e A T

LE6TTE-SI60E $93ed—GL6T 'vZ AInr

federql regi ter

AUTHENTICATED
US. GOVERNMENT
INFORMATION

GPO,

THURSDAY, JULY 24, 1975
WASHINGTON, D.C.

Volume 40 B Number 143

Pages 30915-31197

HIGHLIGHTS OF THIS ISSUE

This listing does not affect the legal status
of any document published in this issue. Detalled
table of contents appears Inside.

“SCORE"™ AND “ACE"—Executive order transferring pro-
grams to Small Business Administration; correction....

PRISON FURLOUGHS—Justice proposal concerning con-
finement in D.C. correctional institutes; comments by
8-25-75 {

PRIVACY ACT—
Postal Service proposal to implement provisions; com-
ments by 8-18-75 s
NTSB proposes exemption of secumy records, com-
ments by 8-18-75 .
Office of the Special Represcntahve for Tradc Ncgotx
tions publishes rules ;

FINANCIAL ASSISTANCE PROGRAMS—HEW/SRS rules on
the amount and nature of resources retained by re-
cipient; effective 8-1-75.......... s

CONFINED WORK SPACES—Labor/OSHA advance pro-
posal for revision of safety standards; comments by
8-25-75 ... - X ; .

AEROSOL PRODUCTS—CPSC publ;shos decision and
opinion :

SUBSTANTIAL PRODUCT HAZARDS—CPSC regulations
stating policy and procedure, effective 8-25-75; com-
ments by 9-22-75

(Continued Inside)

30915

30977

309g8
30988
30934

. 30963

30980

. 31026

30936

PART 1L

MARINE SANITATION DEVICES—DOT/CG grants
certification; correction

PART Il

ENVIRONMENTAL STATEMENTS—USDA/ FS quar-
terly report as of 6-15-75. .

PART IV:

EFFLUENT GUIDELINES—
EPA rules on limitations and standards for the
paving and roofing materials industry; effec-

tive 7-24-75... -
EPA proposes pretreatment standards for tha
paving and roohng materials mdustry' com-
ments by 8-25-75. LA

1129

31143

31189

31196




reminders

(Thoe {toms in this Mst were editorially complled as an ald to Feoriar Recister users. Inclualon or exclusion from this list has no
logal significance. Since this list is Intended as & reminder, 1t does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today List of Public Laws

DOT/FAA—Alteration of control zone, This is a listing of public bills enacted by
Parkersburg, West Virginia. ... 23990;  Coneiess and sppioved by the president. together
oo ; 6-4-75 :hu e:.u's‘. 'E:ulute’ f’i‘ut'lror:’. ﬂ;o st its ‘l’tg:::drt}nt

ration of transition area; Terre R N DLIVIS S ao SeriIne:Copes
o Haute. Ind......__.. DATT0L6-B-78" | Coveramert Prats O ot e 0.8
ignation of transition area; Delaware,
Ol ——romee 818 6-5-78 & e i e ation
Designation of transition area; West Act of 1975
Union, Ohio.............. 24181; 6-5-75 3
Designation of transition area; Winamac, H ,(;Ju;ﬁsg v 1975; B9 Stat. gsg) Law 94~57
[ A R e 24181; 6-5-75 i :

Congressional employees; payroll de-
ductions, payment to financial organi-
zations

(July 19, 1975; 89 Stat. 265)

Transition area.. . .... 26022; 6~20-75
HEW/SSA—Federal health insurance for
the aged and disabled; conditions of par-
ticipation; hospitals; waiver of life safety
provisions............ ... 26656; 6-24-75

ATTENTION: Questions, corrections, or requests for information regarding the contents of this issue only may
be made by dialing 202-523-5282. For information on obtaining extra copies, please call 202-523-5240.
To obtain advance information from recorded highlights of selected documents to appear in the next issue,
dial 202-523-5022.

:
i

Area Code 202

Published daily, Monday through Friday (no publication on Saturdays, Sundsys, or on official Federal
holidays), by the Office of the Federal Register, National Archives and Records Service, General Services
Adntinisteation, Washington, D.C. 20408, under the Fedoral Register Act (40 Stat. 500, ns amended; 44 US.C,
Ch. 16) and tho regulations of the Administrative Committee of the Federal Reglster (1 CFR Ch. I). Distribution
15 made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C, 20402,

BN

Sreamas®

The PeosnAr ReotsTer provides o uniform system for making available to the public regulations and legal notlces issued
by Fedoral agencies. These include Presidential proclamations and Executive orders and Federal agency documents having
goneral applicabllity and legal effect, documents required to be published by Act of Congress and other Federal agsucy
documents of public interest.

The Froerat Recistes will be furnished by mall to subscribers, free of postage, for $5.00 per month or $45 per year, payable
in advance. The charge for individual coples is 75 cents for each issue, or 75 cents for eaeh group of pages as actually bound.
Remit check or money order, made payable to the Superintendent of Documents, U8, Government Printing Office, Washington,
D.C. 20402,
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S

EMPLOYMENT TAXES—
Treasury/IRS regulations on the definitions of “wages"
and “‘employment’ ..
Treasury/IRS regulatnons on ux undof the Fodeml
Insurance Contributions Act, Railroad Retirement
Act, and Federal Unemployment Tax Act...

INCOME TAX—
Treasury/IRS regulations on self-employment income
of State and political subdivision officers...
Treasury/IRS proposal on income from alrcraft
vessels; comments by 8-25-75

NEW ANIMAL DRUGS—HEW/FDA drops pH determina-
tion requirement for potassium hetacillin for intramam-
mary infusion; effective 7-24~75 {

LABEL REQUIREMENTS—HEW/FDA proposal on exemp-
tion of frozen desserts and datry products comments
by 9-22-75

“and

FOOD STANDARDS—
HEW/FDA proposal for mayonnaise, french dressing,
and salad dressing; comments by 9-22-75
HEW/FDA confirms effective date of 6-30-75 for

. 30971

. 30941

30978

30978

HIGHLIGHTS—Continued
NATIONAL SCHOOL BREAKFAST AND LUNCH PRO-

GRAMS—USDA/FNS amends regulations to imple-
ment uniform administrative requirements for Federal
grants-in-aid (2 documents); effective 7-24-75 . 30917, 30922

MEETINGS—

USDA/FS: Lincoin National Forest Grazing Advisory
Board, 8-25-75... -

Commerce/NOAA: Manne Petroleum and Mmerals Ad-
visory Committee, 9-22 and 9-23-75... i . 31022

EPA; Science Advisory Board, 8-15-75..... . . 31034

Travel Service: Council of Regional Travel Executives,
7-28-75 ......... 31022

HEW/NIH: Commlttee to Coordinate Toxico!ogy and
Related Programs, 8-13-75. —

Labor/OSHA: Construction Safety and Health Advlsory
Committee, 8-13 and 8-14-75...

Legal Services Corporation: Mmmistmuon Commnwee
7-26~75 . 1A K

National Endowment for the Arts and the Humanutles.
Advisory Committee, 8-14 and 8-15-75.

NRC: Advisory Committee on Reactor Safeguards. 8—7
and 8-8-75...

State: Shipping Coordlnating Commrttee 8-14—-75 ........
International

. 30994

31014
31053
31043
31043

. 31047
30993

canned corn regulations

REVENUE SHARING—Treasury proposes expanded non-
discrimination regulations; comments by 8-21-75......

. 30940 27-75 ...

30974

Radio Consultative Committee, 8-

. 30993

CANCELLED MEETINGS—
USIA: Information Advisory Committee, 8-4-75 .

31052

THE PRESIDENT

Executive Orders

SCORE and ACE programs; trans-
fer to Small Business Adminis-
tration; correction. .. ... 30915

EXECUTIVE AGENCIES

AGRICULTURAL MARKETING SERVICE
Rules
Limitations of handling and ship-

ping:
Prunes (fresh) grown in Wash.

Tobacco (flue-cured); inspection
and price support services; al-
location of

Proposed Rules
Expenses and rate of assessment:
Potatoes (Irish) grown in Colo-
3 AN RO A o AT 30877

AGRICULTURE DEPARTMENT

See also Agricultural Marketing
Service; Farmers Home Admin-
istration; Food and Nutrition
Service; Forest Service.

Notices

Labeling with combinations of
standardized names prohibited. 30994

contents

ALCOHOL, TOBACCO, AND FIREARMS
BUREAU

Proposed Rules

Distilled spirits, metric fill stand-

ards; correction.. .. ... _____ 30971

'
Notices

Multiestablishment companies,
establishment of; determina-
tion for suUrveys. oo

CIVIL AERONAUTICS BOARD
Notices

Hearings, etc.:
International
Association . .._.ooo___
Local BService Class
Rate; investigation. . . ____ 31026
Texas International Alrlines,

towing vessels. - .. 80965
Security zones:

Connecticud oo 30961
Notices
Marine sanitation devices; -

(3 [ (RS R I e e 31129

COMMERCE DEPARTMENT

See Census Bureau; Domestic and
International Business Adminis-
tration; Maritime Administra-
tion; National Oceanic and
Atmospheric Administration.

COMMISSION ON THE REVIEW OF THE
NATIONAL POLICY TOWARD GAMBLING

Notices

Hearings:

Organized crime in U.S.; effec-
tiveness of gambling enforce-
ment

COMPTROLLER OF THE CURRENCY

Rules

Organization, functions and free-
dom of information:
List of forms currently in use;

Yevision <. e = 0080

CONSUMER PRODUCT SAFETY
COMMISSION

Rules

Substantial product hazard; pol-
icy and procedures. ... ...

Notices
Aerosol spray products; petitions._

30836

31026
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DOMESTIC AND INTERNATIONAL
BUSINESS ADMINISTRATION

Notices

Scientific articles; duty free entry:
Agriculture Department. .. ____ 31020
DHEW, NIH—Bethesda. ... 31021

Grossmont District Hospital.. 31020
State University of New York,

(o ) RN e S ot & 31018
Texas A & M University, et al__ 31021

ENVIRONMENTAL PROTECTION AGENCY

Rules
Alr quality implementation plans:
Kansas

Water pollution; effluent guide-
lines for certain point source
category:

Paving and roofing materials
(tars and asphalt) ...

Proposed Rules
Alr quality implementation plans:
Alabamn

31189

30982
California 30982
Water pollution; effluent guide-
lines for certain point source
categories; manufacturing,
processing, ete.:
Paving and roofing materials__
Water quality standards:
New Jersey,etal . ...

Notices
Meetings:
Science Advisory Board.......
Pesticide registration; applica-
tions
Pesticides, specific exemptions and
experimental use permits:
University of California; micro-
bial Insecticide bacillus thur-
VT L LT R S RNt e
Underground injection control;
states requiring programs. ...

FARMERS HOME ADMINISTRATION

Rules
Community facility loans; secu-
rity design determination..... 30030

FEDERAL AVIATION ADMINISTRATION

Rules
Airworthiness directives:
British Alrcraft Corp. oo
DRI S S st b s i Pt ot s
Rockwell International ...
Standard Instrument approach
DR OB e st mecma e 30934
Transition area (2 documents) ... 30933

Proposed Rules
Alrworthiness directives:

Pllatus Alreraft Ltd. .. 30080
Transition ares . ..o aun - 30981

FEDERAL COMMUNICATIONS
COMMISSION

Proposed Rules
Cable television:

Application for authorization;
extenslon of comment period.

31196
30983

31034
31031

30986

CONTENTS
FM broadcast stations; table of

assignments:
Arkansas and Missourl_ . _____ 30085
(e 0y SR ST o S e R 30985
Television translator relay sta-
tions:
Use of FM microwave. ..o« 309885
Notices
Annual license fees; stations sold
since previous payment. ... 31036
Canada-USA TV sagreement of
1952; amendment of table. ... 31034
Hearings, ete.!
BoUlAN COrD s e wnonmmen i 31034
T R Hg LU SR R e S L A 31035

FEDERAL CONTRACT COMPLIANCE

OFFICE
Rules
Federal contractors and subcon-

tractors, obligations of; Wash-

ington plan in equal employment
opportunity program; exten-

I e e e e e b s e
FEDERAL DISASTER ASSISTANCE

ADMINISTRATION
Notices
Disaster areas:

Minnesota
FEDERAL ENERGY ADMINISTRATION
Notices
Ofl imports administrative proce-

dures; hearing. oo oo
FEDERAL HIGHWAY ADMINISTRATION
Proposed Rules
Bridge toll procedural rules:

Advance notice of increases and

escrow of increased revenues. 30981

FEDERAL INSURANCE ADMINISTRATION
Rules
National Flood Insurance FPro-
gram:
Area.s eligible for sale of insur-
tnb 3 Bocumen&)..x. - 30041,
© . 30943, 30944

Not!ces

National flood insurance program:
Nashville, Ind.; final flood ele-

VAHION et ittt b 31022

FEDERAL POWER COMMISSION

Notices

Hearings, ete.:
Alabama Power CO--cvvmann.o 31037
Arkansas Louisiana Gas Co..... 31037
Arkansas-Missourl Power Co... 31037
Bangor Hydro-Electric Co_.... 31038
Carolina Power & Light Co..... 31038
Clajon G&s CO o 31038

Colorado Interstate Gas Co._... 31039
East Tennessee Natural Gas Co. glggg
1
Mississippl River Transmission 03
(0 )y ¢ s e B eSS S8 31
Nort.hem American Royalties,
...................... -~ 31039
Nort.hem Natural Gas Co.......
Orange and Rockland Utilities,
T i e e e e s
Pioneer Production Corp.......

Southern Power Authority...... 31041
Tmnsconﬂnenm Gas Pipe Line

O e e 31041
Union Electric COnv e 31041
Venrzont Electric Power Co.,

FEDERAL RESERVE SYSTEN
Proposed Rules
Truth in lending:
Falr credit billing amendments. 30986

FEDERAL TRADE COMMISSION
Proposed Rules
Endorsements and testimonials:

Guides concerning use, exten-
sion of comment period..__.

FISH AND WILDLIFE SERVICE
Rules
Hunting:
Alabama, et al., certain wildlife
TUEES — s s gt s
Kirwin National Wildlife Ref-
T T e 18 L
Public access, use, recreation,
hunting, and sport fishing:
Upper Mississippl River Wildlife
and Pish Refuge in certain
O e s e e

FOOD AND DRUC ADMINISTRATION
Rules
Animal drugs:
Potassium hetacillin for Intra-
mammary infusion. . ____
Food and food products:
Corn (canned) ; confirmation of
effective date - oo 30940
Proposed Rules
Food identity standards, etc.:
Dressings forfood. . . .-
Frozen desserts and dairy prod-
ucts, amendment to exemp-
tion from label requirements. 30978
Notices
GRAS status:
Pfizer, Inc.; correction. .. ...
Human Drugs:
Oral Proteolytic Enzymes, with-
drawal of approval, hearing_. 30095

FOOD AND NUTRITION SERVICE

Rules

School breakfast and nonfood as-
sistance programs for State ad-
ministrative expenses.........

School lunch program, national;
Federal grants-in-aid to State
and local governments..... ...

FOREST SERVICE
Notices
Environmental statements; avall-
ability, ete.:
Mt. Hood, Rogue River and Wil-
lametts National Forests,
D OIS s e S U, o ity
Ruby Mountains-East Hum-
boldt Planning Unit, Nevada. 30994
Smith Creek Planning Unit,
Idaho wew 30995

30022

30017

-—
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Meetings:
Lincoln National Forest Grazing
Advisory Board - ...

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See also Food and Drug Adminis-
tration; National Institutes of
Health; Social and Rehabilita-
tion Service,

Notices
Contract awards:
Ellen Elizabeth Krause, Admin-
istrative and Legislative Uses
31015
Mathematica
Technical and Editorial Sup-
port for the Study on the Rel-
ative Measure of Poverty. ... 31015

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See Federal Disaster Assistance
Administration; Federal Insur-
ance Administration; Interstate
Land Sales Registration Office,

INTERIOR DEPARTMENT

See also Fish and Wildlife Service;
Land Management Bureau; Rec~
lamation Bureau.

Notices

Environmental statements. avail-

ability, ete.:
Missisquoi National Wildlife

Refuge, Vermont.. ...

INTERNAL REVENUE SERVICE

Rules

Employment taxes:
Procedure and administration. .
Wages and employment; defini-

- ——

31017

Taxation as self-employment
income of fees recelved by cer-
tain officers of State and po-
litical subdivisions.. ...

Procedure and administration un-
der Employee Retirement In-

come Security Actof 1974______

Proposed Rules
Income Tax:
Election to treat income from
certain afreraft and vessels as
gs-gome from sources within

Notices
Collections from Delinquent Of-
cers and employees of the

INTERNATIONAL TRADE COMMISSION
Notices
Import and export investigations:
Lead metal, primary, from Aus-
tralia and Canada. . oo
Record players Incorporating
straight line tracking sys-
tems ... 31042
Wrapper tobaceO. v cacaae 31043

CONTENTS

INTERSTATE COMMERCE COMMISSION
Notices

Hearing assignments___ . ____
Motor carrier, broker, water car-
rier, and freight forwarder ap-
plications
Motor carriers:
Irregular route property car-
riers; gateway elimination... 31071
Lease and interchange of vehi-
D e e 31055
Temporary authority applica-
tions (2 documents) .. 31055, 31058
Transfer proceedings_ . _____ 31056

INTERSTATE LAND SALES REGISTRATION
OFFICE

Notices
Land developers; investigatory
hearings, order of suspeunsion,

ete.:
Cascade Mountain Resort. . __

JUSTICE DEPARTMENT

Proposed Rules
Confinement in District of Colum-
bia correctional institutions:
Furlough programs. ..........

LABOR DEPARTMENT

See also Federal Contract Com-
pliance Office; Occupational
Safety and Health Administra-
tion.

30077

Notices
Adjustment assistance:
BRI ICORD o ity o hmiiade
Clayton Shoe CO- - - e cccan
Manhattan Shirt Co
Northland Shoe Corp...._.... 31054
LAND MANAGEMENT BUREAU
Notices
Applications:
New Mexico (4 documents) ... 31015,
31016
Wyoming (2 documents) ... 31016,
31017

Withdrawal and reservation of
lands, proposed, ete.:

Arizona

Colorado

LEGAL SERVICES CORPORATION
Notices

Meeting:
Administration Committee_.._.

MARITIME ADMINISTRATION
Notices

Applications, etc,:
Cove Tankers COrPecccceun- 31021

NATIONAL FOUNDATION ON THE ARTS
AND THE HUMANITIES
Notices
Meetings:
Humanities Advisory Commit-
tee, National Council ...

NATIONAL INSTITUTES OF HEALTH
Notices
Meetings:
Committee to Coordinate Toxl-
cology and Related Programs. 31014

NATIONAL OCEANIC AND ATMOSPHERIC
ADMINISTRATION
Notices
Meetings:
Marine Petroleum and Minerals
Advisory Committee,
ore e T ) AP R e L

NATIONAL TRANSPORTATION SAFETY
BOARD

Proposed Rules
Privacy Act of 1974:

Exemption of security records. 30088
Notices 4

Safety recommendations and
accident reports; avallability,

NUCLEAR REGULATORY COMMISSION
Notices
Applications, ete.:
Consolidated Edison Co. of New
34y SRS SO et

Georgia Power Co. et al______
Indiana and Michigan Electric

CO. o0 AL L s Dl SiR e e 31044
Iowa Electric Light and Power
(o A N Y e iR I R e 31045

Northern States Power Co.... 31044
Philadelphia Electric Co. et al__ 31046
Tennessee Valley Authority.... 31045
Meetings:
Reactor Safeguards Advisory
Committee ..ol

OCCUPATIONAL SAFETY AND HEALTH
ADMINISTRATION

Proposed Rules
Occupational safety standards:
Work in confined spaces........
Notices
Meetings:
Advisory Committee on Con-
struction Safety and Health..

State plans for enforcement of
standards:

310563

31052

POSTAL SERVICE

Proposed Rules
Privacy Act of 1974:
Records and information man-
(T LT 0 andbeds oot ro s ot £

RECLAMATION BUREAU

Notices
Environmental statements, avall-
ability, ete.:
Four Corners Powerplant and

30988

Navajo Mine, New Mexico... 31017
Sugar Pine Dam, Reservoir &
Conduit, Calif. . e 31017
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SECURITIES AND EXCHANGE
COMMISSION

Proposed Rules
Ofl and gas reserve disclosure; ex-
tension of comment period_. . 30082
Notices
Hearings, ete.:
Cardinal Tax-Exempt Bond

Fund, First Series, et al. ... 31048
Connecticut General Life In-

surance Co.etal .. 31050
Continental Vending Machine

e MR ST AR - 1Y 31048
Royal Properties Inc. -« e 31048

Vantage Ten-Ninety Fund, Inc. 31049

SMALL BUSINESS ADMINISTRATION
Notices

Disaster areas:
L T R e a e L O S - 31052
North Deakota.. ... ... - 31052

SOCIAL AND REHABILITATION SERVICE
Rules
Financial assistance programs:

Need and amount of assistance. 30063

CONTENTS
SPECIAL REPRESENTATIVE FOR TRADE
NEGOTIATIONS OFFICE
Rules
Freedom of informsation; policles

STATE DEPARTMENT
Notices

Meetings:
International Radio Consulta-
tive Commitiee, U.S. National

Committee, Study Group 8.. 30993
Safety of Life at Sea Subcom-
= e e e M e L 30993

TRANSPORTATION DEPARTMENT

See Coast Guard; Federal Avia-
tion Administration; Federal
Highway Administration.

TREASURY DEPARTMENT

See also Alcohol, Tobacco, and
Firearms Bureau; Comptroller
of the Currency; Internal Reve-
nue Service,

Proposed Rules

Fiscal assistance:
Nondiscrimination requirements

Notices

Antidumping:
Rechargeable

cadmium
Japan

sealed mnickel-
batteries from

UNITED STATES INFORMATION AGENCY
Notices

Meetings:
Adylisory Commission on Infor-
mation

UNITED STATES TRAVEL SERVICE

Notices

Meeting:
Regilonal Travel Executives
I o e 31022
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list of cfr parts affected

since January 1, 1974, and specifies how they are affected.

The following numerical guide Is a list of the parts of each title of the Code of Federsl 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 guide is published separately at the end of each month, The guide lists the parts and sections affected by documents published

3 CFR 21 CFR

EXECUTIVE ORDERS: ol U2 e TR 0 M et 30940

11871 (Correction) ... .o..—o.... R R S N T St 30941
Prorosep RULES:
¢ S el R S R S Sy s 30978
M AR R R S T SR LS U T 30978
24 CFR
1914 (3 documents) . 30941, 30943, 30044
26 CFR
s [0y et e i o SRR Do e 30945
31 (2 documents) - oo 309486, 30956
e o e o 30946
R e e e I 30959
ProroseEp RULES
12 o ALl ST e AT TSRS, 5 30971
' b o R SO S e S N S S A 30871

= A L SRS R UTIN 30986 27 CFR

14 CFR PROPOSED RULES

39 (3 documents) - oo 30932, 30933 5 30071

71 (2 dOCUMENS) e e oo es L T e e s T e

-y SN e o LI S S BT RN S o 30934 28 CFR

ProrosSED RULES PrROPOSED RULES

39 30980 ¢ 309077

39 CFR

Prorosep RULES:

v BT S i sl sl 30088
1 A TN T L I AR AL N A 30088
B0 e e i s e A 30088
40 CFR

52 (2 documents) ... 30961, 30962
L L AR O L o L 31190
ProrosED RULES:

52 (2 documents) - oo 30982
) v |+ PR A S N S Sl 30983
LS I SR i K A Bz i e 31196
41 CFR

0D L L R e D e 30063
45 CFR

B e e e e e e e 30963
46 CFR

R oo e S ot e e 30965
47 CFR

17 CFR 31 CFR

PROPOSED RULES: PRropOSED RULES

1 S I RN T S A 1y S T NN ) i e DR S 30074
b n ) et —— 30992

QY e .- 30992 33 CFR

L e T R S S St RSk S e by R e T SR I B S 30961
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50 CFR
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32 (3 documents) - e 30966
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CUMULATIVE LIST OF PARTS AFFECTED—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

R e e e ot . et e b 27925
A e e s 27926
2 CFR

R e L o S e 30793
3 CFR

PROCLAMATIONS

I e e et st i S g vt -0 276317
ExXucuTIVE ORDERS:

2809 (Revoked by PLO 5510) _.... 27939
5277 (Revoked by PLO 5507) ... 27659

5481 (Revoked by PLO 5507) .- 27659
11643 (Amended by EO 118703 30811
11861 (Amended by EO 11872) . 30619
11868 (Amended by EO 11873) ... 30617

2 b { [ e RS S A 30611
By p Al SRR RS A 30615, 30915
5 ¥y B A R e A 19
TR I AL e B Y
4 CFR

R R S = 27929
5 CFR

- L L e S S— 27639,

27640, 27929, 28047, 28445, 28806,
20067, 29811, 20812, 30086, 30269
28445

L e T R RO TS
o s ol AOOAD
N B R R 28047
20261
28785
30817
30917
e 30922
27930
28786, 20531, 29701
28786
20531
——--— 30621
28801
29067
27641
BOB: il 28460, 29068, 30091, 30928
O M T A 28461, 20261, 30269
) T 28462, 20262, 30270
DIRIRET S 28048, 20068, 29812, 30798
TSR R NN 28462
DR = i o 27930, 28601
P RN 30621
RS SRR 30270
A AR 30929
AR 27931, 28602
e 20812, 30794

30271
29534
29262

27641

vill

e e ko ST R e L 29813
¥ SR A A S AR R LA e 28787
P S DN R o 28603, 28788
B e e e 28463, 29263
£ SEEEINE Ui v T 29263, 30930
B e e et st or ewstt i s 27931
{, R STt e IS EE p SE TS 30622
1964 e 27641
Prorosen RULES:

R e Ta e ror e e et e 29880

———— -

o H AT 30276, 30840, 30977
28091, 30277
28091, 29725
30277

...................... 30119

29296, 30019

28618, 30019
301

- — - — - - -

e ———————— -

30119

8 CFR
b (. e e et A S A P W 30467
(e e e o e S e v 30468
R S e e D ot S e 30470
T LG e B e S+ . R o 30470
A g e e 30470
I R e Pl o e ey o T 30470
O e e 30470
el s - 30470
Prorosep RuLes:

p 2 M N R A o AR 28614

Y R 30500, 30671
212_ 28447, 25448, 28637, 30671, 30674
RN ST 78481, 28487

31 CFR

o | TR SR AN L ("

PROPOSED RULES:

o R e Ll 28579, 30582

28094, 29300

’
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12 CFR—Continued
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presidential documents

Title 3—The President

Correction
Eorrowiar Note: This Execative order, published at 40 FR 30615, July 22, 1975,
is being reprinted to correct a typographical error,

Executive Order 11871 . July 18, 1975

Transferring the SCORE and ACE Programs From the ACTION
Agency to the Small Business Administration

By virtue of the authority vested in me by Section 12 of the Small Busi-
ness Act (72 Stat, 394, 15 U.S.C. 641), the Domestic Volunteer Service
Act of 1973 (87 Stat. 394, 42 U.S.C. 4951 et seq.), Section 301 of Title
3 of the United States Code, and as President of the United States, it
is hereby ordered as follows:

Section 1. All functions, powers, and duties vested in the ACTION
Agency or its Director under Title I1I of the Domestic Volunteer Service
Act of 1973 (87 Stat. 404, 42 U.S.C. 5031, et seq.), which relate to a
Service Corps of Retired Executives (“SCORE”) and an Active Corps
of Executives (“ACE”) are hereby transferred to the Small Business
Administration.

Sec. 2. All the functions, powers, and duties vested in the ACTION
Agency or its Director under Title IV of the Domestic Volunteer Service
Act of 1973-(87 Stat. 405, 42 U.S.C. 5041, et seq.), which are incidental
to or necessary for the performance of the functions, powers, and duties
transferred by Section 1 of this Order, are hereby transferred to the Small
Business Administration.

Sec, 3. Nothing in this Order shall preclude the ACTION Agency
or its Director from continuing, establishing, or conducting volunteer
programs to carry out his other responsibilities as provided for in Title
II1 or Title IV of the Domestic Volunteer Service Act of 1973,

Sec. 4. The authority of the President under Section 12 of the Small
Business Act (15 US.C. 641) to provide for appropriate transfers of
records, property, necessary personnel, and unexpended balances of
appropriations and other funds in connection with the transfers pro-
vided by this Order is hereby delegated to the Director of the Office of
Management and Budget, who shall take such action as he deems
appropriate to enable the proper performance of the functions, powers,
and duties transferred by this Order.

Sec. 5. The rights, privileges, and disabilities attaching to volunteers -

under Title 11T and Title IV of the Domestic Volunteer Service Act of
1973, and to Federal employces otherwise entitled to Civil Service pro-
tection and transferred hereunder, shall not be otherwise affected by
this transfer.

Skc. 6. This Order shall be effective on the fifteenth day of July, 1975,
Tue Waire Housg,
July 18, 1975.

[FR Doc.75-19172 Filed 7-21-75;9:57 am)
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rules and requlations
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keyed to and codified in the Code of Federal Regulations, which Is published under 50 titles pursuant to 44 U.S.C. 1510,
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL

Title 7—Agriculture

CHAPTER I—AGRICULTURAL MARKETING
SERVICE (STANDARDS, INSPECTIONS,
MARKETING PRACTICES), DEPART-
MENT OF AGRICULTURE

PART 29—TOBACCO INSPECTION

Allocation of Tobacco Inspection Service;
Eligibility for Price Support

Notice is hereby given that the De-
partment is further amending its regu-
lations (published at 39 FR 17753, 39 FR
30475, 39 FR 32975, and 40 FR 24173)
relating to tobacco Inspection and price
support services with regard to flue-
cured tobacco by amending Subpart G—
Policy Statement and Regulations Gov-
erning Availability of Tobacco Inspec-
tion and Price Support Services to Flue-
Cured Tobacco on Designated Markets
(7T CFR Part 29).

The aforesaid policy statement and
regulations are statements of agency pol-
icy and rules and regulations issued pur-
suant to the authority of The Tobacco
Inspection Act (49 Stat. 731, 7 U.S.C. 511,
et seq.) ; the Agricultural Act of 1949, as
amended (63 Stat. 1051, 7 U.S.C, 1421, et
seq.) ; and the Commodity Credit Corpo~
ration Charter Act (62 Stat, 1070, as
amended, 156 US.C, 714 et seq.).

