in this decision.

(12) “Added production stimulated 
in the fall would depress the blend 
price paid in the fall causing loss of 
income to the farmers.”

If it is assumed that the only vari­
able in this instance is the quantity of 
milk produced, it is true that an in­
crease in production would lower the 
average blend price. However, this pre­
sumably would be offset by an im­
provement in producer pay prices in 
the spring and summer months as a 
result of less production (in response 
to the base plan incentive).

(13) “Increased fall production will 
stimulate increased spring production 
because baseholders will strive to 
obtain full payment for the base ac­
quired in the fall and because of natu­
ral factors of breeding and pasturage, 
thereby depressing the blend price to 
the farmers in the spring.”

To obtain full payment in the spring 
months for base earned during the fall 
months, a producer would need to pro­
duce only as much milk in the spring 
months as he produced in the fall 
months. The base plan would provide 
a disincentive (through the payment 
of the surplus price) for any produc­
tion in excess of a producer’s base. It 
does not follow, therefore, that an in­
crease in fall production will necessar­
ily result in a proportionate increase 
in spring production.

(14) “The proposed base-excess plan 
would create an economic barrier to 
the entry of new producers except for 
entry during the months of August 
and September.”

As indicated earlier, it is recognized 
that any base-excess plan will tend to 
provide a disincentive at certain times 
of the year for producers to come onto 
the market.

(15) “The fall of the year is the most 
expensive time for a new producer to 
enter into dairy farming.”

Several producers testified that this 
was true in the areas in which they 
were located. In such areas, a dairy 
farmer who began operations in the 
fall months might have to make a 
large cash outlay to purchase feed for 
his cows until such time as they could 
be placed on pasture the next spring 
and until he could raise his own feed 
grains. In a “dry lot” operation, it does 
not seem likely that the cost of the be­
ginning operations in the fall months 
would differ materially from begin­
ning operations at any other time of 
the year.

(16) “The base-excess plan would 
make it difficult for new and young 
dairy farmers to enter the dairy busi­
ness in the 11-market area.”

As noted earlier, there may be a dis­
incentive for producers to come onto 
the market at certain times of the 
year. Those disincentives apply to all 
producers whether they are new or ex­
perienced and whether they are young 
or old.

(17) “The base-excess plan may lend 
itself to manipulation to strengthen 
the oligopolistic control of the market 
by AMPI.”

The provisions of an order are in­
tended to promote the orderly market­
ing of milk and must carry out the 
intent of the act. If it is believed at 
any time that such provisions, includ­
ing the base plans adopted herein, are 
not meeting these requirements, a 
review of such provisions at a hearing 
may be sought.

(18) “In a free vote by individual 
dairy farmers, the base-excess plan 
would probably not be adopted.”

There is no basis on the record for 
establishing that a base plan would be 
adopted or defeated if individual dairy 
farmers were permitted to cast their 
votes on the proposed amended orders. 
As pointed out elsewhere in the deci­
sion, cooperatives have the option to 
bloc vote for their members.

2. Order provisions implementing 
the base-excess plan. Except for the in­
terim provisions established for 1978 
that are described later, the base- 
excess plan adopted in this decision 
would establish a base for each pro­
ducer by adding the pounds of produc­
er milk delivered by him under each of 
the 11 orders during September 
through December (the base-forming 
period) and dividing such amount by 
the number of days’ production repre­
sented by such producer milk or by 90, 
whichever is greater. Under usual con­
ditions, a producer would deliver milk 
throughout the base-forming period 
(122 days). It is possible that a produc­
er would not deliver milk to any of the 
11 markets for a limited number of 
days during the base-forming period

(perhaps because of a temporary sus­
pension of a health permit, or ship­
ments to a market other than the 11 
markets). The 32-day grace period pro­
vided herein should accommodate 
most situations in which a producer’s 
milk would be withheld from delivery 
to one of the 11 markets.

Requiring a producer to supply one 
or more of the 11 markets in the base­
forming months in order to earn a full 
base provides an incentive for him to 
ship to these markets instead of other 
markets. This will tend to assure that 
sufficient milk is available to supply 
handlers in the 11 markets during the 
fall months when production is lowest 
relative to the demand for Class I 
milk. A producer who delivers at least 
90 days’ production during the four- 
month base-forming period to the 11 
markets can be considered as being 
primarily associated with this 11- 
market area. A producer who delivers 
less than 90 days’ production should 
have his base determined by dividing 
liis' total producer milk in the base­
forming period by 90. This will assure 
that a producer who may have been 
supplying the Class I needs of a 
market other than the 11 markets for 
a substantial part of the base-forming 
period will receive a base that reflects 
his contribution as a producer supply­
ing the heeds of the 11 markets in 
such period.

Dairy farmers who deliver to a plant 
that becomes a pool plant under one 
of the 11 orders after the beginning of 
the base-forming period should be as­
signed bases in the same manner as if 
they had been producers under these 
orders during the base-forming period. 
Their bases would be calculated from 
their deliveries to that plant in the 
preceding September-December
period.

It is expected that when such a 
plant acquires pool plant status it will 
add Class I sales to the market compa­
rable to such sales in prior periods 
when it was not a pool plant. It is ap­
propriate, therefore, that those dairy­
men who have been supplying the 
plant have bases computed for them 
according to their deliveries to the 
plant in the base-forming period.

As proposed by the cooperative ad­
vocating the base plan, the months of 
September through December should 
be used as the base-forming period. It 
is during these months that milk pro­
duction tends to be at its lowest level 
throughout the year. The need for en­
couraging more level production 
during this period is accentuated by 
the tendency for Class I sales to swing 
upward during this same period.

In addition to these four months, 
January is also now being used as one 
of the base-making months irnder the 
Central Arkansas, Fort Smith, and 
Memphis orders. Data for the 11 mar-
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kets for 1975 and 1976 indicate that 
milk production during January ex­
ceeded Class I disposition by approxi­
mately the same amount that milk 
production exceeded Class I disposi­
tion during the months of September 
through December. Thus, the use of 
January as a base-making month 
would not be inappropriate in the 11 
markets. The production leveling ef­
fects of a base plan, however, can be 
sufficiently achieved through the use 
of the four-month base-making period 
advocated by the proponent coopera­
tive. Moreover, the shorter time period 
will provide producers somewhat more 
flexibility in accommodating to the 
operation of the base plan.

The base-paying months should be 
the months of March through July. 
Presently, these months are used as 
the base-paying months under the 
Central Arkansas, Fort Smith, and 
Memphis orders. Proponent coopera­
tive, however, supported the use of 
February through July as the base­
paying months.

The period of March through July is 
when milk production tends to be at 
its highest level during the year and 
When the base plan should be encour­
aging a more level seasonal production 
pattern. This is particularly so since 
within this period there is usually a 
seasonal decline in Class I sales.

Data for 1975 and 1976 which the co­
operative relied on in support of its 
proposal does not support the use of 
February as one of the base-paying 
months. Producer receipts for such 
month on an daily basis were less than 
the daily average for each calendar 
year. There is no need to be discourag­
ing the production of milk during this 
month.

Producers would establish new bases 
each year. The bases would be com­
puted by the market administrator of 
the respective orders to be effective in 
the following March through July 
(the base-paying period). By February 
10 of each year, the market adminis­
trator would notify each producer and 
the handler reveiving his milk of the 
producer’s base. The market adminis­
trator would notify a cooperative, if so 
requested by the cooperative, of the 
base established by its member pro­
ducers.

The recommended decision provided 
that the market administrator would 
notify each producer of his new base 
by February 1. Upon further review, it 
appears questionable whether this 
deadline can be reasonably met due to 
the large number of producers in­
volved and the extent of the intermar­
ket shipments of milk by individual 
producers. Accordingly, the respective 
orders should provide that the produc­
ers must be notified of their new base 
no later than February 10.

Base milk would mean the producer 
milk of a producer in each month of 
March through July that is not in 
excess of an amount equal to the pro­
ducer’s base multiplied by the number 
of days in the month. Excess milk 
would mean the producer milk of a 
producer in each month of March 
through July in excess of the produc­
er’s base milk for the month. Excess 
milk would also include all the produc­
er milk in March through July of a 
producer who has no base.

Since the base a producer receives 
would be determined by the quantity 
of milk shipped in the base-forming 
months, he would have an incentive to 
maximize his shipments in September 
through December. In these months 
production for the market is normally 
shortest relative to Class I needs. This 
would not be the case in the base­
paying months when production for 
the market is substantially more than 
its fluid milk requirements. In these 
months a producer would receive, in 
effect, only the manufacturing milk 
value for his production in excess of 
his base milk for the month and thus 
would be encouraged to limit his pro­
duction during such period.

The base-excess plan proposed 
herein provides that milk sold by a 
producer during March-July which is 
in excess of his base would be priced at 
the Class III price. The quantity of 
producer milk sold during, the same 
months which does not exceed the 
producer’s base would be priced at the 
base price. The base price for milk for 
each marketwide pool order would be 
determined by subtracting the value 
of the excess milk delivered by produc­
ers under such order from the total 
value of all milk delivered by produc­
ers. and dividing such amount by the 
pounds of base milk delivered by pro­
ducers. The precise level of the base 
price would depend upon the classified 
use of milk in the market and the per­
centage of base milk in the market.

The base price for producer milk re­
ceived by individual handlers under 
the Memphis, Tennessee and Fort 
Smith, Arkansas orders would be de­
termined by subtracting the total 
value of all excess milk received at the 
plant of each handler from the han­
dler’s total obligation to producers and 
dividing such amount by the pounds 
of base milk. The base price for milk 
received by individual handlers would 
vary according to the classified use 
value of the handler’s producer milk 
and the percentage of base milk re­
ceived by the handler.

The base and excess prices adopted 
herein were proposed by proponent co­
operative. A handler regulated under 
the Memphis order objected in his 
brief to the proposed method of pric­
ing and requested that the base and 
excess prices be patterned after those

in the Central Arkansas, Fort Smith 
and Memphis orders. Under such 
orders the excess price is usually a 
blend of the Class III, Class II and 
Class I prices. Opponent noted that, if 
the excess price is the Class III price 
as proposed herein, the base price 
would exceed the Class I price. It was 
his position that such base price would 
be improper.

Under the base plan provisions 
adopted herein, the base price for the 
month would exceed the Class I price 
whenever the quantity of excess milk 
is greater than the amount of produc­
er milk utilized for Class II and Class 
III uses. However, if the quantity of 
excess milk were less than the amount 
of producer milk utilized in Class II 
and Class III uses, the base price 
would be less than the Class I price 
but would exceed the weighted aver­
age price.

Those who opposed pricing excess 
milk at the Class III price level offered 
no basis for their conclusion that a 
base price higher than thé Class I 
price would be improper. Further­
more, pricing of excess milk at the 
Class III price will provide a greater 
incentive for a producer to even out 
his production than by pricing excess 
milk at the higher level suggested by 
opponents of the proposed pricing 
method. It is concluded, therefore, 
that excess milk should be priced at 
the Class III price level.

An exceptor reiterated a contention 
made at the hearing and in his post- 
hearing brief that the excess price 
should be a blend of the class I, class 
II, and class III prices according to the 
pro rata use of the excess milk in such 
classes. He indicated that unless such 
change is made the base price could 
conceivably exceed the class I price. 
Exceptor held that a base price higher 
than the class II price would be im­
proper but failed to indicate a basis 
for such opinion.

The arguments advanced in the ex­
ceptions provide no basis for revising 
the recommended decision in this 
regard.

Proponent requested that the loca­
tion adjustment for producer milk 
apply only to the base milk delivered 
by a producer. The cooperative noted 
that the application of a location ad­
justment to the excess price would 
reduce such price (the Class III price) 
below the value of milk in manufac­
turing uses. Proponent contended that 
it would be inappropriate to pay pro­
ducers less than the Class III price for 
milk.

Milk for manufacturing uses has 
practically the same value to milk pro­
cessors wherever located. This is re­
flected under the order program 
through the use of a uniform surplus 
price in virtually all orders which is 
equal to the average price per hun-
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dredweight for the month of manufac­
turing grade milk f.o.b. plants in Min­
nesota and Wisconsin. It a location ad­
justment were applied to the excess 
price, it would result in an excess price 
at various plant locations that is less 
than the valüe of manufacturing 
grade milk delivered to those same 
plant locations. Such pricing would 
.not be consistent with the location 
value of milk for manufacturing uses. 
Consequently, the location adjustment 
for producer milk should apply only to 
the base milk delivered by a producer.

The Central Arkansas order present­
ly provides for a 4-cent deduction in 
the computation of the excess price. 
The money accumulated from the 4- 
cent deduction is added to the produc­
er-settlement fund reserve.

The producer-settlement’ fund is a 
necessary adjunct of the Central Ar­
kansas order and all orders with mar­
ketwide pooling. It is maintained by 
the market administrator for the pur­
pose of accumulating payments from 
pool handlers whose utilization of 
milk in Class I uses is in excess of the 
marketwide average. Disbursements 
from the fund are made to those pool 
handlers whose utilization of milk in 
Class I uses is less than the mar­
ketwide average. A portion of the 
funds accumulated (4 to 5 cents per 
hundredweight) is retained each 
month as a reserve. This reserve is 
maintained • to provide funds for the 
market administrator to pay handlers 
in the event an audit adjustment, for 
example, results in money due a han­
dler.