STATEMENT OF CONSIDERATION

Sales opportunity for the sale of un-
designated tobacco is  distributed
amongst all of the warchouses In a
marketing area with each warehouse re-
celving & share of undesignated sales
opportunity in the same proportion as
the warehouse's share of designated
sales opportunity in that marketing
area, This pro-rata distribution, taking
into consideration the very small amount
of tobacco which has not been desig-
nated, results in lttle opportunity for
the producer, who has chosen not to
designate his tobacco allotment, to sell
a reasonable proportion of his allotment
during any given week at a specific
warehouse.

Section 20.9404(a)(3) of the regula-
tions (7 CFR 29.9404(a)(3)) presently
provides that extra selling time for un-
designated tobacco, as defined in that
section, may be made available by the
Secretary to a warehouse, but only during
the close-out period in any marketing
area. In order to provide the Secretary
with the discretion to be able to accom-
modate producers who choose not to des-
ignate their tobacco, & change musts be
made in the provisions of the current
regulations. Section 29.9404(a) (3) of the
regulation is, therefore, amended by
eliminating the phrase “during the close-
out period In a marketing area.”

Section 20.9404 is amended as follows:

§ 29.9404 Marketing arca opening dates
and marketing schedules.

(a) The Flue-Cured Tobacco Advisory
Committee shall recommend, to the Sec~
retary, marketing areas in the flue-cured
tobacco production area and marketing
area opening dates and selling schedules
for both designated and undesignated
tobacco for each marketing area and for
the individual warehouses In each mar-
keting area, which specify the length of
time inspectors will be avallable to in-
spect deslgnated tobacco and undesig-
nated tobacco and/or the quantity of
designated or undesignated tobacco to
be marketed in each area and through
each warehouse within such marketing
area. In developing such opening date
and selling schedules, the Committce
shall take into account the following:

(3) With regard to undesignated
tobacco, the Committee shall first deter-
mine, on the basis of all information
available to it, the volume of undesig-
nated tobacco in a geographical area,
and then shall provide sales opportunity
for each warehouse to sell an amount of
the undesignated tobacco available for
sale from that geographical area in pro-
portion to the amount of tobacco desig-
nated to the warehouse In comparison o
the total amount of tobacco designated
in the marketing area in which the ware~
house is located. Provided, however, that
the Secretary may authorize additional
undesignated sales opportunity if the
warehouse provided proper proof that it
does, In fact, have available for sale a
volume of tobacco which has not pre-
viously been designated and which was
eligible for designation to that ware-
house had the producer chosen to desig-
nate and that such additional volume of
tobacco warrants more sales opportunity
than allowed by the schedule;

It is hereby found and determined
that notice of proposed rulemaking, pub-
lic procedure thereon, and 30-days’
notice of the effective date hereof are
impractical, unn and contrary
to the public interest in that this amend-
ment is necessary to continue orderly
marketing conditions In the flue-cured
marketing area under the grower desig-
nation plan.

Therefore, good cause exists for mak-
ing the amendments to the regulations
effective July 24, 1975.

Signed at Washington,
July 18, 1875,
JouN DAMGARD,
Deputy Assistant Secretary.
|FR Doc.75-19210 Filed 7-23-75;8:45 am]

D.C, on

CHAPTER II—FOOD AND NUTRITION
_?SI;VEICE. DEPARTMENT OF AGRICUL-

[Amat. 16]
PART 210—NATIONAL SCHOOL LUNCH
PROGRAM

On January 22, 1975, there was pub-
lished In the Feoenar Rearster (40 FR
3452) a proposed amendment to the reg-
ulations governing the Natlonal Schoo!l
Lunch Program. The main purpose of
the proposed amendment was the imple-
mentation of Federal Management Cir-
cular 74-7 (FMC 74-7, 34 CFR Part 256,
39 FR 35787) which prescribes uniform
administrative requirements for Federal
grants-in-aid to State and local govern-
ments. State agencies affected by the
proposed amendment advised the De-
partment of Agriculture that the time
allowed for public comment was insuf-
ficient for them to adequately assess the
impact of the amendment on thelr oper-
ations. On March 5, 1975, a notice ex-
tending the period for public comments
was published in the FEDERAL REGISTER
(40 FR 10192).

The General Services Administration,
which has overall responsibility for the
implementation of FMC 74-7, has ralsed
the threshold level for applicabllity of
certain provisions of the procurement
standards from $2,500 to $10,000. This
r;ngldment has been modified accord-

gly.

All of the public comments received
have been carefully considered. The most
substantive comments and recommenda-
tions, together with the resulting
changes In the amendment or reasons
for not accepting the suggestions, are
set forth below.

Several respondents expressed general
opposition to the proposed regulations
because they feel that the existing child
nutrition programs are not grant-type
programs, In this regard, it should be
noted that the proposed regulations do
not alter the basic concepts of the child
nutrition programs, nor do they change
the basis on which they are funded or
conducted.

A number of respondents expressed the
view that the proposed effective date of
July 1, 1975, is not practicable since_
most States have already established
their budgets for fiscal year 1976, and
the cost of compliance with the new
audit requirement woulr impose a finan-
cial burden on State agencies. The pro-
vision requiring that State agencles and
School Food Authorities be audited at
least once every two years has been mod-
ifled. State agencies will now have two
years in which to develop a system for
performing these audits, This system
must be implemented by fiscal year 1078,
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The substitution of the terms “pay-
ment” and “voucher" for “reimburse-
ment” and “claim” was opposed by some
respondents because of the impact on
some BStates” financfal procedures. In
some cases, this would mean large scale
reprinting of forms. This change was
proposed to more accurately reflect the
advance funding authority provided by
current legisiation. No alteration of ex-
isting management and funding systems
was intended. To avoid inconveniencing
State ageacies, the substitution of the
terms “payment” and ‘“voucher” for
“reimbursement” and *“claim" will not
be made. However, since advance funds
as well as reimbursement are made avail-
able to School Food Authorities, the
term “reimbursement” as used in this
part is belng redefined to fnclude advance
payments. i

Fourteen respondents opposed the pro-
vision giving governors an opportunity
to review and comment on the State Plan
of Child Nutrition Operations. Most of
the opposition was due to the fact that
in many States the chief State school of-
ficer is an elected official in his own
right. This provision is retained. It does
not diminish the powers or responsibill-
tles of chief State school officers. It
merely gives the governor the opportu-
nity to express his concerns on the rela-
tionship of the State Plan of Child Nutri-
tion Operations to comprehensive and
other State plans and programs and fo
those of affected areawide or local juris-
dictions.

Five respondents opposed the elimina-
tion of the quantitative administrative
review requirement. Since one reason for
implementing FMC 74-7 was to provide
State agencies with more flexibility in
program administration, the quantita-
tive administrative review requirement
will not be retained. State sgencies are
still responsible for monitoring program
performance and ensuring compliance
with program . States may
continue to use the administrative review
formadt, {f they wish, or they can develop
their own procedures tallored to their
specific needs.

Several nonsubstantive changes have
been made for the purposes of clarifica-
tion and consistent treatment of similar
provisions.

In addition to the items already dis-
cussed, this amendment will make the
following changes in program regula-

(1) State agencies will be responsible
for prescribing the accounting records
relating to their use of the Federal grants
made to them under this part. These
records must meet the general require-
ments of being accurate and current

(2) The restrictions on advances of

RULES AND REGULATIONS

{4 The provision dealing with the
disqualification of State agencies and
School Food Anthorities from future par-
ticipation is clarified by requiring the
Food and Nutrition Service to provide
written notide and justification when a
Federal grant is terminated for cause,

(5) Record retention requirements are
modified to permit State agenciles to
maintain recovds in their original form
or on microfilm. *

(6) State agencies will disallow any
portion of a claim and recover any pay-
ment made to a School Food Authority
that was not properly payable under this
part. State agencles will use their own
procedures to disallow claims and recover
overpayments already made.

As  result of this amendment, many
specific detalls of program administra-
tion will be left to State agency discre-
tion. The Department's role in these
areas will be to provide guidance rather
than to dictate procedures. In this con-
nection, the requirements now removed
from these regulations may be viewed
as acceptable practices which State
agencies may modify to meet their own
needs. The Department will provide ap-
propriate guidance materials to State
agencles to aid them in developing their
own procedures.

Accordingly, this part Is revised as set
forth below.

1. The table of sections is amended by
deleting the words “Administrative anal-
yses” in §210.17 and Inserting in Heu
thereof the words “Management evalua~
tions", and adding a new § 210.18a en-~
titled “Procurement standards.”

2. §210.2 is amended by adding a new
subparagraph (n-2) to read as follows:
§ 210.2 Definitions.

- » - » -

(n-2) “"Reimbursement’” means finan-
cial assistance paid or payable to par-
ticipating schools for lunches meeting
the requirements of §210.10, served to
eligible children at rates assigned by the
State agency, or PNSRO where appli-
cable. The term “reimbursement” also
includes financial assistance made avail-
able through advances to School Food
Authorities.

3. $210.4a i3 amended by amending
paragraph (b) by deleting the word
“and” before item (5), deleting the pe-
riod at the end of the paragraph and
inserting in lieu thereof a semicolon, and
adding new ftems (6) and (7); and by
adding a new paragraph (f) ; as follows:

£ 210.1a  State Plan of Child Nutrition
Operations.

(by * * *; (6) a plan for the conduct
of audits which shall: () state the fre-
quency of audits of the State agency
and School Food Authorities, and delin-
eate the positive action to be taken dur-
ing fiscal years 1976 and 1077, inciuding
the three-month period July 1, 1976
through September 30, 1976, to achieve
an audit frequency of not less than once
every two years by the g of fiscal
year 1078 as set forth under § 210.17(a) ;

(ii) provide a description of the organi-
zation of the State agency In adequate
detall to demonstrate the independence
of the audit function; and (iii) provide
a systematic method to assure timely
and appropriate resolution of audit find-
ings and recommendations; and (7) pro-
vide a plan to monitor program perform-
ance and measure progress in achieving
program goals as set forth under
§210.14(a).

(f) The State agency shall give the
Governor, or his delegated agency, the
opportunity to comment on the relation-
ship of the State Plan to comprehensive
and other State plans and programs and
to those of affected arcawide or local ju-
risdictions. A period of 45 days from the
date of receipt of the State Plan shall
be afforded to make such comments,

4. §210.5 is revised to read as follows:

§210.5 Mahod of payment te Siates.

(a) Punds to be paid to any State for
general cash-for-food assistance or spe-
cial cash assistance shall be made avail-
able by means of Letters of Credit issued
by FNS in favor of the State agency. The
State agency shall: (1) obtain funds
needed for reimbursement to School Food
Authorities ‘through presentation by
designated State officials of an approved
form in accordance with procedures pre-
scribed by FNS and approved by the U.S.
Treasury Department; (2) draw only
such funds as are needed to pay claims
certified for payment or to make author-
ized advances; and (3) wuse such funds
without delay for the purpose for which
withdrawn.

(b) The State agency shall release to
FNS any Federal funds made available
to it under the Program which are un-
obligated at the end of each fiscal year.
Any such funds shall remain available
to FNS for the purpose of the Program
until expended. Release of funds by the
State agency shall be made as soon as
practicable, but in any event not later
than 30 days following demand by
FNSRO, and shall be reflected by a re-
lated adjustment in. the State agency’s
Letter of Credit,

5. In § 210.7, paragraph (a) is revised
to read as follows:

§210.7 Useof funds.

(a) Federal funds made available
under the Program shall be used by State
agencies, or FNSROs where spplicable,
to relmburse or make advance payment
to School Food Authorities in connection
with lunches served to children of high
school grade or under in accordance with
the provisions of this part. However, with
the approval of NS, any State agency,
or FNSRO where-applicable, may reserve
for use in carrying out special develop-
mental projects an amount up to 1 per
centum of the funds earned in any fiscal
year under the Program. Advance pay-
ments to School Food Authorities may be
made at such times and in such amounts
as are necessary to meet current fiscal
obligations.
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6. § 210.8 s amended by revising para-
graphs (b), () (1), and (d) (3); by de-
leting the words “FNSRO where appli-
cable” in item 10 of paragraph (e) and
inserting in leu thereof the words “the
Department”; and by revising the first
sentence and items (13) and (14) of
paragraph (e), and adding new items
(16) and (17). The revised and added

provisions read as follows:
§ 210.8 Requirements for participation.
- » - - -

(b) Applications shall solicit Informa-
tion in sufficient detail to enable the
State agency to determine whether the
School Food Authority is eligible to par-
ticipate in the Program and extent of

the need for Program payments,
- - » » -
SRS AlLE

(1) The food service management
company shall maintain such records
(supported by invoices, receipts, or other
evidence) as the School Food Authority
will need to meet its responsibilities per-
taining to the financial management
system and any other requirements pre-
scribed by the State agency,

(2) L

(3) The books and records of the food
service management company pertaining
to the school feeding operation shall be
available, for a period of 3 years from
the date of submission of a final Finan-
cial Status Report, for inspection and
audit by representatives of the State
agency, of the Department, and of the
General Accounting Office at any reason-
able time and place, except that, If audit
findings have not been resolved, the
records shall be retained beyond the
three-year period as long as required
for the resolution of the issues raised
by the audit.

(e) The State agency, or the Depart-
ment through FNSRO where applicable,
shall enter into a written agreement
with each School Food Authority for
schools approved for participation in
the Program. * * * (13) Maintain a
financinl management system as pre-
scribed by the Sta?a agency, or FNSRO
where sapplicable;| (14) Upon request,
make all accounts and records pertain-
ing to its lunch program available to
the State agency and to FNS, for audit
or administrative review, at a reason-
able time and place. Such records shall
be retained for a period of three years
after the end of the fiscal year to which
they pertain, except that if audit find-
Ings have not been resolved, the records
shall be retained beyond the three-year
period as long as required for the reso-
Iution of the issues raised by the audit;
¢ % * (16) Retain the individual appli-
cations for free and reduced price
lunches submitted by families for a pe-
riod of three years after the end of the
fiscal year to which they pertain, ex-
cept that If audit findings have not been
resolved, the records shall be retained
beyond the three-year period as long as
required for the resolution of the issues
raised by the audit; (17) Estimate, as
of October 1 and March 1-of each year,
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the number of children in the school
who are eligible for free and reduced
price lunches under the school’s approved
eligibllity criteria for such lunches. The
data used to make these estimates shall
be maintained as part of the records to
be'retained by School Food Authorities,

7. In § 210.10, paragraph (a) (2) is re-
vised to read as follows:

§210.10 Requirements for lunches.

(a) C o A

(2) The kinds and amounts of foods
specified in paragraph (a) (1) of this
section are approximate amounts of
foods to serve 10 to 12-year old boys and
girls. If consistent with State policy,
School Food Authorities may allow the
younger children to be served lesser
amounts of selected foods than are spec-
ifled in paragraph (a) (1) of this sec-
tion. School Food Authorities shall en-
courage the serving to older boys and
girls of larger amounts of selected foods
than are specified in paragraph (a) (1)
of this section. The Department shall
issue guidance materials for the use of
State agencies and FNSROs on the
amount of foods to be served children in
the various age groups.

8. §210.13 is revised by deleting the
phrase “‘paragraphs (¢) and (d" in
paragraph (a) and inserting in leu
thereof the phrase “paragraph (¢)"; by
deleting the phrase “paragraphs (b) and
(d)" in paragraph (b-1) and inserting
in leu thereof the phrase “paragraph
(b)"; by deleting and reserving para-
graph (d) ; by deleting the last two sen-
tences of paragraph (e) ; and by revising
paragraph (b) to read as follows:

§ 210.13 Payment procedure.

(b) Claims for Reimbursement shall
include data in sufficient detall to justify
the reimbursement claimed and to enable
the State to provide the information for
the reports required under §210.14(g)
(2). Claims for Reimbursement shall be
filed with the State agency, or FNSRO
where applicable, by the 10th day of the
month following the month covered, Not
more than 10 days of the beginning or
ending month of Program operations in
A fiscal year may be combined on & Claim
for Reimbursement with the operations
of the month immediately following the
beginning month, or preceeding the end-
ing month, Claims for Reimbursement
may not combine operations occurring
during the ending month of a fiscal year
with the beginning month of the next
fiseal year,

(d) [Reserved)

9. §210.14 Is amended by deleting the
term “§210.13(d)" in paragraph (a-1)
and Inserting In lieu thereof the words
“this part”; by deleting the phrase “un-
der §210.13 (¢) and (d)" in paragraph
(a~-3) and inserting in lieu thereof the
phrase “under § 210.13(c)"”; by deleting
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and reserving paragraphs (b) and (1) ;
by deleting the term “monthly” in para-
graph (g)(3); by deleting the phrase
“under § 210.13(d) and § 210.15a(d)* in
paragraph (g) (4) and inserting in lieu
thereof the phrase "under §210.13(a)
and §210.15a(c)"”; by revising para-
graphs (a), (e), (g) (1), (g)(2) and ().
The revised paragraphs read as follows:

§ 210,14 Special responsibilities of Siate
agencics.

(a) Each State agency, or FNSRO
where applicable, shall provide program
assistance as follows:

(1) Each State agency, or FNSRO
where applicable, shall provide consul-
tive, technical, and managerial personnel
to administer programs and monitor per-
formance and to measure progress to-
wards achieving program goals, as spec-
ified in the State Plan of Child Nutri-
tion Operations provided for under
§ 210.4a of this part.

(2) To meet the minimum criteria for
approval, the portion of the State Plan
which deals with program assistance
must include: (1) Objectives, (i) rea-
sons for the establishment of the objec~
tives, (ili) methods to be used to accom-
plish the objectlves, (iv) evaluation
methods to be used in determining if the
objectives are belng met,

(3) Such assistance shall Include-visits
to participating schools to ensure com-
pliance with program regulations and
with the Department’s nondiserimination
regulations (Part 15 of this title), {ssued
under Title VI of the Civil Rights Act of
1964,

(4) Documentation of such assistance
on & form provided by FPNS. Each State
agency, or FNSRO where applicable.

(h) [Reserved]

(e) Plentifjul joods. State agencies
shall provide schools with information on
foods avallable in plentiful supply, based
on information provided by the Depart-
ment.

(f) [Reserved]

(g) * * * (1) Each State agency shall
submit information on program opera-
tions and on commodity only programs
on & form provided by FNS. Each State
agency shall maintain current account-
ing records of program operations which
will adequately identify funds authoriza-
tions, obligations, unobligated balances,
assets, Habilities, outlays, and income.
The records may be kept in their original
form or on microfilm, and shall be re-
tained for a period of three years after
the date of submission of the final Fi-
nancial Status Report, except that If
audit findings have not been resolved,
the records shall be retained beyond the
three-year period as long as required for
uu(:” resolution of the issues raised by the
audit.

(2) Each State agency shall report in-
formation on the use of program funds
to FNS on & form provided by FNS. Re-
ports shall continue to be submitted on
& regular basis after the end of the fiscal
year to which they pertain until all un-
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paid obligations have been liquidated at
which time the next report made should
be marked “PFinal” and submission dis-
continued for that fiscal year.

- - - L4

(1) State agencies shall require School
Food Authorities to comply with appli-
eable provisions of this part.

: 10. §210.15 is revised to read as fol-
OWs:

§210.15 Review of operating balanees.

State agencies shall reduce or deny re-
imbursement to School Food Authorities
which have, in the judgment of the State
agency, operating balances which ex-
ceed their operating needs.

11, §210.15a {s amended by deleting
the term “(13) (ii) (b), (13) (iD) and (13)
(iv) " in paragraph (b); by deleting the
phrase “in paragraphs (c¢), and (d)
of this section” in paragraph (¢-1) and
inserting in lieu thereof the phrase “in
paragraph (¢) of this section"; by delet~
ing paragraph (d); and revising para-
graph (¢) to read as follows:

£ 210.15a Commaodity only schools.

(¢) Each School Food Authority of
a commodity only school shall report
monthly to the State agency, or FNSRO
where applicable, the following items:
(1) the total number of lunches served
meeting the lunch type requirements of
this section; (ii) the total number of {free
lunches served to children meeting the
school's approved eligibility criteria for
such lunches; and (iii) the total number
of reduced price lunches served to chil-
dren meeting the school’s approved eli-
gibflity criteria for such lunches, The re-
ports for the months of October and
March of each fiscal year shall be ac-
companied by an estimate of the num-
ber of children in each school that are
eligible for free or reduced price lunches
under the school's approved eligibility
criteria for such lunches,

» » - » »

12. § 210.16 is amended by deleting and
veserving paragraph (b) and revising

paragraphs (a) and (d) to read as
follows:
§210.16  Claims againat  School Food

Authorities.

(a) State agencies shall disallow any
portion of a claim and recover any pay-
ment made to & School Food Authority
that was not properly payable under this
part. State agencies will use their own
procedures to disallow claims and re-
cover overpayments already made.

(b) [Reserved)

(d) The State agency shall main
all records pertaining to action taken
under this section. Such records shall be
retained for a period of three years after
the date of the submission of a final
Financial Status Report, except that if
audit findings have not been resolved, the
records shall be retained beyond the
three-year perlod as long as required
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for the resolution of the issues raised by
the audit,

13. §210.17 s revised to read as fol-
lows:

§ 210.17 Management evaloations and
audits,

(a) In accordance with the plan sub-
mitted under §210.4a(b)(6), the State
agency shall provide for audits of the
funds and operations of the Program
covered by this part, at the State and
School Food Authority levels to be made
with reasonable frequency but, beginning
in fiscal year 1978, not less frequently
than once every two years. The audits
shall determine the fiscal Integrity of
financial transactions and reports, and
the compliance with applicable laws and
regulations and with the administrative
requirements set forth in Appendix G of
34 CFR Part 256, Audits may be made
by State agency Internal auditors, by
State Auditors General, by State Con-
trollers, or by other comparable State
audit groups; or by Certified Public Ac+
countants or State licensed public ac-
countants.

(b) While OA shall rely to the fullest
extent feasible upon State sponsored
audits, it shall, whenever considered
necessary, (1) make audits on a state-
wide basis, (2) perform on-site test
audits, and (3) review audit report and
related working papers of audits per-
formed by or for State agencies.

(c) Use of audit guides available from
OA is encouraged. When these guides are
utilized, OA will coordinate its sudits
with State sponsored audits to form a
network of intergovernmental audit
systems.

(d) Each State agency shall provide
FNS with full opportunity to conduct
management evaluations (including
visits to schools) of all operations of the
State agency under the Program and
shall provide OA with full opportunity to
conduct gsudits dncluding visits to
schools) of all operations of the State
agency under the Program. Each State
agency shall make available its records,
including records of the receipt and ex-
penditure of funds under such programs,
upon a reasonable request by FNS or OA.
OA shall also have the right to make
audits of the records and operations of
any school.

() In making management evalua-
tions or audits for any fiscal year, FNS
or OA, may disregard any overpayment
which does not exceed $35 or, In the case
of State agency administered programs,
does not exceed the amount established
under State law, regulations, or proce-
dure as & minimum amount for which
claim will be made for State losses gen-
erally. However, no overpayment shall be
disregarded where there are unpaid
claims of the same fiscal year from
which the overpayment can be deducted,
or where there is substantial evidence of
violation of criminal law or civil fraud
statutes.

§210.19 [Amended]

14. §210.19 1s amended by inserting
the following sentence before the last
sentence of paragraph (a): “FNS shall
promptly notify the State agency or
School Food Authority in writing of any
determination made under this para-
graph and explain the reasons for the
determination.”

15. A new § 210.19a is added to read as
follows:

£ 210.19a Procurcment standards.

(a) General purpose and scope. This
section provides standards for use by
State agencies in establishing procedures
for the procurement of supplies, equip-
ment, and other services with Federal
grant funds. These standards are fur-
nished to ensure that such materials and
services are obtained in an effective
manner and in compliance with the pro-
visions of applicable Federal law and Ex-
ecutive Orders. State agencies may use
their own procurement regulations which
reflect applicable State and local law,
rules, and regulations, provided that pro-
curements made with Federal grant
funds adhere to the standards set forth
in this section.

(b} The standards contained in this
section do not relieve the State agency of
the responsibilities arising under its con-
tracts. The State agency is the responsi-
ble authority regarding the settlement
and satisfaction of all contractual and
administrative issues arising out of pro-
curements entered into in support of a
grant. This includes, but is not limited
to: disputes, claims, protests of award,
source evaluation, or other matters of a
contractual nature. Matters concerning
violation of law are to be referred to the
State or Federal authority that has
proper jurisdiction.

(¢) The State agency shall maintain a
code or standard of conduct which shall
govern the performance of its officers,
employees, or agents In contracting with
and expending Federal grant funds. The
State agency's officers, employees, or
agents shall neither solicit nor accept
gratuities, favors, or anything of mone-
tary value from contractors or potential
contractors, To the extent permissible
under State law, rules, or regulations,
such standards shall provide for appro-
priate penalties, sanctions, or other dis-
ciplinary actions to be applied for viola-
tions of such standards either by the
State agency’s officers, employees, or
agents, or by contractors or their agents.

(d) All procuréement transactions of
the State agency, regardless of whether
negotiated or advertised and without re-
gard to dollar value, shall be conducted
in & manner so as to provide maximum
open and free competition, The State
agency should be alert to organizational
conflicts of interest or noncompetitive
practices among contractors which may
restrict or eliminate competition or
otherwise restrain trade,

(e) The State agency shall establish
procurement procedures which comply
with the provisions of this section.
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(f) Proposed procurement actions
shall be reviewed by appropriate officials
of the State agency to avold purchasing
unnecessary or duplicative itens. Where
appropriate, an analysis shall be made of
lease and purchase alternatives to de-
termine which would be the most eco-
nomical, practical procurement.

(g) Invitations for bids or requests
for proposals shall be based upon a clear
and accurate description of the tech-
nical requirements for the material,
product, or service to be procured. Such
description shall not, in competitive pro-
curements, contain features which un-
duly restrict competition. “Brand name
or equal” description may be used as a
means to define the performance or
other salient requirements of & procure-
ment and, when so used, the specific fea-
tures of the named brand which must
be met by offerors should be clearly
specified.

(h) Positive efforts shall be made by
the State agency to utilize small business
and minority-owned business sources of
supplies and services. Such efforts should
allow these sources the maximum feasi-
ble opportunity to compete for contracts
to be performed with Federal grant
funds.

(i) The type of procuring instruments
used (e.g., fixed-price contracts, cost
reimbursable contracts, purchase orders,
mcentive contracts, etc.) shall be appro-
priate for the particular procurement
and for promoting the best interest of
the Federal programs involved. The
“cost-plus-a-percentage-of-cost” me-
thod of contracting shall not be used.

(j) Formal advertising, with adequate
purchase description, sealed bids, and
public openings shall be the required
method of procurement unless negotia-
tion pursuant to subparagraph 4 of this
paragraph is necessary to accomplish
sound procurement. However, procure-
ments of $10,000 or less need not be so
advertised unless otherwise required by
State law or regulations. When formal
advertising is employed:

(1) The awards ghall be made to the
responsible bidder whose bid s respon-
sive to the invitation and s most ad-
vantageous to the State agency, price
and other factors considered. Pactors
such as discounts, transportation costs,
and taxes may be considered in deter-
mining the lowest bid.

(2) Invitations for bids shall clearly
set forth all requirements which the
bidder must fulfill in order for his bid
to be evaluated by the State agency.

(3) Any or all bids may be rejected
when it is in the State agency's inter-
est to do so, and such relections are In
accordance with applicable State law,
rules, and reguldtions.

(4) Procurements may be negotiated
by the State agency if it is not practica-
ble or feasible to use formal advertising.
Notwithstanding the existence of cir-
cumstances justifying negotiations, com-
petition shall be obtained to the maxi-
mum extent practicable. Generally, pro-
curements may be negotiated If one or
more of the following conditions prevail:
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(i) The public exigency will not per-
mit the delay Incident to advertising;

(i) The material or service to be pro-
cured is available from only one person
or firm; all contemplated sole source
procurements where the aggregate ex-
penditure is expected to exceed $5,000
shall be referred to the Department for
prior approval;

(1if) The aggregate amount involved
does not exceed $10,000;

(iy) The contract is for personal or
professional services, or for any service
to be rendered by a university, college,
or other educational Institution;

(v) No acceptable bids have been re-
celved after formal advertising;

(vi) The purchases are for highly per-
ishable materials or medical supplies, for
material or services where the prices are
established by law, for technical items
or equipment requiring standardization
and interchangeability of parts with ex-
isting equipment, for experimental, de-
velopmental or research work, for sup-
plies purchased for authorized resale,
and for technical or specialized supplies
requiring substantial initial investment
for manufacture; or

(vil) Negotiation is otherwise author-
ized by applicable Federal or State law,
rules, or regulations.

(k) Contracts shall be made by State
agencles only with responsible contrac-
tors who possess the potential ability to
perform successfully under the terms
and conditions of a proposed procure-
ment. Consideration shall be given to
such matters as contractor Integrity, rec-
ord of past performance, financial and
technical resources, and accessibility to
other necessary resources.

(1) The procurement records or flles
of State agencies for negotiated pur-
chases In amounts in excess of $10,000
shall provide at least the following per-
tinent information: (i) justification for
the use of negotiation in lieu of advertis-
ing, (1) contractor selection, (ifl) the
basis for the cost or price negotiated.

(m) A system for contract adminis-
tration shall be maintained by the State
agency to assure confractor compliance
with terms, conditions, and specifications
of the contract or order, and to assure
adequate and timely follow-up of all
purchases.

(n) The State agency shall include
provisions to define a sound and com-
plete sgreement in all contracts which
it awards when the contract costs are
to be borne by Federal funds,

(o) In awarding contracts the State
agency must comply with the following
requirements:

(1) The State agency’s contracts shall
contain contractual provisions or con-
ditions which will allow for administra-
tive, contractual, or legal remedies in In-
stances where contractors violate or
breach contract terms, and provide for
such sanctions and penalties as may be
appropriate.

(2) All contracts awarded by Siate
agencies in excess of $10,000 shall con-
tain suftable provisions for termination
by the State agency, including the man-
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ner by which it will be effected and the
basis for settlement. In addition, such
contracts shall set forth the conditions
under which the contract may be ter-
minated for default as well as conditions
where the contract may be terminated
because of circumstances beyond the
control of the contractor,

(3) Where applicable, all contracts
awarded by State ageneies In excess of
$10,000 which involve the employment of
mechanics or laborers shall include a
provision for compliance with section 103
of the Contract Work Hours and Safety
Standards Act (40 U.S.C. 327-330) as
supplemented by Department of Labor
regulations (29 CFR Part 5). Under sec~
tion 103 of the act, each contractor shall
be required td compute the wages of
every mechanic and Iaborer on the basis
of a standard work day of 8 hours and a
standard work week of 40 hours. Work in
excess of the standard work day or work
week is permissible provided that the
worker Is compensated at a rate of not
less than 1'% times the basic rate of
pay for all hours worked in excess of 8
hours in any calendar day or 40 hours in
the work week. These requirements do
not apply to the purchases of supplies or
materials or articles ordinarily avallable
on the open market or contracts for
transporta

tion,

(4) Contracts awarded by State agen-
cies, the principal purpose of which is
to create, develop, or improve products,
processes or methods; or for exploration
into fields which directly concern public
health, safety, or welfare; or contracts
in the field of science or technology in
which there has been little significant
experience outside of work funded by
Federal assistance, shall contain a notice
to the effect that matters regarding
rights to inventions, and materials gen-
erated under the contract or agreement
are subject to the regulations issued by
the Department. The contractor shall be
advised as to the source of additional
information regarding these matters.

(5) All negotiated contracts (except
those of $10,000 or less) awarded by State
agencies shall include a provision to the
effect that the State agency, the Depart-
ment, the Compiroller General of the
United States, or any of thelr duly au-
thorized representatives, shall have ac-
cess to any books, documents, papers,
and records of the contractor which are
directly pertinent to a specific grant pro-
gram for the purpose of making audit
examination, excerpts, and transcrip-
tions.

(8) Contracts In excess of $100,000
shall contain a provision which requires
compliance with all applicable stand-
ards, orders, or regulations issued pur-
suant to. the Clean Alr Act of 1970, as
amended (42 US.C. 1857b et seq.). Sus-
pected violations shall be reported by the
State agency in writing to the Reglonal
Office of the United States Environmen-
tal Protection Agency, with a copy to
the Department.

(p) State agencies shall observe their
regular requirements and practices with
respect to bonding and Insurance.
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Norve: The reporting and/or recordkeeping
requirements contained herein have been
approved. by the Office of Management and
Budget in accordance with the Federal Re-
ports Act of 1942,

(Catalog of Federal Domestic Assistance Pro-
gram No. 10.555, National Archives Reference
Beorvices),

This amendment shall become effec-
tive July 24, 1975.

Dated: July 18, 1975.

JOHN DAMGARD,
Acting Assistant Secretary.

| FR Doc.75-19140 Plled 7-23-75;8:456 am|

[Amdt. 23]

PART 220—SCHOOL BREAKIAST AND
NONFOOD ASSISTANCE PROGRAMS
AND STATE ADMINISTRATIVE EX-
PENSES

On January 15, 1975, there was pub-
lished in the FrveErar REGISTER (40 FR
2697, a proposed amendment to the
regulations governing the School Break-
fast and lNonfood Assistance Programs
and State Administrative Expenses. The
main purpose of the proposed amend-
ment was the implementation of Federal
Management Circular 74-7 (FMC 74-7,
34 CFR Part 256, 39 FR 35787) which
prescribes uniform administrative re-
quirements for Federal grants-in-aid to
State and local governments. On March
13, 1975, a supplemental notice of pro-
posed rulemaking was published in the
FEDERAL REGISTER (40 FR 11729), It no-
tified the public that the proposed prop-
erty management requirements and pro-
curement standards would apply to
supplies, equipment, and other services
purchased by State agencles for their
own use with State Administrative Ex-
pense funds provided by the Federal
Government.

The General Services Administration,
which has overall responsibility for the
implementation of FMC 74-7, has raised
the threshold level for applicability of
certain provisions of the procurement
standards from $2,500 to $10,000. This
amendment has been modified accord-
ingly.

The proposed amendment stated that
the property management requirements
and procurement standards would be re-
quired only at the State agency level,
although it was noted in the preamble
in paragraph (9) that they were suitable
for application at the School Food Au-
thority level. After publication of the
proposed amendment, the Department
reassessed its position. It was concluded
that it would be more In keeping with
the intent of the circular if the property
management requirements and procure-
ment standards were made effective at
the School Food Authority level as well
as the State agency level, as appropriate,
to the extent that Nonfood Assistance
Program funds are used. This amend-
ment Incorporates that determination,
but does not make it effective at the
School Food Authority level until July 1,
1977, In the meantime, comments, sug-

gestions, or objections relating to this
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extension of the applicability of the cir-
cular will be considered. Appropriate
changes will be made il it is deemed
necessary. Comments, suggestions, or
objections should be delivered to William
G. Boling, Manager, Child Nutrition
Programs, Food and Nutrition Service,
U.S, Department of Agriculture, Wash-
ington, D.C. 20250.

All of the public comments received
on the proposed amendment have been
carefully considered. The most substan-
tive comments and recommendations, to-
gether with the resulting changes in the
amendment or reasons for not accepting
the suggestions are set forth below.

Several respondents expressed general
opposition to the proposed regulations
because they feel that the existing child
nutrition programs are not grant-type
programs. In this regard, it should be
noted that the proposed regulations do
not alter the basic concepts of the child
nutrition programs, nor do they change
the basis on which they are funded or
conducted.
© A number of respondents expressed the
view that the proposed effective date of
July 1, 1975, is not practical since most
States have already established their
budgets for fiscal year 1976, and the cost
of compliance with the new audit re-
quirement would impose a'financial bur-
den on State agencies. The provision
requiring that State agencies and School
Food Authorities be audited at least once
every two years has been modified. State
agencles will now have two years in which
to develop & system for performing these
audits. This system must be implemented
by fiscal year 1978.

The substitution of the terms “pay-
ment” and “voucher” for *“reimburse-
ment” and “claim” was opposed by some
respondents because of the impact on
some States' financial procedures. In
some cases, this would mean large scale
reprinting of forms. This change was
proposed to more accurately reflect the
advance funding authority provided by
current legislation. No alteration of ex-
Isting management and funding systems
was intended. To avoid Inconveniencing
State agencies, the substitution of the
terms “payment” and “voucher" for “re-
imbursement” and “claim” will not be
made. However, since advance funds as
well as reimbursement are made avail-
able to School Food Authorities, the term
“reilmbursement” as used in this part is
being redefined to include advance
payments. .

Some respondents interpreted the pro-
posed changes to §220.4 and § 2209 as
eliminating the additional funds which
States receive for breakfasts served to
needy children in especially needy
schools. This was never intended. The
additional funding for especially needy
schools is covered in §2204(d) and
§ 220.9¢(c).

One respondent objected to the State
agency holding title to equipment pur-
chased by the State agency with Non-
food Assistance funds. The authorizing
legislation provides that funds are to be
used to enable schools to acquire food
service equipment. Thus, when the State
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agency acts in the capacity of a School
Food Authority, it is reasonable that the
State agency hold title to the equipment.

Five respondents opposed the elimina-
tion of the guantitative administrative
review requirements. Since one reason
for Implementing FMC 74-7 was to pro-
vide State agencies with more flexibility
in program administration, the quantita-
tive administrative review requirement
will not be retained. State agencies are
still responsible for monitoring program
performance and ensuring compliance
with program regulations. States may
continue to use the administrative re-
view format. if they wish, or, they can
develop their own procedures tailored to
their specific needs.

Several nonsubstantive changes have
been made for the purposes of clarifica-
tion and consistent treatment of similar
provisions,

In addition to the items already dis-
cussed, this amendment will make the
following changes in program regula-
tions:

(1) State agencies will be responsible
for prescribing the accounting records
relating to their use of the Federal grants
made to them under this part. These
records must meet the general require-
ments of being accurate and current,

(2) The restrictions on advances of
funds to School Food Authorities for
April of each year will be dropped. The
requirement that the amount of the ad-
vance Is to be based on the reimburse-
ment needed for 1 month's operations
remains in effect.

(3) State agencies will be allowed to
specify the data {tems on the application
form and on the claim form used to reim-
burse School Food Authorities.

(4) The provision dealing with the dis-
qualification of State agencies and School
Food Authorities from future participa-
tlon is clarified by requiring the Food and
Nutrition Service to provide written no-
tice and justification when a Federal
grant is terminated for cause,

(5) Record retention requirements are
modified to permit State agencies to
maintain records in their original form
or on microfilm,

(6) State sgencies will disallow any
portion of a claim and recover any pay-
ment made to & School Food Authority
that was not properly payable under this
part. State agencies will use their own
procedures to disallow claims and recover
overpayments siready made.

As a result of this amendment, many
specific details of program administra-
tion will be left to State agency discre-
tion. The Department’s role in these
areas will be to provide guidance rather
than to dictate procedures. In this con-
nection, the requirements now removed
from these regulations may be viewed as
acceptable practices which State agencies
may modify to meet their own needs. The
Department will provide appropriate
guidance materials to State agencies to
ald them in developing their own
procedures.

Accordingly, this part is revised as set
forth below.

24, 1975




1. The table of sections is amended by
deleting the words “Administrative anal-
yses” in §220.26 and inserting In lieu
thereof the words “Management evalu-
ations”, adding a new § 220.26a entitled
“procurement standards’, and by adding
a new §220.26b entitled “Property man-
agement requirements”.

§220.1 [Amended.]

2. §220.1 is amended by deleting the
phrase “by Public Law 90-302".

3. §220.2 is amended by revising para-
graph (¢), redesignating paragraph (o-
1) as (0-2), and by adding new para-
graphs (b), (c-1), {k-1), (0), (0-1), and
(0-3). The added and revised provisions
read as follows:

§220.2 Definitions.

(b) “Acquisition cost” means the net
invoice price of nonexpendable and ex-
pendable personal property acquired by
purchase. This property may include any
attachments, accessories, or auxiliary ap-~
paratus necessary to make it usable for
the purpose for which it was acquired.
Ancillary charges such as taxes, duty,
protective intransit insurance, freight, or
installation may also be included.

(¢) “Breakfast” means a meal served
to & school child at the beginning of the
child’'s day at school which meets the
nutritional requirements set out in this
part.

(c-1) “Expendable personal property”
means all tangible personal property oth-
er than nonexpendable personal prop-
erty.

L] - » . L

(k-1) “Nonexpendable personal prop-
erty” means tangible personal property
having & useful life of more than one
year and an acquisition cost of $300 or
more per unit. The State agency may use
its own definition of nonexpendable per-
sonal property provided that such defini-
tion would at least include all tangible
personal property as defined herein.

- - . - .

(o) “Personal property"” means prop-
erty of any kind except real property. It
may be tangible—having physical exist-
ence—or intangible—having no physical
existence, such as patents, inventions,
and copyrights.

(0-1) “Real property” means land,
land improvements, structures and ap-
purtenances thereto, excluding movable
machinery and equipment,

(0‘2, L

(0-3) “Reimbursement” means finan-
cial assistance paid or payable to par-
ticipating schools for breakfasts meet-
ing the requirements of § 220.8, served
to eligible children at rates assigned
by the State agency, or FNSRO where
applicable, The term “reimbursement”
also Includes financial assistance made
available through advances to School
Food Authorities.

§220.4 [Amended]
4. §2204(d) is amended by deleting
the phrase “paragraph (b-1) of §2209
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of this part” and inserting in lieu thereof
“§220.9(c)".
5. §220.5 is revised to read as follows:

§ 220.5 Method of payment to States,

Funds to be paid to any State for the
School Breakfast Program shall be made
avallable by means of Letters of Credit
issued by FNS in favor of the State agen-
cy. The State agency shall: (a) Obtain
funds needed for reimbursement to
School Food Authorities through presen-
tation by designated State officials of a
Payment Voucher on Letter of Credit in
accordance with procedures prescribed
by FNS and approved by the U.S. Treas-
ury Department; (b) draw only such
funds as are needed to pay claims cer-
tified for payment or to make author-
ized advances; and (¢) use such funds
without delay for the purpose for which
withdrawn.

6. § 220.6 Is revised to read as follows:

§220.6 Use of funds.

Federal funds made available under
the School Breakfast Program shall be
used by State agencies, or FNSROs where
applicable, to reimburse or make advance
payments to School Food Authorities in
connection with breakfasts served in ac-
cordance with the provisions of this part.
However, with the approval of FNS, any
State agency, or FNSRO where applica-
ble, may reserve for use in carrying out
special developmental projects an
amount up to 1 per centum of the funds
earned in any fiscal year under the
School Breakfast Program. Advance pay-
ments to School Food Authorities may be
made at such times and in such amounts
as are necessary to meet current obliga-
tions.

7. §220.7 iIs amended by revising para-
graph (b), subparagraph (d)(3), the
first sentence of paragraph (e), subpara-
graphs (e) (8), (e) (12), and (e) (13) and
by adding new subparagraphs (e) (14)
and (e)(15). The added and revised
provisions read as follows:

§220.7 Requirements for participation.

(b) Applications shall solicit Informa-
tion in sufficient detail to enable the
State agency to determine whether the
School Food Authority Is eligible to par-
ticipate in the Program and extent of the
need for Program payments,

(d) .

(3) The books and records of the food
service management company pertaining
to the School Food Authority’s feeding
operation shall be available for a period
of 3 years from the date of the submis-
sion of the final Financial Status Report,
for inspection and audit by representa-
tives of the State agency, of the Depart-
ment, and of the General Accounting
Office at any reasonable time and place,
except that if audit findings have not
been resolved, the records shall be re-
tained beyond the three-year period as
long as required for the resolution of the
issues raised by the audit,

(e¢) The State agency, or the Depart-
ment through FNSRO where applicable,
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shall enter into & written agreement with
each School Food Authority for schools
approved for participation in the School
Breakfast Program. * * * (6) claim re-
imbursement only for breakflasts served
at the assigned rates in accordance with
the agreement; * * * (12) maintain a
financial management system as pre-
scribed by the State agency, or FNSRO
where applicable; (13) upon request,
make all accounts end records pertain-
ing to its breakfast program available to
the State agency, to FNS and to OA
for audit or review at a reasonable time
and place. Such records shall be retained
fo> a period of three years after the end
of the fiscal year to which they pertain,
except that if audit findings have not
been resolved, the records shall be re-
tained beyond the three-year period as
long as required for the resolution of the
issues raised by the audit; (14) retain the
individual applications for free and re-
duced price breakfasts submitted by fam-
ilies for a period of tiree years after the
end of the fiscal year to which they per-
tain; and (15) comply with the require-
ments of the Department’s regulations
;‘e:pe;:glng nondiscrimination (7 CFR
rt 15).

8. §220.8 is amended by deleting the
term “(a) (1)" in paragraph (e) and in-
serting in lieu thereof “(a)", and by
revising paragraphs (a)(3) and (b) (1)
to read as follows:

§220.8 Nutritional requirements for
breakfasts.

(@) * * * (3) One slice of whole-grain
or enriched bread; or an equivalent serv-
ing of cornbread, biscuits, rolls, muffins,
ete.,, made of whole-grain or enriched
meal or flour; or three-fourths cup or
one-ounce serving, whichever is less
(volume or weight), of whole-grain
cereal or enriched or fortified cereal; or
an equivalent quantity of any combina-
tion of these foods.

(b) (1) To improve the nutrition of the
participating children, breakfasts shall
also Include as often as practicable meat
or meat alternates such as a one-ounce
serving (edible portion as served) of
meat, poultry, or fish; or one ounce of
cheese; or one egg; or two tablespoons of
peanut butter; or an equivalent quan-
?o?d:t any combination of any of these

- - - - »
9. §220.9 is revised to read as follows:
§220.9 Reimbursement payments.

(a) Reimbursement shall be made only
In connection with breakfasts meeting
the requirements of § 220.8.

(b) Except as otherwise provided In
paragraph (¢) of this section, the maxi-
mum rates of reimbursement for break-
fasts served to eligible children shall be
as follows: (1) For paid breakfasts, the
applicable national average per break-
fast factor for all breakfasts, prescribed
semiannually by the Secretary and pub-
lished in the FeoEraL Recister; (2) For
reduced price breakfasts, the sum of the
applicable national average per break-
fast factors for all breakfasts and for
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reduced price breakfasts, prescribed
semiannually by the Secretary and pub-
lished in the FEperAL REGISTER; and (3)
For, jree breakjasts, the sum of the
applicable national average per break-
fast factors for all breakfasts and for
free breakfasts, prescribed semiannually
by the Secretary and published in the
FEpERAL REcisTER, Within such maxi-
mum rates, the total reimbursement for
breakfasts served in schools to eligible
children during the fiscal year shall not
exceed the total cost of such breakfasts
served in schools during the fiscal year,
minus the sum of the products obtained
by multiplying the total number of paid
breakfasts served In schools to children
during the fiscal year by the full charge
to children, and multiplying the total
number of reduced price breakfasts
served In schools to eligible children dur-
ing the fiscal year by the highest reduced
price charge to children, except that
when the highest reduced price charge
to children is decreased as a result of
changes in per breakf{ast reimbursement,
and such decrease is sustalned for the
balance of the fiscal year, the decreased
reduced price charge may be used in the
calculation in lleu of the highest reduced
price charge.

(¢) A school participating In the
School Breakfast Program may be con-
sidered for rates or reimbursement in
excess of the specified maximum rates of
reimbursement set forth in paragraph
(b) of this section if it is an especially
needy school. An especially needy school
is one which establishes to the satisfac-
tion of the State agency, or FNSRO
where applicable, that it would be fi-
nancially unable to support the service
of free and reduced price breakfasts at
such maximum rates because of: (1) the
need to serve an especially high per-
centage of such free and reduced price
breakfasts to children meeting the
school's eligibility eriteria; or (2) unusual
costs required to provide a breakfast in
the school in spite of the observance of
good management practices; or (3) other
unusual factors indicative of a special fi-
nancial need. The State agency, or
FNSRO where applicable, shall deter-
mine that the impact of such factors on
the cost of providing a breakfast in the
school is such that the School Food Au-
thority is financially unable to support
the service of such free and reduced
price breakfasts after taking into consid-
eration the per-breakfast revenues avail-
able from School Break{ast Program re-
imbursement, from State and local rev-
enues, including revenues from the sale
of fully paid and reduced price break-
fasts, and savings from the effective
utilization of commodities available
under Part 250 of this chapter. The State
agency, or FNSRO where applicable,
shall also determine to its satisfaction
that revenues available to support the
service of breakfasts sold at regular
prices in the school are sufficient to cover
the cost of such service. Upon such de-
terminations the ®State agency, or
FNSRO where applicable, may assign
rates of reimbursement which are In ex-

cess of the rates specified In paragraph

FEDERAL REGISTER,
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(b) of this section and which, together
with revenues avallable from other
sources, will finance up to 100 per
centum of the cost of operating the
school’s nonprofit breakfast program.
The total reimbursement made for free
and reduced price breakfasts served in
any school to children eligible for such
breakfasts may exceed the cost of pro-
viding such breakfasts for any given
month. However, the total reimburse-
ment made for free and reduced price
breakfasts served in any school to chil-
dren during the fiscal year may not ex-
ceed the lesser of the following amounts:
(1) the sum of the products obtained by
multiplying the total number of free
breakfasts served in such school to
eligible children during the fiscal year by
45 cents, and by multiplying the total
number of reduced price breakfasts
served in such school to eligible children
during the flscal year by 40 cents, or (2)
the total cost of providing free and re-
duced price breakfasts served in such
school to eligible children during the
fiscal year minus the product obtained by
multiplying the total number of reduced
price breakfasts served in such school to
eligible children during the fiscal year
by the highest reduced price charge to
children, except that when the highest
reduced prtce charge to children is de-
creased, and such decrease is sustained
for the balance of the fiscal year, the de-
creased reduced price charge may be used
in the calculation in lieu of the highest
reduced price charge.

10. § 220.11 is amended by deleting and
reserving parvagraph (d), deleting the last
two sentences of paragraph (e), and by
revising paragraphs (b) and (¢) to read
as follows:

§ 220.11 Reimbursement procodure.

(b) Claims for reimbursement shall
include data in sufficient detail to justify
the reimbursement claimed and to en-
able the State to provide the information
rgr the reports required under §220.24
(hi.

(¢c) Where a school participates in the
Special Milk Program, the National
School Lunch Program, or both, as well
as the School Breakfast Program, the
State agency, or FNSRO where appli-
cable, may authorize the submission of
one claim for reimbursement to cover the
income and expenditures incident to 211

rograms,
(d) [Reserved]

11. $ 220.16 is amended by deleling the
phrase, “on a form approved by CND,"
in paragraph (¢), and by revising para-
graph {(a) and adding a new subpara-
graph (c) (4) to read as follows:

§220.16 Requirememts for participa-
tion.

{a) The School Food Authority shall
make written application to the State
agency, or FNSRO where applicable, for
any school which it desires to participate
in the Nonfood Assistance Program. Ap-
plications shall Include information in
suficient detail to ensure that the school

is eligible for assistance under § 220.15

of this part, and to ascertain the

amount of financial assistance required.
-

(c) * * * (4) Effective July 1, 1877,
comply with the provisions of § 220.26a
and § 220.26b where personal property is
acquired with nonfood assistance funds;
L E

12. §220.18 is revised to read as fol-
lows:

§220.18 Reimbursement procedure,

Each State agency, or FNSRO where
applicable, shall require School Food Au-
thorities to submit a claim for reim-
bursement. Such claims for reimburse-
ment shall include data in sufficient de-
tail to justify the reimbursement claimed
and to enable the State to provide the
information needed for reports and rec-
ords required under § 220.24.

13, §220.21 is amended by adding a
new paragraph (d) to read as follows:

§ 22021 Use of funds by Sinte agencies.

(d) Where State Administrative Ex-
pense funds are used to acquire personal
property or services the provisions of
§ 220.26a and § 220.26b must be observed.

14, §220.24 is amended by deleting
“FNS" in paragraph (e) and inserting in
lieu thereof the words “the Depart-
ment”, deleting the term “§220.7(e)"
from paragraph (i) and inserting in lieu
thereof the words “this part”, deleting
and reserving paragraph (a), adding
new paragraphs (b-1) and (j), and re-
vising paragraphs (b), (f), and (g) to
read as follows:

§ 220.24 Special responsibilities of State
ngencics.

{a) [Reserved]

(b)) Each State agency shall submit in-
formation on program operations on a
form provided by FNS, and shall main-
tain current accounting records of pro-
gram operations which will adequately
identify fund authorizations, obligations,
unoblgated balances, assets, liabflities,
outlays, and income. The records may be
kept in their original form or on micro-
film, and shall be retained for & period of
three years after the date of the submis-
sion of the final Financial Status Report,
subject to the exceptions noted below:

(1) If audit findings have not been
resolved, the records shall be retained
beyond the three-year period as long as
required for the resolution of the issues
raised by the audit.

(2) Records for nonexpendable prop-
erty acquired with Federal grant funds
shall be retained for three years after its
final disposition.

(b-1) Each State ayency shall report
information on the use of program funds
to FNS on a form provided by FNS. Re-
ports shall continue to be submitted on
a regular hasis after the end of the fiscal
year to which they pertain untfl all un-
paid obligations have been liquidated at
which time the next report made should
be marked “Final” and submission dis-
continued for that fiscal year.
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(f) Each State agency shall provide
program assistance as follows:

(1) Each State agency, or FNSRO
where applicable, shall provide consul-
tive, technical, and managerial person-
nel to administer programs, monitor per-
formance, and measure progress toward
achieving program goals, as specified in
the State Plan of Child Nutrition Opera-
tions provided for under § 210.4a of the
regulations governing the National
School Lunch Program (7 CFR Part 210),

(2) To meet the minimum criteria for

approval, the portion of the State Plan
which deals with program assistance
must include: (i) objectives, (ii) rea-
sons for the establishment of the objec-
tives, (1iI) methods to be used to accom-
plish the objectives, and (iv) evaluation
methods to be used in determining if the
objectives are being met.
' (3) Such assistance shall include visits
to participating schools to ensure com-
pliance with program regulations and
with the Department’s nondiserimina-
tion regulations (Part 15 of this title),
issued under Title VI, of the Civil Rights
Act of 1964,

(4) Documentation of such assistance
shall be maintained on file by the State
agency, or FNSRO where applicable.

(g) State agencles shall adequately
safeguard all assets and assure that they
are used solely for authorized purposes.

(J) State agencles shall require com-
pliance by School Food Authorities with
applicable provisions of this part.

15. § 220.25 is amended by deleting and
reserving paragraph (b) and revising
paragraph (a) to read as follows:

§220.25 Claims against School Food
Authorities,

(a) State agencies shall disallow any
portion of a claim and recover any pay-
ment made to & School Food Authority
that was not properly payable under this
part. State agencies will use their own
procedures to disallow claims and re-
cover overpayments already made.

(b) [Reserved)

16. §22026 1is revised to read as
follows:

§ 220.26 Management cvaluations and
andits,

(a) Each State sgency shall provide
for audits of the funds and operations
of the programs covered by this part at
the State and School Food Authority
levels, to be made with reasonable fre-
quency, but, beginning in fiscal year 1978,
not less frequently than once every two
years, The audits shall determine the
fiscal Integrity of financial transactions
and reports, and the compliance with
applicable laws and regulations and with
the administrative requirements set
forth In Appendix G of 34 CFR Part
266, Audits may be made by State agency
Internal auditors, by State Auditors
General, by State Controllers, or by
other comparable State audit groups,
or by Certified Public Accountants or
State licensed public accountants,
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(b) Each State agency shall develop *

a plan for the conduct of audits which
shall be incorporated into the State
Plan of Child Nutrition Operations pro-
vided for under § 210.4a of this chapter.
The plan shall: (1) state the frequency
of audits of State agency and School
Food Authorities and delineate the posi-
tive actlon to be taken during fiscal
years 1976 and 1977 to achieve audit fre-
quency of not less than once every two
years as set forth in § 220.26(a) ; (2) pro-
vide a description of the State agency in
adequate detail to demonstrate the In-
dependence of the audit organization;
and (3) provide a systematic method to
assure timely and appropriate resolution
of audit findings and recommendations.

(¢c) While OA shall rely to the fullest
extent feasible upon State sponsored
audits, it shall, whenever considered
necessary, (1) make audits on a state-
wide basis, (2) perform on-site test
audits, and (3) review audit reports and
related working papers of audits per-
formed by or for State agencies.

(d) Use of audit guldes available from
OA is encouraged. When these guides are
utilized, OA will coordinate its audits
with State sponsored audits to form a
network of intergovernmental audit
systems,

(e) Each State agency shall provide
FNS with full opportunity to conduct
management evaluations (including
visits to schools) of all operations of the
State agency under the programs cov-
ered by this part and shall provide OA
with full opportunity to conduct audits
(Including visits to schools) of all opera-
tions of the State agency under such
programs. Each State agency shall make
avallable its records, including records
of the receipt and expenditure of funds
under such programs, upon a reasonable
request by FNS or OA. OA shall also
have the right to make audits of the
records and operations of any school.

(f) In making management evalua-
tions or audits for any fiscal year, FNS,
or OA, may disregard any overpayment
which does not exceed $35 or, In the case
of State agency administered programs,
does not exceed the amount established
under State law, regulations, or proce~
dure as a minimum amount for which
claim will be made for State losses gen-
erally, However, no overpayment shall be
disregarded where there are unpaid’
claims of the same fiscal year from
which the overpayment can be deducted,
or where there iz substantial evidence of
violation of criminal law or civil fraud
statutes.

17. A new § 220.26a Is added to read as
follows:

§ 220.26a Procurcment standards,

(a) General purpose and scope. This
section provides standards for use by
State agencies in establishing procedures
for the procurement of supplies, equip~
ment, and other services with State Ad-
ministrative Expenses or Nonfood As-
sistance Program funds. These standards
will be applicable at the School Food
Authority level in the use of Nonfood
Assistance Program funds effective
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July 1, 1977. These standards are fur-
nished to ensure that such materials and
services are obtained In an eflective
manner and in compliance with the pro-
visions of applicable Federal law and
Executive Orders. State agencies or
School Food Authorities may use their
own procurement regulations which re-
flect applicable State and loeal law,
rules, and regulations, provided that
procurement adheres to the standards
set forth In this section.

(b) The standards contained in this
section do not relieve the State agency
or School Food Authority of the respon-
sibilities arising under its contracts. The
State agency or School Food Authority is
the responsible authority regarding the
settlement and satisfaction of all con-
tractual and administrative issues aris-
ing out of procurements entered into in
support of & grant. This includes, but is
not limited to: disputes, claims, protests
of award, source evaluation, or other
matters of a contractual nature., Mat-
ters concerning violation of law are to
be referred to the State or Federal au-
thority that has proper jurisdiction.

(¢) The State agency or School Food
Authority shall maintain a code or stand-
ard of conduct which shall govern the
performance of its officers, employees,
or agents In contracting with and ex-
pending Federal grant funds. The State
agency's or School Food Authority's
officers, employees, or agents shall nei-
ther solicit nor accept gratuities, favors,
or anything of monetary value from con-
tractors or potential contractors. To the
extent permissible under State law, rules,
or regulations, such standards shall pro-
vide for appropriate penalties, sanctions,
or other disciplinary actions to be ap-
plied for violations of such standards
either by the State agency’s or School
Food Authority’s officers, employees, or
agents, or by contractors or their agents.

(d) All procurement transactions of
the State agency or School Food Au-
thority, regardless of whether negotiated
or advertised and without regard to dol-
lar value, shall be conducted in a manner
50 as to provide maximum open and free
competition. The State agency or School
Food Authority should be alert to orga-
nizational conflicts of interest or non-
competitive practices among contractors
which may restrict or eliminate com-
petition or otherwise restrain trade.

(e) The State agency or School Food
Authority shall establish procurement
procedures which comply with the pro-
visions of this section.

(f) Proposed procurement actions shall
be reviewed by appropriate officials of
the State agency or School Food Au-
thority to avold purchasing unnecessary
or duplicative items. Where appropriate,
an analysis shall be made of lease and
purchase alternatives to determine which
would be the most economical, practical
procurement.,

(g) Invitations for bids or requests for
proposals shall be based upon a clear and
accurate description of the technical re-
quirements for the material, product, or
service to be procured. Such description
shall not, in competitive procurements,
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contain features which unduly restrict
competition. “Brand name or equal” de-
scription may be used as a means Lo
define the performance or other salient
requirements of a procurement and,
when so used, the specific features of
the named brand which must be met by
offerors should be clearly specified.

(h) Positive efforts shall be made by
the State agency or School Food Au-
thority to utilize small business and
minority-owned business sources of sup-
plies and services. Such efforts should
allow these sources the maximum feas-
ible opportunity to compete for contracts
;o be performed with Federal grant

) The type of procuring instruments
used (eg., fixed-price contracts, cost re-
imbursable contracts, puprchase orders,
incentive contracts, ete.) shall be appro-
priate for the particular procurement
and for promoting the best interest of
the Federal programs involved. The
“cost-plus-a-percentage-of-cost” method
of contracting shall not be used.