It is concluded that a reserve deduc­
tion of 4 to 5 cents should continue to 
apply to each hundredweight of base 
milk under the Central Arkansas 
order. The same deduction should 
apply to base milk under the other 
marketwide pool orders under consid­
eration. There is no need, however, to 
apply a 4-cent deduction, as under the 
Central Arkansas order, in computing 
the excess price under such orders. In 
most instances excess milk will be clas­
sified as Class III milk. The 4-cent re­
duction could result in excess milk 
being priced to the producer, in effect, 
at less than the Class III price under 
the order. There is no justification on 
this record for pricing any milk at less 
than the Class III price.

Proponent proposed that the base 
transfer rules of the base-excess plan 
permit the transfer of all or any part 
of the base by a producer only in the 
event of death of the baseholder or 
upon termination of milk production 
and the complete dispersal of the 
herd. In the case of a jointly held 
base, it was proposed that, upon termi­
nation of the joint ownership, the base 
be apportioned among the joint hold­
ers.

Limitations on base transfers are 
necessary, according to proponent, to 
prevent circumvention of the purpose 
of the base plan and to insure that the 
plan will provide producers with the 
incentive to increase their production 
of milk during the base-forming 
months. Proponent indicated that the 
proposed base transfer rules are not 
intended to prevent a producer who 
transfers his base upon the complete 
dispersal of his herd from immediately 
resuming production in the same or 
another area. Such producer would be 
free to reenter production and earn a 
base during the next base-forming 
period. Proponent noted that if the 
producer should reenter production 
during any period other than the base­
forming period, then all milk that he 
markets would be priced as excess 
milk.

One handler and a cooperative asso­
ciation proposed that producers be 
permitted to transfer any portion of 
their base to other producers at any 
time.

Bases should be transferable in their 
entirety or in amounts of not less than 
100 pounds (unless the transfer in­
volves the remaining portion of such 
base). Such transfer, which could be 
made from one market to another, will 
facilitate the transfer of property 
when a baseholder dies or when the 
farm of a baseholder is sold. In addi­
tion, the transfer of base will facilitate 
adjustments by those producers desir­
ing to expand or contract their oper­
ations and will make it easier for new 
producers to enter the market during 
the base-paying period.

A 100-pound minimum on transfers 
of base is provided herein (unless the 
transfer involved the remaining por­
tion of a producer’s base) as a means 
of limiting the administrative work 
that could be connected with the fre­
quent transfer of only a few pounds of 
base for a producer. The transfer of 
such minimum amounts would provide 
only minimal benefit for the producers 
involved and increase the cost of ad­
ministering the program. The 100- 
pound minimum herein provided will 
aid in reducing the administrative ex­
pense involved in the transfer of bases 
without limiting to any significant 
extent the practical transferability of 
bases among producers.

As provided herein, a base may be 
transferred to be effective on the first 
day of the month following the date 
on which an application for such 
transfer is received by the market ad­
ministrator. Such application would be 
required to be on a form approved by 
the market administrator and signed 
by a baseholder or his heirs and the 
person to whom the base is to be 
transferred. If a base is held jointly, it 
would be required that the application 
be signed by all joint holders or their

heirs. These provisions will minimize 
the possibility of a misunderstanding 
between the parties involved concern­
ing transfers.

The base established by a partner­
ship may be divided between partners 
on any basis agreed on in writing by 
them if written notification of the 
agreed upon division, signed by each 
partner, is received by the market ad­
ministrator prior to the first day of 
the month in which the division is to 
be effective. This will facilitate the di­
vision of the assets of a partnership 
that is dissolved during the base­
paying period. The division of the base 
will in no way affect the total quantity 
of base milk in the pool, irrespective of 
the manner in which the division of 
the base is made between the partners.

Bases assigned to producers who 
supplied a plant which was not a pool 
plant under one of the 11 markets in 
the base-forming period but which be­
comes a pool plant prior to or during 
the following base-paying period 
should not be transferable. Such re­
striction is necssary to deal with those 
instances in which a plant regularly 
associated with another market be­
comes regulated under one of the 11 
orders for only a single or several 
months before shifting back to the 
originating market or to another 
market outside the 11-market area 
under consideration. In those in­
stances in which a' plant becomes 
newly regulated and remains as a pool 
plant during all of the base-paying 
period, the producers delivering to 
that plant would want to retain their 
bases in order to receive a base price 
for such milk. If, however, the plant 
were to lose its pool plant status 
before the end of the base-paying 
period, producers delivering milk to 
such plant would have no need for the 
bases and would offer such bases for 
sale. It would not be appropriate to 
permit the transfer of bases in such in­
stance snce Class I sales in the market 
would be reduced by the amount of 
the plant’s Class I sales in the month 
the plant lost its pool plant status 
while the aggregate producer bases for 
the month would remain inflated by 
the bases that had been assigned to 
the producers associated with such 
plant. If producers were permitted to 
purchase such bases, they would bene­
fit by receiving a greater share of the 
value associated with the Class I sales 
in these 11 markets at the expense of 
other producers in these markets who 
did not choose to buy addtional base.

AMPI excepted to the base rules 
adopted in the recommended decision. 
The cooperative argued that the un­
limited transfer of base would frus­
trate the purpose and objective of the 
base plan by reducing the incentive for 
producers to increase production 
during the base-forming period and
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would enable producers to circumvent 
the base plan and other order provi­
sions. In particular, AMPI stated that 
“producers with wide seasonal produc­
tion patterns who fail to increase pro­
duction during the base-forming 
months will be able to cover and 
market as base milk all or part of their 
excess production by simply purchas­
ing sufficient base from other produc­
ers.” . .

It is possible that some producers 
will make little or no attempt to alter 
their seasonal production pattern but 
instead will purchase additional base 
to cover what otherwise would be 
“excess” production. It would be large­
ly a matter of economics, of course, as 
to whether a producer is better off to 
build his own base or purchase base. 
The more that producers choose not 
to build their bases but rely instead on 
purchased base, the more likely that 
the value of base will increase. This 
should dampen any substantial reli­
ance on purchased base and, thus, give 
producers a greater incentive to build 
their own base rather than buy it.

AMPI also argues that the unlimited 
transfer of base will encourage produc­
ers to transfer their bases to other 
producers during March through July 
and market their milk to plants regu­
lated under orders outside of the 11- 
market area where they, would be able 
to receive the blend price for all their 
milk. Moreover, AMPI states, a coop­
erative could organize the transfer of 
base of its members to other members 
having excess milk. The cooperative 
could then market the milk of the 
members from whom base was trans­
ferred to plants regulated under non­
base-excess orders. Thus, it is argued, 
the cooperative would be able to draw 
the base price on more of its member 
milk being marketed under the 11 
base-excess plan orders than would 
otherwise be the case, while at the 
same time depressing the blend price 
levels under the other orders.

It is recognized that the potential 
for these situations exists. Prom a 
practical standpoint, however, it is 
questionable whether much milk 
would shift to markets outside the 11- 
market area during the March-July 
period. This is the time in most mar­
kets when handlers are seeking ways 
to dispose of milk that is surplus to 
their fluid needs rather than seeking 
additional supplies. Presumably, there 
would be little opportunity for cooper­
atives or individual producers in the 
11-market area to find continuing out­
lets for milk in outside markets.

Another possible problem cited by 
AMPI is that the unlimited transfer of 
bases could nullify the “dairy farmer 
for other markets” provision of the 
Texas order. In short, that order pro­
vides that if a dairy farmer is not a 
“producer” under the order through­

out the months of September through 
November he cannot qualify as a “pro­
ducer” under the order during the fol­
lowing months of February through 
July. It is claimed by AMPI, however, 
that a person who could not qualify as 
a producer under the Texas order in 
this situation nevertheless could have 
earned a base under that order in the 
fall months which he could sell to pro­
ducers on the Texas market. The co­
operative contends that the sale of 
base in this case would undermine the 
purpose of the “dairy farmer for other 
markets” provision.

The purpose of the “dairy farmer 
for other markets” provision is to keep 
milk not regularly associated with the 
Texas market from being “dumped” 
there in the heavy production months 
when the milk is not needed else­
where. The base transfer provisions 
adopted herein would not nullify this 
basic purpose. In most cases, dairy 
farmers who were not on the Texas 
market during the entire September- 
November period still would not be 
able to have their milk pooled under 
the Texas order during the February- 
July period.

A final argument made by AMPI is 
that a cooperative, such as itself, 
whose members supplied 100 percent 
of the producer milk pooled under one 
of the 11 base-excess plan orders could 
circumvent the provisions by arrang­
ing for the transfer of base from those 
producers to members with excess pro­
duction on one or more of the other 10 
orders. In that event, it was claimed, 
the cooperative representing 100 per­
cent of the producer milk under the 
order would continue to draw the 
same total dollar value on member 
milk marketed under that order 
during March through July, while at 
the same time increasing its members’ 
total returns under the other orders 
where the cooperative represents less 
than 100 percent of the producers.

There is no doubt that AMPI could 
arrange for the transfer of base among 
its members on the 11 markets in the 
manner described so as to enhance its 
returns at the expense of other pro­
ducers. However, if this were to occur, 
the purpose of the base plan in the af­
fected markets would be seriously un­
dermined. The continued use of the 
base plans in this case would need to 
be seriously questioned.

In his exceptions, a handler urged 
that an individual dairy farmer who 
shifts from outside the 11-market area 
to one of the 11 markets during any of 
the months of October through July 
be accorded a full base. This presum­
ably would parallel the arrangement 
adopted herein whereby a producer 
who is associated with a plant that be­
comes newly pooled under one of the 
11 orders during such month would be
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accorded a full base, as determined 
from prior marketings.

This situation is not comparable to 
one in which a dairy farmer becomes a 
new producer on one of the 11 markets 
as a result of a plant shifting from one 
market to another. In such instance, 
the plant that becomes newly regulat­
ed adds Class I sales to the market. It 
is appropriate that the producers sup­
plying such plant should receive bases 
based upon their delivery of milk 
during the immediately prior base­
making period.

This should not be the case with 
producers who may come onto the 
market on an individual basis. As pro­
vided herein, such a producer who 
enters one of the 11 markets during 
thè period of October-December will 
earn a base proportionate to the 
number of days that he delivers milk 
during the 3-month period, i.e. his 
total deliveries would be divided by 90 
days. A producer who enters the 
market during the period of January- 
July will not earn a base at all. This in 
in recognition of the fact that such 
producer would be entering the 
market during a period when addition­
al milk is normally' not needed to 
supply the fluid market.

It is necessary that the reporting 
sections of the orders be revised to re­
quire handlers under the 11 orders to 
submit reports to the market adminis­
trator of the amounts of producer 
milk and base milk received from each 
producer at each plant location. Coop­
erative associations in their role as 
handlers should report the quantities 
of producer milk and base milk deliv­
ered by their members to each pool 
plant and non-pool plant under the re­
spective order as well as the producer 
milk deliveries of each member under 
the other 10 orders. The reporting by 
cooperatives under each of the orders 
of individual member deliveries in the 
11 markets will facilitate the computa­
tion under the individual orders of the 
base milk of members delivering milk 
under more than one order.

Because of the time required to com­
plete the remaining procedures in this 
proceeding, the proposed amended 
orders adopted herein, if approved by 
producers, could not be made effective 
until October 1, 1978. Therefore, it is 
necessary to provide a shorter base­
making period for 1978 than would 
otherwise be the case. As provided 
herein, a base for each producer would 
be established by adding the pounds of 
producer milk delivered by him under 
each of the 11 orders during October 
through December 1978 and dividing 
such amount by the number of days’ 
production represented by such pro­
ducer milk or by 60, whichever is 
greater. The base established for each 
producer during the October-Decem­
ber 1978 period would then be used in
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determining the payments to produc­
ers during the base-paying months of 
March through July 1979.

R u l in g s  o n  P r o p o se d  F in d i n g s  a n d  
C o n c l u s io n s

Briefs and proposed findings and 
conclusions were filed on behalf of cer­
tain interested parties. These briefs, 
proposed findings and conclusions and 
the evidence in the record were consid­
ered in making the findings and7 con­
clusions set forth above. To the extent 
that the suggested findings and con­
clusions filed by interested parties are 
inconsistent with the findings and con­
clusions set forth herein, the requests 
to make such findings or reach such 
conclusions are denied for the reasons 
previously stated in this decision.

G e n e r a l  F in d i n g s

The following findings and determi­
nations are made for each of the 
orders in this proceeding. They sup­
plement those that were made when 
the orders were first issued and when 
they were amended. The previous 
findings and determinations are 
hereby ratified and confirmed, except 
where they may conflict with those set 
forth below.

(a) The tentative marketing agree­
ment and the order, as hereby pro­
posed to be amended, and all of the 
terms and conditions thereof, will tend 
to effectuate the declared policy of 
the act;

(b) The parity prices of milk as de­
termined pursuant to section 2 of the 
act are not reasonable in view of the 
price of feeds, available supplies of 
feeds, and other economic conditions 
which affect market supply and 
demand for milk in the marketing 
area, and the minimum prices speci­
fied in the tentative marketing agree­
ment and the order, as hereby pro­
posed to be amended, are such prices 
as will reflect the aforesaid factors, 
insure a sufficient quantity of pure 
and wholesome milk, and be in the 
public interest; and

(c) The tentative marketing agree­
ment and the order, as hereby pro­
posed to be amended, will regulate the 
handling of milk in the same manner 
as, and will be applicable only to per­
sons in the respective classes of indus­
trial and commercial activity specified 
in, a marketing agreement upon which 
a hearing has been held.

R u l in g s  o n  E x c e p t io n s

In arriving at the findings and con­
clusions, and the regulatory provisions 
of this decision, each of the exceptions 
received was carefully and fully con­
sidered in conjunction with the record 
evidence. To the extent that the find­
ings and conclusions, and the regula­
tory provisions of this decision are at 
variance with any of the exceptions,

such exceptions are hereby overruled 
for the reasons previously stated in 
this decision.