(}) Formal advertising, with adequate
purchase description, sealed bids, and
public openings shall be the required
method of procurement unless negotia-
tion pursuant to subparagraph 4 of this
paragraph is necessary to accomplish
sound procurement. However, procure-
ments of $10,000 or less need not be so
advertised unless otherwise required by
State law or regulations, When formal
advertising is employed:

(1) The awards shall be made to the
respensible bidder whose bid is responsive
to the invitation and is most advantage-
ous to the State agency or School Food
Authority, price and other factors con-
sidered. Factors such as discounts, trans-
portation costs, and taxes may be con-
sidered in determining the lowest bid.

(2) Invitations for bids shall clearly
set forth all requirements which the bid-
der must fulfill in order for his bid to be
evaluated by the State agency or School
Food Authority.

(3) Any or all bids may be rejected
when it is in the State agency’s or School
Food Authority's interest to do so, and
such rejections are in accordance with
applicable State and local law, rules, and
regulations,

{4) Procurements may be negotiated
by the State agency or School Food Au-
thority if it is not practicable or feasible
to use formal advertising. Notwithstand-
ing the existence of circumstances justi-
fying negotiations, competition shall be
obtained to the maximum extent prac-
ticable. Generally, procurements may be
negotiated if one or more of the follow-
Ing conditions prevail:

(1) The public exigency will not per-
mit the delay incident to advertising;

i) The material or service to be pro-
cured is available from only one person
or firm; all contemplated sole source
procurements where the aggregate ex-
penditure s expected to exceed $5,000
shall be referred to the Department or
State agency as applicable for prior ap-
proval;

(i) The aggregate amount involved
does not exceed $10,000;
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(iv) The contract is for personal or
professional services, or for any service
to be rendered by a university, college,
or other educationsl institution;

(v) No acceptable bids have been re-
ceived after formal advertising;

(vi) The purchases are for highly per-
ishable materials or medical supplies, for
materials or services where the prices
are established by law, for technical jtems
or equipment requiring standardization
and interchangeability of parts with
existing equipment, for experimental, de-
velopmental or research work, for sup-
plies purchased for authorized resale, and
for technical or speclalized supplies re-
quiring substantial initial investment for
manufacture; or

(vil) Negotiation is otherwise author-
ized by law, rules, or regulations,

(k) Contracts ghall be made by State
agencies or School Food Authorities only
with responsible contractors who possess
the potential ability to perform success-
fully under the terms and conditions of
a proposed procurement., Consideration
shall be given to such matters as con-
tractor integrity, record of past perform-
ance, financial and technical resources,
and accessibility to other necessary re-
sources.

(1) The procurement records of files
of State agencies or School Food Au-
thoritles for negotiated purchases in
amounts in excess of $10,000 shall pro-
vide at least the following pertinent in-
formation: (1) justification for the use
of negotlation in lieu of advertising, (2)
contractor selection, (3) the basis for
the cost or price negotiated.

(m) A system for contract administra-
tion shall be maintained by the State
agency or School Food Authority to as-
sure contractor compliance with terms,
conditions, and specifications of the con-
tract or order, and to assure adequate
and timely follow-up of all purchases.

(n) The State agency or School Food
Authority shall include provisions to de-
fine a sound and complete agreement in
all contracts which it awards when the
contract costs are to be borne by Federal
funds.

(0) In awarding contracts the State
agency or School Food Authority must
comply with the following requirements:

(1) The State agency's or School Food
Authority’s contracts shall contain con-
‘tractual provisions or conditions which
will allow for administrative, contract-
ual, or legal remedies in instances where
contractors violate or breach contract
terms, and provide for such sanctions
and penalties as may be appropriate.

(2) All contracts awarded by State
agencies or School Food Authorities in
excess of $10,000 shall contain suitable
provisions for termination by the State
agency or School Food Authority Includ-
ing the manner by which it will be ef-
fected and the basis for settlement. In
addition, such contracts shall set forth
the conditions under which the contract
may be terminated for default as well as
conditions where the contract may be
terminated because of circumstances be-
yond the control of the contractor.

(3) Where applicable, all contracts
awarded by State agencies or School
Food Authorities In excess of $10,000
which involve the employment of me-
chanics or laborers shall include a pro-
vision for compliance with section 103
of the Contract Work Hours and Safety
Standards Act (40 U.S.C. 327-330) as
supplemented by Department of Labor
regulations (29 CFR Part 5). Under sec-
tion 103 of the act, each contractor shall
be required to compute the wages of
every mechanic and laborer on the basis
of a standard work day of 8 hours and
a standard work week of 40 hours. Work
in excess of the standard work day or
work week is permissible provided that
the worker is compensated at a rate of
not less than 1), times the basic rate
of pay for all hours worked in excess of
8 hours in any calendar day or 40 hours
in the work week. These requirements
do not apply to the purchases of supplies
or materials or articles ordinarily avail-
able on the open market or contracts for
transportation.

(4) Contracts awarded by State agen-
cies or School Food Authorities, the prin-
cipal purpose of which is to create, de-
velop, or improve products, processes or
methods; or for exploration into flelds
which directly concern public health,
safety, or welfare; or contracts in the
fleld of science or technology in which
there has been little significant experi-
ence outside of work funded by Federal
assistance, shall contain a notice to the
effect that matters regarding rights to
inventions, and materials generated un-
der the contract or agreement are sub-
ject to the regulations Issued by the
Department. The contractor shall be ad-
vised as to the source of additional In-
formation regarding these matters.

(5) All negotiated contracts (except
those of $10,000 or less) awarded by
State agencies or School Food Authori-
ties shall include a provision to the
effect that the State agency or School
Food Authority, the Department, the
Complroller General of the United
States, or any of their duly authorized
representatives, shall have access to any
books, documents, pepers, and records
of the contractor which are directly
pertinent to a specific grant program for
the purpose of making audit, examina-
tion, excerpts, and transcriptions.

(6) Contracts In excess of $100,000
shall contain a provision which requires
compliance with all applicable stand-
ards, orders, or regulations issued pursu-
ant to the Clean Air Act of 1970, as
amended (42 U.S.C. 1857b et seq.). Sus-
pected violations shall be reported by
the State agency or School Food Au-
thority In writing to the Regional Office
of the United States Environmental Pro-
tection Agency, with a copy to the De-
partment.

(p) SBtate agencies or School Food Au-
thorities shall observe their regular re-
quirements and practices with respect to
bonding and insurance.

18. A new §220.26b Is added to read
as follows:
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§ 220,266 Property mn‘unnl-l re-
guircments,

tion of
State agency, whose cost was borme in
whole or in part with Nonfood Assistance
or State Administrative Expense funds.
This section applies whether the State
agency is aeting in its own capacity or is
acting in the capacity of a School Food
Authority, and whether the property Is
obtained for its own use or for use in the
food service operation in public schools
participating in any program authorized
under the National School Lunch Act or
Child Nutrition Act. The procedures con-
tained herein also shall be followed by
School Food Authorities beginning July
1, 1977. State agencies and School Food
Authorities may follow their own prop-
erty management policies and proce-
dures provided they observe the require-
ments of this section.

(b) Nonexpendable personal property.
The following requirements shall be ob-
served in the acquisition, use and dis-
position of nonexpendable personal
property: J
Title. When nonexpendable per-
sonal property is acquired by a State
agency or by a School Food Authority,
in whole or in part with Federal funds,
title shall be vested in the State agency
or School Food Authority, as applicable.

(2). Use. The State agency or School
Food Authority shall retain such prop-
erty in the program as long as there is
a need for such property to accomplish
the purpose of the program whether or
not the program continues to be sup-
ported by Federal funds.

(3) Disposition. When there Is no
longer a need for such property to ac-
complish the purpose of the Federal pro-
gram for which it was acquired, the
State agency or School Food Authority
shall use the property In connection with
other Federal programs it administers.
Priority shall be given to Federal pro-
grams administered by the Department
over the programs administered by other
Federal agencies. When the State agency
or School Food Authority no longer has
need for such property in any of its fed-
erally assisted programs, the property
may be used for the State agency’s or
School Food Authority's own official ac~
tivities. In such situations, the State
agency or School Food Authority may
use the property without reimbursement
to the Department, or State agency as
applicable, or sell the property and re-
tain the proceeds if the property had an
acquisition cost of less than $500 per unit
and has been used 4 years or more. In the
case of other property, the State agency
or School Food Authority may retain the
property for its own use, provided that a
[air compensation is made to the Depart-
ment, or State agency as applicable, for
the Federal share of the property. The
amount of compensation shall be com-
puted by applying the percentage af
Federal participation in the cost of the
property to the eurrent falr market value
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of the property. If the State agency or
School Food Authority has no need for
the property. disposition shail be made
as follows:

(D) Except for property having an ac-

quisition cost of less than $500° per unit

which has been used for 4 years or more,
the State agency or School Food Author-
ity shall sell property having an acquist-
tion cost of $1,000 or less per unit and
reilmburse the Department, or State
agency as applicable, in accordance with
paragraph (8) (3) (i) of this section.

(ii) II the property had an acquisition
cost of over $1,000 per unit, the State
agency or School Food Authority shall
request disposition instructions from the
Department, or State agency as appli-
cable. If the Department, or State agency
as applicable, has no need for the prop-
erty, the availability of the property
shall be reported to the General Services
Administration (GSA) by the Depart-
ment to determine whether a require-
ment for the property exists in other
Federal programs. The Department, or
Stdte agency as applicable, will issue in-
structions to the State agency or School
Food Authority within 120 days follow-
ing the receipt of the request. If the
State agency or School Food Authority
is instructed to ship th proeprty else-
where, the State agency or School Food
Authority will be reimbursed by the De-
partment or State agency as applicable,
with an amount which is computed by
applying the percentage of the State
agency’s or School Food Authority's par-
ticipation in the cost of the property
to the current fair market value of the
property plus any shipping or interim
storage costs Incwrred, Ir the State
agency or School Food Authority 18 in-
structed to otherwise dispose of the prop-
erty, the State agency or School Food
Authority will be reimbursed by the De-
partment, or State agency as applicable,
for the costs Incurred in the disposition.
If disposition instructions are not Issued
within 120 days after reporting, the State
agency or School Food Authority shall
sell the property and refmburse the De-
partment, or State agency as applicable,
an amount which is computed by apply-
ing the percentage of Federal participa~
tion in the cost of the property to the
sales proceeds. Further, the State agency
or School Food Authority may be per-
mitted to retain $100 or 10 percent of the
proceeds, whichever is greater, for the
State agency’s or School Food Author-
ity's selling and handling expenses.

(1if) Special property. When the De-
partment, or State agency as applicable,
determines that nonexpendable personal
property with an acquisition cost of $1,-
000 or more and financed solely with
Federal funds is unique, or difficult or
costly to replace, the Department, or
State agency as applicable, may reserve
the right to require the State agency
or School Food Authority to transfer
title to the property to the Department,
or State agency as applicable, or 1o a
third party subject to the following
provisions:

(A) The right to require the tranfer
of title may be réserved only by means
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of an express special condition in the
grant or contract, or, if approval for the
acquisition of the property s given after
the grant is awarded, by means of a
written stipulation at the time the ap-
provalis given.

(B) The property sbhall be appropri-
ately identified in the award document
or otherwise made known to the State
agency or School Food Authority.

(C) The Departiment, or State agency
as applicable, will not exercise this right
until the State agency or School Food
Authority no longer needs the property
in the program for which.it was acquired.
That need will be deemed to end on the
date of completion or termination of the
grant or contract unless the State agency
or School Food Authority continues to
conduet the program after that date and
demonstrates to the Department, or
State agency as applicable, & continued
need for the property in the program. .

(D) The Department, or State agency
as applicable, will issue disposition in-
structions within 120 days after the com-
pletion of the need for the property under
the program for which it was acquired.
If instructions are not issued within such
120-day period, the Department's or
State agency’s right shall lapse, and the
State agency or School Food Authority
shall apply the applicable standards con-
tained in paragraphs (h) (2) and (b) (3)
of this section.

(E) The State agency or School Food
Authority shall be entitled to reimburse-
ment for any shipping and interim stor-
age costs it incurs pursuant to the De-
partment’s, or State agency's as appli-
cable, disposition instructions.

(4) Property management standards.

cedural requirements:

(1) Property records shall be main-
tained accurately and provided for: (A)
n description of the property; (B) manu-
facturer's serial number or other identi-
fication number; (C) sacquisition date
and cost; (D) source of the propertys
(E) percentage of Federal funds used in
the purchase of the property; (F) loca-
tion, use, and condition of the property;
and (G) ultimate disposition data in-
cluding sales price or the method used
to determine current fair market value
if the State agency or School Food Au-
thority reimburses the Department, or
State agency as applicable, . for its share,

(if) A physical inventory of property
shall be taken and the results reconciled
with the property records at least once
every 2 years to verify the existence, cur-
rent utilization, and continued need for
the property.

(1i1) A control system shall be in effect
to ensure adequate safeguards to pre-
vent loss, damage, or the theft of the
property. Any loss, damage, or the theft
of nonexpendable property shall be in-
vestigated and fully documented. The
State agency or School Food Authority
shall be responsible for replacing or re-
pairing (with funds of such State agency

or School Food Authority) property
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which s lost, damaged, or destroyed due
to the negligence of the State agency or
School Food Authority.

(iv) Adequate maintenance proce-
dures, recommended by the manufac-
turer, shall be implemented to keep the
property in good condition.

(v) Proper sales procedures shall be
established for unneeded property which
would provide for competition to the ex-
tent practicable and result in the highest
possible return.

(¢) Expendable personal property. The
State agency or School Food Authority
may at its option either retain or sell

items of expendable personal property
when no longer needed for any federally
sponsored activity (ncluding activities
sponsored by other Federal agencies),
Compensation to the Department, or
State agency as applicable, is required if
the aggregate fair market value of all
of those {tems acquired under the grant
or contract exceeds $500 when no longer
needed for any federally sponsored
activity, The amount of compensation
shall be computed by applying the per-
centage of Federal participation in the
cost of the original property to the cur-
rent fair market value of items retained
and to the sales proceeds of items sold.

(d) Intangible personal property.—(1)
Patents and inventions. If any program
activity produces patents, patent rights,
processes or inventions in the course of
work aided by the Department, such fact
shall be promptly and fully reported to
the Department, or State agency as ap-
plicable. Unless there is prior agreement
between the State agency and the De-
partment on disposition of such items,
the Department shall determine whether
protection of such invention or discovery
will be sought and how the rights in the
invention or discovery—including rights
under any patent issued thereon—shall
be disposed of and administered in order
to protect the public interest consistent
with “Government Patent Policy"” (Pres-
ident’s Memorandum for Heads of Ex-
ecutive Departments and Agencies, Au-
gust 23, 1971), and “Statement of Gov-
ermnment Patent Policy” (36 FR 16889).

(2) Copyrights. When a program activ-
ity results in a book or other copyright-
able material, the author or State agency
or School Food Authority is free to copy-
right the work, but the Department re-
serves & royalty-free, nonexclusive and
frrevocable license to reproduce, publish
or otherwise use and to authorize others
to use the work for government purposes.

(e) Publications. Any publication or
presentation resulting from or primarily
related to Federal financial assistance
shall contain the following acknowledge-
ment:

The activity which Is the subject of
this report was supported in whole or in
part by the U.S, Department of Agricul-
ture, Food and Nutrition Service. How-
ever, the opinions expressed herein do
not necessarily reflect the position or
policy of the U.S. Department of Agri-
culture, and no official endorsement by
the US. Department of Agriculture

should be inferred.
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§220.28 [Amended]

19. §220.28 is amended by inserting
the following sentence before the last
sentence of paragraph (a): “FNS shall
promptly notify the State agency. or
School Food Authority in writing of any
determination made under this para-
graph and explain the reasons for the de-
termination.” Note: The reporting and/
or recordkeeping requirements contained
herein have been approved by the Office
of Management and Budget in accord-
ance with the Federal Reports Act of
1942,

(Catalog of Federal Domestic Assistance
Program No, 10553, National Archives Ref-
erence Services.)

Except as provided in § 220.26a, this
amendment shall become effective July
24, 1975.

Dated: July 18, 1975.

Joux DAMGARD,
Acting Assistant Secretary.

[FR Doc.756-19150 Piled 7-23-75:8:45 am]

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

[Valencia Orange Reg. 508)

PART 908—VALENCIA ORANGES GROWN
IN ARIZONA AND DESIGNATED PART
OF CALIFORNIA

Limitation of Handling

This regulation fixes the quantity of
California-Arizona Valencia oranges that
may be shipped to fresh market during
the weekly regulation period July 25-31,
1975. It is issued pursuant to the Agri-
cultural Marketing Agreement Act of
1937, as amended, and Marketing Order
No. 908. The quantity of Valencia oranges
so fixed was arrived at after considera-
tion of the total available supply of Va-
lencia oranges, the quantity of Valencia
oranges currently available for market,
the fresh market demand for Valencia
oranges, Valencia orange prices, and the
relationship of season average returns to
the parity price for Valencia oranges.

§ 90853(8)8 Valencia Orange Regalation

() Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No. 908, as amended (7 CFR Part
908), regulsting the handling of Valen-
cia oranges grown in Arizona and desig-
nated part of California, effective under
the applicable provisions of the Agricul-
tural Marketing Agreement Act of 1937,
as amended (7 US.C. 601-674), and upon
the basis of the recommendations and
information submitted by the Valencia
Orange Administrative Committee, es-
tablished under the said amended mar-
keting ngreement and order, and upon
other available information, it is hereby
found that the limitation of handiing of
such Valencia oranges, as hereinafter
provided, will tend to effectunte the de-
clared policy of the act.

(2) The need for this regulation to
limit the respective quantities of Valen-
cia oranges that may be marketed from
District 1, District 2, and District 3 dur-
ing the ensuing week stems from the pro-
duction and marketing situation con-
fronting the Valencia orange industry.

(i) The committee has submitted its
recommendation with respect to the
quantities of Valencia oranges that
should be marketed during the next suc-
ceeding week. Such recommendation, de-
signed to provide equity of marketing
opportunity to handlers in all districts,
resulted from consideration of the fac-
tors enumerated in the order. The com-
mittee further reports that the fresh
market demand for Valencia oranges
continues to weaken in response to in-
creasing shipments of deciduous tree
fruits and melons. Prices {.0.b. averaged
$3.41 per carton on a reported sales vol-
ume of 700,000 cartons last week, com-
pared with an average f.o.b. price of
$3.42 per carton and sales of 559,000
cartons a week earlier, Track and rolling
supplies at 345 cars were up 99 cars from
last week.

(11) Having considered the recom-
mendation and Information submitted
by the commitiee, and other available in-
formation, the Secretary finds that the
respective quantities of Valencia oranges
which may be handled should be fixed as
hereinafter set forth,

(3) It is hereby further found that it
is impracticable and contrary to the pub-
lic Interest to give preliminary notice,
engage in public rule-making procedure,
and postpone the effective date of this
regulation until 30 days after publica-
tion hereof in the FEoERAL REGISTER (6
U.8.C. 553) because the time intervening
between the date when information upon
which this regulation is based became
available and the time when this regula-
tion must become effective in order o ef-
fectuate the declared policy of the act is
insufficient, and a reasonable time is per-
mitted, under the circumstances, for
preparation for such effective time; and
good cause exists for making the provi-
sions hereof effective as hereinafter sct
forth. The committee held an open meet-
ing during the current week, after giving
due notice thereof, to consider suppiy
and market conditions for Valencia
oranges and the need for regulation; in-
terested persons were afforded an oppor-
tunity to submit information and views
at this meeting; the recommendation
and supporting information for regula-
tion during the period specified herein
were promptly submitted to the Depart-
ment after such meeting was held; the
provisions of this regulation, including
its effective time, are Identical with the
aforesaid recommendation of the com-
mittee, and information concerning such
provisions and effective time has been
disseminated among handlers of such
Valencia oranges; it is necessary, in or-
der to effectuate the declared policy of
the act, to make this regulation effective
during the perlod herein specified; and
compliance with this regulation will not
require any special preparation on the
part of persons subject hereto which can-
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not be completed on or before the effec-
tive date herecof, Such commitiee meet-
ing was held on July 22, 1875,

(b) Order. (1) The respective quanii-
ties of Valencia oranges grown in Ari-
zona and designated part of California
which may be handled during the period
July 25, 1975, through July 31, 1975, are
hereby fixed as follows:

(1) District 1: 192,000 cartons;

(i) District 2; 408,000 cartons;

(i) District 3: Unlimited movement,

(2) As used in this section, “handled"”,
“District 17, “District 2", “District 3",
and “carton” have the same meaning as
when used in said amended marketing
agreement and order.

(Secs. 1-10, 48 Stat, 31, as amended: 7 US.C,
601-674)

Dated:
Director, Fruit and Vegetable

Division, Agricultural Mar-
keting Service.

[ FR Doe.76-19459 Piled 7-23-76;11:55 am

[Prune Reg. 13}

PART 924—FRESH PRUNES GROWN IN
DESIGNATED COUNTIES IN WASHING-
TON AND IN UMATILLA COUNTY,
OREGON

Limitation of Shipments

This regulation requires fresh Wash-
ington-Oregon Prunes, during the period
August 1, 1975, through August 31, 1976,
to grade U.8. No. 1, except for off-color
and an additional tolerance for defects,
and be at least 1%4 inches in diameter.

On June 30, 1975, notice of proposed
rule making was published in the Fep-
£nAL RecisTER (40 FR 27485), regarding
a proposed regulation to be made effec-
tive pursuant to the marketing agree-
ment and Order No. 924, as amended,
(7 CFR Part 924; 39 FR 33305; 34644)
regulating the handling of prunes grown
in designated countles in Washington
and in Umatilla County, Oregon. This
notice allowed interested persons until
July 11, 1975, to file written data, views,
or arguments pertaining thereto. None
were submitted. The proposed regulation
was recommended by the Washington-
Oregon Fresh Prune Marketing Com-
mittee established pursuant to the said
marketing agreement and order. This
program is effective under the Agricul-
tural Marketing Agreement Act of 1937,
as amended (7 U.S.C. 601-674),

This regulation is based upon an ap-
praisal of the crop and current and pro-
spective market conditions. Fresh ship-
ments of Washington-Oregon Prunes are
expected to start on or about August 1,
1975, and total 19,500 tons, compared
with 21,429 tons last season. Hence,
ample supplies of fresh prunes meeting
the regulation requirements should be
available to fill fresh market needs. The
regulation 5 designed to prevent the
handling of lower quality and smaller
size prunes which do not provide con-
sumer satisfaction and to promote
orderly marketing in the interest of pro-
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ducers and consumers, consistent with
the objectives of the act. .

The provision which excepts the
Brooks variety of prunes from the re-
quirements of this regulation recognizes
the fact that prunes of this variety are
primarily consumed locally, that they do
not withstand shipment well, and that
the amount of prunes of this variety
produce is insignificant compared to the
total supply. Individual shipments, not
exceeding 500 pounds of the Stanley or
Merton varieties of prunes, subject to
necessary safeguards, are excepted from
these requirements because the produc-
tion of these varieties is relatively small
and those few which are produced are
primarily consumed locally or are sold
for home use and not for resale. Indi-
vidual shipments, not exceeding 150
pounds, of any variety other than Stan-
ley or Merton varieties of prunes sold
for home use and not for resale, subject
to necessary safeguards, are excepted
from these requirements In that the
quantity of prunes so handled is rela-
tively inconsequential when compared
with the total quantity handled, and
because it would be administratively im-
practicable to regulate the handling of
such shipments due to the nearness of
the source of supply.

After consideration of all relevant
matters presented, including the pro-
posal set forth in the aforesaid notice,
the recommendation and information
submitted by the Washington-Oregon
Fresh Prune Marketing Committee, and
other avallable information, it is hereby
found and determined that the regula-
tion as hereinafter set forth, is in ac-
cordance with the provisions of the said
marketing agreement and order and will
tend to effectuate the declared policy of
the act.

It is hereby further found that good
cause exists for not postponing the effec~
tive date of this regulation until 30 days
after publication in the Fepeear Rec-
1sTER (5 U.S.C. 553) in-that (1) notice of
proposed rulemaking concerning this
regulation, with an effective date as
hereinafter specified, was published In
the FeoeraL REGISTER (40 FR 27485), and
no objection to this regulation or such
effective date was received; (2) com-
pliance with the regulation will not re-
quire any special preparation on the part
of the persons subject thereto which can-
not be completed by the effective time
hereof; and (3) shipments of the current
crop of such prunes are expected to begin
on or about the effective date hereof and
this regulation should be applicable, in-
sofar as practicable, to all shipments of
such prunes in order to effectuate the de-
clared policy of the act
§ 924.313 Prune Regulation 13.

Order. (a) Prune Regulation 12 (39
FR 26138) is hereby terminated on
August 1, 1875,

(b) During the period August 1, 1975,
through August 31, 1976, no handler shall
handle any lot of prunes, except prunes
of the Brooks variety, unless:

(1) Such prunes grade at least US.
No. 1, except that only two-thirds of the
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surface of the prune is required to be
purplish color; and such prunes measure
not less than 1'4 inches in diameter as
measured by a rigid ring: Provided, That
the following tolerances, by count, of the
prunes in any lot shall apply in lieu of
the tolerance for defects provided in the
United States Standards for Grades of
Fresh Plums and Prunes: A tefal of not
more than 15 percent for defects, includ-
ing therein not more than the follow-
ing percentage for the defect listed:

(1) 10 percent for prunes which fail to
meet the color requirement;

(i) 10 percent for prunes which fail
to meet the minimum diameter require-
ment;

(i) 10 percent for prunes which fail
to meet the remaining requirements of
the grade; Provided, That not more than
one-half of this amount, or 5 percent,
shall be allowed for defects causing seri-
ous damage, including in the Iatter
amount not more than 1 percent for
decay; or

(2) Such prunes are handled in ac-
aordance with paragraph (¢) of this sec-

on.

(¢) Notwithstanding any other provi-
sion of this regulation, any individual
shipment which, In the aggregate, does
not exceed 500 pounds net weight of
prunes of the Stanley or Merton varteties
or 150 pounds net weight of prunes of any
variety other than Stanley or Merton
which meets each of the following re-
quirements may be handled without re-
gard to the provisions of paragraph (b)
of this section and of §§924.41 and
924.55:

(1) The shipment consists of prunes
sold for home use and not for resale, and

(2) Each container is stamped or
marked with the handler's name and
address and with the words “not for re~
sale” in letters at least one-half inch in
height.

(d) The term “U.S. No: 1" shall have
the same meaning as when used in the
United States Standards for Fresh Plums
and Prunes (7 CFR 51.1520--51,1538) ; the
term "“purplish color" shall have the same
meaning as when used in the Washing-
ton State Department of Agriculture
Standards for Italian Prunes (June 5,
1972) and In the Oregon State Depart-
ment of Agriculture Standards for Ital-
fan Prunes (July 15, 1972); the term
“diameter” means the greatest dimen-
sion measured at right angles to a line
from the stem to blossom end of the
fruit; and, except as otherwise specified,
all other terms shall have the same
meaning as when used in the marketing
agreement and order.

(Svca. 1-19, 48 Stat. 31, ax amended: 7 U.8.C.
601-874).

Dated: July 18, 1975.

Crarces R. BRADER,
Deputy Director, Fruif and Veg-
etable Division, Agricultural
Marketing Service.

[FR Do0.75-10220 Filed 7-23-75;8:45 am]
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CHAPTER XVIII—FARMERS HOME AD-
MINISTRATION, DEPARTMENT
AGRICULTURE

SUBCHAPTER D—-LOANS AND GRANTS
PRIMARILY FOR REAL ESTATE PURPOSES

|FPmHA Instruction 442.1)

PART 1823—ASSOCIATION LOANS AND
GRANTS—COMMUNITY FACILITIES, DE-
;%%P':AENI, CONSERVATION, UTILI-

Subpart A—Community Facility Loans
SECURITY

On page 20284 of the FEnEraL REGISTER
of May 9, 1975, there was published
notice of a proposed amendment to
§ 1823.6 of Subpart A of Part 1823. This
amendment adds paragraphs (a) (3) and
(b) (1) (i) to §1823.6 to allow that
other than full time residents may be
considered in determining security and
facility design In certain instances.
Former paragraphs (a) (3), (4), (5) and
(6) of this section are redesignated as
paragraphs () (4), (5), 6), and ()
without change except in the redesig-
nated paragraph (7), the cross-refer-
ence should read “(a) (5) and (6)";
former paragraph (b) (1) (i) and Uv)
are redesignated as paragraph (b) (1)
(iy) and (v) without change. Interested
persons were given until June 9, 1975, to
submit written comments, suggestions or
objections regarding the proposed regu-
Iation.

No written objections have been re-
celved and the proposed regulation is
;ce!!tzpwd without change and is set forth

W.

§ 1823.6 Security.

(a) L I

(3) In those cases Involving water and
waste disposal projects where there is a
substantial number of other than full
time residents and facility costs result
in a higher than reasonable rate for such
full time residents, the loan will be se-
cured by the assignment or pledge of
general obligation bonds, taxes or assess-
ments from public bodies or other orga-
nizations having the suthorlty to issue
bonds, taxes or assessments

(b) L
TS Sile

(11i) General obligation bonds, taxes
or assessments, In those cases involving
water and waste disposal projects where
there is a substantial number of other
than full time residents and facility costs
result in a higher than reasonable rate
for such full time residents, the loan will

be secured by an assignment or pledge
of general obligation bonds, taxes or
assessments from public bodies or other
organizations having the authority to
issue bonds, taxes or assessments,

(7 US.C, 1089; delegation of authority by the
Seo. of Agrl., 7 CFR 2.23: delegation of au-
thority by the Asst. Sec. for Rural Develop-
ment, 7 CFR 2.70).
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Effective date. This regulation is ef-
fective on July 24, 1975.

Dated: July 11, 1975,

Feranx B. ELuorr,
Administrator,
Farmers Home Administration.

[FR Doc¢.75-10290 Flled 7-23-75;8:45 am]

Title 12—Banks and Banking

CHAPTER |—COMPTROLLER OF THE
CURRENCY, DEPARTMENT OF THE
TREASURY

PART 4—DESCRIPTION OF OFFICE,
PROCEDURES, PUBLIC INFORMATION

Revision of List of Forms Currently in Use

This amendment is issued under au-
thority of the national banking law (12
UBS.C. 1 et seq.) and 5 US.C. 552. SBince
the amendments adds information to the
regulation describing office organization,
procedures and the availability of public
information, notice and public procedure
are found to be unnecessary and not in
the public Interest. Accordingly, the
:g_:lgndment will become effective July 24,

In 12 CFR 4.13 paragraph (a) is re-
vised to read as follows:

§ 4.13 Forms and instructions.