M a r k e t in g  A g r e e m e n t  a n d  O r d er

Annexed hereto and made a part 
hereof are two documents, a Market­
ing Agreement regulating the han­
dling of milk, and an Order amending 
the orders regulating the handling of 
milk in the marketing areas specified 
above, which have been decided upon 
as the detailed and appropriate means 
of effectuating the foregoing conclu­
sions.

It is hereby ordered, That this entire 
decision, except the attached market­
ing agreement, be published in the 
F ed er a l  R e g is t e r . The regulatory pro­
visions of the marketing agreement 
are identical .with those contained in 
the orders as hereby proposed to be 
amended by the attached order which 
is published with this decision.
R e f e r e n d u m  O r d e r  To D e t e r m in e

P r o d u c e r  A p p r o v a l ; D e t e r m in a t io n
o f  R e p r e s e n t a t iv e  P e r io d ; a n d  D e s ­
ig n a t io n  o f  R e f e r e n d u m  A g e n t s

It is hereby directed that referenda 
be conducted and completed on or 
before the 30th day from the date this 
decision is issued, in accordance with 
the procedure for the conduct of refer­
enda (7 CFR 900.300 et seq.), to deter­
mine whether the issuance of each of 
the attached orders as amended and as 
hereby proposed to be amended, regu­
lating the handling of milk in each of 
the aforesaid marketing areas, is ap­
proved or favored by producers, as de­
fined under the terms of each of the 
orders (as amended and as hereby pro­
posed to be amended), who during the 
representative period were engaged in 
the production of milk for sale within 
the aforesaid marketing area.

The representative period for the 
conduct of such referenda is hereby 
determined to be January 1978.

The agents of the Secretary to con­
duct such referenda are hereby desig­
nated to be Richard E. Arnold for 
Parts 1071, 1073, 1104, 1106, 1120, 
1132, and 1138; C. E. Dunham for Part 
1126; and Charles S. McDonald for 
Parts 1097,1102, and 1108.

(An Impact Analysis relative to this deci­
sion is available from the Deputy Adminis­
trator for Marketing Program Operations, 
Agricultural Marketing Service.)

Dated: July 23,1978.
P . R . “ B o b b y ” S m i t h , 

Assistant Secretary for 
Marketing Services.

Order1 amending the orders, regulat­
ing the handling of milk in the Neosho

1 This order shall not become effective 
unless and until the requirements of 
§900.14 of the rules of practice and proce­
dure governing proceedings to formulate 
marketing agreements and marketing orders 
have been met.

Valley, Wichita, Kans.; Memphis, 
Tenn., Fort Smith, Ark.; Red River 
Valley, Oklahoma Metropolitan, Cen­
tral Arkansas, Lubbock-Plainview, 
Tex.; Rio Grande Valley, Texas Pan­
handle, and Texas marketing areas.

F i n d i n g s  a n d  D e t e r m in a t io n s

Thé findings and determinations 
hereinafter set forth are supplemen­
tary and in addition to the findings 
and determinations previously made in 
connection with the issuance of each 
of the aforesaid orders and of the pre­
viously issued amendments thereto; 
and all of said previous findings and 
determinations are hereby ratified and 
affirmed, except insofar as such find­
ings and determinations may be in 
conflict with the findings and determi­
nations set forth herein.

(a) Findings. A public hearing was 
held upon certain proposed amend­
ments to the tentative marketing 
agreements and to the orders regulat­
ing the handling of milk in the afore­
said marketing areas. The hearing was 
held pursuant to the provisions of the 
Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601 
et seq.), and the applicable rules of 
practice and procedure (7 CFR Part 
900).

Upon the basis of the evidence intro­
duced at such hearing and the record 
thereof, it is found that:

(1) The said orders as hereby amend­
ed, and all of the terms and condi­
tions, thereof, will tend to effectuate 
the declared policy of the act;

(2) The parity prices of milk, as de­
termined pursuant to section 2 of the 
act, are not reasonable in view of the 
price of feeds, available supplies of 
feeds, and other economic conditions 
which affect market supply and 
demand for milk in the said marketing 
areas, and the minimum prices speci­
fied in the orders as hereby amended, 
are such prices as will reflect the 
aforesaid factors, insure a sufficient 
quantity of pure and wholesome milk, 
and be in the public interest; and

(3) The said orders as hereby amend­
ed regulate the handling of milk in the 
same manner as, and are applicable 
only to persons in the respective 
classes of industrial or commercial ac­
tivity specified in, a marketing agree­
ment upon which a hearing has been 
held.

Order relative to handling. It is 
therefore ordered that on and after 
the effective date hereof the handling 
of milk in the aforesaid marketing 
areas shall be in conformity to and in 
compliance with the terms and condi­
tions of each of the orders, as amend­
ed, and as hereby amended, as follows:

The provisions of the proposed mar­
keting agreement and order amending 
the orders contained in the recom­
mended decision issued by the Deputy

FEDERAL REGISTER, V O L  43, N O . 146— FRIDAY, JULY 28 , 1978



PROPOSED RULES 33207

Administrator, Program Operations, 
on December 20, 1977, and published 
in the F e d er a l  R e g is t e r  on December 
29, 1977 (42 FR 65088) shall be and are 
the terms and provisions of this order, 
amending the orders, and are set forth 
in full herein with the following modi­
fications:

1. In section 90 of all 11 orders, a 
non-substantive, clarifying change in 
language has been made.

2. Sections 92 (a) and (b) of all 11 
orders have been revised.

3. In section 94 of all 11 orders, the 
announcement of base has been 
changed from February 1 to February 
10.

PART 1071— MILK IN  THE NEOSHO VALLEY  
M ARKETING AREA

1. In §1071.31, paragraph (a) (2) and
(4) is revised as follows:
§ 1071.31 Payroll reports.

(a) * * * '
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;'

*  *  *  *  *

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

* * * * *
2. In §1071.32, paragraph (b) is re­

vised and a new paragraph (c) is added 
to read as follows:
§ 1071.32 Other reports.

* * * * *
(b) In addition to the reports re­

quired pursuant to paragraphs (a) and
(c) of this section and §§1071.30 and 
1071.31, each handler shall report 
such other information as the market 
administrator deems necessary to 
verify or establish such handler's obli­
gation under the order.

(c) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
7th day after the end of each of the 
months of March through July the 
following information:

(1) The name and address or other 
appropriate identification of each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a«pool 
plant) under any of the orders speci­
fied in § 1071.92.

3. Section 1071.61 is revised as fol­
lows:

§1071.61 Computation of uniform price 
(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to §1071.60 
for all handlers who filed the reports 
prescribed by §1071.30 for the month 
and who made the payments pursuant 
to §§1071.71 and 1071.73 for the pre­
ceding month;

(2) Add an amount equal to the total 
value of the location adjustments com­
puted pursuant to § 1071.75;

(3) Add an amount equal to not less 
than one-half of the unobligated bal­
ance in the producer-settlement fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1071.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents per hundred­
weight.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graphs (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1071.62 is revised as fol­
lows:

§ 1071.62 Announcement of uniform prices 
and butterfat differential.

The market administrator shall an­
nounce publicly on or before:

(a) The 5th day after the end of 
each month the butterfat differential 
for such month; and

(b) The 12th day after the end of 
each month the applicable uniform 
prices for such month.
§1071.71 [Amended]

5. Section 1071.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.” .

6. Section 1071.71(a)(2)(ii) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In §1071.73, the introductory text 
of paragraph (b) is revised as follows:
§1071.73 Payments to producers and to 

cooperative associations.

*  <i *  *  *

(b) On or before the 17th day after 
the end of each delivery period, for all 
milk (or base milk and excess milk) re­
ceived during such delivery period 
from such producer at not less than 
the applicable uniform price(s) for 
such delivery period subject to the fol­
lowing adjustments:

* * * * *

§ 1071.74 [Amended]
8. Section 1071.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

9. Section 1071.75 is revised as fol­
lows:
§ 1071.75 Plant location adjustments for 

producers and on nonpool milk.
(a) For producer milk received at a 

pool plant the uniform price and the 
uniform price for base milk shall be 
adjusted according to the location of 
the pool plant at the rates set forth in 
§ 1071.52.

(b) The weighted average price ap­
plicable to other source milk shall be 
adjusted at the rates set forth in 
§ 1071.52, except that the adjusted 
weighted average price plus 5 cents 
shall not be less than the Class III 
price.
§1071.76 [Amended]

10. Section 1071.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1071.90 
through 1071.94) are added immedi­
ately following § 1071.86 as follows:
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§ 1071.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1071.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1071.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1071.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1071.92 that is delivered under this 
order at each respective plant location.
§ 1071.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in cess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1071.92.
§ 1071.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Tenn.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097, 1102, 1108, 1126, 1120, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of

the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.
§ 1071.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day Of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.
§ 1071.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
1071.121 [Amended]

12. Section 1071.121(b) is amended 
by changing all references to 
“§ 1071.61(d)” to read “§ 1071.61(a)(4).”

PART 1073— M ILK IN  THE W IC H ITA , KANS., 
M ARKETING AREA

1. In § 1073.31, paragraph (a) (2) and
(4) is revised as follows:
§ 1073.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

* * * * *
(4) The price per hundredweight 

(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and

nature of any deductions, and the net 
amount paid.

* * * * *
2. Section 1073.32 is revised as fol­

lows:
§ 1073.32 Other reports.

(a) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
8th day after the end of each of the 
months of March through July the 
following information.

(1) The name and address or other 
appropriate identification of.each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied in § 1073.92.

(b) In addition to the reports re­
quired pursuant to paragraph (a) of 
this section and §§ 1073.30 and 1073.31, 
each handler shall report such other 
information as the market administra­
tor deems necessary to verify or estab­
lish such handler’s obligation under 
the order.

3. Section 1073.61 is revised as fol­
lows:
§ 1073.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
of milk of 3.5 percent butterfat con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to § 1073.60 
for all handlers who filed the reports 
prescribed by § 1073.30 for the month 
and who made the payments pursuant 
to § 1073.71 for the preceding month;

(2) Deduct the amount of the plus 
adjustments and add the amount of 
the minus adjustments, which are ap­
plicable pursuant to § 1073.75;

(3) Add an amount equal to not less 
than one-half of the unobligated bal­
ance in the producer-settlement fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(f) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1073.60(f); and
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(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cpnts from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graph (a)(1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1073.62 is revised as fol­
lows:
§ 1073.62 Announcement of uniform 

prices and butterfat differential.
The market administrator shall an­

nounce publicly on or before:
(a) The 5th day after the end of 

each month the butterfat differential 
for such month; and

(b) the 12th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1073.71 [Amended]

5. Section 1073.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1073.71(a)(2)(h) is amend­
ed by changing the words “uniform 
price” to “weighted average price.” •

7. In § 1073.73 paragraphs (a) and
(d)(2) are revised as follows:
§ 1073.73 Payments to producers and to 

cooperative associations.

* * * * *

(a) On or before the second working 
day following the 12th day after the 
end of the month during which the 
milk was received, to each producer 
for whom payment is not made pursu­
ant to paragraph (c) of this section, at 
not less than the uniform price(s) 
computed for such producer’s deliv­
eries of milk (or base milk and excess 
milk) adjusted by the butterfat differ­
ential and location adjustments com­
puted pursuant to §§ 1073.74 and 
1073.75, and less the amount of the 
payment made pursuant to paragraph 
(b) of this section. If by such date

such handler has not received full pay­
ment pursuant to § 1073.72, he may 
reduce his total payments uniformly 
to all producers by not more than the 
amount of the reduction in payment 
by the market administrator. He shall, 
however, complete such payments pur­
suant to this paragraph not later than 
the date for making such payments 
next following receipt of the balance 
from the market administrator:

* * * * “ *
(d) * * *
(2) In making final settlement, the 

value of such milk at the appropriate 
uniform prices adjusted pursuant to 
§§ 1073.74 and 1073.75, less payment 
made pursuant to paragraph (d)(1) of 
this section.
§1073.74 [Amended]

8. Section 1073.74 is amended by 
changing the words “uniform price” to 
“uniform prices.”

9. Section 1073.75 is revised as fol­
lows:
§ 1073.75 Plant location adjustments for 

producers and on nonpool milk.
(a) For producer milk received at 

plants located outside Zone 1 the uni­
form price and the uniform price for 
base milk shall be increased or de­
creased by an adjustment for each 
such plant at the rates specified in 
§ 1073.52(a).

(b) For purposes of computations 
pursuant to §§ 1073.71(a)(2)(h) and 
1073.72, the weighted average price 
shall be adjusted at the rates" set forth 
in § 1073.52, applicable at the location 
of the nonpool plant(s) from which 
the milk was received, except that the 
adjusted weighted average price plus 5 
cents shall not be less than the Class 
III price.
§1073.76 [Amended]

10. Section 1073.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1073.90 
through 1073.94) are added immedi­
ately following § 1073.86 as follows:

B a s e -E x c e s s  P l a n

§1073.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1073.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1073.92) from the 
same producer during the month by a 
handler regulated under this order

and by a handler fully regulated under 
any other order specified in § 1073.92, 
the amount of such .producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1073.92 that is delivered under this 
order at each respective plant location
§ 1073.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1073.92.
§ 1073.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Tenn.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097, 1102, 1108, 1126, 1120, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.
§ 1073.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such
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base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior 'to the first day of 
the month on which such division is to 
be effective.
§ 1073.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1073.121 [Amended]

12. Section 1073.121(b) is amended 
by changing all references to 
“§ 1073.61(d)” to read “§ 1073.61(a)(4).”

PART 1097— MILK IN  THE MEMPHIS, 
TENN., M ARKETING AREA

1. In § 1097.31, paragraph (a)(3) is re­
vised as follows:
§ 1097.31 Payroll reports.

(a) * * *
(3) The total pounds of milk received 

from such producer and for the 
months of March through July the 
total pounds of milk and the pounds 
of base milk of such producer deliv­
ered to each fluid milk (pool) plant 
(and diverted to each plant that is not 
a fluid milk [pool] plant) under any of 
the orders specified in § 1097.92;

* * * * *
2. Section 1097.61, paragraph (b) is 

revised as follows:
§ 1097.61 Computation of uniform price 

for each handler (including uniform 
prices for base milk and excess milk).