(a) Numbered Forms. The following
numbered forms of the Comptroller of
the Currency are currently in use:

CC 1400-0X: Officers’ Direct and Indirect In-
debtedness to Own and/or Other Banks,
CC 1401-OX: Verifying Balances, Public Of-

ficials,

CC 1402-OX: Verification of Collateral,

CC 1403-OX: Verification of Beries E Bonds.

CC 1404-OX: Request for Detalled State-
ment of Account,

CC 1405-OX: Transmitting Copy of Elec-
tronic Data Processing Report of Examina-
tion Independent Servicer.

CC 1406-0X: Transmitting Copy of Elec-
tronic Data Processing Report of Examina-
tion Servicer-Bank,

CC 1407-O0X: Requosting statement of Ac-
count of Correspondent,

CC 1408-0OX: Request for Bank Statement.

CC 1400-0OX: Cash Sheet,

CC 1410-OX: Due from Bank Reconcilement,

CC 1411-0X: Transcript of Account,

CC 1412-0X: Verification Sheet.

CC 1413-AX: Verification of Loan Particl-
pants.

CC 1413-0X: Verification Notes Forwarded
for Collection,

CC 1422-0X: National Bank Examiner's Seal,

CC 1423-OX: 'rmnamltung Copy of Report
of Examination,

COC 1424-OX: Assets to be Charged off by
National! Bank Examiner,

CC 1425-BX: Report of Examination-—
Branch,

CC 1425-CL: Examiner's Checklist for Guid-
ance in Determining Compliance.

CC 1425-CX: Examination Report (Cover).

CC 1425-PX: Branch Policies and Practices,

CC 1425-0X: Report of Examination—Main
Office.

CcC MQG—BX Confidential Information of the
Comptroller of the Currency—Branch.

CC 1426-O0X: Confidential Memorandum to
the Comptroller of the Curréncy—Maln
Office.

CC 1427-0X: Voluntary charge offs of In-
stallment Loans,

CC 1431-0OX: Examiner to Cashier Enclosing
Checks.

CC 1432-OX: Special Report of Bank Ex-
aminer.

CC 1435-DP: Cashler's Report to Bank m-
aminer (City Banks).

CC 1435-0OX: Cashier's Report to Bank Ex-
aminer (City Banks).

CC 1436-OX: Report of Status of Examina-
tiona,

CC 1440-OX: Report of the Condition of the
Trust Department.

CO 1450-0X: Fleetronle Data Processing Ex-
amination Report.

CC 1455-OX: Examination of National Banks
Recelving Electronic Datn Processing Serv-
loing,

cC t:;ss—ox: Report of Examination AfMli-
ates,

CC 1485-OX: Investment Sheet (Trust De-
partment),

CC 1486-OX: Real Estate Mortgage (Trust
Deénartment),

CC 1487-0X: Acrount Sheet (Iodividual)
(Trust Denartment),

CC 1488-OX: Cornorate Trust Work Sheet
(Trost Department),

CC 1600-AX: Fxaminar's Credit Line Bheet,

CC 16N1-0OX: Perronal, Farm or Ranch State-
ment,

CC 1AN2-AX:

CC 1803-0X:
(Vertical).

©C 1AM3-OX: Piseal Tnterim.

CC 1AM_OX: Renl! BEetate Morteage.

C({ lloos-ox: Consumer Finance—Indirect

ne.

CC 1606-0X:
Loans.

CC 1807-OX: File Comments, Trade Check-
ing, Credit Tnvestigations, Average Bal-
anoe, of cetern,

CC 1939-0X: Pronosed Branch,

CC 1976-0X: Primary Organization—Investi-
gation Renort.

CC 6n44-02: Bond for Tost Recelver's Cer-
tifieate and In Lien of Administration,

CC 6044-03: AMdavit of Loss of Recelver's
Certificate.

CC 6n44-04: Bond {n Tien of Administration.

CC 6748-05: AMdavit Relative to Death of
Claimant.

CC 6046-08: Recsived from the Comptroller
of the Currency (Receipt).

OC 6046-07: Relense.

CC 6061-07: Transmittal of Analysis Record
Change’/s Form,

CC 6061-08: Analysls Systom ADP Up-Date
Processing Transmittal,

CC 60681-00: Tranemittal of Long
Planning Rebort Master Record Change/s.

CC 6061-10: Long Range Planning Reglonal
Data Card,

CC 6061-11: Vital Recorde Shipment Log.

Flsral Tnterim Statement,
Finaneial Statement—Business

Consumer Finance—Past Due

CC 6061-12: Vital Records Identification
Label,
CC 7020-01: Application for Change in Title

for Subsidiary Banks of n Registered Bank
Holding Company.

CC 7020-02: Cashler's Certificate on Adoption
of Amended Bylaws,

OC 7021-01: New Bank Cards.

CC 7021-02: Record of Capltal Increases and
Decreases (Completed During ... 2

CC 7021-03: Competitive Report.

CC 7021-04: Financial Report,

CC 7021-05: Blographical Report,

CC 7022-08: Oficlal Signatures of Offcars.

CC 7022-07: Certificate of Payment of Capital
Stock and Compliance with Legal Require-
ments,
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©C 7022-08: Joint Oath of Directors,

©C 7022-09: Oath of Director.

CC 7022-10: List of Directors.

©C 7022-11: List of Interim Directors.

CC 7022-12: tion Certificate.

CC 7022-13: Application to Convert a State
Bank into a National Banking Association.

©C 7022-14: Appointment of Agent,

©C 7022-15: Supplement: Application to Or-
ganize s Natlonal Bank and Representa-
tions of Applicants,

CC 7022-16: Application to n Na~
tional Bank and Represontations of Appli-

cant.
CC 7022-17: Articles of Association (Conver-

slon),

CC 7022-18: Summary of Information to be
Submitted to the Regilonal Administrator
within 30 days after the Filing of an Ap-
plication to Organize a National Bank,

CC 7022-19: Advice of Commercement of
Business by National Bank.

CO 7022-20: Authority for Conversion of
State Bank.

CC 7022-21: Organization Certificate (Con-
version) .

CC 7022-22: Articles of Association.

CC T023-03: Certificate of Completed

in Outstanding Capital Notes,

CC 7023-04: Amended Articles of Assoclation.

CC 7023-05: Application for an Increass In
Capital by Salp of Additional Common
Stock.

CC T023-08: Application for an Increase in
Capital by Issuance of a Stock Dividend.

CC 7023-07: Secrotary's Certificats (Sale).

CC 7023-08: Secrotary's Certificate (Sale and
Change in Par Value).

CC 7023-00: Secretary’s Certificate (Par
Value).

CC 7023-10: Secretary’s Certificate (Author-
ized but Unissued Stock).

QO 7023-11: Certificate of Payment for Addi-
tional Common Stock.

CC 7023-12: Certificate of Payment for Addl-
tional Common Stock (For Assets),

CC T023-13: Certificate of Payment for Capl-
tal Debentures.

CC 7023-14: Certificate of Conversion of
Capital Notes.

CC 7T023-156: Issuance of Preferred Stock
Certificate of Payment,

CC 7023-16: Certification of Declaration of
Stock Dividend.

CC 7023-17: Secretary's Certificate.

CC 7023-18: Secretary's Certificate (Stock
Dividend, Sale and Change in Par Value)
(Combination) .

CO 17023-10: Secretary’s Certificate (Stock
Dividend).

CO 7023-20: Proxy Sheet.

CC 7023-21: Certificate and Ceortification,

CO T023-22: Apnlication for Authorized but
Unissued Stock,

CC 17023-23: Se-retary's Certificate (Stock
Dividend and Sale).

CC 7023-24: Secretary's Certificate (Stock
Dividend and Change in Par Value).

CC 7023-25: Secretary’s Certificate (Increase
in Capital by way of a Change in Par
Value).

OC 7023-26: Becretary's Certificate (Sale of
Authorfzed but Unissued Stock).

CC 7023-27: Certificate of Approval (For In-
crease In Common Stock) .

CC 7023-28: Certification of Tnerease in Cap-
ital by a Change in Par Value,

OC 7023-29: Certificate of Approval for In-
crease in Capital Stock.

CC 7023-30; Ownershin Change Card,

CO 7023-31: Change i{n Ownership of Na-
tional Bank.

CC 7024-01: Anplication for Permission to
Establish a Brarch.

CC 7024-02: Branch Charge-out Card.

CC 7024-03: Permanent Branch Card,

CC T024-04: Proposed Branch Location Map,

CC 7024-05: Protest Sheet.
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CO T024-06: Summary of Information to be
Submitted to the Administrator
of National Banks within 30 days after
Fillng of an Application to Establish a
Branch.

OC 7024-16: Approval for Change of Address
of a Branch.

CC 7024-18: Approval for Change of Loca-
tion of a Branch.

CC 7025-01: Secretary's Certificate (Morger
§ 1828(c) ).

CC 7025-02: Application for a Change in
Location of Head Office or Branch,

CC 7025-03: Bylaws.

CC 7T025-04: Publication of Notice of Ligqui-
dation.

CC 7025-05: Notice of Proposed Bank Merger,
Bank Consolidation, Acquisition of Bank
Assets or Assumption of Liabilities,

CC 7025-00: Notice of Moecting of Share-
holders.

CC 7025-09: Sharcholders' Meeting,

CC 7025-10: Application for Approval to
(Merge, Consolidate, Purchase) .

CC 7026-11: QGeneral Information and In-
structions for the Preparation of an Ap-
plication for Approval to Effect a Consoll-
dation, Merger.

CC 7025-12: Secretary’'s Certificate (Ratifi-
cation).

CO 7025-13: Agreement of Consolldation.

CC 17025-14: Application for a Change of
Title.

CC 7025-16: Agreement to Merge.

CC 7025-16: Report of Progress of Liquida-

tion.

CC 7025-17: Notice of Meeting of Bhare-
holders (Voluntary Liquidation),

CC 7025-18: Purchase Agreement,

CC 17025-21: Affidavit of Publication of
Charter.

CC 7025-22: Resolution for Voluntary Ligui-
dation.

CC 7025-23: Resolution for Voluntary Liqui-
dation,

CC 7025-24: Notice of Moeting of Share-
holders (Purchase and Sale),

CC 7025-25: Secretary's Certificate (Article
I) (Title change only).

CC 7025-26: Title Changes and Relocations,

CC 7025-27: Request for Report on Competi-
tive Factors.

CC 7025-28: Purchase of Assets and Assump-
tion of Liabilities.

CC 7025-20: Consolldation or Merger.

CC 7500-01: Common Trust Fund Survey.

CC 7510-01: Apolication of National Banks
for Fiduciary Powers.

CC 7510-02: Apnlication of Converting Bank
for Fiduclary Powers,

CO 7510-03: Trust Department Annual
Revort,

CC 7510-04: Quarterly Report,

©C 7510-05: Annual Report of Equity Secu-
ritles,

CC 7610-01: Notice of International Activity.

CO 7610-02: Renort of International Activity.

CC 7610-03: Correction Transmittal—Call
Items,

CC 7810-04; Transmittal of Forelgn Branch
Changes.,
CC 7610-05; for Forelgn

Branches,

CC 8010-01: Subpoena.

CC 8010-02: Subpoena Duces Tecum.

CC 8010-03: Violation of Law.

CC 8010-04: Summary of Bank Shortages
Reported to United States Attorney Dur-
ing the Yearof 19....

©C 8010-05: Form F-7, Initial Statement of
Beneficlal Ownership of Securities:

CC 8010-06: Form F-8, Statement of
Changes in Beneficial Ownership of
Securities,

CC B8013-02: Disclosure Check List (Truth

in Lending).

Abstracting
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CC 8013-05: Survey of Personal Property
‘Lease Financing Transactions Beneficial
Ownership Reports Log.

CC 8015-01: Beneficial Ownership Reports

Log.

CC 8015-02: Registration Record,

CC 8021-01: Correction Transmittal—For
Common Trust Pund Survey.

CC 8021-02: Transmittal of Common Trust
Pund Data Base Changes,

CC 8021-03: Transmittal of Trust Depart-
ment Annual Changes,

CC 8022-01: Forelgn Branch Report of
Condition.

C : Computation of Weekly Aver-

age Reserve to be Carried Two Weeks
Hence with Approved Reserve Agencles by
Nonmember Banks and Trust Companies
In the District of Columbia.

CC 8022-04: Bank Liguidity Analysis.

CC 8022-05: Consolldated Report of Con-
dition (White) (Domestic Only).

CC 8022-06: Consolidated Rervort of Condl-
tion (Green) (Domestic Only).

CC 8022-07: Past Due Loans,

CC 8022-06: Form Letter for Reporting Cor-
rections on Bank’'s Report of Income and
Dilvidonds,

CC 8022-09: Change Notlce—Foreign Branch
Master File.

CC 8022-10: Maturity Schedule of Assets and
Liabllities (1-75).

CC 8022-11: Report of Reserve Held.

CC 8022-12: Schedulo K Memorandum Bup-
plement to Domestic OMcers Report of
Condition,

CC 8022-13: Request for Public Documents,

CC 8022-14: Consolidated Renort of Incomo
(Including Domestic Subsidiaries),

CC 8022-18: Consolidated Report of Condl-
tion (White) (Including Domestic and
Forelgn Subsidiaries).

CC 8022-19: Consolidated Report of Condi-
tion (Green) (Including Domestic and
Forelgn Subsidiaries).

CC 8022-20: Report of Condition Schedule
B Par Value of Securitiés Tesuad by the
US. Treasury and by other US. Govern-
ment Agencles,

CC 8022-21: Acaulrition Gridance Letter
Consolidated Report of Income.

CC 8022-22: Sunplemental Information-—
Report of Condition (Form Letter),

CC 8022-23: Report of Net Deposita and Re-
gerve Required of Nonmember banks in
the District of Columbia.

CC 8022-24: Corrections to Credlit Card Date,

CC 8022-25: Corrections to Bank Liquidity
Analvsis Data.

CC 2000-01; External Crimes Against
tional and District Banks.

CC D000-02: Action Management System.

CC 9000-03: Action Management System
(Seruential File).

CC 9020-01: Request for FBI Name Check.

CC 0030-01: Report of SBecurity Devices.

CC 9030-02: Report of Crime.

CC P030-03: Analysis of Earnings and
Exvenses,

CC 9030-04: Equal Opportunity Report,

CC 9030-05: Record of Defaleation.

CC $9030-08: Report of Pledged National
Bank Stock.

CC 9030-07: Report of Officers® Borrowings
at other Banks.

CC 9030-08: Natlonal Bank's Defalcations of
$10,000 or More.

CC 9030-09: Direct Verification
Negative,
CC 9030-10:
CC 9030-11:
CC 9030-12:
CC 9030-13:
CC 9030-14:
CC §030-15:
CC 0030-16:
CC 9030-17:
CC 9030-20:
CC 9030-21:

Na-

Deposits

Check Actounts Negative.
Loans Negative.

Closed Accounts Negative,
Deposits Positive,

Check Accounts Positive,
Loans Positive,

Visitation Report,
Examination Report Record.
Comment Sheet,

Analysis Sheet.
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CC 9030-22: Liquldity Analysis Sheet.

CC 9030-25: Viclstion of Law.

CC 8030-26: Application for prior Approval to
Invest in or Acguire an Operating Sub-

sidiary.
CC 0030-27: Small Business Administration

Loans,

©CC 9030-28: Report of Credit und Financial
Relationships of Banks and Bank Holding
Companies with Real Estate Investment
Trusts (“REITs").

CC 9080-29; Statement of Interest of Di-
rectors and Principal Oficers of National
Banks,

(12 US.C. 1 ¢t seq.: 5 US.C. 652)
Dated: July 18, 1975.

James E. SMiTH,
Comptroller of the Currency.

|FR Doc.75-19250 Filed 7-23-75,8:45 am]

Title 14—Aeronautics and Space

CHAPTER |—FEDERAL AVIATION ADMIN-
ISTRATION, DEPARTMENT OF TRANS-
PORTATION

[Docket No. 11184, Amdt. 39-2275]
\PART 39—AIRWORTHINESS DIRECTIVES

British Alrcraft Covg;:iion Mode! 1-11
200 and 400 Airplanes

A proposal to amend §30.13 of Part
39 of the Federal Aviation Regulations,
Amendment 39-1293 (36 FR 18462), AD
71-20-1, to require repetitive inspection
of the secondary flap drive shaft bearing
assembly every 750 landings after the
initial inspection on British Alrcraft
Corporation Model 1-11 200 and 400
series airplanes was published in 38 FR
9091,

Interested persons have been afforded

an opportunity to participate in the
making of the amendment. Although no
objections were received, the FAA has
reevaluated the need for the proposed
revision to Amendment 39-1203, AD 71~
20-1, and determined that it should be
adopted,
(Socs. 313(a), 601, 608, Federal Aviation Act
of 1058 (40 U.S.0. 1854(a), 1421, 1423), soo.
6(c), Department of Transportation Act (48
U.8.0. 1665(¢c) )

In consideration of the foregoing, and
pursuant to the authority delegated to
me by the Administrator (14 CFR 11.89),
$ 30.13 of Part 39 of the Federal Aviation
Regulations is amended by revising para-
graphs (&), (¢), and (d) of Amendment

39-1203 (36 FR 18462), AD 71-20-1, to
read as follows:

Barrisy Amcrarr ConxronatioN: Applies to
Model BAC 1-11 200 and 400 series air-
planoes,

(a) For each bearing assembly, within
the next 1,000 landings after the eflective
date of this AD, or before the accumulation
of 4,000 landings, whichever occurs later,
and thereafter at intervals not to exceed 7560
landings from the last inspection, visually
inspect the bearing assembly for end float
in accordance with British Alrcraft Corp.
Model BAC 1-11 Alert Service Bulletin No,
27-A-PM 4642, Issue 2, dated July 14, 1972,
or an FAA-approved equivalent,

(¢) Bend over the four alternate locking
tabs of the affected bearing assembly In ac-
cordance with paragraph 2.1.3 of British Afr-

RULES AND REGULATIONS

craft Corp. Model BAC 1-11 Alert Service
Bulletin No. 27-A-PM 4642, Issue 2, dated
July 14, 1972, or an FAA-approved equiva-
lent. Repeat the Inspection specified In
paragraph (a) on the affected bearing as-
sembly at Intervals not to exceed 750 land-
ings from the last inspection,

(d) Overhaul the affected bearing as-
sembly by replacing the fork end, bushings,
thrust washers, and retaining ring with serv-
iceable parts of the same part number. Be~
fore the accumulation of a total of 4,000
landings on the overhauled bearing assembiy
and thereafter at intervals not to exceed 750
landings from the last Inspection, repeat the
inspection specified in paragraph (a).

This amendment becomes effective Au-
gust 25, 1975,

Issued in Washington, D.C. on July 17,
1975.
J. A. FERRARESE,
Acting Direclor,
Flight Standards Service.

[FR Doc.7T5-10200 Filed 7-23-75;8:46 am)

{Docket No, 75-CE-18-AD, Amdt, 39-2273)
PART 39—AIRWORTHINESS DIRECTIVES

Cessna 180, 182, 185, 188, U206, P206
and 207 Series Airplanes

The manufacturer has determined that
due to changes in manufacturing tech-
niques some fuel cells on Cessna 1973
through 1975 production Models 180, 182,
185, 188, U206, P206 and 207 scries air-
planes have less capacity than stated on
the aircraft placards. This discrepancy
between actual fuel quantities and fuel
quantities stated on the aireraft placards
could result in premature fuel exhaustion
during flight, Published data could be
misleading and since this condition is

likely to exist or develop in other alir-
planes of the same type design, an Air-
worthiness Directive (AD) is being is-
sued applicable to the above series air-
planes, requiring the installation of plac-
ards which reflect the mintmum fuel
system capacity to be expected. The air-
craft type certificate data sheets will also
be revised to reflect this reduced fuel
capacity, Since it would not be in the puk-
lic interest or in the interest of safety to
do otherwise, this AD is being made ap-
plicable to the entire production serial
numbers. The total system capacity can
vary from airplane to alrplane and be af-
fected by fuel tank replacements, ele. A
standardized placard and marking is be-
ing required.

Since a situation exists which requires
expeditious adoption of the amendment,
notice and public procedure hereon are
impracticable and good cause exists for
making the amendment effective in less
than thirty (30) days.

In consideration of the foregoing and
pursuant to the authority delegated to
me by the Administrator 14 CFR 11.89
(31 FR 13697), § 39.13 of Part 39 of the
Federal Aviation Regulations 1s amended
by adding the following new AD,

Crssna. Applies to all Models 180, 182, 185,
A185, U206, TU200, P206, TP208, T207
and 207 series airplanes and Model A188
series alrplanes with wing fuel tanks
regardless of alrworthiness category.

Compliance: Reoquired ns indicated, unless
already lshed.

To preclude Inadvertent fuel exhaustion
due to incorrect fuel placarded capacities,
within the next 100 hours’ time In service
after the effective date of this AD:

(A) Replace the existing fuel systom
placards with those specified on the follow-
ing choart:

Revised fuel placards

Alreraft model (1973-70) Frel conNgurath

10y 52204 through 52554:

8N
iandphno
Floatplune option.......... 8

152P, §/N 2251 through 63500, .

185F, B/N 02263 lhmrh (2653
fau)dphm and AgCarry-
all. g
Floatplane eption. .. .

U206F and Tv200F, 8/N Q15
through (Q675:

Floatplane option. ..

0T0S019-T
OT06019-5

50238,
s TOS0C3-9. (ontboand),
0702313 (luboard),

%hnl valve) ....... 0705023-10,
fuel valve, 07002310,

1.

207 and TA7, 8/N 26 throngh Etandard rmnge. ... 070504823 .
00283, / Lovg

0504824,

1 With ON-OFF [uel valvo only.

Nore: Cessna Alrcralt Company provides
instructions in Service Lotter SE75-7 for re-
vision of the pages of the owner's manuals
affocted by the reduced fuel system capaoity.
To avold discrepancics botween these man-
vals and the alreraft placards, the manuals
should be revised in accordance with Cessna’s
instructions,

(B) On all models of alreraft manufactured
in and prior to 1973 review the alrcraft rec-
ords to determine if now fuel bladder(s) haye
been installed since June 1, 1978, and if so,
comply with Paragraph A of this AD unless
it is cstablished that the fuel celis Installed
were manufactured prior to June 1, 1978,
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and this fact is entered In the permanent
aircraft records,

Nore: The owner may review the alrcraft
records and if he determines that new fuel
biadder(s) have not been installed since
June 1, 1073, may enter such information In

the atreraft records.
(C) Alternate methods of compliance with
this AD must be approved by the Chief,
ring and Manufacturing Branch,

FAA, Central Reglon,
This amendment becomes effective
July 30, 1875.

(Secs, 313(a), 601, 603, Federal Aviation Act
of 1058, (49 US.C. 1364(a), 1421, 1423); sec~
6(c), De| nt of Transportation Act, (49
US.C, 1656(c)))

Issued in Kansas City, Mo., on July 16,
1976,
GEORCE R. LACATLLE,
Acting Director, Central Region,
[FR Doc.75-19207 Pilod 7-23-76,8:45 am]

[Alrworthiness Docket No. 73-WE-7-AD,
Amadt. 30-2271]

PART 39—AIRWORTHINESS DIRECTIVES
Rockwell International NA-265 Series
Airplanes

Amendment 39-1664 (38 FR 15500),
AD 73-12-9, requires: (a) Stowing the
thrust reverser In the forward thrust
position and installation of a placard; or
(b) Incorporation of a specific Airplane
Flight Manual revision, performance of
periodic inspections and maintenance
procedures in accordance with Sabre-
liner Division Service Bulletin 73-10, and
installation of a placard to perform a
pre-flight operational and thrust re-
verser system check; or (¢) performance
of equivalent inspections and mainte-
nance procedures approved by FAA
Western Reglon. The AD applies to the
engine thrust reversers installed on cer-
tain Rockwell International NA-265
serles airplanes. After issuing Amend-
ment 39-1664, the agency has deter-
mined that an approved type design
change, when incorporated on airplanes
already in service, makes the require-
ments of AD 73-12-9 unnecessary.

Therefore, the AD is being amended
to limit its applicability to certain serial
numbered airplanes which are not modi-
fled In accordance with FAA Approved
Sabreliner Division Service Bulletins
74-8 and T74-11, or later FAA-approved
revisions. The AD, as amended. also pro-
vides for accomplishment of the Service
Bulletins as terminating action.

Since this amendment provides an
elternate means of compliance, or as to
certain airplanes is relieving, and im-
poses no additlonal burden on any per-
son, notice and public procedure hereon
are unnecessary and the amendment
may be made effective In less than 30

days.

In consideration of the foregoing and
pursuant to the authority delegated to
me by the Administrator (31 FR 13697),
§ 39.13 of Part 39 of the Federal Aviation
Regulations, Amendment 39-1664 (38
FR 15500), AD 73-12-9, is amended as
follows:

RULES AND REGULATIONS

1. Amend the applicability statement
to read:

ROCRWELL INTERNATIONAL. Applies to Model
NA~265-40 alrplanes Serial Numbers
prior to~282-138 and equipped with

airplanes, Serial Numbers prior to 506-
81; all Model NA-265-70 airplanes, Serial
Number 370-2 through 370-8, and 370-8
and 370-9.

2. Add “or (d)", to the alphabetical
numeration of alternatives for AD com-
pliance In the AD statement of purpose,

3. Add s new pdaragraph (¢) to read:

(c)(1) Install a strengthoned atang
bracket in sccordance with FAA Approved
Sabreliner Division Service Bulletin 74-11,
dated June 20, 1975, or later FAA-approved
revistons; and

(2) Install an sutomatic Stow System In
accordance with Sabreliner Division FAA
Approved Service Bulletin 74-8 dated July
14, 1975, or Iater PAA-approved revisions;
and

(3) Incorporate In the Alrplane Flight
Manual the appropriate revisions shown in
Sabreliner Division Service Bulletin (2),
above.

4. Add after paragraph (¢) the follow-
ing: \

Norz. For the purpose of compliance with
(c). above, the automatic stow system must
be operational

5. Re-identify existing paragraph (c)
fis paragraph (d).
6. Delete the existing paragraph (d).

This amendment becomes effective
July 29, 1975.

(Sec. 313(a), 601, 603, the Federal Aviation
Act of 1058, (40 U.S.C. 1354(n), 1421, 1423);
sec. 6(c), Department of Transportation Act,
(49 UB.C, 16556(¢c) ) ).

Issued in Los Angeles, Calif. on July i

15, 1975.

Rosgrr B.. STANTON,
Director, FAA Western Region,

[FR D0o.75-10201 Plled 7-23-75;8:45 am]

[Alrspace Docket No. 76-S0-55]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES, CON-
'I'PORO' "L%ED AIRSPACE, AND REPORTING

Alteration of Transition Area

On June 6, 1975, a notice of proposed
rulemaking was published in the FepEraL
RECISTER (40 FR 24365), stating that the
Federal Aviation Administration was
considering an amendment to Part 71 of
the Federal Aviation Regulations that
would alter the Brunswick, Ga., transi-
tion area.

Interested persons were afforded an
opportunity to participate in the rule-
making through the submission of com-
ments. There were no comments re-
celved.

In consideration of the foregoing, Part
71 of the Federal Aviation Regulations
is amended, effective 0901 G.m.t., Octo-
ber 9, 1975, as hereinafter set forth.

In 571181 (40 FR 441), the Bruns-
wick, Ga., transition area is amended as
follows: “* * * south of the VOR; * * **
is deleted and “* * * south of the VOR;
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within an 8.5-mile radius of Brunswick-
Golden Isles Municipal Ailrport (lat.
31°16732°" N., long. 81°27°'59" W.); * * *"
is substituted therefor,

(Sec. 307(a), Federal Aviation Act of 1058,
(49 US.C. 1348(a) ) ; sec, 6(c), Department of
Transportation Act, (40 U.S.C. 18656(¢) ) )

Issued In East Point, Ga., on July 15,
1975.
Loxnie D. PARRISH,
Acting Director, Southern Region.

[PR Doc.76-10202 Plled 7-23-75;8:45 am]

[Alrapace Docket No. 75-NW-12]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES, CON-
POl ROI NL1L'§D AIRSPACE, AND REPORTING

Alteration of Transition Area

On May 28, 1975, a notice of proposed
rulemaking was published in the Feo-
ERAL REGISTER (40 FR 23084) stating that
the Federal Aviation Administration was
considering an amendment to Part 71
of the Federal Aviation Regulations that
would alter the description of the Bur-
ley, Idaho Transition Area.

Interested persons were given 30 days
in which to submit written data, views
or arguments. No objections were re-
celved.

In consideration of the foregoing, the
amendment is hereby adopted without
change.

Effective date. This amendment shall
bgq:ﬂectlve 0901 S.m.t. on October 9,
1975.

(Sec, 307(a), Federal Aviation Act of 1058, aa
amended, (40 US.C, 1348(a)): sec., 6(c),

Department of Transportation Act (40 US.C,
1655(¢) ))

Issued in Seattle, Wash., on July 14,

1975.
C. B. WaLx,
Director, Northwest Region.

In §71.181 (40 FR. 441) the descrip-
tion of the Burley, Idaho, transition area
is amended to read as follows:

All after that portion of the descrip-
tion beginning “* * * and that airspace
extending upward from 1200 feet above
the surface * * * is deleted and the fol-
lowing is substituted, therefor,

* ¢ * that alrapace extending upward
from 1200 feet above the surface north of
Burley bounded by a line 8 miles northwest
of, and parallel to, V-365 extending from the
Burley VORTAC to the south edge of V-
500; that alrspace northeast of Burley
bounded on the northeast by V-500, on the
southeast by V-269, on the northwest by
V-365; that ailrspace east of Burley bounded
on the north by V-260 on the east by an
arc of a 28-mile radius circle, centered on
the Burley VORTAC, on the southwest by
V-4; that alrspace southeast of Burley
bounded on the north by V-4, on the south-
east by arc of a 33.56 mile circle centered on
the Burley Municipal Aflrport (Latitude
42°32'20" N; Longitude 113°46°27"° W) on
the southwest by the northeast edge of V-
101; that alrspace southwest of Burley
bounded by a & lne 10 miles southeast of,
and parallel to, the Burley VORTAC 223*
radial extendnig from the VORTAC 19 miles
southwest,

[FR Doc.75-19203 Filed 7-23-75;8:456 an |
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[Docket No. 14793, Amdt, 078)
PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES
Miscellaneous Amendments

This amendment to Part 97 of the
Federal Aviation Regulations incorpo-
rates by reference therein changes and
additions to the Standard Instrument
Approach Procedures (SIAPs) that were
recently adopted by the Administrator
to promote safety at the airports
concerned.

The complete SIAPs for the changes
and additions covered by this amend-
ment are described in FAA Forms 8260~
3, 8260-4, or 8260-5 and made a part
of the public rule making dockets of the
FAA in sccordance with the procedures
set forth in Amendment No. 97-696 (35
F.R, 5609).