*  ♦  *  *  ' *

(b) For each month of March 
through July, the market administra­
tor shall compute for each handler 
with respect to producer milk, a uni­
form price for base milk and for excess

PROPOSED RULES

milk, each of 3.5 percent butterfat 
content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.
♦ (2) Compute the uniform price for 
base milk as follows:
. (i) From the amount resulting from 
the computations pursuant to para­
graph (a)(1) through (4) of this sec­
tion subtract, for each handler, an 
amount computed by multiplying the 
uniform price for excess milk for the 
month times the hundredweight of 
excess milk received by such handler 
as producer milk and bulk milk re­
ceived from a handler described in 
§ 1097.9(c); and

(ii) Divide the resulting amount by 
the total hundredweight of such han­
dler’s base milk and deduct any frac­
tion of a cent.

3. Section § 1097.75 is revised as fol­
lows:
§ 1097.75 Plant location adjustments for 

producers.
In making payment pursuant to 

§ 1097.73, for milk received the uni­
form price and the uniform price for 
base milk shall be adjusted according 
to the location of the fluid milk plant 
where such milk was received at the 
rate provided pursuant to § 1097.52.

4. Section 1097.90 is revised as fol­
lows:
§ 1097.90 Base milk.

“Base milk” means the producer 
milk of a producer under all of the 
orders specified in § 1097.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1097.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1097.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1097.92 that is delivered under this 
order at each respective plant location.

5. Section 1097.91 is revised as fol­
lows:
§ 1097.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer's base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no bas.e can be 
computed pursuant to § 1097.92.

6. Section 1097.92 is revised as fol­
lows:

§ 1097.92 Computation of base for each 
producer.

(a) The base of each producer shall 
be determined by the market adminis­
trator by dividing the toal pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Term.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097, 1102, 1108, 1126, 1120, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such.producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (¿0 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able. ,

7. Section 1097.93 is revised as fol­
lows:

§ 1097.93 Base rules.
(a) A base may be transferred in its 

entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base
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signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.

8. Section 1097.94 is revised as fol­
lows:
§ 1097.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§1097.95 [Revoked] .

9. Section 1097.95 is revoked.

PART 1102— MILK IN  THE FORT SMITH, ARK., 
MARKETING AREA

1. In § 1102.31, paragraphs (b) and
(d) are revised as follows:
§ 1102.32 Payroll reports.

* * * * *

(b) The total pounds of milk re­
ceived from such producer and during 
the months of March through July 
the pounds of base milk;

* * * * *

(d) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

2. In § 1102.32, paragraph (a)(2) is re­
vised as follows:
§ 1102.32 Other reports.

(a) * * *
(2) Thé total pounds of milk and 

butterfat and the pounds of base milk 
of such producer delivered to each ap­
proved (pool) plant (and diverted to 
each plant that is not an approved 
[pool] plant) under any of the orders 
specified in § 1102.92.

*  *  *  *  *

3. In § 1102.61, paragraph (b) is re­
vised as follows:
§ 1102.61 Computation of uniform price 

for each handler (including uniform 
prices for base milk and excess milk).

* * * * *
(b) For each month of March 

through July, the market administra­
tor shall compute for each handler 
with respect to milk received from pro­
ducers, a uniform price for base milk

and for excess milk, each of 3.5 per­
cent butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducing 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graphs (a) (1) through (3) of this sec­
tion, subtract, for each handler, an 
amount computed by multiplying the 
uniform price for excess milk for the 
month times the hundredweight of 
such handler’s excess milk; and

(ii) Divide the resulting amount by 
the total hundredweight of such han­
dler’s base milk, and deduct any frac­
tion of a cent.

4. Section 1102.75 is revised as fol­
lows:
§ 1102.75 Plant location adjustments for 

producers.
For producer milk received at an ap­

proved plant the uniform price and 
the uniform price for base milk shall 
be reduced according to the location of 
the approved plant at the rates set 
forth in § 1102.52.

5. Section 1102.90 is revised as fol­
lows:
§ 1102.90 Base milk.

“Base milk” means the producer 
milk of a producer under all of the 
orders specified in § 1102.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk as defined under any 
order specified in § 1102.92 from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1102.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1102.92 that is delivered under this 
order at each respective plant location.

6. Section 1102.91 is revised as fol­
lows:
§ 1102.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1102.92.

7. Section 1102.92 is revised as fol­
lows:

§ 1102.92 Computation of base for each 
producer.

(a) The base of each producer shall 
be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Tenn., Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097, 1102, 1126, 1108, 1120, 1132, and 
1133 respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.

8. Section 1102.93 is revised as fol­
lows:
§ 1102.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad-
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ministrator prior to the first day of 
the month on which such division is to 
be effective.

9. Section 1102.94 is revised as fol­
lows:
§ 1102.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1102.95 [Revoked]

10. Section 1102.95 is revoked.

PART 1104— MILK IN  THE RED RIVER VALLEY  
M ARKETING AREA

1. In § 1104.31, paragraph (a) (2) and
(4) is revised as follows:
§ 1104.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

*  *  *  *  *

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

* * * * *
2. In § 1104.32 paragraph (b) is re­

vised and a new paragraph (c) is added 
to read as follows:
§ 1104.32 Other reports.

* * * * *
(b) In addition to the reports re­

quired pursuant to §§ 1104.30 and
1104.31 and paragraphs (a) and (c) of 
this section, each handler shall report 
such other information as the market 
administrator, deems necessary to 
verify or establish such handler’s obli­
gation under the order.

(c) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
7th day after the end of each of the 
months of March through July the 
following information:

(1) The name and address or other 
appropriate identification of each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool

plant) under any of the orders speci­
fied in § 1104.92.

3. Section 1104.61 is revised as fol­
lows:
§ 1104.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
of milk of 3.5 percent butterfat con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to § 1104.60 
for all handlers who filed the reports 
prescribed by § 1104.30 for the month 
and who made the payments pursuant 
to §§ 1104.71 and 1104.73 for the pre­
ceding month;

(2) Add an amount equal to the total 
value of the location adjustments com­
puted pursuant to § 1104.75;

(3) Add an amount equal to not less 
than one-half of the unobligated bal­
ance in the producer-settlement fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1104.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graphs (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of. base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1104.62 is revised as fol­
lows:
§ 1104.62 Announcement of uniform 

prices and butterfat differential.
The market administrator shall an­

nounce publicly on or before:
(a) The 5th day after the end of 

each month the butterfat differential 
for such month; and

(b) The 12th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1104.71 [Amended]

5. Section 1104.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1104.71(a)(2)(h) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In § 1104.73, the introductory text 
of paragraph (a)(2) (immediately pre­
ceding subdivision (i)), and paragraphs 
(b) (l)(ii) and (3)(ii) are revised as fol­
lows:
§ 1104.73 Payments to producers and to 

cooperative associations.
(a) * * *
(2) On or before the 15th day of the 

following month, an amount equal to 
not less than the applicable uniform 
price(s), as adjusted pursuant to 
§§1104.74 and 1104.75, multiplied by 
the hundredweight of milk (or base 
milk and excess milk) received from 
such producer during the month, sub­
ject to the following adjustments:

* * * * *
(b) * * *
( 1 )  * * *
(ii) Submit to the cooperative associ­

ation on or before the 10th day of 
each month written information 
which shows for each member-produc­
er (a) the total pounds of milk re­
ceived during the preceding month, 
(and for the months of March 
through July the pounds of base 
milk), (6) the total pounds of butterfat 
contained in such milk, (c) the number 
of days of production included in such 
receipts, and (d) the amounts withheld 
by the handler in payment for sup­
plies sold; and

*  *  *  *  *

(3) * * *
(ii) In making final settlement, the 

value of such milk at the appropriate 
uniform price(s), as adjusted pursuant 
to §§ 1104..74 and 1104.75, less the 
amount of partial payment made for 
such milk.
§ 1104.74 [Amended]

8. Section 1104.74 is amended by 
changing the words “uniform price” to 
“uniform prices.”
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9. Section 1104.75 is revised as fol­
lows:
§ 1104.75 Plant location adjustments for 

producers and on nonpool milk.
(a) In making payments to producers 

pursuant to § 1104.73 for producer 
milk received at a pool plant, the uni­
form price and the uniform price for 
base milk shall be reduced according 
to the location of the pool plant at the 
rate set forth in § 1104.52(a);.

(b) For the purpose of computations 
pursuant to §§ 1104.71 and 1104.72, the 
weighted average price plus 5 cents 
shall be adjusted at the rate set forth 
in § 1104.52(a) applicable at the loca­
tion of the nonpool plant from which 
the milk was received (but not to be 
less than the Class III price); and

(c) In making payments to producers 
pursuant to § 1104.73 for producer 
milk diverted from a pool plant to a 
nonpool plant, the uniform price and 
the uniform price for base milk shall 
be reduced according to the location of 
the nonpool plant at which the milk is 
received at the rate set forth in 
§ 1104.52(a).
§ 1104.76 [Amended]

10. Section 1104.76(a)(4) is amended 
by changing the /  words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1104.90 
through 1104.94) are added immedi­
ately following § 1104.86 as follows:

B a s e -E x c e s s  P l a n  

§ 1104.90 Base milk.
• “Base milk” means the producer 
milk of a producer under all of the 
orders specified in § 1104.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1104.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1104.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1104.92 that is delivered under this 
order at each respective plant location.
§ 1104.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a

PROPOSED RULES

prodiicer for whom no base can be 
computed pursuant to § 1104.92.
§ 1104.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Term.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1097, 1102, 
1104, 1106, 1108, 1120, 1126, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of day’s production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the baseforming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire baseforming period. A base thus 
assigned shall not be transferable.
§ 1104.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of
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the month on which such division is to 
be effective.
§ 1104.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1104.121 [Amended]

12. Section 1104.121(b) is amended 
by changing all references to 
"§ 1104.61(d)” to read “§ 1104.61(a)(4).”

PART 1106— MILK IN  THE O K LA H O M A  
METROPOLITAN M ARKETING AREA

1. In § 1106.31, paragraph (a)(2) and
(4) is revised as follows:
§ 1106.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

*  *  *  *  *

.(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

♦ * * * *
2. In § 1106.32, paragraph (b) is re­

vised and a new paragraph (c) is added 
to read as follows:
§ 1106.32 Other reports.

* * * * *
(b) In addition to the reports re­

quired pursuant to §§ 1106.30 and
1106.31 and paragraphs (a) and (c) of 
this section, each handler shall report 
such other information as the market 
administrator deems necessary to 
verify or establish such handler’s obli­
gation under the order.

(c) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
7th day after the end of each of the 
months of March through July the 
following information:

(1) The name and address or other 
appropriate identification of each pro-, 
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied in § 1106.92.
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3. Section 1106.61 is revised as fol­
lows:
§ 1106.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to § 1106.60 
for all handlers who made the reports 
prescribed in § 1106.30 and who made 
the payments pursuant to §§ 1106.71 
and 1106.73 for the preceding month.

(2) Add the aggregate of the values 
of all allowable location adjustments 
to producers pursuant to § 1106.75.

(3) Add not less than one-half of the 
cash balance on hand in the producer- 
settlement fund less the total amount 
of the contingent obligations to han­
dlers pursuant to § 1106.72.

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (aXl) of this section by 5 
cents.

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1106.60(f).

(6) Subtract not less than 4 cents 
nor more than J> cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by. deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graphs (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1106.62 is revised as fol­
lows:

§ 1106.62 Announcement of uniform 
prices and butterfat differential.

The market administrator shall an­
nounce publicly on or before:

(a) The 5th day after the end of 
each month the butterfat differential 
for such month; and

(b) The 12th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1106.71 [Amended]

5. Section 1106.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1106.71(a)(2)(ii) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In § 1106.73, paragraphs (a) and 
(dXIXiiXa) are revised as follows:
§ 1106.73 Payments to producers and to 

cooperative associations.