SIAPs are available for examination
at the Rules Docket and at the National
Flight Data Center, Federal Aviation
Administration, 800 Independence Ave-
neu, SW. Washington, D.C. 20591,
Copies of SIAPs adopted in a particular
region are also svailable for examina-
tion at the headquarters of that region.
Individual copies of STAPs may be pur-
chased fromx the FAA Public Informa-
tion Center, AIS-230, 800 Independence
Avenue, SW., Washington, D.C. 20591
or from the applicable FAA regional
office In accordance with the fee schedule
prescribed in 49 CFR 7.85. This fee is
payable in advance and may be paid by
check, draft, or postal money order pay~
able to the Treasurer of the United
States. A weekly transmittal of all SIAP
changes and additions may be obtained
by subscription at an annual rate of
$150.00 per annum from the Superin-
tendent of Documents, U.S, Government
Printing Office, Washington, D.C. 20402,
Additional copies mailed to the same ad-
dress may be ordered for $30.00 each.

Since a situation exists that requires
immedinte adoption of this amendment,
I find that further notice and public
procedure hereon is impracticable and
good cause exists for making it effective
in less than 30 days.

In consideration of the foregoing, Part
97 of the Federal Aviation Regulations
is amended as follows, effective on the
dates specified:

1. Section 97.23 is amended by origi-
nating, amending or canceling the fol-
Jowing VOR-VOR/DME SIAPs, effective
September 4, 1975:

Augusts, GA—Bush Field, VOR-A, Amdt. 17,
August, GA—Dante] Field, VOR-B, Amdt. 11.
Eveleth, MN—Eveloth-Virginia Municipal

Arpt., VOR Rwy 27, Amdt. 6, -
Lawrenceville, GA—Gwinnett Co, Arpt., VOR

Rwy 7, Amat. ¢ .

Myrtlo Beach, SC—Myrtle Beach APB/Civil

Jot Port » VOR/DME-A, Orig.

Orange, MA—Orange Municipal Arpt., VOR~

A, Amdt. 4.

Pine Mountain, GA—Calinway Guardens-Har-

ria Connty Arpt. VOR-A, Amdt. 2,

RULES AND REGULATIONS

* * * effective July 14, 1976:

Beokley, WV—Raleigh County Memorial
Arpt., VOR Rwy 10, Amdt. 8,

2. Section 97.25 is amended by origi-
nating, amending or canceling the fol-
lowing SDF-LOC-LDA SIAPs, effective
August 7, 1975
Whitefisld, NH—Whiteficld Regional Arpt.,

LOC Rwy 10, Orig.

* * * effective July 14, 1975:

Elkins, WV-—Elkins-Randolph County-Jen-
nings Randolph Pleld, LDA-O, Amdt, 1,

3. Section 97.27 is amended by origl-
nating, amending or canceling the fol-
lowing NDB/ADF SIAPs, effective Sep-
tember 4, 1975:

Loulsville, MS—Loulsville Winston County
Arpt., NDB-A, Amdt. 2, cancelled.

Louisville, MS—Louisville Winston County
Arpt,, NDB Rwy 17, Orig,

Orange, MA—Orange Municipal Arpt,, NDB-
B, Amdt. 2,

Plne Mountain, GA—Callaway Gardens-Har-
ris County Arpt, NDB Rwy 9, Amdt, 5.

* * ¢ effective August 7, 1975:

Whitefield, NH-—Whitefield Reglonal Arpt,
NDB Rwy 10, Amdt. 8,

4. Section 97.29 is amended by origi-
nating, amending or canceling the fol-
lowing ILS SIAPs, effective September 4,
1995:

Myrtle Beach, SC-—Myrtle Beach AFB/Civil
Jet Port - ILS Rwy 17, Orig.

* *» * effective July 31, 1975:
Ft. Myeors, FL—Page Fleld, ILS Rwy 5, Orig,
* *.* effective July 14, 1975: -

Beckley, WV-—Raleigh County Memaorial
Arpt,, ILS Rwy 10, Amdt, 1.

5. Section 87.31 is amended by origi-
nating, amending or canceling the fol-
lowing RADAR SIAPs, effective Septem-
ber 4, 1975,

Augusta, GA—Danlel Field, RADAR-1, Amdt,

1.

6. Section 97.33 is amended by origl-
nating, amending or canceling the fol-
lowing RNAV SIAPs, effective Septem-
ber 4, 1975,

Augusta, GA—Dantel Field, RNAYV Rwy 10,

Amdt. 2.

Chapel HIill, NC-—Horace Willams Armpt,

RNAV Rwy 26, Orig.
Thomasville, OGA-—Thomasville

Arpt, RNAV Rwy 82, Orig.

(Secs, 807, 313, 601, 1110, Federal Aviation
Act of 1058; (40 U.S.C. 1438, 1354, 1421, 1510);
sec, 6(c), Department of Transportation Act,
(40 US.C. 1055(0)) )

Issued fn Washington, D.C., on July 17,
1675.

Munlicipal

James M. Vines,
Chiaf, Aircraft
Programs Division,
Nore: Incorporation by reference pro-
visions in §% 97.10 and 97.20 (35 FR 5610)
approved by the Director of the Federal
Register on May 12, 1069.
PR Doc.76-10204 Flled 7-23-75;8:45 am]
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Title 15—Commerce and Foreign Trade

CHAPTER XX—OFFICE OF THE SPECIAL
REPRESENTATIVE FOR TRADE NEGOT!-

PART OF INFORMATION
PROCEDURES

2004—FREEDOM
POLICIES AND

Notice is hereby given that pursuant to
the provisions of 5 U.S.C, 552, there is
published (as Chapter XX, Part 2004 of
Title 15 Code of Federal Regula-
tions) the following regulations effective
July 24, 1975. These regulations apply
solely to the Office of the Special Rep-
representative for Trade Negotiations
(hereinafter referred to as “STR™) and
therefore supersedes those regulations
published by the OMB (Chapter III,
Part 1303 of Title 5, CFR and Chapter V
gz S.I'}t"ll%e 3, CFR) insofar as they apply

See.

2004.1 General.

20042  Avallability of records.

20043  Executive Order 11652,

2004.4 Records which may be exempt from
disalosure,

20045 Classifted records and information
from other agencies,

20046 Release or denial of request for
records.

20047 Appenls,

20048 Time lmits,

20049 Pees nohedule.

2004.10 Fee payments.

2004.11 Current index.

2004.12 Annual report to Congress,

Avrnortry: Pub, L, 83-618, 88 Stat, 1078,
(6'US.C. 6562), sz amended by Pub. L. §3-502;
(18 USB.C. 2171),

§ 2004.1 General.

This information Is furnished for the
guidance of the. public and in compli-
ance with the requirements of section
552 of Title 5, U.S5.C. as amended.

§ 2004.2  Awailability of records.

(a) All jdentifiable records of the Of-
fice of the Special Representative shall
be made available to the public upon
compliance with the procedures estab-
lished in this part, except to the extent
that o determination is made to withhold
a record subject to exemption under 5
U.B.C. 552(b),

(b) All requests for records must be in
writing and shall be addressed to Free-
dom of Information Officer, Office of the
Special Representative for Trade Negoti-
ations, 1800 G Street, NW., Washington,
D.C., 20506. Requests should reasonably
identify the particular record or records
sought. Such a description, if possible,
should include date, format, subject
matter, office originating or receiving the
record, and the name of any person to
whom the record is known to relate.

§2004.3 Exccutive Order 11652,

A request for classification review
under Executive Order 11652 (37 FR
5209) which is identified as specifically
and exclusively so intended will be proc~
essed in aecordance with that Order and
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implementing National Security
g:mcu Directive (37 FR 10053).

€ 20044 Records which may be exempt
from disclosure.

(a) The following categories of records
maintained by the Office of the STR may
be exempted from disclosure:

(1) Records specifically authorized
under criteria established by an execu-
tive order to be kept secret In the interest
of national defense or forelgn policy and
are in fact properly classified pursuant to
such executive order.

(2) Records related solely to the
internal personnel rules and practices of
the agency.

(3) Records specifically exempted
from disclosure by statute, including but
not limited to information relating to
trade negotiations exempted under
trade negotiations exempted under ub. L
Pub. L. 93-618, section 135(g) (1) (A)
and B and section 135(g) (2).

(4) Records of trade secrets and com-
mercial or financial information ob-
tained from & person and privileged or
confidential,

(5) Records which are inter-agency or
intra-agency memorandums, letters,
telegrams, or airgrams which would not
be available by law to a party other than
an agency in ltigation with the agency.

(6) Records such as personnel and
medical files and similar files the public
disclosure of which would constitute a
clearly unwarranted invesion of personal
privacy.

(1) Such other records that fall with-
in exceptions noted in 5 US.C. 552(b)
(7), (8) and (9).

(b) Any reasonably segregable nonex-
empt portion of a record shall be pro-
vided to any person requesting such rec-
ord after deletion of the portions which
are exempt under paragraph (a) of this
section. Normally a portion of a record
shall be considered reasonably segrega-
ble when segregation can produce an in-
telligible record which is not distorted
out of context and does not contradict
the record being withheld.

§ 20045 Classified records and informa-

tion fram other agencies.

(a) A Classification Review Committee
15 hereby established within STR to
make determinations on the applicability
of the exemption for docu-~
ments, The Committee will be chalred
by a staff official designated by the
Special Representative and will consist
of the Chairman and 2 STR Officials
designated by him who have authority
to classify and declassify documents.

(b) The applicability of the exemption
for classified information requires a de-
termination that the record in question
Is specifically authorized under the cri-
teria established by Executive Order
11852 to be kept classified and is in fact
properly classified pursuant to that order.
This determination shall be made when-
cver possible before the imitial denial
under § 2004.4(a) (1), It must in any case
be made prior to the decision of an
appeal under § 2004.7. No denial should
be based solely on the existence of a

FEDERAL REGISTER, VOL 40, NO.

RULES AND REGULATIONS

classification marking on the record, and
there shall be a substantive review of the
validity of the classification to the maxi-
mum extent feasible within the time
Hmits for a denial under § 2004.4,

(¢) When a request for a STR record
encompasses classified Information origi-
nated or recelved from another depart-
ment or agency, the request for that in-
formation shall be referred té the orig-
Inator or other source. The person re-
questing the record will be advised of the
date and the addressee of the referral.

(d) The Classification Review Com-
mittee will, at the request of another
agency, make recommendations on the
release of material concerning “national
defense or foreign policy” originally
classified by another agency but which
is of significant subject-matter inter-
est to STR.

§2004.6 Release or denial of request
for records,

Written requests for inspection or
copying of records shall be granted or
denied only by the Freedom of Informa-
tion Officer or his designee. Responses to
written request shall be in writing, shall
specify the reason for any denial there-
fore, and shall advise the person request-
ing of the right to appeal any denial
to the Freedom of Information Appeals
Committee.

§2004.7 Appeals.

(a) A Freedom of Information Appeals
Committee Is hereby established, con-
sisting of the Special Representative or
his designee as chairman, and 3 STR staff
officials designated by the Special Rep-
rezentative, none of whom were mem-

bers of the Classification Committee

which originally made the determination
on the requested information,

(b) Review of an initial denial under
§ 2004.6 may be requested by the person
who submitted the original request for a
record. The review (hereinafter the ap-
peal) must be requested in writing within
30 days of the date that the person re-
questing the record is informed either:

(1) That the request Is denied com-
pletely, or

(2) That all records which are being
furnished in response to his request have
been released and he has been so in-
formed.

(¢) If the appeal is granted, the per-
son making the appeal shall be imme-
diately notified and copies of the release-
able documents shall be made available
promptly thereafter upon receipt of ap-
propriate fees as set forth in § 2004.9. If
the appeal is denied in whole or part, the
person making the request shall be im-
mediately notified of the decision and of
the provisions of judiclal review of STR's
denfal of the request,

(d) In the event a determination is
not Issued within the appropriate time
limit and the person making the re-
quest chooses to initiate a court action
against STR, the determination process
shall continue and the Preedom of In-
formation Appeals Committee may re-
view any initial denial of the requested
record.
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§2004.8 Time limits.

(a) An initial response under § 2004.6
shall be made within 10 days (exempting
Saturdays, Sundays, and legal public
holidays) after the receipt of a request
for a record under this Part by the Free-
dom of Information Officer or his des-
ignee. An appeal under § 2004.7 shall be
decided within 20 days (excepting Satur-
days, Sundays and legal public holidays)
after the receipt of such an appeal by
the Appeals Committee.

(b) The time limits for initial decision
and for an appeal decizion begins on the
date the request or appeal is actually
received by STR., If requests or appeals
not properly marked “Freedom of Infor-
mation Request” or “Freedom of Infor-
mation Act Appeal” on the request or ap-
peal are inadvertently delayed in reach-
ing the Freedom of Information Officer
or the Appeals Committee they will not
be deemed received by STR unti] actuaily
received by the Freedom of Information
Officer or Appeals Committee. In such
event, the person making the request or
appeal will be furnished a notice of the
effective date of receipt,

(¢) In unusual circumstances as spe-
cifted in this paragraph, the Freedom of
Information Officer or his designee may
extend the time limits in paragraph (a)
o“.hhsecuonbywrittennouoetome

on requesting a record under this
pnrt., whlcn notice shall set forth the rea-
sons for such extension and the date on
which a determination or appeal decision
is expected to be dispatched, No such
notice shall specify a date which would
result in an extension of either the ini-
tial determination period, or the appeal
period, or both, for more than 10 working
days. As used in this paragraph “‘unusual
circumstances” means, but only to the
extent reasonably necessary to the proper
processing of the particular request—

(1) The need to search for and coliect
the requested records from overseas posts
or other establishments that are separate
from the office processing the request;

(2) The need to search for, collect, and
appropriately examine a voluminous
amount of separate and distinct records
which are demanded in a single request;
or

{3) The need for consultations, which
shall be conducted with all practicable
speed, with another agency having a
substantial interest in the determination
of the request, or among two or more
components of the agency having sub-
stantial subject matter interest therein.

(d) Where the responsible official be-
lieves that further consideration of a
request may result in the release of ad-
ditional records or portions therecf, the
expiration of the time period allocated
by.the Freedom of Information Officer
or his designee does not require the ter-
mination of that consideration, and it
should be continued with a view to maxi-
mum disclosure of requested records
within a reasonable period of time.

§ 2004.9 Fees schedule.

(a). Fees schedule for the search and
reproduction of information available
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under tha Freedom of Information Act
(5 U.£.C. 552), as amended:

(1) Search for records. Five dollars
per hour when the search is conducted
by n clerical employee. Eight dollars per
hour when the search is conducted by a
professional employee. No charge for
searches of less than one hour.

(2) Duplication of records. Records
will be duplicated at a rate of $.15 per
page for all copying of 4 pages or more.

(3) Other. When no specific fee has
been established for & service, or the re-
quest for a service does not fall under one
of the above categories due to the amount
or type thereof, the Freedom of Infor-
mation Act Officer 1s authorized to estab-
lish an appropriate fee based on "direct
costs” as provided in the Freedom of In-
formation Act, Examples of services cov-
ered by this provision include searches
involving computer time or special travel,
transportation, or communications costs.

(b) Search costs are due and payable
even if the record which was requested
cannot be located after all reasonable ef-
forts have been made, or if the Freedom
of Information Officer or his designee or
the Freedom of Information Appeals
Committee determines that a record
which has been requested, but which is
exempt from disclosure under the Act,
is to be withheld. Processing of a request
for records will not be undertaken until
the person requesting a record has paid
in full for search and duplication charges
for any previous document request under
the Act.

(c) Where it is anticipated that the
fees chargeable under this section will
amount to more than $25, and the person
requesting the record has not indicated
in advance his willingness to pay fees as
high as are anticipated, the person so re~
questing shall be promptly notified of the
amount of the anticipated fee or such
portion thereof as can readily be esti-
mated. In instances where the estimated
fees will greatly exceed $25, an advance
deposit may be required. The notice or
request for an advance deposit shall ex-
tend an offer to the person requesting the
record to consult with theé Administra-
tive OfMcer of STR in an attempt to re-
formulate the request in a manner which
will reduce the fees and meet the needs
of the person requesting the record. Dis-~
patch of such a notice or request shall
suspend the running of the period for re-
sponse by the Office of the STR until a
reply is received from the person re-
questing the record.

(d) Fees must be pald in full prior to
{ssuance of requested coples.

§2004.10 Fee payments.

(a) Remittances shall be in the form
elther of a personal check or bank dgaft
drawn on & bank in the United States,
or a postal money order. Remittances
shall be made payable to the Treasurer
of the United States and mailed to “the
Administrative Officer”, STR, 1800 G St.,
NW., Washington, D.C. 20506,

(b) A receipt for fees paid will be given
only upon request. Refund of fees pald
for services actually rendered will not be
made.
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(¢) The STR Administrative Officer,
may in accordance with the Freedom of
Information Act, as amended, walve all
or part of any fee provided for in this
section which it Is deemed to be in either
the interest of STR or in the public
interest.

§ 2004.11 Current index.

The Office of the STR maintains and
makes available for public inspection
and copying a current index providing
identifying information for the public
as to any matter which is issued, adopted,
or promulgated after July 4, 1967, and
which is retained as a record and is re-
quired by § 2004.2 to be made available
or published. Publication of an index is
deemed both unnecessary and impracti-
cal. However, copies of the index are
available upon request for a fee of the
direct cost of duplication.

§ 2004.12 Annual report 0 Congress.

(a) On or before March Ist of each
calendar year, a report of STR's activi-
ties over the preceding calendar year re-
lating to the Freedom of Information
Act will be submitted to the Speaker of
the House of Representatives and the
President of the Senate.

(b) The above report will include:

(1) The number of determinations
made by STR not to comply with re-
quests for records made to it under the
Act and the reasons for each such
determination;

(2) The number of appeals made by
persons under the Act, the results of such
appeals, and the reasons for the action
by STR upon each appeal that results in
a denial of information;

(3) The names and titles or positions
of each person responsible for the denial
of records requested under the Act, and
the number of instances of participation
for each;

(4) The results of each (Civil Service
Commission) proceeding conducted pur-
suant to the Act, including a report of the
disciplinary action taken against the offi-
cer or employee who was primarily re-
sponsible for improperly withholding
records or an explanation of why dis-
ciplinary action was not taken;

(5) A copy of every rule made by STR
regarding the Act;

(6) A copy of the feeé schedule and the
total amount of fees collected by STR
for making records avallable under the
Act; and

(7) Such other Information as indi-
cates efforts by STR to administer fully
the Act. (This should Include, to the
extent possible, data on the costs to
STR of administering the Act)

(c) STR, based In part on the informa-
tion compiled for its annual report to
Congress, will provide upon request as-
sistance to the Department of Justice in
the preparation of its annual report (also
due each March 1st) to Congress con-
cerning judicial cases arising under the
provisions of the Act.

FREDERICK B. DENT,
The Special Representative
Jor Trade Negotiations.

[FR Do0c,75-10300 Filed 7-23-75:8:45 am]

Title 16—Commercial Practices

CHAPTER II—CONSUMER PRODUCT
SAFETY COMMISSION
SUBCHAPTER B—CONSUMER PRODUCT
SAFETY ACT REGULATIUNS
PART 1116—POLICY AND PROCEDURES
REGARDING SUBSTANTIAL PRODUCT

HAZARDS

On February 19, 1874, the Consumer
Product Safety Commission published at
16 C.FP.R. 1115 (39 FR 6061) policies and
procedures governing section 15 of the
Consumer Product Safety Act (CPSA),
15 U.S.C. 2064. Since the date of that
publication, the Commission has de-
termined the nesd to develop and pub-
lish an additional statement of policy
and procedure governing substantial
product hazards. This policy does not
deal with Commission procedures re-
garding action under section 12 of CPSA
dealing with imminent hazards, or ac-
tions under sections 7 or 8 of CPSA. The
policy has been developed in recognition
of the principle that when the Commis-
sion has information that a pattern of
substantial product hazards exists for
many specific products within a product
category, that product category could
also be found to present a different risk
to the public and that action under sec-
tions 7, 8, or 12 of the CPSA may be
appropriate. Such action could be ap-
propriate even if the hazard presented
was not a substantial product hazard in
the individual cases, but was prevalent
in the product category.

This statement is being offered for
public comment for & period of 60 days.
The solicitation of public comment is
not required by law and should not be
considered as having precedential value.
The Commission would appreciate both
general comments on the statement as
well as specific comments on the follow-
ing issues:

(1) The criteria for opening a case
(% 1116.4 below) ;

(2) The criteria for declining to offer
a company the opportunity to sign only
a non-binding Corrective Action Plan
(§ 1116.7, below) ; and

(3) The scope of public participation
in these proceedings (§ 1116.8 below).

Written comments, data, and other in-
formation related to this document
should be submitted, preferably in 5
coples, to the Office of the Secretary,
Consumer Product Safely Commission,
Washington, D.C. 20207 by September 22,
1975. Comments received after that date
will be considered if practicable. Com-
ments recelved by the Commission may
be viewed during working hours in the
Office of the Secretary, Room 1025, 1750
K Street, N'W,, Washington, D.C.

This statement of policy and pro-
cedures governing substantial product
hazards shall become effective August 25,
1975, However, analysis of the public
comments recelved may result in the
subsequent promulgation of appropriate
amendments,

Therefore, pursuant to section 15 of
the Consumer Product Safety Act (86
Stat, 1221 (15 U8.C. 2064 ) the Commis-
slon adds to Title 16, Chapter II, Sub-
chapter B a new Part 1116 as follows.
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PART 1116—POLICY AND PROCEDURES
REGARDING SUBSTANTIAL PRODUCT

Sec,

11161
11162
11163
11164
11165

Introduction,

Definitions.

Notification of risks and hazards.

Case

mummuyo”nmorvumuon of hazards
and resultant risk,

Investigation of compliance with
duty to Inform,”

1116.6

1116.9
11168
11169

Procedures.

Public partictpation.

Commission decision and follow-up
nction.

1116.10 Penalties.

1116.11 Case closings.

Avrnonrry : See. 15, 86 Stat, 1221 (15 US.C.
2004) .,

§ 1116.1 Introduction.

(a) This statement covers primarily
the policies and procedures governing
actions to be taken by the Commission
with regard to products that could create
a substantial product hazard. Specifically
the statement covers opening cases; pro-
cedures for Initiating non-binding Cor-
rective Action plans; Consent Agree-
ments; and binding Commission Orders,
with manufacturers (including import-
ers), retailers, and distributors; and
commencing proceedings before this
Commission. It also discusses public par-
ticipation In section 15 proceedings;
Commission review of staff proposals;
penalties for fajlure to report under sec-
tion 15; and closing cases. This policy
statement supplements the Commission’s
regulations concerning substantial prod-
uct hazards notifications In Part 1115 of
this subchapter, and the Commission’s
Proposed and Interim Rules of Practice
for Adjudicatory Proceedings published
at 39 FR 26848 (July 23, 1974).

(b) The provisions of this policy shall
deal with all consumer products, includ-
tng imports, within the jurisdiction of
the Consumer Product Safety Act
(CPSA). In addition, products under the
Jurisdiction of the transferred Acts may
be brought under this policy after an ap-
propriate finding under section 30(d) of
the CPSA. This does not mean that in
all cases the Commission would make
such & Anding.*

7In this document the term “manufac-
turers” will as In the Consumer Product
Bafety Act be construed to include importers,
*Products under the jurisdiction of the
transferred acta may be brought under this
, “if the Commission determines that
the risk of Injury assoclited with such prod-
ucts cannot be reduced or ellminated to o
sufficient extent” by action taken under the
transferred acts, The Commission has found
at 39 FR 6061 (February 19, 1074) that risks
to the consuming public from products fall-
ing within the transferred acts cannot be
eliminated or reduced to a sufficient extent in
s timely fashion unless the Commission Is
notified under Soction 15(b) of the Consumer
Product Safety Act, Therefore, such
of this policy that deal with the obligation
to report defects that counld create substan-
tial product hasards and the penalties for
failure to comply with the reporting obliga-
Uon apply to all products reguiated by the
Commission  Including products regulated
under the transferred acts.
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§ 1116.2 Definitions,

(a) The definition of terms set forth
in section 3 of the Consumer Product
Safety Act (15 U.S.C. 2052) shall apply
to the terms as used in this regulation.

(b) The following additional defini-
tions also shall apply:

(1) Under section 15 of the CPSA,
“Substantial Product Hazard” means:

(1) A faflure to comply with an appli-
cable consumer product safety rule which
creates a substantial risk of injury to the
publie, or

(i) A product defect which (because
of the pattern of defect, the number of
defective products distributed in com-
merce, the severity of the risk, or other-
wise) creates a substantial risk of injury
to the public.

(2) A “Corrective Action Plan" is a re-
medial program prepared by a manufac-
turer, retailer, or distributor concerning
a product which could create a substan-
tial product hazard,

(1) The plan must be signed by that
party and & Commission representative.
A Corrective Actlon Plan Is voluntary and
non-binding. It is envisioned by the Com-
mission as an expeditious means of pro-
tecting the public from a substantial
product hazard. Voluntary measures are
possible only when the proposed respond-
ent and the Commission agree that the
plan is adequate. If a Corrective Action
Plan is violated, formal proceedings un-
der section 15(f) of the CPSA may be
initiated.

(i) The plan basically outlines the
manner in which the defective products
shall be corrected. A Corrective Action
Plan shall contain, at a minimum, a com-
plete written description of :

(A) The nature of the product haz-
ard, the nature of the defect and the
risks and types of injury presented:

(B) The method and the details of the
plan to be employed in notifying the
public of the product hazard (e.g.; let-
ter, press release, advertising) including
an identification of the persons to whom
such notice will be given, the content of
that notice (which should include prod-
uct model numbers or other appropriate
description of the product), and any nec-
essary instructions regarding safe use
or handling of the product pending
correction;

(C) The specific cause of the substan~
tial product hazard if known;

(D) The corrective action which will
be undertaken to eliminate the cause of
the substantial product hazard and the
risks and types of injury associated
therewith, including drawings, test data,
and quality control procedures;

(E) The steps that will be taken to
reasonably preclude recurrence of the
product defect;

(F) The timetable for corrective action
(with specific information about the
number of defective ftems in the distri-
bution chain) and when it {s anticipated
that they will be corrected;

(G) Additional points of agreement
where special eircumstances require. —

(3) A “Consent Agreement’ is a Com-
mission document signed by a Commis-
slon representative and by a manufac-
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turer, distributor, retailer of a product
which the staff believes creates a sub-
stantial product hazard and who, in ac-
cordance with §1116.7, will not be of-
fered an opportunity to proceed under a
non-binding Corrective Action Plan and
who chooses not to exercise his or her
right to a hearing under section 15({)
of the CPSA, The Consent Agreement
shall be accompanied by a Notice of En-
forcement, and an enforceable Commis-
sion Order. The Consent Agreement it-
self shall include:

(i) A document containing the ele-
ments of the “Corrective Action Plan"
as outlined above In Paragraph (b)(2)
of this section;

(1) A knowing, voluntary and com-
plete waiver of any right to a hearing
under section 15(f) of CPSA;

(i) An acknowledgement that the
manufacturer, distributor, or retailer has
read and understands the terms of the
Proposed Consent Agreement;

(iv) An express waiver of any require-
ment that the Commission’s decision
contain a statement of findings of fact
and conclusions of law;

(v) Provisions that the Notice of En-
forcement may be used in construing the
terms of the Consent Agreement; and
that no agreement, understanding, rep-
resentation, or interpretation not con-
tained in the Consent Agreement may be
used to vary or to contradict the terms
of the Consent Agreement or Commis-
slon Order;

(vil) An admission of all jurisdictional
facts;

(vii) A knowing, voluntary and com-
plete walver of any and all rights to ob-
ject to or challenge before the Commis-
sion or In any judicial proceeding any
aspect, provision or requirement of the
Consent Agreement or Commission
Order;

(vith) A reservation of the right of the
Commission to proceed against the com-
pany for any associated violation of the
company reporting obligation under sec~
tion 16(b) of the Act;

(ix) Acknowledgement that each pro-
vision of the Consent Agreement and
Commission Order is separate and that
in the event of litigation the issues will
be restricted to those raised by inter-
ested parties, that the resolution of those
issues will affect only the pertinent part
of the agreement and order, and that the
parties will be obligated by the revised
parts of the agreement and order as if
the revisions were part of the original
agreement and order,

(x) The agreement need not include
an admission by the manufacturer, dis-
tributor, or retailer’ that the product
constitutes a “substantial product haz-
ard” within the meaning of section 15
of the Act.

(4) A “Commission Order” is an en-
forceable document issued by the Com-
mission which desceribes the final disposi-
tion of a matter before the Commission.
A Commission Order will be issued fol-
lowing formal hearings under section 15
(1) of CPSA. A Commission Order may
be izsued to enforce a Consent Agreement
as described In §1116.2(b) (2) with the
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company(ies) waiving all rights to a
hearing under section 15(f) of CPSA. In
the latter case, when it is made finai by
the Commission, the Commission Order
shall have the same force and effect as
any order the Commission could have is-
sued under section 15 of the CPSA has
not the provisions of section 15(f) of the
Act been waived. That order shall be-
come final and may be altered, modified,
or set aside in the same manner and
within the same time provided by statute
or rule for other Commission Orders,

(5) The “Commission” is the five Com-~
missioners of the Consumer Product
Safety Commission acting in an official
capacity.

(6) The “staff" is such responsible em-
ployees as are designated by the
Chairman.

(7) A “Notice of Enforcement" is a no-
tice issued and served in accordance
with the Commission’s proposed and In-
terim rules of practice for adjudicative
proceedings (39 FR 26848, July 23, 1974),
and any amendments.

(8) A “Case" is a proceeding, initiated
or “opened” under circumstances de-
tailed In § 1116.4, and which is “closed"
in accordance with § 1116.11.

§ 1116.3 Notification of risks and haz-
ards,

(a) Section 15(b) of the CPSA pro-
vides:

“Every manufacturer of a consumer
product distributed in commerce, and
every distributor and retailer of such
product, who obtains information which
reasonably supports the conclusion that
such product—

(1) Fails to comply with an applicable
consumer product safety rule; or

(2) Contains a defect which could cre-
ate & substantial product hazard de-
scribed in subsection (a)(2), shall im-
mediately inform the Commission of such
{ailure to comply or of such defect, unless
such manufacturer, distributor, or re-
tailer has actual knowledge that the
Commission has been adequately in-
formed of such defect or failure to com-

(b) It is Commission policy to enforce
vigorously the requirement under section
15(b) of the Act that manufacturers, dis-
tributors, and retailers immediately in-
form the staff when they obtain informa-
tion which reasonably supports the con-
clusion that products either fall to com-
ply with an applicable consumer product
safety rule or contain a defect which
could create & substantial product haz-
ard.

(¢) In particular, irrespective of the
final determination as to the presence or
absence of a substantial product hazard,
failure to comply with this requirement
under section 15(b) is a violation of sec-
tion 19(a) (4) and may be subject to civil
or criminal sanctions of sections 20 and
21 unless such manufacturer, distributor,
or retailer has actual knowledge that the
staff has been adequately informed of
such substantial product hazard. The
staff has not been adeguately informed
within the meaning of section 15(b) until
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it has recelved all of the information re-
quired in part 1115 of this subchapter.

The Commission has interpreted “Imme-
diately” to mean within 24 hours after
the reporting company has obtained in-
formation which reasonably supports the
conclusion that the product could create
a substantial product hazard.

(d) The Commission may also seek
appropriate penalties when, under the
authority of sections 15(b), 27(b) and
27(e) of the CPSA, a manufacturer, dis-
tributor, or retailer has been required to
provide the information specified in Part
1115 of this subchapter and the manu-
turer, distributor, or retailer fails or re-
fuses to do so. In the case of a foreign
manufacturer, the Commission under the
authority of section 17(a) (5), may re-
quest the Secretary of the Treasury to
refuse admission to any product manu-
factured by a person who is in viclation
of section 17(g» for failure to make re-
ports and provide such information as
the Commission may reasonably require.

§ 1116.4 Case openings.

(a) The stafl shall open a case:

(1) Upon receipt of notification pur-
suant to Section 15(b) of the CPSA by
a manufacturer, distributor, or retailer
that one of his or her products could
create n substantial product hazard; or

(2) When it receives information con-
cerning a product defect from sources
other than as described in paragraph a
(1), and

(1) It makes a tentative evaluation
that the product defect could create a
substantial product hazard; and

(il) It sends a notice by certified mail
to the last known address of the manu-
facturer, distributor, or retailer advising
alm or her of the stafl’s tentative evalua-

on.

{(b) It shall not be necessary for the
manufacturer, distributor, or retailer to
receive or respond to this notice before
the staff may take any action necessary
to reduce the risk of injury to the public,
Such action may include but is not
limited to, requiring the manufacturer,
distributor, or retailer to immediately
provide the specific information required
by Part 1115 of this subchapter.

(¢) Where, pursuant to section 15(b)
of CPSA, a retailer has notified the staff
of a product which could create a sub-
stantial product hazard, the staff shall
initiate an investigation to determine
whether a case should also be opened
under the name of the manufacturer
and/or distributor of that product. Fur-
ther, irrespective of the source of Com-
mission notification of product defects
which may require section 15 action, the
Commission may find it necessary to inl-
tiate cases involving other parties in in-
terest,

§ 1116.5 Preliminary evaluation of the
hazard and resultant risk.

(s) Upon opening & case the staff shall
make a preliminary determination as to
whether it believes that the product pre-
sents a substantial product hazard on the

basis of the information then available
to it, This determination can be altered
at any time on the basis of new informa-
tion, including, but not limited to, tech-
nical analyses of existing data or reas-
sesment of the nature of the remedies
required to protect consumers.

(b) In order to afford the greatest pos-
sible protection to the public, the stafl
shall resolve any reasonable doubts In its
tentative evaluation and preliminary de-
termination in favor of a finding that the
product could present a substantial prod-
uct hazard.

§ 1116.6 Investigation of
with the duty 1o inform.

As soon as practicable after opening
a case, the staff shall investigate and
determine whether there has been com-
pliance with the duty to immediately in-
form the Commission, established by
section 15(b) of the CPSA and the regu-
lations issued thereunder. No later than
60 calendar days after the case has been
opened, the staff shall forward to the
Commission its findings and recommen-
dations with respect to possible viola-
tions and sanctions provided under sec-
tion 19(a) (4) and other relevant provi-
slons of the Act.

§1116.7 Procedures.

(a) In the absence of extraordinary
circumstances, within 30 calendar days
from the day the case was opened, the
staff shall forward to the Commission
for its review and acceptance either:
(1) A proposed non-binding Corrective
Action Plan as defined In § 1116.2(a) (2) ;
or (2) a proposed binding Consent
Agreement and Commission Order in
circumstances described in paragraph
(b) of this section or (3) a proposed
Notice of Enforcement and recommend-
ation that hearings be commenced pur-
suant to section 15(f) of the CPSA; or
(4) a recommendation that the case be
“closed” in accordance with the provi-
stons of § 1116.11. Otherwise, within 30
calendar days the staff shall forward:
a complete description of the extraordi-
nary circumstances which precluded sat-
isfactory completion of a Corrective
Action Plan or a Consent Agreement
(where applicable) ; a prellminary anal-
ysis of the hazard presented; and an
estimate of the time required to complete
the steps necessary to forward staff rec-
ommendations to the Commission.

(b) A non-binding Corrective Action
Plan is an available option in every case
except, when in the judgement of the
staff, there Is a lack of full confidence
that the company would comply with a
non-binding Corrective Action Plan
because of the prior experience of the
staff with the manufacturer, distributor
or retailer, or other valid bases. In such
an exceptional case, the staff may rec-
ommend and submit for Commission ap-
proval a binding, signed Consent Agree-
ment with attendant Commission Order.
In so recommending, the staff shall pre-
sent the Commission with the reason(s)
why a non-binding Corrective Action
Plan should not be an available option.

compliance
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(¢) Where for any reason the staff can
recommend neither a non-binding Cor-
rective Action Plan nor & binding, signed
Consent Agreement and Commission
Order in a case not eligible for closing,
the staff shall prepare a proposed Notice
of Enforcement with supporting docu-
mentation as outlined in the Commis-
sion’s Rules of Practice, On the basis of
the record thus presented to it, the Com-
mission shall determine whether to ap-
prove the issuance by the stafl of the
Notice of Enforcement, and thus whether
to initiate formal hearings before a des-
fgnated Presiding Officer, Once the No-
tice of Enforcement has been issued by
the Commission, a non-binding Correc-
tive Action Plan shall not be available
to dispose of the case. The staff may at
any time subsequent to the issuance of
the Notice of Enforcement recommend
to the Commission & Consent Agreement
with a Consent Order.

§1116.2 Public participation.

(a) In order to encourage public par-
ticipation in section 15 activities and to
provide the staff the flexibility it needs
to conduct negotiations in an expeditious
manner, the Commission adopts the fol-
lowing public participation procedures.

(1) Each week the staflf shall list all
cases it has opened In the preceding
week and further provide a brief de-
scription of the products, hazards, and
companies involved.

(2) A list of meetings on section 15
matters shall be published in the Com-
mission’s weekly Public Calendar along
with a statement informing the public
of its right to participate in any way, The
notice shall contain a cautionary state-
ment that the necessity for expedition
may preclude advance Public Calendar
notice of meetings and that interested
persons should, therefore, check the
Commission’s Master Calendar for such
meetings.

(3) The notice shall also inform the
public that summaries of all meetings
and telephone conversations are avall-
able for inspection in the Office of the
Secretary. The staff shall consider the
views of any member of the public who
participates in any way in connection
with an open case.

(b) The Commission recognizes that
it is desirable to proceed In an expedited
manner with respect to possible sub-
stantial product hazard situations. As a
practical matter, this would seem to pre-
clude a process of publishing for publie
comment all Corrective Action Plans and
consent agreements, and allowing &
meaningful time for written public views
prior to the acceptance of such docu-
ments by the Commission. -

(c) However, all proposed Corrective
Action Plans, Consent Agreements and
Commission Orders will be available for
public inspection In the Office of the Sec-
retary. Comments by the public on those
documents will be considered by. the
Commission. Further, the Commission
will publish in the Federal Register along
with the approved Corrective Action
Plan its resolution of any objection raised
by members of the public.

'RULES AND REGULATIONS

(d) Since the period for evaluation by
the Commission is necessarfly short, a
member of the public may request the
stafl to notify him or her of the date on
which the plan is forwarded to the Com-
mission’s Office of the Secretary for dis-
tribution to the Commissioners. The stafl
shall make reasonable efforts to comply
with the request. Any person who objects
to acceptance by the Commission of a
plan may file the objection during the
time between which the plan or agree-
ment has been forwarded to the Commis-
sion’s Office of the Secretary by the staff
and before it has been considered by the
Commission. The objections shall be in
writing and shall identify the portions of
the plan or agreement objected to and
shall state the grounds for the objections.

(¢) The Commission believes that pub-
lic comment on these documents is desir-
able even after the Commission has ac-
cepted the plan, Public views expressed
will provide valuable' information as to
features which may be incorporated in
future plans and agreements, even

though as a practical matter the partic~

ular plan in question may not be changed
as a result of those views.

(f) Upon Commission approval of a
Corrective Action Plan or Consent Agree-
ment and Order, the staff shall place on
public file in the Office of the Secretary
a copy of the proposed Corrective Action
Plan or the Consent Agreement and
Commission Order together with a brief
explanation of {ts major provisions,

(g) A Public Calendar notice and a
press release will be issued containing
this brief explanation and informing the
public of: (1) The availablitiy of the
full text of the Corrective Action Plan
or proposed Consent Agreement and
Commission Order, (2) the opportunity
to submit written comments within 60
calendar days of publication in the Pub-
lic Calendar which may cover, for ex-
ample, specific provisions of the Correc-
tive Action Plan or may be directed to the
issue of whether a formal hearing rather
than a plan or Consent Agreement would
have been In the public interest. )

§1116.9 Commission decision and fol-
low-up action,

(a) All staff approved Corrective Ac-
tion Plans and Consent Agreements and
Orders shall be forwarded for Commis-
sion approval. The Commission, if ap-
propriate, shall either:

(1) Give final approval to the Cor-
rective Action Plan or Consent Agree~
ment and Commission Order.

(i) If the Commission approves the
plan, or Consent Agreement and Com-
mission Order, the staff shall forward the
approved plan or order to the manu-
Tacturers, retailers and distributors con-
cerned and make public the nature of

the plan as provided for in § 1116.8. The.

staff shall monitor the performance of
the manufacturers, retailers and dis~
tributors concerned to ascertain the ex-
tent to which the plan or order is being
carried out.

(1) If the monitoring indicates that
the manufacturers, retallers and distrib-
utors concerned are not carrying out the
plan or order to a sufficlent extent, then
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the staff will recommend action to the
Commission which is appropriate to the
circumstances, including the possibility
of initiating a section 15(f) hearing, or
instituting criminal or civil proceedings
where a Commission Order has been ap-
proved. )

(2) Decline to Give final approval to
the Corrective Action Plan or Consent
Agreement and Commission Order.

(1) If the Commission decides to initi-
ate a hearing under section 15(f) of the
CPSA, it shall proceed in accordance with
the Commission’s Rules of Practice and
issue a Commission Order at the Con-
clusion thereof if warranted. The staff
shall monitor the performance required
by the Commission Order, Upon & stafl
determination that there is less than
full compliance with the order, the staff
shall recommend for Commission de-
cision an action under section 20 or 21
of the CPSA.

(i) If the Commission decides that
there i5 no need for a Corrective Ac-
tion Plan or Consent Agreement, the
cose will be closed in accordance with
the provisions of § 1116.11.

(1if) If the Commission decides that
the proposed plan is deficient in certain
aspects, it may direct the stafl to offer
the company an opportunity to alter its
plan, rather than proceed to formal
hearings.

§1116.10 Penaltics.

(a) The Commission may seek appro-
priate penalties under the authority of
sections 20 and 21 for violations of pro-
visions of section 15 of the CPSA.

(§) The Commission may also seek ap-
propriate penalties when, under the au-
thority of sections 15¢(b) and 27(b) and
(e) of the CPSA, a manufacturer, dis-
tributor, or retailer has been required to
provide the information specified in Part
1115 of this subchapter and the manu-
facturer, distributor, or retailer falls to
or refuses to do so.

(¢) The staff shall investigate the pos-
sibility of any unlawful act committed
by a manufacturer, distributor, or re-
taller that relates to a failure to ade-
quately inform the Commission that a
consumer product could create a sub-
stantial product hazard, Within sixty
(60) calendar days of opening a case,
the stafl shall forward to the Commis-
sion its findings and recommendations
with respect to these unlawful acts,

§1116.11  Case closings.

(a) The Commission may decide to
“close” a case in any one of the follow-
ing circumstances:

(1) Where staflf analysis leads to the
conclusion that the product could not
create a substantial product hazard,
However, in these cases appropriate re-
Jerrals to the staff will be made If other
action is warranted;

(2) Where staff analysis leads to the
conclusion that there is Insufficient in-
formation to support the belief that the
product presents a substantial product
hazard;

3) Whem the Commission disagrees
with staff analyses and concludes that
the case should be closed;
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(4) Where the agreed upon voluntary
corrective action has been fully com-
pleted;

(5) Where there has been full com-
pliance with a Commission Order; or
where judicial review of a Commission
Order entered after formal hearing is
complete and there has been full com-
pliance therewith;

(6) Where the public interest is better
served if the case is closed.

(h) A case will not be “closed”, how-
ever, until a final Commission determi-
nation, following staff recommendations,
has been made relative to a possible sec-
tion 15(b) violation. Further, the Com-
mission reserves the right to reopen a
case where there was Incomplete, incor-
rect, or inadequate information provided
by a manufacturer, retaller, or dis-
tributor.

Written comments on this policy
should be submitted, preferably in five
copies, to the Office of the Secretary,
Consumer Product Safety Commission,
Washington, D.C. 20207 by September 22,
1975. Comments received after that date
will be considered {f practicable. Received
comments may be viewed during work-
ing hours in the Office of the Secretary,
Room 1025, 1750 K Street, NW,, Wash-
ington, D.C.

Eflective date. The Policy promulgated
in this document shall become effective
Aug. 25, 1975. -

Dated: July 21, 1975.

Saoye E. DUnN,
Secretary, Consumer Product
Safety Commission.

|FR Doc.75-10227 Piled 7-23-75;8:45 am]

Title 21—Food and Drugs

CHAPTER |—FOOD AND DRUG ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER B-—FOOD AND FOOD PRODUCTS

PART 51—CANNED VEGETABLES

Canned Corn; Confirmation of Effective
Date of Orders Amending Standards of
Identity, Quality, and Fill of Container

The Commissioner Issued two previous
regulations (39 FR 5760, Feb, 15, 1974
and 39 FR 34268, Sept, 24, 1074) amend-
ing the United States standards for
canned sweet corn (21 CFR 51.20, 51.21,
and 51.22) to bring them in closer con-
formity with the "Recommended Inter-
nationsl Standard for Canned Sweet
Corn."” The Commissioner confirms June
30, 1975 as the effective date of these
regulations; in addition, he is listing food
starch-modified as an optional ingredi-
ent of cream style comn, and he is delet-
ing the requirement that “in brine™ or
“ligquid pack” be included on the label
as o part of the food's name when the
product contains more than 20 percent
lquid.

The Commissioner issued in the Fen-
ERAL REcistEr of February 15, 1974 (39
FR 5760), a regulation amending the
U.S, standards of identity, quality, and
fill of container for canned sweet corn.
The National Canners Association
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(NCA) filled objections and requested a
hearing on the following provisions of
this order:

1. The NCA contended that the Food
and Drug Administration (FDA) has no
factual basis to assert that it will pro-
mote honesty and fair dealing in the
consumers’ interest to require the label
declaration “in brine” or “liquid pack” as
part of the food’s name if the liguid in
the container exceeds 20 percent of the
net weight. - The NCA stated that the
standard requires label declaration of
“vacuum pack” or “vacuum packed” corn
and to require the statement “In bring”
or “liquid pack”™ would confuse con-
sumers by leading them to believe that a
new style of canned corn containing an
increased amount of liquid had been
introduced into the marketplace. The
NCA stated that it is prepared to intro-
duce evidence in a hearing that the cur-
rent labeling is based on a long record
of consumer understanding and trade
practice and that (with present labeling)
consumer complaints of confusing the
ordinary liquid or brine pack and vacuum
pack corn are virtually nonexistent.

The Commissioner has reconsidered
this issue. In view of the long history of
the present labeling requirement, which
has served to clearly distinguish “vacuum
packed” corn from other types of corn
packs, and the absence of consumer con-
fusion as noted by NCA, he concludes
that to require label declaration of “in
brine” or “liquid pack™ as.part of the
food’s name is not necessary to promote
honesty and fair dealing in the con-
sumers' interest. The identity standard
has been changed accordingly.

2. NCA opposed the effective date of
the regulation. It stated that it is un-
reasonable for the FDA to publish on
February 15, 1974, a regulation inform-
ing the industry that labeling ordered
after March 15, 1974 must comply with &
requirement that will necessitate a
change in most labels for the product.

It should be noted that in the Feperaw
Recrsten of November 14, 1974 (39 FR
40184), the Commissioner extended the
effective date of the regulation to June
30, 1975,

3. The Corn Refiners Association
(CRA), without objecting to or request-
ing a hearing on the regulation, recom-
mended that 351.20¢e)(11) (21 CFR
51.20(¢) (11)) be changed specifically to
state that modified food starch, in addi-
tion to the starch already provided for,
may be used In cream style corn when-
ever necessary to insure smoothness, The
CRA stated that to so provide would be
consistent with ‘the Commissioner's
recognition, as set forth in the preamble
to the regulation (39 FR 5761, paragraph
6), of modified starches as permitted

. optional ingredients of cream style corn.

The Commissioner agrees that the in-
tent to provide for food starch-modified,
as set forth in the preamble of the regu-
lation, would be better implemented by
listing this optional ingredient in the
regulation, The regulation has been
changed accordingly.

4. In a related regulntion, published

in the Feoerat REcisTeR of September 24,
1974 (39 FR 34268), the Commissioner
issued additional amendments to the
United States standard of identity for
canned sweet corn to bring the standard
in closer conformity with the “Recom-
mended International Standard for
Canned Sweet Corn.” He deleted three
optional styles: Fritter corn, defined as
pieces of the inner portion of the com
kernel substantially free from hull;
ground corn, defined as ground kernels
from which the hulls have not been sepa-
rated; and evaporated corn, defined as
cut and cooked kernels'from which most
of the moisture has been evaporated. The
Commissioner also concluded that mix-
tures of white and yellow sweet corn
shall be nonstandardized foods. He fur-
ther concluded that the color type shall
be required to be declared as part of the
name only when the food consists of
white corn. No objections were received
to this regulation. Inadvertently, corres-
ponding amendments deleting fritter,
ground, and evaporated styles of canned
corn were not made in the standard of
quality for canned sweet corn in §51.21,
nor in the standard of fill of container
for canned field corn in § 51.32. These
editorial revisions in the standards are
also set forth below,

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (secs. 401, T01(e), 52 Stat. 1046, 70
Stat. 919 (21 US.C, 341, 371(e))) and
under authority delegated to the Com-
missioner (21 CFR 2.120), Part 51 is
amended as follows:

1. In §51.20, paragraphs (¢) (11) and
(d) (1), (2) and (3) are revised to read
as follows:

§ 5120 Canned corn, cunned sweel corn,
eanned sugnr corn: identity; label
statement of optional ingredients.

- - » - -
() * ¢+

(11) Starch or food starch-modified
in cream style corn when necessary to
insureé smoothness.

- - . - -

(d) [ as .

(1) The optional style of the comn in-
gredient as specified in paragraph (b) of
this section.

(2) The words “vacuum pack” or
“vacuum packed” when the corn ingre-
dient is as specified in paragraph (b) (1)
of this section and the weight of the
liquld in the container, as determined by
the method prescribed in §51.21(b)<1),
is not more than 20 percent of the net
weight, and the container is closed under
conditions creating a high vacuum in
the container.

(3) Thé color type used only when the
product consists of white corn.

2. In §51.21, the introductory text of
paragraph (a) (1), paragraph (a) (2), the
introductory text of paragraph (b),
paragraph (b) (3), the introductory text
of paragraph (c¢), and paragraph (¢) (3)
are editorinlly revised to read as
follows:
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§ 51.21 Canned corn, canncd sweet corn,
canned sugar corn; quality; label
statement of indard quality.

(‘) L

(1) When tested by the method pre-
seribed in paragraph (b) of this section,
canned whole-kernel corn (§51.20(b)

(1)

(2) When tested by the method pre-
scribed in paragraph (c) of this section,
canned cream style corn (§51.20(b)(2)) :

(i) Contains not more than 10 brown
or black discolored kernels or pleces of
kernel per 600 g. (21.4 ounces) of net
welght;

(i) Contains not more than 1 cubic
centimeter of pleces of cob per 600 g.
(21.4 ounces) of net weight;

(1ii) Contains not more than 7 square
centimeters (1.1 square inch) of husk
per 600 g. (21.4 ounces) of net weight;

(iy) Contains not more than 150 mm.
(6 inches) of silk for each 28 g, (1 ounce)
of net weight; and

(v) Has a consistency such that the
average diameter of the approximately
circular area over which the prescribed
sample spreads does not exceed 305 cm.
(12 inches) , except that when the washed
drained material contains more than 20
percent of alcohol-insoluble solids, the
average diameter of the approximately
circular arca over which the prescribed
sample spreads does not exceed 25.4 em.
(10 inches) .

(b) The method referred to in para-
graph (a) of this section for testing
whole-kernel corn (§ 51.20(b) (1)) is as
follows:

(3) Comminute a representative 100
g. sample of the drained corn from which
the silk, husk, cob, and other material
which s not corn (i.e., peppers) have
been removed. An equal amount of water
is used to facilitate this operation. Weigh
to nearest 0.01 g. a portion of the com-
minuted material equivalent to approxi-
mately 10 g. of the drained corn into a
600 cublc centimeter beaker. Add 300
cuble centimeters of 80 percent alcohol
(by volume), stir, cover beaker, and
bring to a boil. Simmer slowly for 30
minutes. Fit a Buchner funnel with a
previously prepared filter paper of such
sizes that its edges extend 12.7 mm. (one-
half inch) or more up the vertical sides
of the funnel. The previous preparation
of the filter paper consists of drying it in
a flat-bottomed dish for 2 hours at 100°
C., covering the dish with a tight fitting
cover, cooling it in a deslccator, and
promptly weighing to the nearest 0.001
g. After the filter paper is fitted to the
funnel, apply suction and transfer the
contents of the beaker to the funnel. Do
not allow any of the material to run over
the edge of the paper. Wash the material
on the filter with 80 percent alcohol (by
volume) until the washings are clear and
colorless. Transfer the filter paper with
the material retained thereon to the
dish used In preparing the filter paper.
Dry the material in a ventilated oven,
without covering the dish, for 2 hours at
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100" C. Place the cover on the dish, cool
it in a desiccator, and promptly weigh to
the nearest 0.001 g. From this weight
subtract the weight of the dish, cover,
and paper as previously found. Calculate
the remainder to percentage,

(¢) The method referred to in para-
graph (a) of this section for testing
cream-style corn (§ 51.20(b)(2)) is as
follows:

(3) From the material remaining on
the U.S, No. 8 sleve, count, but do not
remove, the brown or black discolored
kernels or pieces of kernel and calculate
the number per 600 g. (21.4 ounces) of
net weight. Remove pleces of silk more
than 12,7 mm. (one-half inch) long,
husk, cob, and other material which is
not corn (le., peppers). Measure aggre-
gate length of such pleces of silk and
caleulate the length per 28 g. (ounce) of
net weight., Spread the husk flat and
measure {ts aggregate area and calcu-
late the area per 600 g. (21.4 ounces) of
net weight. Place all pieces of cob under
a measured amount of water in a cylin-
der which is so graduated that the vol-
ume may be measured to 0.1 cubic centi-
meter. Take the increase in volume as
the aggregate volume of the cob and cal-
culate the volume of cob per 600 g. (21.4
ounces) of net weight. Take a repre-
sentative 100 g. sample of the material
remaining on the U.S. No. 8 sieve (f such
material welghs less than 100 g. take all
of it) and determine the alcohol-insolu-
ble solids as prescribed in paragraph (b)
(3) of this section for whole kernel corn.

3. By editorially revising 5132 to
read as follows:

£§51.32 Canned field corn where the
corn ingredient is in the form known
s cream-style field eorn; fill of con-
':i?cﬁrli label statement of substand-
o S

Canned cream-style field corn con-
forms to the standard of fill of container
and label statement of substandard fill
prescribed for canned cream-style corn
by § 51.22.

Eflective date. Sections 51.20, 51.21,
and 51.22 as amended in the regulations
of February 15, 1874 and September 24,
1974 and herein, together with the edito-
rial revisions in §§ 51.21 and 51.32, be-
came effective June 30, 1975.

(Seca. 401, 701 (e), 52 Stat. 1040, 70 Stat, 910
(21 UB.C, 341, 871(e)).)

Dated: July 18, 1975.

Sax D, Fine,
Assoclate Commissioner
Jor Compliance.

[PR Do¢.75-19200 Piled 7-23-75;8:45 am|)

SUBCHAPTER E-—~ANIMAL FEEDS, AND
RELATED PRODW,‘%

PART 540—PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

Potassium Hetacillin for Intramammary
Infusion

The Commissioner of Food and
Drugs is removing pH determination re-
quirements from § 540.829 Potasstum
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hetacillin for intramammary infusion
(21 CFR 540.829).

The Commissioner has evaluated o
supplemental new animal drug applica-
tion (55-054V) filed by Bristol Labora-
tories, Division of Bristol-Myers Co,,
P.O. Box 657, Syracuse, NY 13201, pro-
posing to delete the pH determination
for the drug as provided in §540.829
(formerly §149¢.10 (21 CFR 149¢:.10)
prior to recodification published in the
FepEraL RecisTER of March 27, 1975 (40
FR 13802) ). The Commissioner has con-
cluded that the pH specification need not
be included as a part of the certification
procedures for assurance that potassium
hetacillin for Intramammary infusion
has the characteristics of Identity,
strength, quality, and purity as required
by section 512(n) (2) (A) of the act, The
supplemental application is approved,
effective July 24, 1975.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512¢1), 82
Stat. 347 (21 US.C. 360b(1))) and under
authority delegated to the Commissioner
(21 CFR 2.120), Part 540 is amended.

§ 540.829 [Amended]

In section 540.829 Potassium heloacil-
Hn for intramammary infusion |Is
amended by deleting from paragraph
(a) (1), the next to last sentence, which
reads “Its pH is not less than 7.0 and
not more than 8.0."; deleting from
paragraph (a) (3) (i) (), the term “pH";
and deleting paragraph (b) (3) and re-
serving it for future use.

Eflective date. This order shall be ef-
fective on July 24, 1975,

(Sec. 512(1), 82 Stat. 347 (21 US.C. 3d0b
(13

Dated: July 18, 1975.
Sam D. Fine,
Associate Commissioner
Jor Compliance.

I FR Do¢. 7519108 Piled 7-23-75:8:45 am |

Title 24—Housing and Urban Development

CHAPTER X-—FEDERAL INSURANCE AD-
MINISTRATION, DEPARTMENT  OF
HOUSING AND URBAN DEVELOPMENT

SUBCHAPTER B—NATIONAL FLOOD
INSURANCE PROGRAM
[Docket No. F1-036]

PART 1914-—AREAS ELIGIBLE FOR THE
SALE OF INSURANCE

Status of Participating Communities

© Purpose. The purpose of this notice is
to list those communities wherein the sale
of flood insurance is authorized under the
National Flood Insurance Program (42
U.S.C.4001-4128). ®

Insurance policies can be obtained from
any licensed property insurance agent or
broker serving the eligible community, or
from the National Flood Insurers As-
sociation servicing company for the state
(addresses are published at 39 FR 26186~
83). A list of servicing companies 1s also
available from the Federal Insurance
Administration (FIA), HUD, 451 Sev-
enth Street, S8W., Washington, D.C.
20410.

The Flood Disaster Protection Act of
1973 requires the purchase of flood insur-
ance as a condition of receiving any form
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of Federal or Federally related financial
assistance for acquisition or construction
purposes in a flood plain area having
special hazards within any community
identified by the Secretary of Housing
and Urban Development.

The requirement applies to all identi-
fled special flood hazard areas within the
United States, and no such financial as-
sistance can legally be provided for ac-
quisition or construction in these areas
unless the community has entered the
program. Accordingly, for communities
listed under this Part no such restric-

RULES AND REGULATIONS

tion exists, although insurance, if re-
quired, must be purchased.
The Federal Administrator

Insurance

finds that delayed effective dates would
be contrary to the public interest. The
Administrator also finds that notice and
public procedure under 5 U.S.C. 553(b)
are impracticable and unnecessary.

Section 19144 of Part 1914 of Sub-
chapter B of Chapter X of Title 24 of
the Code of Federal Regulations is
amended by adding In alphabetical se-
quence new entries to the table. In each

entry, a complete chronology of effective
dates appears for each listed community.
The date that appears in the fourth
column of the table Is provided in order
to designate the effective date of the au-
thorization of the sale of flood insurance
in the area under the emergency or the
regular flood insurance program. These
dates serve notice only for the purposes
of granting relief, and not for the appli-
cation of sanctions, within the meaning
of 5§ US.C. 551. The entry reads as
follows:

§ 19144 List of eligible communities.

Stote County

Faocatlon

State map reposttory Lotal map repository

. Raloaville, city of..

- West,
- Willi

, city of
cliyol._....
of.

ety of
Bt, Libary, village of.
Knoxvluo eity of..
Saint Joo, town of...

ndicine Lodge, city of.

-t M .
Ablta Bprings, townof. .. ...

Fuastls, town ol .
- Jay, lown

vse New \'Im-yu-d wwnd ..........
. Oxford, town of 3

~ Manbeiw, town of_.

m&um HMoights, village ... .

Sumvnn town ol
ope M townof..

T TSR AN S
Heooklung.
2 Wayw. >

l'eumqlvtnl oo
South (Duvounn .....

> ¥
. Findlay, townshi
Andrews, town

7 Baint Alhans, ety of...... ...

Vernon, eity ol
wale, Lown of.
rdnn. d(y of.
wwn ol.. .

“Tune 7%, 1074
July 19 W4
vo dune 14,0074

o, 147k
s u."y"a m: o

Trisdelp) s, town of ... ....nie d

e 8, 107
. Fob, 61074 ...

(Natlonal Flood Insurance Act of 1968 (title XIIX of the Housing and Urban Development Act of 1968); effective Jan. 28, 1060 (33 FR
Administrator,

17804, Nov, 28, 1068), as amended, 42 U.S.C, 4001-4128; and Secretary’s delegation of authority to Federal Insurance

PR 2080, Feb. 27, 1960) as amended 39 FR 2787, Jan. 24, 1974,

Issued: July 8, 1975.