* * * * *
(a) On or before the 15th day after 

the end of the month during which 
the milk (or base milk and excess 
milk) was received, to each producer to 
whom payment is not made pursuant 
to paragraph (d) of this section, at not 
less than the applicable uniform 
price(s) for such month, as adjusted 
pursuant to §§ 1106.74 and 1106.75, and 
less the amount of the payment made 
pursuant to paragraph (b) of this sec­
tion: Provided, That if by such date 
such handler has not received full pay­
ment pursuant to § 1106.72, he may 
reduce his total payments to all pro­
ducers uniformly by not more than 
the amount of reduction in payment 
from the market administrator; he 
shall, however, complete such pay­
ments pursuant to this paragraph not 
later than the date for making such 
payments next following receipt of the 
balance from the market administra­
tor;

*  *  *  *  •

(d) * * *
(1)***
(ii) * * *
(a) The total pounds of milk re­

ceived during the preceding month 
and for the months of March through 
July the pounds of base miilk;

* * * * *

§ 1106.74 [Amended]
8. Section 1106.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

9. Section 1106.75 is revised as fol­
lows:

milk received at a pool plant, the uni­
form price and the uniform price for 
base milk shall be reduced according 
to the location of the pool plant at the 
rates set forth in § 1106.52;

(b) For the purpose of computations 
pursuant to §§1106.71 and 1106.72, the 
weighted average price plus 5 cents 
shall be adjusted at the rates set forth 
in § 1106.52 applicable at the location 
of the nonpool plant from which the 
milk was received (t?ut not to be less 
than the Class III price); and

(c) In making payments to producers 
pursuant to § 1106.73 for producer 
milk diverted from a pool plant to a 
nonpool plant, the uniform price and 
the uniform price for base milk shall 
be reduced according to the location of 
the nonpool plant at which the milk is 
received at the rates set forth in 
§ 1106.52.
§ 1106.76 [Amended]

10. Section 1106.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1106.90 
through 1106.94) are added immedi­
ately following § 1106.86 as follows:

B a s e -E x c e s s  P l a n

§ 1106.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1106.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1106.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1106.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1106.92 that is delivered under this 
order at each respective plant location.
§ 1106.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1106.92.

1106.75 Plant location adjustments for § 1106.92 Computation of base for each 
producers and on nonpool milk. producer.

(a) In making payments to producers (a) The base of each producer shall 
pursuant to § 1106.73 for producer be determined by the market adminis-

FEDERAL REGISTER, V O L  43 , N O . 146— FRIDAY, JULY 28, 1978



PROPOSED RULES 33215

trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Tenn.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097 1102, 1108, 1126, 1120, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.
§ 1106.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the'month on which such division is to 
be effective.

§ 1106.94 Announcement of established 
bases.

On or before February 10, of each 
year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1106.121 [Amended]

12. Section 1106.121(b) is amended 
by changing all references to 
“§ 1106.61(d)”to read “§ 1106.61(a)(4).”

PART 1108— M ILK IN  THE CENTRAL 
ARKANSAS M ARKETING AREA

1. In § 1108.31, paragraph (a)(2) and
(4) is revised as follows:
§ 1108.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

♦  *  *  ' *  ♦

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
volume paid.

*  *  *  *  *

2. Section 1108.32(a)(1) is revised as 
follows:
§ 1108.32 Other reports.

(a) * * *
(1) On or before the seventh day of 

each month of April through August, 
for each producer for the preceding 
month:

(i) The name and address or other 
appropriate identification of each pro­
ducer; and

(ii) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied in § 1108.92;

* * * * *
3. In § 1108.61, the introductory text 

of paragraph (a) (immediately preced­
ing subparagraph (1)), and paragraph 
(a)(6) and (b) are revised*as follows:
§ 1108.61 Computation of uniform price 

(including weighted average price and 
base and excess prices).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight

for milk containing 3.5 percent butter- 
fat content as follows:

*  *  ♦  *  *

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graphs (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1108.75(a) is revised as fol­
lows:
§ 1108.75 Plant location adjustments for 

producers and on nonpool milk.
(a) The uniform price and thé uni­

form price for base milk to be paid for 
producer milk received at a pool plant 
located 60 miles or more from the 
County Courthouse in Arkadelphia, 
Ark., the County Courthouse in For­
rest City; Ark., or the State Capital in 
Little Rock, Ark., whichever is nearer 
by the shortest highway distance, as 
determined by the market administra­
tor, shall be reduced according to the 
distance of the plant from the respec­
tive buildings designated above at the 
rate of 1.5 cents for each .10 miles or 
residual fraction thereof.

*  *  *  *  $

5. Section 1108.90 is revised as fol­
lows:
§ 1108.90 Base milk.

“Base milk” means the producer 
milk of a producer under all of the 
orders specified in § 1108.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multipliéd by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1108.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under
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any other order specified in § 1108.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1108.92 that is delivered under this 
order at each respective plant location.

6. Section 1108.981 is revised as fol­
lows:
§1109.91 Excess milk.

“Excess milk’’ means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1108.92

7. Section 1108.92 is revised as fol­
lows:
§1108.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Term.; Fort Smith, 
Ark.; Central Arkansas; Texas; Lub- 
bock-Plainview, Tex.; Texas Panhan­
dle; and* Rio Grande Valley marketing 
areas (Parts 1071, 1073, 1104, 1106, 
1097, 1102, 1108, 1126, 1120, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.

8. Section 1108.93 is revised as fol­
lows:

§1108.93 Base rules.
(a) A base may be transferred in its 

entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the base-holder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.

9. Section 1108.94 is revised as fol­
lows:
§1108.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§§1108.95 and 1108.96 [Revoked].

10. Sections 1108.95 and 1108.96 are 
revoked.

PART 1120— M ILK IN  THE LUBBOCK- 
PLAINVIEW , TEX., M ARKETING AREA

1. In §1120.31, paragraph (a) (2) and
(4) is revised as follows:
§1120.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

*  *  •  *  *

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

•  *  *  *  *

2. In §1120.32, paragraph (b) is re­
vised and a new paragraph (c) is added 
to read as foUows:

§ 1120.32 Other reports.

* * * * *
(b) In addition to the reports re­

quired pursuant to §1120.30 and 
§1120.31 and paragraphs (a) and (c) of 
this section, each handler shall report 
such other information as the market 
administrator deems necessary to 
verify or establish such handler’s obli­
gation under the order.

(c) Each handler, who receives milk 
from producers shall report to the 
market administrator on or before the 
8th day after the end of each of the 
months of March through July the 
following information:

(1) The name and address or other 
appropriate identification of each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied in §1120.92.

3. Section 1120.61 is revised as fol­
lows:
§1120.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to §1120.60 
for all pool handlers who made the re­
ports prescribed in §1120.30 for the 
month and who have made the pay­
ments required pursuant to §1120.71 
for the preceding month;

(2) Add an amount equal to the sum 
of the deductions to be made for loca­
tion adjustments pursuant to 
§ 1120.75;

(3) Add an amount equal to not less 
than one-half the unobligated balance 
on hand in the producer-settlement 
fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in such computations;

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1120.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra-
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tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(1) From the amount resulting from 
the computations pursuant to para­
graph (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by4 the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1120.62 is revised as fol­
lows:
§ 1120.62 Announcement of uniform 

prices and butterfat differential.
The market admininstrator shall an­

nounce publicly on or before:
(a) The 5th day after the end of 

each month the butterfat differential 
for such month; and

(b) The 10th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1120.71 [Amended]

5. Section 1120.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1120.71(a)(2)(ii) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In § 1120.73, the introductory text 
of paragraph (a)(2) (immediately pre­
ceding subdivision (i)), and paragraph
(d)(3) are revised as follows:
§ 1120.73 Payments to producers and to 

cooperative associations.
(a) * * *
(2) On or before the 15th day after 

the end of each month for milk (or 
base milk and excess milk) received 
during such month, an amount com­
puted at not less than the uniform 
price(s) per hundredweight pursuant 
to §1120.61 as adjusted pursuant to 
§ 1120.74; and less

* * * * *
(d) * * *
(3) The daily and total pounds and 

the average butterfat content of milk 
received from such producer and

during the months of March through 
July the pounds of base milk;

♦ * * * *

§ 1120.74 [Amended]
8. Section 1120.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

9. Section 1120.75 is revised as fol­
lows:
§ 1120.75 Plant location adjustments for 

producers and on nonpool milk.
(a) The uniform price and the uni­

form price for base milk to be paid for 
milk which is received from producers 
at pool plants located either outside 
the State of Texas or within the State 
but north of the counties of Parmer, 
Castro, Swisher, Briscoe, Hall, and 
Childress and 100 miles or more from 
the city hall of Lubbock, Tex., by the 
shortest hard-surfaced highway dis­
tance as determined by the market ad­
ministrator shall be reduced at the 
rate set forth in the table contained in 
§ 1120.52 according to the location of 
the pool plant at which such milk was 
received from producers; and

(b) For purposes of computations 
pursuant to §§ 1120.71 and 1120.72 the 
weighted average price plus 5 cents 
shall be adjusted at the rates set forth 
in § 1120.52 applicable at the location 
of the nonpool plant from which the 
milk was received (but not to be less 
than the Class III price).
§1120.76 [Amended]

10. Section 1120.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1120.90 
through 1120.94) are added immedi­
ately following'§ 1120.86 as follows:

B a s e -E x c e s s  P lan

§ 1120.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1120.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1120.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1120.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified

in § 1120.92 that is delivered under this 
order at each respective plant location.
§ 1120.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1120.92.
§ 1120.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, 
Kansas; Red River Valley; Oklahoma 
Metropolitan; Memphis, Tennessee; 
Fort Smith, Arkansas; Central Arkan­
sas; Texas; Lubbock-Plainview, Texas; 
Texas Panhandle; and Rio Grande 
Valley marketing areas (Parts 1071, 
1073, 1097, 1104, 1106, 1102, 1108, 1126, 
1120, 1132 and 1138, respectively, of 
this chapter) during the immediately 
preceding period of September 
through December by the number of 
days’ production represented by such 
producer milk or by 90, whichever is 
greater: Provided, That any base that 
is based on milk deliveries during 1978 
shall be determined by dividing the 
total pounds of producer milk received 
from the producer, in the manner pre­
viously described in this paragraph, 
during the period of October through 
December by the number of days’ pro­
duction represented by such producer 
milk or by 60 whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.
§ 1120.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held
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jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.
§ 1120.94 Announcement of established 

bases.
On or before February 10 each year 

the market administrator shall notify 
each producer, the handler receiving 
milk from him and, if requested, a co­
operative association in behalf of each 
of its producer members of the base 
established by such producer.
§ 1120.121 [Amended]

12. Section 1120.121(b) is amended 
by changing all references to 
“§ 1120.61(d)” to read “§ 1120.61(a)(4).”

PART 1126— MILK IN  THE TEXAS M ARKETING  
AREA

1. In § 1126.32 paragraph (b)(2) is re­
vised as follows:
§ 1126.32 Other reports.

*  *  *  *  *

(b) * * *
(2) The total pounds of producer 

milk received from such producer, its 
average butterfat content and for the 
months of March through July the 
total pounds of milk and the pounds 
of base milk of such producer deliv­
ered to each pool plant (and diverted 
to each plant that is not a pool plant) 
under any of the orders specified in 
§ 1126.92;

*  *  *  *  *

2. Section 1126.61 is revised as fol­
lows:
§ 1126.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat con­
tent at pool plants at which no loca­
tion adjustment applies as follows:

(1) Combine into one total the 
values computed pursuant to § 1126.60 
for all handlers who filed the reports 
prescribed in § 1126.30 for the month 
and who made the payments pursuant 
to § 1126.71 for the preceding month;

(2) Add not less than one-fourth of 
the unobligated balance in the produc­
er-settlement fund;

(3) Add the aggregate of all minus 
location adjustments and subtract the 
aggregate of all plus location adjust­
ments pursuant to § 1126.75;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1126.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graph (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(h) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

3. Section 1126.62 is revised as fol­
lows:
§ 1126.62 Announcement of uniform 

prices and butterfat differential.
The market administrator shall an­

nounce publicly on or before:
(a) The 5th day after the end of 

each month the butterfat differential 
for such month; and

(b) The 13th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1126.71 [Amended]

4. Section 1126.71(b)(4) is amended 
by changing the words “uniform 
price” to “weighted average price.”

5. In § 1126.73 the introductory text 
of paragraph (b) (immediately preced­
ing subparagraph (1)), and paragraph
(d)(2) are revised as follows:

§ 1126.73 Payments to producers and to 
cooperative associations.

* * * * *
(b) Subject to paragraphs (c) 

through (f) of this section, the market 
administrator shall pay each producer 
on or before the 18th day after the 
end of each month for milk (or base 
milk and excess milk) for which pay­
ment pursuant to § 1126.71(b) has been 
received by the market administrator 
or offset pursuant to § 1126.71(d). 
Such payment shall be at the applica­
ble uniform price(s) for the month, 
subject to the following adjustments:

* * * * *

(d) * * *
(2) The total pounds and, with re­

spect to final payments, the average 
butterfat content of the milk for 
which payment is being made and for 
the months of March through July 
the pounds of base milk;

* * * * *

§ 1126.74 [Amended]
6. Section 1126.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

7. Section 1126.75 is revised as fol; 
lows:
§ 1126.75 Plant location adjustments for 

producers and on nonpool milk.
(a) In mkking the payments required 

pursuant to § 1126.73, the uniform 
price and the uniform price for base 
milk for the month shall be adjusted 
by the amounts set forth in § 1126.52 
according to the location of the plant 
where the milk being priced was re­
ceived.

(b) For purposes of computing the 
value of other source milk pursuant to 
§ 1126.71, the weighted average price 
shall be adjusted by thé amount set 
forth in § 1126.52 that is applicable at 
the location of the nonpool plant from 
which the milk was received, except 
that the adjusted weighted average 
price plus 5 cents shall not be less 
than the Class III price.
§ 1126.76 [Amended]

8. Section 1126.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price;”

9. A new center head “Base-Excess 
Plan” and five new sections (§§ 1126.90 
through 1126.94) are added immedi­
ately following § 1126.86 as follows:

B ase-Excess P lan

§ 1126.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1126.92 in each of
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the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1126.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any -other order specified in § 1126.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1126.92 that is delivered under this 
order at each respective plant location.
§ 1126.91 Excess milk.

“Excess milk’’ means the producer 
milk of a producer in each of the 
months of March through July that js 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1126.92.
§ 1126.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Vally; Oklahoma metropoli­
tan; Memphis, Term.; Fort Smith, 
Ark.; central Arkansas; Texas; Lub­
bock-Plain view, Tex.; Texas Panhan­
dle: and Rio Grande Valley marketing 
areas (parts 1071, 1073, 1097, 1102, 
1104, 1106, 1108, 1120, 1126, 1132, and 
1138, respectively, of this chapter) 
during the immediately preceding 
period of September through Decem­
ber by the number of days’ production 
represented by such producer milk or 
by 90, whichever is greater: Provided, 
That any base that is based on milk 
deliveries during 1978 shall be deter­
mined by dividing the total pounds of 
producer milk received from the pro­
ducer, in the manner previously de­
scribed in this paragraph, during the 
period of October through December 
by the number of days’ production 
represented by such producer milk or 
by 60, whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base

thus assigned shall not be transfer­
able.
§ 1126.93 Base rules.
, (a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
’application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.
§ 1126.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1126.121 [Amended]

10. Section 1126.121(b) is amended 
by changing all references to 
“§ 1126.61(d)” to read “§ 1126.61(a)(4).”

PART 1132— MILK IN  THE TEXAS PANHANDLE  
MARKETING AREA

1. In § 1132.31, paragraph (a) (2) and
(4) is revised as follows:
§ 1132.31 Payroll reports.

(a) * * *
(2) The total pounds of milk received 

from such producer and during the 
months of March through July the 
pounds of base milk;

*  *  *  *  *

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base, milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

* * * * *
2. In § 1132.32, paragraph (b) is re­

vised and a new paragraph (c) is added 
to read as follows:

§ 1132.32 Other reports.

* * * * *

(b) In addition to the reports re­
quired pursuant to §§1132.30 and
1132.31 and paragraphs (a) and (c) of 
this section, each handler shall report 
such other information as the market 
administrator deems necessary to 
verify or establish such handler’s obli­
gation under the order.

(c) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
seventh day after the end of each of 
the months of March through July 
the following information:

(1) The name and address or other 
appropriate identification of each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied in § 1132.92.

3. Section 1132.61 is revised as fol­
lows:
§ 1132.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat con­
tent f.o.b. pool plants located within 
100 miles of the city hall of Amarillo, 
Tex., as follows:

(1) Combine into one total the 
values computed pursuant to § 1132.60 
for all handlers who made the reports 
prescribed in § 1132.30 for such month, 
except those in default of payments 
required pursuant to § 1132.71 for the 
preceding month.

(2) Add an amount equal to the sum 
of the location adjustments to be 
made pursuant to § 1132.75;

(3) Add an amount equal to one-half 
of the unobligated cash balance in the 
producer-settlement fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to 
paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
duce milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1132.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra-
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tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) Prom the amount resulting from 
the computations pursuant to para­
graph (a) (1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price:

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1132.62 is revised as fol­
lows:
§ 1132.62 Announcement of uniform 

prices and butterfat differential.
The market administrator shall an­

nounce publicly on or before:
(a) The fifth day after the end of 

each month the butter differential for 
such month; and

(b) The 10th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1132.71 [Amended]

5. Section 1132.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1132.71(a)(2)(ii) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In § 1132.73, the introductory text 
of paragraph (b) (immediately preced­
ing subparagraph (1)), and paragraphs 
(cX3), (4)(ii), and (d)(2) are revised as 
follows:
§ 1132.73 Payments to producers and to 

cooperative associations.

* * * * *
(b) On or before the 15th day after 

the end of each month, for milk (or 
base milk and excess milk) received 
during such month, an amount com­
puted at not less than the applicable 
uniform price(s) per hundredweight, 
subject to the butterfat differential 
computed pursuant to § 1132.74, and 
plus or minus adjustments for errors 
made in previous payments to such 
producer; and less

* * * * *
(c) * * *

(3) Each handler who receives milk 
from a cooperative association which 
collects payments for its members pur­
suant to paragraph (c)(1) of this sec­
tion shall on or before the 20th of 
each month, furnish such association 
information showing the daily and 
total pounds of milk received from 
each of the association’s member pro­
ducers for the first 15 days of such 
months, on or before the fifth day 
after the end of each month, such in­
formation for the 16th through the 
end of such month and, for the 
months of March through July, on or 
before the seventh day after the end 
of each month, the pounds of base 
milk.

(4) * * •
(ii) On or before the 13th day of the 

following month, in final settlement, 
the value of such milk received during 
the month, at the applicable uniform 
price(s) as adjusted pursuant to 
§§ 1132.74 and 1132.75, less the amount 
of payment made pursuant to para­
graph (c)(4)(i) of this section.

(d) * * *
(2) The daily and total pounds and 

the average butterfat content of milk 
received from such producer, and for 
each of the months of March through 
July, the pounds of base milk;

*  *  *  *  *

§ 1132.74 [Amended]
8. Section 1132.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

9. Section 1132.75 is revised as fol­
lows:
§ 1132.75 Plant location adjustments for 

producers and on nonpool milk.
(a) In making payment pursuant to 

§ 1132.73 the uniform price and the 
uniform price for base milk to be paid 
for milk which is received from pro­
ducers at a pool plant located 100 
miles or more from the city hall, Ama­
rillo, Tex., by the shortest hard-sur­
faced highway distance as determined 
by the market administrator shall be 
reduced at the rate set forth in the 
following schedule according to the lo­
cation of the pool plant where such 
milk is received from producers:

R ate per  
hundredweight 

Ccents) '
Distance from the Amarillo City 

Hall (miles):
100 but less than 110...............................  15.0
For each additional 10 mi or fraction 

thereof an additional...........................  1.5

(b) For purposes of computations 
pursuant to §§ 1132.71 and 1132.72, the 
weighted average price plus 5 cents 
shall be adjusted at the rates set forth 
in § 1132.52 applicable at the location 
of the nonpool plant from which the 
milk was received (but the resulting

price shall not be less than the class 
III price.) *
§ 1132.76 [Amended]

10. Section 1132.76(a)(4) is amended 
by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1132.90 
through 1132.94) are added immedi­
ately following § 1132.86 as follows:

B a s e -E x c e s s  P l a n

§ 1132.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1132.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in § 1139.92) from the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in §1132.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1132.92 that is delivered under this 
order at each respective plant location.
§ 1132.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1132.92.
§ 1132.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk- (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective- 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, 
Kansas; Red' River Valley; Oklahoma 
Metropolitan; Memphis, Tennessee; 
Fort Smith, Arkansas; Central Arkan­
sas; Texas, Lubbock-Plainview Texas; 
Texas Panhandle; and Rio Grande 
Valley marketing areas (Parts 1071, 
1073, 1104, 1106, 1097, 1102, 1108, 1126, 
1120, 1132, and 1138, respectively; of 
this chapter) during the immediately 
preceding period of September 
through December by the number of 
days’ production represented by such 
producer milk or by 90, whichever is
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greater: Provided, That any base that 
is based on milk deliveries during 1978 
shall be determined 8by dividing the 
total pounds of producer milk received 
from the producer, in the manner pre­
viously described in this paragraph, 
during the period of October through 
December by the number of days’ pro­
duction represented by such producer 
milk or by 60 whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.
§ 1132.93 Base rules.

(a) A base may be transferred in its 
entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.
§ 1132.94 Announcement of established 

bases.
On or before February 10 of each 

year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.
§ 1132.121 [Amended]

12. Section 1132.121(b) is amended 
by changing all references to 
“§ 1132.61(d)” to read “§ 1132.61(a)(4).”

PART 1138— MILK IN  THE RIO GRANDE  
VALLEY MARKETING AREA

1. In § 1138.31, paragraph (a)(2) and
(4) is revised as follows:
§ 1138.31 Payroll reports.

(a) * * *

(2) The total pounds of milk received 
from such producer and during the 
months of March through July the 
pounds Qf base milk;

♦  * *  *  *

(4) The price per hundredweight 
(during the months of March through 
July the price per hundredweight for 
base milk and for excess milk), the 
gross amount due, the amount and 
nature of any deductions, and the net 
amount paid.

♦  ♦  *  *  *

2. Section 1138.32 is revised to read 
as follows:
§1138.32 Other reports.

(a) Each handler who receives milk 
from producers shall report to the 
market administrator on or before the 
8th day after the end of each of the 
months of March through July the 
following information:

(1) The name and address or other 
appropriate identification of each pro­
ducer; and

(2) The total pounds of milk and the 
pounds of base milk of such producer 
delivered to each pool plant (and di­
verted to each plant that is not a pool 
plant) under any of the orders speci­
fied m § 1138.92.

(b) In addition to the reports re­
quired pursuant to paragraph (a) of 
this section and §§ 1138.30 and 1138.31, 
each handler shall report such other 
information as the market administra­
tor deems necessary to verify or estab­
lish such handler’s obligation under 
the order.

3. Section 1138.61 is revised as fol­
lows:
§ 1132.61 Computation of uniform price 

(including weighted average price and 
uniform prices for base and excess 
milk).

(a) The market administrator shall 
compute the weighted average price 
for each month and the uniform price 
for each of the months of August 
through February per hundredweight 
for milk of 3.5 percent butterfat, con­
tent as follows:

(1) Combine into one total the 
values computed pursuant to § 1138.60 
for all handlers who filed the reports 
prescribed by § 1138.30 for the month 
and who made the payments pursuant 
to §§ 1138.71 and 1138.73 for the pre­
ceding month;

(2) Add an amount equal to the sum 
of the deductions for location adjust­
ments computed pursuant to § 1138.75;

(3) Add an amount equal to not less 
than one-half of the unobligated bal­
ance in the producer-settlement fund;

(4) Subtract an amount computed by 
multiplying the total hundredweight 
of producer milk included pursuant to

paragraph (a)(1) of this section by 5 
cents;

(5) Divide the resulting amount by 
the sum of the following for all han­
dlers included in these computations:

(i) The total hundredweight of pro­
ducer milk; and

(ii) The total hundredweight for 
which a value is computed pursuant to 
§ 1138.60(f); and

(6) Subtract not less than 4 cents 
nor more than 5 cents.

(b) For each of the months of March 
through July, the market administra­
tor shall compute the uniform prices 
per hundredweight for base milk and 
for excess milk, each of 3.5 percent 
butterfat content, as follows:

(1) Compute the uniform price for 
excess milk by deducting 5 cents from 
the Class III price for the month.

(2) Compute the uniform price for 
base milk as follows:

(i) From the amount resulting from 
the computations pursuant to para­
graph (a)(1) through (4) of this sec­
tion, subtract an amount computed by 
multiplying the hundredweight of 
milk specified in paragraph (a)(5)(ii) 
of this section by the weighted aver­
age price;

(ii) Subtract an amount computed 
by multiplying the uniform price for 
excess milk for the month times the 
hundredweight of excess milk;

(iii) Divide the resulting amount by 
the total hundredweight of base milk 
included in these computations; and

(iv) Subtract not less than 4 cents 
nor more than 5 cents.

4. Section 1138.62 is revised as fol­
lows:
§ 1132.62 Announcement of uniform 

prices and butterfat differential.
The market administrator shall an­

nounce publicly on or before:
(a) The 5th day after the end of 

each month the butterfat differential 
for such month; and

(b) The 12th day after the end of 
each month the applicable uniform 
prices for such month.
§ 1138.71 [Amended]

(5) Section 1138.71(a)(2)(i) is amend­
ed by changing the word “price” to 
“prices.”

6. Section 1138.71(a)(2)(h) is amend­
ed by changing the words “uniform 
price” to “weighted average price.”

7. In § 1138.73, the introductory text 
of paragraph (b) (immediately preced­
ing subparagraph (1)), and paragraphs
(d)(2), (e)(2), and (f)(1) are revised as 
follows:
§ 1138.73 Payments to producers and to 

cooperative associations.

* * * * *

(b) On or before the 16th day after 
the end of each month, for milk (or
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base milk and excess milk) received 
during such month, an amount com­
puted at not less than the applicable 
uniform price(s) per hundredweight as 
adjusted pursuant to §§ 1138.74 and 
1138.75, plus or minus adjustments for 
errors made in previous payments to 
such producers and less

♦ * * * *
(d) * * *
(2) The total pounds and the average 

butterfat content of milk received 
from such producer and during the 
months of March through July the 
pounds of base milk;

*  *  *  *  *

(e) * * *
(2) In making final settlement, the 

value of such milk at the applicable 
uniform price(s) as adjusted pursuant 
to §§ 1138.74 and 1138.75 less the 
amount of partial payment made on 
such milk.

(f) * * *
(1) The days of delivery, the total 

pounds of milk, and the average but­
terfat test of milk received from such 
producer during the month and during 
the months of March through July 
the pounds of base milk;

# * # * *

§ 1138.74 [Amended]
8. Section 1138.74 is amended by 

changing the words “uniform price” to 
“uniform prices.”

9. Section 1138.75 is revised as fol­
lows:
§ 1138.75 Plant location adjustments for 

producers and on nonpool milk.
(a) For producer milk received at 

pool plants located in Zones II and III 
or at pool plants located outside the 
marketing area and more than 100 
miles, as determined by the market ad­
ministrator, from the nearest of the 
county courthouses in El Paso County, 
Tex., or Bernalillo, or Santa Fe Coun­
ties, N. Mex., there shall be deducted 
from the uniform price and the uni­
form price for base milk an adjust­
ment for each such plant for milk at 
the rates specified pursuant to 
§ 1138.52.

(b) For purposes of computations 
pursuant to §§ 1138.71 and 1138.72, the 
weighted average price shall be adjust­
ed at the rates set forth in § 1138.52 
applicable at the location of the non­
pool plant from which the milk was re­
ceived, except that the adjusted 
weighted average price plus 5 cents 
shall not be less than the Class III 
price.

§ 1138.76 [Amended]
10. Section 1138.76(a)(4) is amended 

by changing the words “uniform 
price” wherever they appear to 
“weighted average price.”

11. A new center head “Base-Excess 
Plan” and five new sections (§§ 1138.90 
through 1138.94) are added immedi­
ately following § 1138.86 as follows:

B ase-Excess Plan

§ 1138.90 Base milk.
“Base milk” means the producer 

milk of a producer under all of the 
orders specified in § 1138.92 in each of 
the months of March through July 
that is not in excess of the producer’s 
base multiplied by the number of days 
in the month. If milk is received as 
producer milk (as defined under any 
order specified in §1138.92) from, the 
same producer during the month by a 
handler regulated under this order 
and by a handler fully regulated under 
any other order specified in § 1138.92, 
the amount of such producer’s base 
milk received by the handler under 
this order at each plant location shall 
be determined by multiplying the pro­
ducer’s total base milk by the percent­
age of his total deliveries of producer 
milk under all of the orders specified 
in § 1138.92 that is delivered under this 
order at each respective plant location.
§ 1138.91 Excess milk.

“Excess milk” means the producer 
milk of a producer in each of the 
months of March through July that is 
in excess of the producer’s base milk 
under this order for the month, and 
shall include all the producer milk of a 
producer for whom no base can be 
computed pursuant to § 1138.92.
§ 1138.92 Computation of base for each 

producer.
(a) The base of each producer shall 

be determined by the market adminis­
trator by dividing the total pounds of 
producer milk (as defined under the 
respective orders) received from the 
producer by all handlers fully regulat­
ed under the terms of the respective 
orders regulating the handling of milk 
in the Neosho Valley; Wichita, Kans.; 
Red River Valley; Oklahoma Metro­
politan; Memphis, Tenn.; Fort Smith, 
Ark.; Texas; Lubbock-Plainview, Tex.; 
Texas Panhandle; and Rio Grande 
Valley marketing areas (Parts 1071, 
1073, 1104, 1106, 1097, 1102, 1108, 1126, 
1120, 1132, and 1138, respectively, of 
this chapter) during the immediately 
preceding period of September 
through December by the number of 
days’ production represented by such

producer milk or by 90, whichever is 
greater: Provided, That any base that 
is based on milk deliveries during 1978 
shall be detefmined by dividing the 
total pounds of producer milk received 
from the producer, in the manner pre­
viously described in this paragraph, 
during the period of October through 
December by the number of days’ pro­
duction represented by such producer 
milk or by 60 whichever is greater.

(b) The base for a producer whose 
milk is delivered to a plant that did 
not become a pool plant under any of 
the orders specified in paragraph (a) 
of this section until after the begin­
ning of the base-forming period shall 
be calculated as if the plant were a 
pool plant under such orders for the 
entire base-forming period. A base 
thus assigned shall not be transfer­
able.

§ 1138.93 Base rules.
(a) A base may be transferred in its 

entirety, or in amounts of not less 
than 100 pounds (unless the transfer 
involves the remaining portion of such 
base), effective on the first-day of the 
month following the date on which an 
application for such transfer is re­
ceived by the market administrator. 
Such application shall be on a form 
approved by the market administrator 
and signed by the baseholder or his 
heirs and the person to whom the base 
is to be transferred. If a base is held 
jointly, the application shall be signed 
by all joint holders or their heirs.

(b) If a base is held jointly and such 
joint holding is terminated, the base 
may be apportioned among the joint 
holders on any basis agreed to in writ­
ing by them. Written notification of 
the agreed upon division of base 
signed by each of the joint holders 
must be received by the market ad­
ministrator prior to the first day of 
the month on which such division is to 
be effective.

§ 1138.94 Announcement of established 
bases.

On or before February 10 of each 
year the market administrator shall 
notify each producer, the handler re­
ceiving milk from him and, if request­
ed, a cooperative association in behalf 
of each of its producer members of the 
base established by such producer.

§1138.12112 [Amended]
12. Section 113.121(b) is amended by 

changing all references to 
“§ 1138.61(d)” to read “§ 1138.61(a)(4).”

[FR Doc. 78-20963 Filed 7-27-78; 8:45 am]
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[4510-30]
Title 20— Employees’ Benefits

CHAPTER V— EMPLOYMENT AND
TRAINING ADMINISTRATION, DE­
PARTMENT OF LABOR

PART 640— STANDARD FOR BENEFIT 
PAYMENT PROMPTNESS— UNEM­
PLOYMENT COMPENSATION

Revised Regulation
AGENCY: Employment and Training 
Administration, Labor.
ACTION: Final rule.
SUMMARY: The Secretary of Labor’s 
Standard for Benefit Payment 
Promptness requires that State unem­
ployment compensation laws provide 
for the payment of unemployment 
benefits with the greatest promptness 
that is administratively feasible, and 
sets forth criteria for first payments 
of unemployment benefits that will be 
deemed to meet the Standard* Part 
640 is amended so that the criteria for 
promptness of first payments of unem­
ployment benefits will become pro­
gressively more stringent. Changes are 
made also to provide for appropriate 
corrective action when a State’s per­
formance falls below the criteria for 
promptness.
EFFECTIVE DATE: August 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Lawrence E. Weatherford, Adminis­
trator, Unemployment Insurance 
Service, Employment and Training 
Administration, U.S. Department of 
Labor, 601 D Street NW., Washing­
ton, D.C. 20213. Telephone: 202-376- 
7032. /

SUPPLEMENTARY INFORMATION: 
On November 22, 1977, the proposal to 
revise the Standard for Benefit Pay­
ment Promptness—Unemployment
Compensation, in Part 640, Chapter V, 
Title 20 of the Code of Federal Regu­
lations, was published in the F ederal 
R e g is t e r  at 42 FR 59952. Corrections 
of errors in the publication of Novem­
ber 22, 1977, were published in the 
F ed er a l  R e g is t e r  at 42 FR 62159 
dated December 9,1977.

S u m m a r y  o f  P r o p o s e d  C h a n g e s

In the document published on No­
vember 22, 1977, the Department of 
Labor proposed to make the following 
changes in part 640:

1. Change the standard as it applies 
to States which do not require a wait­
ing period.

2. Change the measurement period 
from the 12-month period ending June 
30 to the 12-month period ending 
March 31.
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3. Change the standard by introduc­
ing higher and graduated criteria to be 
achieved over a 3-year period.

C o m m e n t s  R e c e iv e d

Comments were invited on the pro­
posed revision to part 640 with a clos­
ing date of December 22, 1977. Re­
sponses were received within the time 
limit from 33 State agencies, two De­
partment of Labor regional offices, 
five legal aid and legal services organi­
zations in four States, and the Nation­
al Governors’ Association. One re­
sponse was received after the time 
limit. While the last response cannot 
be considered, it did not contain com­
ments substantially different from 
those received within the time limit.

All of the responses received within 
the time limit have been considered. 
Many of the comments received were 
similar to comments submitted when 
part 640 was first proposed and pub­
lished on March 5, 1976. The most sig­
nificant comments related to (a) the 
effective dates of the more stringent 
performance criteria, (b) the proposed 
higher criteria levels of performance, 
and (c) establishment of separate cri­
teria applicable to agent State per­
formance.

The comments received and changes 
made in the proposal are discussed 
below.

1. NONWAITING WEEK STATES

All parties responding to this pro­
posal except one favored allowing non­
waiting week States 21 days instead or 
14 days after the end of the first com­
pensable week to make first payments 
under the intrastate and interstate cri­
teria. The single respond- ent not fa­
voring the extension from 14 to 21 
days proposed that a nonwaiting week 
State that is meeting the current crite­
ria (80 percent and 60 percent) within 
14 days should be required to continue 
to do so. The Department does not 
consider it feasible nor equitable to de­
velop and enforce separate rules for a 
few States.

No change is made in this proposal, 
except that the first, measurement 
period for the higher criteria will, as 
explained below, be the period begin-, 
ning with the month following the ef­
fective date of this final regulation 
and ending on March 31, 1979, instead 
of March 31,1-978.

For the measurement period ending 
March 31, 1978, the present criteria 
will apply with only a change from 14 
days to 21 days in the time limits for 
nonwaiting week States to make first 
payments. Thus, although the present 
criteria are retained through March 
31, 1978, the change with respect to 
nonwaiting week States is incorporat­
ed to accomplish this improvement at 
the earliest feasible time.

2. CHANGE OF MEASUREMENT PERIOD

Several States objected to the retro­
active application of the amendment 
to the Standard, which set more strin­
gent criteria for achievement begin­
ning with the 12-month period ending 
March 31, 1978. The States would not 
have reasonable time to plan their op­
erations or to take appropriate action 
to meet the goal. Accordingly, to 
afford States enough lead time to gear 
up to meet the performance criteria, 
the measurement period for applying 
the present criteria of 80 percent for 
intrastate first payments and 60 per­
cent for interstate first payments is re­
tained for the 12-month period ending 
March 31, 1978. The first measure­
ment period for the new criteria of 83 
percent and 65 percent, respectively, is 
changed from the 12-month period 
ending on March 31, 1978, to the 12- 
month period ending on March 31,
1979, but in order to avoid retroactive 
effect the first measurement period 
for the period ending March 31, 1979, 
will begin with the month following 
the effective date of this final regula­
tion instead of April 1, 1978. In addi­
tion, the measurement period for the 
second step iri the higher criteria (87 
percent and 70 percent) is changed 
from the 12-month periqd ending on 
March 31, 1979, to the 12-month 
period ending on March 31,1980.

3. HIGHER AND GRADUATED CRITERIA

State responses generally reflected 
concern with the prospect of their 
meeting the proposed higher criteria.

Reports of accomplishment through 
February 1978, show that 43 States 
are exceeding the current intrastate 
criterion of performance and 31 States 
are exceeding the current interstate 
criterion calculated with allowance of 
21 days for making first payments in 
nonwaiting week States. These results 
reflect the substantial effort States 
are making to improve their perform­
ance. This demonstrated effort, com­
bined with continued improvements in 
automated systems, strongly indicates 
that the proposed higher criteria are 
attainable goals, as is more fully ex­
plained* in the proposal.

In addition, the advances in the ef­
fective dates of the higher criteria 
make these goals more readily attain­
able. Further, the increased criteria of 
90 percent and 75 percent proposed for 
the 12-month period ending March 31,
1980, have been deleted. This deletion 
was made because the effective date of 
the increased criteria would have been 
advanced to March 31, 1981, and anal­
ysis of available information indicates 
that a valid projection so far into the 
future cannot be made at this time.

Studies as conducted in 17 States 
have been completed in the remaining 
States. Results of the later studies 
were consistent with the results of the

FEDERAL REGISTER, V O L  43 , N O . 146— FRIDAY, JULY 28 , 1978



earlier studies: Factors identified as 
uncontrollable and their adverse effect 
on benefit payment promptness were 
very similar in both series of studies.

Accordingly, no change is made in 
the higher criteria except as explained 
above.

4. ENFORCEMENT PROVISIONS

The enforcement provisions have 
been amended to allow the Depart­
ment of Labor flexibility in applying 
the appropriate remedial steps to spe­
cific situations rather than applying 
all remedial steps to all situations of 
noncompliance.

The fact that a State does not meet 
the applicable intrastate or interstate 
criterion within a prescribed measure­
ment period does not necessarily mean 
failure to meet the Secretary’s stand­
ard.

The standard requires substantial 
compliance with a requirement for the 
greatest promptness that is adminis­
tratively feasible. A State that has met 
the specified percentage of first pay­
ment criteria in a measurement period 
will be deemed to be in substantial 
compliance for that period. When a 
State has not met those criteria, how­
ever, a determination is then needed 
of whether or not the State has evi­
denced the requisite substantial com­
pliance. Such a determination requires 
an inquiry into the circumstances that 
prevented the State from reaching the 
specified criteria. If that inquiry dem­
onstrates that the State has achieved 
the greatest promptness reasonably 
attainable in its circumstances, the 
State may be considered to be in sub­
stantial compliance. On the other 
hand, when a* State does not meet 
specified criteria due to circumstances 
that it could have avoided by taking 
corrective action and persists in such 
omissions, a compliance question 
would be presented. To clarify this, ad­
ditions to § 640.3 set forth the meaning 
of the greatest promptness that is ad­
ministratively feasible and the test of 
substantial compliance that will be ap­
plied.

5. OTHER COMMENTS

Comments were received recom­
mending that the standard require 
100-percent compliance within a speci­
fied number of days, and that the 
standard by omitting this requirement 
did not adequately protect the rights 
of individual claimants. Another corn- 
mentor recommeded that the standard 
require States to either make payment 
or a determination in all cases within a 
specified number of days. There are 
various factors categorized as uncon­
trollable delays which make it virtual­
ly impossible for States to issue 100 
percent of their first payments at a 
prescribed interval. Theoretically, 
achievement of 93 percent of intra-
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state first payments and 78 percent of 
interstate first payments in 35 days 
would be equivalent to near 100-per- 
cent performance as the accomplish­
ment would include instances of un­
controllable delays. It is felt that the 
criteria set forth in the final rule 
afford adequate protection to the indi­
vidual claimants. However, § 640.1 is 
changed to express the importance of 
promptness in determining eligibility.

A substantial number of States com­
mented on the adverse effect of poor 
agent State performance on benefit 
payment promptness. The Depart­
ment of Labor has made detailed rec­
ommendations to all States concerning 
procedures for processing interstate 
claims, and feels that implementation 
of said recommendations would pror 
duce substantial improvement in inter­
state benefit payment promptness. 
Therefore, no change is made in the 
regulation in this respect.

S u m m a r y  o f  C h a n g e s  i n  F in a l  R u l e

Based upon comments received in re­
sponse to the November 22, 1977, doc­
ument, and other data accumulated 
since that date, the changes to 20 CFR 
Part 640, dated July 23, 1976, are sum­
marized as follows:

1. The effective date of the first 
higher criteria will be the period 
ending March 31, 1979, and the second 
increase in the criteria will be the 12- 
month period ending March 31, 1980. 
The proposed third increase to have 
been effective for the 12-month period 
ending March 31,1980, is deleted.

2. Nonwaiting week States are al­
lowed 21 days to meet the criteria, ef­
fective for the period ending March
31,1978.

3. The period over which the benefit 
payment promptness is to be measured 
is changed from the 12-month period 
ending June 30 to the 12-month period 
ending March 31.

4. Enforcement provisions are modi­
fied to allow the Department of Labor 
needed flexibility in the application of 
remedial steps.

5. Sections 640.1 and 640.3, relating 
to purpose and interpretation of Fed­
eral law requirements, are clarified by 
added provisions.

6. Other minor clarifying and techni­
cal changes are made.

N ote.—The Department of Labor has de­
termined that this document does not con­
tain a major proposal requiring the prepara­
tion of an economic impact statement under 
Executive Order 11949 and applicable au­
thority.

This document was prepared under 
the direction and control of Lawrence 
E. Weatherford, Adminsitrator, Unem­
ployment Insurance Service, Employ- 
memt and Training Administration, 
U.S. Department of Labor, 601 D 
Street NW., Washington, D.C. 20213, 
telephone 202-376-7032.
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Accordingly, part 640 of chapter V of 
title 20, Code of Federal Regulations, 
is revised as set forth below.

Signed at Washington, D.C., on July 
25, 1978.

E rnest G . G reen, 
Assistant Secretary for 

Employment and Training.

Sec.
640.1 Purpose and scope.
640.2 Federal law requirements.
640.3 Interpretation of Federal law re­

quirements.
640.4 Standard for conformity.
640.5 Criteria for compliance.
640.6 Review of State compliance.
640.7 Benefit payment performance plans.
640.8 Enforcement of the standard.
640.9 Information, reports and studies.

A uthority: Sec. 1102, Social Security Act 
(42 U.S.C. 1302); Secretary’s order No. 4-75, 
dated April 16, 1975 (40 FR 18515) (5 U.S.C. 
553). Interpret and apply secs. 303(a)(1) and 
303(b)(2) of the Social Security Act (42 
U.S.C. 503(a)(1), 503(b)(2)).

§ 640.1 Purpose and scope. _____
(a) Purpose. (1) Section 303(a)(1) of 

the Social Security Act requires, for 
the purposes of title III of that act, 
that a State unemployment compensa­
tion law include provision for methods 
of administration of the law that are 
reasonably calculated to insure the 
full payment of unemployment com­
pensation when determined under the 
State law to be due to claimants. The 
standard in this part is issued to im­
plement section 303(a)(1) in regard to 
promptness in the payment of unem­
ployment benefits to eligible claim­
ants.

(2) Although the standard applies to 
the promptness of all benefit pay­
ments and the criteria apply directly 
to the promptness of first benefit pay­
ments, it is recognized that adequate 
performance is contingent upon the 
prompt determination of eligibility by 
the State as a condition for the pay­
ment or denial of benefits. According­
ly, implicit in prompt performance 
with respect to benefit payments is 
the corresponding need for prompt­
ness by the State in making determi­
nations of eligibility. However, appli­
cable Federal laws provide no authori­
ty for the Secretary of Labor to deter­
mine the eligibility of individuals 
under a State law.

(b) Scope. (1) The standard in this 
part applies to all State laws approved 
by the Secretary of Labor under the 
Federal Unemployment Tax Act (sec­
tion 3304 of the Internal Revenue

' Code of 1954, 26 U.S.C. 3304), and to 
the administration of the State laws.

(2) The standard specified in §640.4 
applies to all claims for unemploy­
ment compensation. The criteria for 
State compliance in §640.5 apply to 
first payments of unemployment com­
pensation under the State law to eligi-
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ble claimants following the filing of 
initial claims and first compensable 
claims.
§ 640.2 Federal law requirements.

(a) Conformity. Section 303(a)(1) of 
the Social Security Act, 42 U.S.C. 
503(a)(1), requires that a State law in­
clude provision for:

Such methods of administration * * * as 
are found by the Secretary of Labor to be 
reasonably calculated to insure full pay­
ment of unemployment compensation when 
due.

(b) Compliance. Section 303(b)(2) of 
the Social Security Act, 42 U.S.C. 
503(b)(2), provides in part that:

Whenever the Secretary of Labor, after 
reasonable notice and opportunity for hear­
ing to the State agency charged with the ad- . 
ministration of the State law, finds that in 
the administration of the law there is:

(1) * * *
(2) a failure to comply substantially with 

any provision specified in subsection (a) of 
this section;
the Secretary of Labor shall notify such 
State agency that further payments will not 
be made to the State until the Secretary of 
Labor is satisfied that there is no longer any 
such * * * failure to comply.

Until he is so satisfied, he shall make no 
further certification to the Secretary of the 
Treasury with respect to such State * * *.

§ 640.3 Interpretation of Federal law re­
quirements.

(a) Section 303(.a)(l). The Secretary 
interprets section 303(a)(1) of the 
Social Security Act to require that a 
State law include provision for such 
methods of administration as will rea­
sonable insure the full payment of un­
employment benefits to eligible claim­
ants with the greatest promptness 
that is administratively feasible.

(b) Section 303(.bX2). (1) The Secre­
tary interprets section 303(b)(2) of the 
Social Security Act to require that, in 
the administration of à State law, 
there shall be substantial compliance 
with the provision required by section 
303(a)(1).

(2) The greatest promptness that is 
administratively feasible will depend 
upon the circumstances in each State 
that impacts upon its performance in 
paying benefits. Factors reasonably 
beyond a State’s control may cause its 
performance to drop below the level of 
adequacy expressed in the table below 
as criteria for substantial compliance 
applicable to all States. Where it is 
demonstrated that failure to meet the 
criteria of adequacy is attributable to 
factors reasonably beyond the State’s 
control and, in light of those factors, 
the State has performed at the high­
est level administratively feasible, it 
will be considered that the State is in 
substantial compliance with the 
Standard for conformity. Whether or 
not the State is in substantial compli-
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ance, the remedial provisions of 
§§640.7 and 640.8 will be applicable 
when the pertinent criteria are not 
met. Ip
§ 640.4 Standard for conformity.

A State law will satisfy the require­
ment of section 303(a)(1), if it contains 
a provision requiring, or which is con­
strued to require, such methods of ad­
ministration as will reasonably insure 
the full payment of unemployment 
benefits to eligible claimants with the 
greatest promptness that is adminis­
tratively feasible.
§ 640.5 Criteria for compliance.

The criteria in the schedule below 
shall apply in determining whether, in 
the administration of a State law, 
there has been substantial compliance 
with the provision required by section 
303(a)(1) in the issuance of benefit 
payments to eligible claimants for the 
first compensable weeks of unemploy­
ment in their benefit years:

P e r c e n ta g e  o f  f ir s t  p a y m e n ts  
issu ed — d a y s  fo llo w in g  en d  
o f  f ir s t  c o m p e n s a b le  w e e k

14 d a y s , 21 d a y s, 
w a itin g  n o p w a itin g  35 d a ys, 

w e e k  w e e k  a ll S ta te s  
S ta te s  S t a t e s 1

In tr a s ta te  c la im s

P e r fo r m a n c e  to  b e  
a c h ie v e d  f o r  t h e
12-m o. p e rio d  
en d in g:

M a r. 3 1 ,1 9 7 8 .....  80 80 .....................
M a r. 3 1 , 19 79   2 83 2 83 2 90
M a r. 3 1 ,19 8 0 , 

a n d
t h e r e a f t e r ........ 87 87 93

I n te r s ta te  c la im s

P e r fo r m a n c e  to  be 
a c h ie v e d  f o r  t h e  
12-m o. p erio d  
en d in g:

M a r. 3 1 ,1 9 7 8 ..... 60 60 ......
M a r. 3 1 ,1 9 7 9 ..... 2 65 2 65 2 75
M a r. 3 1 ,19 8 0 ,

an d
th e r e a f te r ........ 70 70 78

'A  n o n w a itin g  w e e k  S t a t e  is  a n y  S t a t e  w h o s e  la w  
does n o t  re q u ire  t h a t  a  n o n -co m p e n sa b le  p e rio d  o f  
u n e m p lo y m e n t b e  s e rv e d  b e fo r e  t h e  p a y m e n t  o f  
b e n e fits  co m m en ces.

’ B e g in n in g  w ith  t h e  m o n th  fo llo w in g  t h e  e f fe c ­
t iv e  d a te  o f  th is  re v ise d  re g u la tio n .

A State will be deemed to comply sub­
stantially, as set out in §§ 640.2(b) and 
640.3(b), if its average performance, 
for the period of review, meets or ex­
ceeds the applicable criteria set forth 
above.
§ 640.6 Review of State compliance.

(a) Annual reviews. The administra­
tion of each State law shall be re­
viewed annually for compliance, as set

out in §§ 640.2(b) and 640.3(b). Annual 
reviews shall be for the 12-month 
period ending on March 31 of each 
year. An annual review with respect to 
any State shall be based upon the 
monthly reports of performance sub­
mitted to the Department by the 
State agency, any special reports of 
performance submitted to the Depart­
ment by the State agency, any benefit 
payment performance plan applicable 
to the period being reviewed, any 
study or anylysis of performance rele­
vant to the period being reviewed, and 
any other audit, study, or analysis as 
directed by the Department of Labor.

(b) Periodic review. The administra­
tion of any State law may be reviewed 
at any other time, when there is 
reason to believe that there may be 
failure of compliance as set out in 
§§ 640.2(b) and 640.3(b). Such a review 
shall be based upon the same elements 
as may be required for an annual 
review.
§ 640.7 Benefit payment performance 

plans.
(a) Annual plan. An annual benefit 

payment performance plan shall be 
submitted by a State agency to the 
Department of Labor when average 
performance over a 12-month period 
ending on March 31 of any year does 
not meet the criteria specified in 
§640.5. An annual plan shall be sub­
mitted by July 31 following the appli­
cable March 31, and shall bq a plan for 
the fiscal year that begins on the suc­
ceeding October i .  An annual plan 
shall be subject to continuing apprais­
al during the period it is in effect, and 
shall be subject to modification from 
time to time as may be directed by the 
Department of Labor after consulta­
tion with the State agency.

(b) Periodic plan. A periodic benefit 
payment performance plan shall be 
submitted by a State agency when di­
rected by the Department of Labor. A 
periodic plan may be in addition to, or 
a modification of an annual plan and 
may be required even though an 
annual plan covering the same period 
is not required. A periodic plan shall 
be subject to continuing appraisal 
during the period it is in effect, and 
shall be subject to modification from 
time to time as may be directed by the 
Department of Labor.

(c) Content of plan. An annual plan 
or periodic plan shall set forth such 
corrective actions, performance and 
evaluation plans, and other matters as 
the Department of Labor directs, after 
consultation with the State agency.
§ 640.8 Enforcement of the standard.

(a) Action by the Department of 
Labor. When a State agency fails, for 
an extended period, to meet the stand­
ard set forth in § 640.4 or the criteria 
specified in §640.5, or fails to show
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satisfactory improvement after having 
submitted a benefit payment perform­
ance plan of action, the Department 
of Labor shall pursue any of the fol­
lowing remedial steps that it deems 
necessary before considering applica­
tion of the provisions of § 640.2:

(1) Initiate informal discussion with 
State agency officials pursuant to 
§ 601.5(b) of this chapter.

(2) Conduct an evaluation of the 
State’s benefit payment processes and 
analyze the reasons for the State’s 
failure to meet the standard.

(3) Recommend specific actions for 
the State to take to improve its bene­
fit payment performance.

(4) Request the State to submit a

plan for complying with the standard 
; by a prescribed date.

(5) Initiate special reporting require­
ments for a specified period of time.

(6) Consult with the Governor of the 
State regarding the consequences of 
the State’s noncompliance with the

! standard.
i (7) Propose to the Governor of the 
j State and on an agreed upon basis ar­
range for the use of expert Federal 

: staff to furnish technical assistance to 
i the State agency with respect to its 
! payment operations.

(b) Action by the Assistant Secretary.
' If, after all remedial steps have been 

exhausted, a State fails to take appro- 
! priate action, or otherwise fails to

meet the standard specified in § 640.4, 
the Assistant Secretary for Employ­
ment and Training shall, after taking 
all factors into consideration, recom­
mend to the Secretary of Labor that 
appropriate notice be sent to the State 
agency and that an opportunity for a 
hearing be extended in accordance 
with section 303(b) of the Social Secu­
rity Act.
§ 640.9 Information, reports and studies.

A State shall furnish to the Secre­
tary of Labor such information and re­
ports and make such studies as the 
Secretary decides are necessary or ap­
propriate to carry out this part.

[FR Doc. 78-21054 Filed 7-27-78; 8:45 am]
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