, 34

V. Remnvy,

Francis
Acting Federal Insurance Administrator,

| PR Doc.75-19083 Piled 7-23-75.8:45 am]
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[Docket No: FI-635)
PART 1914—AREAS ELIGIBLE FOR THE
SALE OF | RANCE

National Flood Insurance Program (42
U.S.C. 4001-4128). @

Insurance policies can be obtained
from any licensed property insurance
agent or broker serving the eligible com-
munity, or from the National Flood In-
surers Association servicing company for
the state (addresses are published at 39
FR 26186-93). A list of servicing com-
panies 1s also available from the Federal
Insurance Administration (FIA), HUD,
451 Seventh Street, 8W., Washington,
D.C. 20410,

RULES AND REGULATIONS

The Flood Disaster Protection Act of
1973 requires the purchase of flood in-
surance as a condition of recelving any
form of Federal or Federally related
financial assistance for acquisition of
construction purposes in a flood plain
area having special hazards within any
community identified by the Secrefary
of Housing and Urban Development.

The requirement applies to all identi-
fled special flood hazard areas within
the United States, and no such financial
assistance can legally be provided for
acquisition or construction In these areas
unless the community has entered the
program. Accordingly, for communities
listed under this Part no such restriction
exists, although insurance, if required,
must be purchased.

The Federal Insurance Administrator
finds that delayed effective dates would
be contrary to the public interest, The
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Administrator also finds that notice and
public procedure under 5 U.S.C. 553(h)
are impracticable and unnecessary.

Section 19144 of Part 1914 of Sub-
chapter B of Chapter X of Title 24 of the
Code of Federal Regulations Is amended
by adding in alphabetical sequence new
entries to the table. In each entry, a
complete chronology of effective dates
appears for each listed community. The
date that appears in the fourth column
of the table is provided in order to desig-
nate the effective date of the authoriza-
tion of the sale of fiood insurance in the
area under the emergency or the regu-
lar flood insurance program. These dates
serve notice only for the purposes of
granting relief, and not for the applica-
tion of sanctions, within the meaning
of 5 US.C. §551. The entry reads as
follows:

§ 19144 List of eligible communities,

State

Effective date of suthariza- Harard srea
of tiood Tusur-  Jdentified

g
-3
£

ncorpornted areas. ... ... July 21, 3975, CIOTRERY - . ccs e cecnnr e nns s enssas
= do... . WL TG

Roand Lak I‘uku-ﬂhuul do...
L village ol .. .. aew
of. do. ..

State map repository Loonl map repository

":Aug.

1974 ..
- Oct. o’WN .

B -

cesssrren.

cermsssessaretetersrsnsnane

-« Mar, Wit
- Apr. 121074
Apr. & 197¢

Srssssssscnsctscnnscsnnenn

e

(National Flood Insurance Act of 1068 (title XIIT of the Housing and Urban Development Act of 1968); elfective Jan. 28, 1960 (33 FR
17804, Nov. 28, 1068), as amended, 42 U.8.C. 4001-4128; and Secretar y's delegation of authority to Federal Insurance Administrator, 34
FR 2680, Feb, 27, 1060) ss amended 89 FR 2787, Jan. 24, 1974,

Issued: July 11, 1975,

V. Rerry,

Faancis
Acting Federal Insurance Administrator.

IFR Doc.76-10084 Filoed 7-23-76;8:46 am]
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[Docket No, PI-634)

PART 1914—AREAS ELIGIBLE FOR THE
SALE OF INSURANCE

suhuoihrudpomg(:ommunltla

© Purpose. The purpose of this notice is
to list those communities wherein the sale
of flood insurance is authorized under the
National Flood Insurance Program (42
U.S.C.4001-4128). ®
Insurance policles can be obtained
from any licensed property Insurance
agent or broker serving the eligible com-
munity, or from the National Flood In-
surers Association servicing company for
the state (addresses are published at 39
FR 26186-93). A list of servicing com-
panies is also available from the Federal
Insurance Administration (FIA), HUD,
451 Seventh Street, SW., Washington,
D.C. 20410,

RULES AND REGULATIONS

The Flood Disaster Protection Act of
1973 requires the purchase of flood in-
surance as a condition of recelving any
form of Federal or Federally related fi-
nancial assistance for acquisition or
construction purposes in a flood plain
area having special hazards within any
community identified by the Secretary of
Housing and Urban Development,

The requirement applies to all identi-
fled special flood hazard areas within the
United States, and no such financial as-
sistance can legally be provided for
acquisition or construction in these areas
unless' the community has entered the
program. Accordingly, for communities
listed under this Part no such restriction
exists, although insurance, if required,
must be purchased.

The Federal Insurance Administrator
finds that delayed effective dates would
be contrary to the public interest. The

Administrator also finds that notice and
public procedure under 5 U.S.C. 553(b)
are impracticable and unnecessary.
Section 1914.4 of Part 1014 of Sub-
chapter B of Chapter X of Title 24 of the
Code of Federal Regulations Is amended
by adding in alphabetical sequence new
entries to the table. In each entry, a
complete chronology of effective dates
appears for each listed community. The
date that appears in the fourth column
of the table is provided in order to desig-
nate the effective date of the authoriza-
tion of the sale of flood insurance in the
area under the emergency or the regular
flood Insurance program. These dates
serve notice only for the purposes of
granting relief, and not for the applica-
tion of sanctions, within the meaning of
5 US.C. § 551. The entry reads as follows:

§ 1914.4 List of eligible communities.

stute

Location

Effective dato of authoriza- Hazard aroa
tion of sale of flood Lnsurs  Identified
nnco for area

State map repository Local map repository

on o7
g uﬁ'.“ 2 o7t -

2,197 ..

1‘09 RIOWELS, lo'nshlpof
T RITWELS, townshipof ... __do
.. T RISWELS, townshipol. do.
.. T10 RIGWELS, townshipof.
. TIORI2WELS, townshipof.
.. T RIZWELS, township of.
. T RIIWELS township of.
e T RMWELS, township of.
. T4 RI3WELS, township of
. Ti5 RlbW!!LB Lownship of
P RO&WLLS. W D Geesd

............. 'ri'f RO WELS, township ...

... Ti6 R10 WELS, township . ...
¥ 75' Ril WELS, township
.. T15 R12 WELS, townshlp ...
.. T15 Ri% WELS, township ...
Tl& R4 WELS, township
Tl.'b Ri15 WELS, township

1 ST AT, ey T16 R0 WELS, township
D isobime Biasivesiaas Tis Ro8 WELS, township
Dt s solomanasn B0 i i Ti6 R0 WELS, township
) 1 " ORI ” TSR O Tis R13 WELS, township
) st I B0 essirisaivs Ti6 Ri4 WELS, Gwnship ...
D do... ¥ 'r?r"m WELS, township .. ..
o TTARSIORIISES O Ti7 Ri2 WELS, townabip
o VR (A PR | P TS T4 Ris WELS, twnship

1975
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County Location

Effective dato of suthorizn- Hazard srea
tion of salo of flood tnsur-  identifed
ande for wroa

Local map repository

cesesss Holland, town ol..
town of.

............. L

. Eparis, clty of

ﬂnue oL

. mmﬂ: town of.

Cullr.ruon.u‘\ﬂ\u;&:

ty of. .
é ow dnm. cny AL S do
. Wellsyilie, 0,

(National Flood Insurance Act of 1668 (title XIII of the Housing and Urban Development Act of 1068); effective Jan. 28, 1969 (33 FR
17804, Nov. 28, 1968), as amended, 42 U.B.C. 4001-4128; and Secretar y's delegation of authority to Federal Insurance Administrator, 34
FR 2680, Peb, 27, 1060) as amended 39 PR 2787, Jan. 24, 1074

Issued: July 10, 1875.

{PR Doc.75-19085 Piled 7-23-75:8:45 am|

s V. Renry,

FRAN
Acting Federal Insurance Administrator.

Title 26—Internal Revenue

CHAPTER I—INTERNAL REVENUE SERV-
ICE, DEPARTMENT OF THE TREASURY

SUBCHAPTER A—INCOME TAX
I'TD. 1372)

PART 1—INCOME TAX; TAXABLE YEARS
BEGINNING AFTER DECEMEBER 31, 1953
Taxation as Self-Employment Income of

Fees Received by Certain Officers of
States and Political Subdivisions

By a notice of proposed rule making
appearing in the Feperan REecistEr for
Friday, December 20, 1974 (39 FR 44032),
amendments to the Income Tax Regula-
tions (26 CFR Part 1) were proposed in
order to conform such regulations to the
provisions of section 122(b) of the So-
clal Security Amendments of 1967 (81
Stat, 843). After consideration of the
comments submitted thereon, the pro-
posed amendments to the regulations are
adopted by this document as proposed.

Section 122(b) provided that, effective
with respect to fees received after 1967,
the performance of the functions of a
public office of a State or its political
subdivision which are compensated solely
on a fee basis and which are not covered

by social security under an agreement
entered into by the State and the Sec-
retary of Health, Education, and Welfare
pursuant to provisions of the Social
Security Act are subject to self-employ-
ment tax,

A notice of proposed rule making de-
signed to conform the regulations to
changes made by section 122(b) was
first published in the FEDERAL RECISTER
for July 3, 1973 (38 FR 17727). A provi-
sion contained in that notice required
that fee-basis public officlals be “em-
ployees” as that term is defined in the
Federal Insurance Contributions Act
(FICA). That provision was revised in
the notice of proposed rule making pub-
lished on December 20, 1974, In order to
reflect congressional intent to cover cer-
tain public officers who are employees
within the meaning of section 218 of the
Social Security Act but are not em-
ployees under the FICA definition,
such as magistrates and justices of the
peace.

ADOPTION OF AMENDMENTS TO THE
REGULATIONS

On July 3, 1973, a notice of proposed
rule making with respect to the Income

FEDERAL REGISTER, VOL 40, NO. 143—THURSDAY, JULY

Tax Regulations (26 CFR Part 1) under
section 1402(¢) of the Internal Revenue
Code of 1954 to conform such regulations
to section 122(b) of the Social Security
Amendments of 1967 (81 Stat. 843) was
published in the Froeran Recisrez (38
FR 17727). On December 20, 1974, a re-
vised notice of proposed rule making was
published in the Fzperal Recister (39
FR 44032). After consideration of the
comments submitted regarding the re-

tion 1402(¢c) is hereby adopted as pro-
posed by the revised notice.

(Sec, 7805 of the Internal Revenue Code of
1954 (GBA Stat, 917; 20 U.S.C. 7805).)

(sEaL] Doxawy C, ALEXANDESR,
Commissioner of Internal Revenue,
Approved: July 17, 1975,

Frropmic W. HicxMmaxn,
Assistant Secretary of
the Treasury.
§ 1.1402(c)=2 Public oflice.

a) In general, * * *

(2) Fee basis public officials—) In
general. If an individual receives fees
after 1967 for the performance of the
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functions of & public office of a State or a
political subdivision thereof for which
he is compensated solely on a fee basis,
and If the service performed In such
office is eligible for (but is not made the
subject of) an agreement between the
State and the Secretary of Health, Edu-~
cation, and Welfare pursuant to section
218 of the Social Security Act to extend
social security coverage thereto, the
service for which such fees are recelved
constitutes a trade or business within
the meaning of section 1402(¢c) and
§ 1.1402(c) 1. If an individual performs
service for a State or a political subdivi-
sion thereof in any period in more than
one position, each position is treated
separately for purposes of the preceding
sentence. See also paragraph () of
§ 1.1402(c)-3 relating to the perform-
ance of service by an individual as an
employee of a State or a political sub-
division thereof In a position compen-
sated solely on a fee basis,

(ii) Election with respect to fees re-
celved in 1968. (A) Any individual who
in 1968 receives fees for service per-
formed by him with respect to the func-
tions of & public office of a State or a
political subdivision thereof in any pe-
riod in which the functions are per-
formed in a position compensated solely
on a fee basis may elect, if the perform-
ance of the service for which such fees
are received constitutes a trade or busi-
ness pursuant to the provisions of sub-
division (1) of this subparagraph, to have
such performance of service treated as
excluded from the term “‘trade or busi-
ness” for the purpose of the tax on self-
employment income, pursuant to the
provisions of section 122(¢) (2) of the
Soclal Security Amendments of 1967 (as
quoted In §1.1402t¢)). Such election
shall not be limited to service to which
the fees received In 1968 are attributable
but must also be applicable to service (If
any) in subsequent years which, except
for the election, would constitute a trade
or business pursuant to the provisions of
subdivision (1) of this subparagraph. An
election made pursuant to the provisions
of this subparagraph is {rrevocable.

(B) The election referred to in sub-
division (D) (A) of this subparagraph
shall be made by filing a certificate of
election of exemption (Form 4415) on or
before the due date of the income tax
return (see section 6072), Including any
extension thereof (see section 6081), for
the taxable year of the individual making
the election which begins in 1968. The
certificate of election of exemption shall
be filed with an Internal revenue office
in accordance with the instructions on
the certificate.

(b) Meaning of public office. The term
“public offce" includes any elective or
appointive office of the United States or
any possession thereof, of the District of
Columbia, of a State or its political sub-
divisions, or a wholly-owned Instru-
mentality of any one or more of the fore-
going. For example, the President, the
Vice President, a governor, a mayor, the
Becretary of State, a member of Con-
gress, a State representative, a county

RULES AND REGULATIONS

commissioner, a judge, a justice of the
peace, a county or city attorney, a
marshal, a sherlff, a constable, a regis~
trar of deeds, or a notary public performs
the functions of a public office. (However,
the service of a notary public could not
be made the subject of a section 218
agreement under the Social Security Act
because notaries are not “employees”
within the meaning of that section. Ac-
cordingly, such service does not consti-
tute a trade or business.)

[ PR D00, 75-10206 Piled 7-23-75;8:45 am|

SUBCHAPTER C—EMPLOYMENT TAXES
|T.D. 7374]

PART 31—EMPLOYMENT TAXES; APPLI-
CABLE ON AND AFTER JANUARY 1, 1955
SUBCHAPTER F—PROCEDURE AND
- ADMINISTRATION
PART 301—PROCEDURE AND
ADMINISTRATION

Amendment of Employment Tax Regula-
tions and Regulations on Procedure and
Administration

By a notice of proposed rule making
appearing in the FeperaL Rxcister for
January 21, 1975 (40 FR 3209), amend-
ments to the Employment Tax Regula-
tions (26 CFR Part 31) and the Regula-
tions on Procedure and Administration
(26 CFR Part 301) were proposed in or-
der to conform such regulations to the
provisions of section 123(b), 502 (a) and
(¢c), and 504 (a) and (b) of the Social
Security Amendments of 1967 (81 Stat,
845, 934, 935), sections 203(b) and 204
of the Act of March 17, 1971 (Pub, L. 92~
5, 85 Stat. 11), sections 203 (b) and 204
(a) and (b) of the Act of July 1, 1972
(Pub, L. 92-336, 86 Stat. 419, 421), sec-
tions 135 (a) and (b), 144(c), and 203
of the Social Becurity Amendments of
1972 (86 Stat. 1362, 1370, 1459), section
203 (b) and (d) of the Act of July 9, 1973
(Pub. L. 93-66, 87 Stat. 153), and sec-
tions 5 (b), (d), and (f) and 6 (a) and
(b) of the Act of December 31, 1973 (Pub.
L. 93-233, 87 Stat. 954, 955). The amend-
ments do not conform the regulations to
the change made by section 502 of the
Act of October 16, 1974 (Pub. L. 93-445,
88 Stat. 1359).

After consideration of all such relevant
matter as was presented by Interested
persons, the amendments of the regula-
tions are adopted by this document as
proposed, except that proposed para-
graphs () and (g) of §31.6051-1 are
redesignated as paragraphs (g) and (h)
in view of the promulgation of new para-
graph (f) by TD 7351 (which appeared in
the Feozrat Recister for April 17, 1975
(40 FR 17144) ).

Several of the above statutory amend-
ments revised the tax rates under the
Federal Insurance Contributions Act, and
several of the amendments revised the
amount of the earnings base which is
subject to the tax. For taxable years be-
ginning after 1074, the taxable earnings
base may be Increased hy the Secretary
of the Department of Health, Education,
and Welfare (HEW) under section 230 of
the Soclal Security Act {f he provides a

cost-of -living increase in benefits under
section 215(1) of the Act. By a notice
which was published in the FeperaL ReG-
1sTeER for October 31, 1974, the Secretary
of HEW determined and announced that
the earnings base with respect to re-
muneration paid in taxable years begin-
ning in 1975 shall be $14,100,

The Social Security Amendments of
1967 added an exclusion from “wages”
for purposes of the Federal Insurance
Contributions Act and the Federal Un-
employment Tax Act for certain deferred
compensation payments. This provision
provides that the term “wages” does not
include any payment or series of pay-
ments by an employer to an employee or
any of his dependents which is paid (1)
upon or after the termination of an em-
ployee's employment relationship because
of the retirement or death of the em-
ployee, and (2) under & plan established
by the employer which makes provision
for his employees generally or a class or
classes of his employees, or for such em-
ployees or class or classes of such em-
ployees and their dependents. In the case
of payments made upon or after termi-
nation of employment because of retire-
ment, the exclusion applies only if the
retirement Is for disabflity or after at-
taining an age specified In the plan.
Furthermore, payments which would
have been paid if the employment rela-
tionship had not been so terminated are
not excluded.

The 1967 Amendments amended the
Internal Revenue Code of 1954 to extend
Federal Insurance Contributions Act
coverage to domestic employment per-
formed in an employer-employee rela-
tionship by a parent for his son or daugh-
ter where there is a need for the parent
to perform such work. Such employment
is covered If the employer has living in
his home a son or daughter (including
an adopted child or stepchild) who is
under age 18 or whose mental or physi-
cal condition requires the personal care
and supervision of an adult for at least
4 continuous weeks in the quarter, and
the employer either is widowed or di-
vorced (and has not remarried) or has
a spouse lving in the home who, because
of a mental or physical condition, is in-
capable of caring for the child for at
least 4 continuous weeks in the quarter.

The 1967 Amendments also provided a
credit or refund, under certain circum-
stances, In respesct of the hospital insur-
ance tax In the case of a raflroad em-
ployee or employee representative sub-
Ject to tax under the Rallroad Retire-
ment Tax Act who has other
employment or is self-employed and is
therefore also subject to the soclal
security tax. The purpose of this change
was to prevent the imposition of a double
tax burden on an individual with respect
to hospital insurance,

The 1967 Amendments also amended
the Internal Revenue Code of 1954 to re-
quire raflroad employers to furnish em-
ployees with statements showing the
total amount of compensation on which

railroad retirement employee tax was
deducted and the amount of tax so de-
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ducted. This legislative change was in-
tended to provide employees subject fo
both railroad retirement and social se-
curity taxes with Information upon
which to base a claim for credit or re-
fund of excess hospital tax.

The Soclal Security Amendments of
1972 deleted this requirement. Instead,
the 1972 Amendments require such em-
ployers to notify employees that they
may be eligible for a credit or refund of
any excess hospital tax. Also, such em-
ployers are to provide certain tax in-
formation to an employee with dual cov-
erage upon his request,

The regulations provide that the use
of rallroad employee’s wage and tax
statements (Form W-2 (RR) ) is optional
for 1968 and 1960. They require the use
of that form for 1970 and 1971 unless the
employer has been authorized by the In-
ternal Revenue Service to use Form W-2
in lieu of form W-2 (RR). This relaxa-
tion of the statutory rule is made because
employers had difficulty Including the
data required by the 1967 Amendments
on timely statements.

ADOPTION OF AMENDMENTS TO THE
REGULATIONS

On January 21, 1975, a notice of pro-
posed rule making with respect to the
Employment Tax Regulations (26 CFR
Part 31) under sections 3101, 3111, 3121,
3122, 3125, 3306, 6051, and 6413 of the
Internal Revenue Code of 1854, and the
Regulations on Procedure and Adminis-
tration (26 CFR Part 301) under sections
6051 and 6413, to conform such regula-
tions to sections 123(b), 502 (a) and (¢),
and 504 (a) and (b) of the Soclal Secu-
rity Amendments of 1967 (81 Stat. 845,
934, 935), sections 203(h) and 204 of the
Act of March 17, 1971 (Pub. L. 92-5, 85
Stat. 11, sections 203(b) and 204 (a)
and (b) of the Act of July 1, 1972 (Pub. L.
92-336, 86 Stat. 419, 421), sections 135
(a) and (b), 144(¢), and 293 of the
Soclal Security Amendments of 1972 (88
Stat. 1362, 1370, 1459), section 203 (b)
and (d) of the Act of July 9, 1973 (Pub,
L. 93-66, 87 Stat. 153), and sections b
(b), (d), and (f) and 6 (&) and (b) of
the Act of December 31, 1973 (Pub. L.
93-233, 87 Stat. 954, 955) was published
in the Feperar ReaisTEr (40 FR 3299).
After consideration of all relevant mat-
ter presented by Interested persons re-
garding the proposed rules, the amend-
ments are hereby adopted as proposed,
except that proposed paragraphs (f) and
(g) of §$31.6051-1 are redesignated as
paragraphs (g) and (h), as follows:
(Sec, 7808 of the Internal Revenue Code of
1054 (08A Stat. 017; 26 US.C. 7805) )

[sEaALl DoxALp C. ALEXANDER,
Commissioner of Internal Revenue.
Approved: July 17, 1975,

Freoeric W, HICKMAN,
Assistant Secretary of the
Treasury.

PagacrarH 1. Section 31.3101 is amend-
ed to read as follows:

§ 31.3101 Swstutory provisions: rate of
inx.

Sec. 3101. Rate of tax—{a) Old-age,

survivors, and disability insurance. In

FEDERAL REGISTER,

RULES AND REGULATIONS

addition to other taxes, there is hereby
imposed on the income of every indi-
vidual a tax equal to the following per-
centages of the wages (as defined in sec-
tion 3121¢a)) recelved by him with re-
spect to employment (as defined in sec-
tion 3121(b) ) —

(1) With respect to wages received
during the calendar year 1968, the rate
shall be 3.8 percent:

(2) With respect to wages received
during the calendar years 1969 and 1870,
the rate shall be 4.2 percent;

(3) With respect to wages received
during the calendar years 1971 and 1972,
the rate shall be 4.6 percent;

(4) With respect to wages received
during the calendar year 1973, the rate
shall be 4.85 percent;

(5) With respect to wages received

“during the calendar years 1974 through

2010, the rate shall be 4.95 percent; and

(6) With rempect to wages received
after December 31, 2010, the rate shall be
5.95 percent,

(b) Hospital insurance, In addition to
the tax imposed by the preceding sub-
section, there is hereby imposed on the
income of every individual a tax equal
to the following percentages of the wages
(as defined in section 3121(a)) received
by him with respect to employment (as
defined in section 3121(b) )—

(1) With respect to wages recelved
during the calendar years 1968, 1969,
1970, 1971, and 1972, the rate shall be
0.60 percent;

(2) With respect to wages received
during the calendar year 1973, the rate
sghall be 1.0 percent;

(3) With respect to wages received
during the calendar years 1974 through
1977, the rate shall be 0.90 percent;

(4) With respect to wages received
during the calendar years 1978 through
1980, the rate shall be 1.10 percent;

(5) With respect to wages received
during the calendar years 1981 through
1985, the rate shall be 1.35 percent; and

(6) With respect to wages recefved
after December 31, 1985, the rate shall be
1.50 percent.
|Sec. 3101 as amended by sec, 208(b), Social
Security Amendments 1054; seo, 202(b), So-
clal Security Amendments 1056; sec, 401(b),
Social Security Amendments 19588; sec, 201
(b), Social Security Amendments 1961; secs.
111{e)(5) and 321(b), Social Security
Amendments 1965; gec. 100 (a)(2) nnd (b)
(2), Social Security Amendments 1967; sec.
204(a) (1), Act of March 17, 1971 (Pub, Law
02-5, 85 Stat, 11); sec, 204 (a) (2) and (b) (2),
Act of July 1, 1072 (Pub. Law 92-336, 88 Stat.
421); sec, 135 (n) (2) and (b) (2), Social Se-
curity Amendments 1972; sec. 6 (a) (1) and
(b) (2), Act of December 31, 1673 (Pub, Law
03-233, 87 Stat, 054, 055) |

Pan. 2, Section 31.3101-2 is amended to
read as follows:

§ 31.3101-2 Rates and computation of
employee tax.

(a) Old-age, swrvivors, and disability
insurance, The rates of employee tax for
old-age, survivors, and disability insur-
ance with respect to wages received in
calendar years after 1954 are as follows:
Calendar years:

1085 and 1086.. cee. e dcnecans i 2

1957 and 1058

1959

Calendar years Percent
1060 and 1961 ccecrcnnninn- S
s (7, PSR (RN ARG I & Vit 2t T i s 3.125
1963 to 1965, both Inclusive........ 8.625
: [ RIS R LSS SR JUAS DAL W
(7 AR AN T D e e T S L 3.9
1 T R R e S SR & 3.8
1969 And 1070 e e ccemm e 4.2
197} AN 1078 s v s s a v 4.0
A T i Gt rates < s s M R A 4.85
1974 to 2010, both inclusive. . ... 4.95

2011 and subsequent calendar years. 5.056

(b) Hospital insurance. The rates of
employee tax for hospital iInsurance with
respect to wages received in calendar
years after 1965 are as follows:

Calendar years Percent
1 .............................. 0.356
.............................. . 50

lm to 1972, both inclusive. ... .... .80

1 g ARSI SR R o A T R 1.0
1974 to 1977, both inclusive........ 0,00
16878 to 1980, both Inclusive......... 1.10
1881 to 1985, both inclusive ... __. 1,356

1980 and subsequent calendar years.. 1,50

(¢) Computation of employee tax. The
employee tax is computed by applying
to the wages received by the employee
the rate in effect at the time such wages
are received.

Ezxample. In 1072, employee A performed
for employer X services which constituted
employment (seo §313121(b)~2). In 1873
A recelves from X $1,000 as remuneration
for such services. The tax is payable at the
5.85 percent rate (4.85 percent plus 1.0 per-
cent) In effect for the calendar year 1073
(the year in which the wages are received)
and not at the 5.2 percent rate which was In
effect for the calendar year 1072 (the year
in which the services were performed).

PAr. 3. Section 313111 is amended to
read as follows:

§ 313111
Lnx.

Sec. 3111, Rate of tax—(a) Old-age,
surpvivors, and disabilily insurance. In
addition to other taxes, there is hereby
imposed on every employer an excise
tax, with respect to having individuals in
his employ, equal to the following per-
centages of the wages (as defined In sec-
tion 3121(a)) paid by him with respect
to employment (as defined in section
3121(b))—

(1) With respect to wages paid during
the calendar year 1968, the rate shall be
3.8 percent;

(2) With respect to wages pald during
calendar years 1968 and 1970, the rate
shall be 4.2 percent;

(3) With respect to wages paid during
the calendar years 1971 and 1972, the
rate shall be 4.6 percent;

(4) With respect to wages paid during
the calendar year 1973, the rate shall be
485 percent;

(5) With respect to wages pald during
the calendar years 1974 through 2010,
the rate shall be 4.95 percent; and

(6) With respect to wages paid after
December 31, 2010, the rate shall be 5.95
percent.

(b) Hospital insurance. In addition to
the tax imposed by the preceding sub-
section, there is hereby Imposed on every
employer an excise tax, with respect to
bhaving Individuals in his employ, equal
to the following percentages of the wages
(as defined in section 3121(a)) paid by

Slnlulory provisions: rate of
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him with respect to employment (as de-
fined in section 3121(b))—

(1) With respect to wages paid during
the calendar years 1968, 1969, 1970, 1971,
and 1992, the rate shall be 0.60 percent;

(2) With respect to wages paid during
the calendar year 1973, the rate shall be
1.0 percent;

(3) With respect to wages paid during
the calendar years 1974 through 1977,
the rate shall be 0.90 percent;

(4) With respect to wages pald during
the calendar vears 1978 through 1980,
the rate shall be 1.10 percent;

(5) With respect to wages paid during
the calendar years 1981 through 1985,
the rate shall be 1.35 percent; and

(6) With respect to wages paid after

December 31, 1985, the rate shall be 1.50
percent.
[Bec. 8111 as amended by sec. 208(c), Social
Security Amendments 1064; sec. 202(c),
Social Secu.ﬂty Amendments 1956; sec, 401
(c), Social Amsndments 1058; soc.
201(c), Social Security Amendments 1961;
gecs. 111(c) (8) and 321(c), Social Security
Amendments 1965; sec, 109 (a)(3) and (b)
(2), Social Security Amendments 1967; sec.
204 (a) (2), Act of March 17, 1971 (Pub. Law
92-5, 85 Stat, 11): sec. 204 (8)(3) and (b)
(3), Act of July 1, 1972 (Pub. Law §2-336, 86
Stat. 421); sec. 135 (a) (3) and (b)(3), Social
Security Amendments 19723; sec. 6 (a)(2)
and (b) (3), Aot of December 31, 1973 (Pub,
Law 93-233, 87 Stat. 054, 955) |

Par. 4. Paragraphs (a) and (b) of
§31.3111-2 are amended to read as
follows:

§31.3111-2 Rates and computation of
employer tax.

(a) Old-age, survivors, and disabilily
insurance, The rates of employer tax
for old-age, survivors, and disability
insurance with respect to wages paid in
calendar years after 1954 are as follows:

Peroent

1058 and 1966 v e er e ey
1057 and 19588 o e e -—2.25
: (. (R et S S 5
1060 and 1961 .o eeeeen 3
L AL A L R LR B R 3.125
xm to 1068, both inclusive. ... -— 3,635

....................... 3.85
190'7 .......................... 3.9
) { . A e S U T L 3.8
3000204 1070 e e v e e ranee 4.2
1071 and 1973 e 4.6
T i st o o it b e it e 4.85
1974 to 2010, both Inclusive . e e e e e 4.95

2011 and subsequent calendar years. 5. 95

(b) Hospital insurance. 'The rates of
employer tax for hospital insurance
with respect to wages paid in calendar
years after 1965 are as follows:

Calondar years: Percent
L SSRGS SNSRI AR (RN 0.35
JOOT  cincincnnracssovnnnmas .50
1068 to 1972, both inclusive. .60
T i i e et v it 1.0
1974 to 1977, both lne.lullve.- 0.90
1978 to 19080, both inclusive........ 1,10
1981 to 1085, both Inclusive........ 1.85
1080 and subsequent calendar years. 1. 50

- - » - »
Par. 5. Section 31.3121(a)-1 s

(b,
which precedes subparagraph (1), to
read as follows:
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£ 313121 Ca)~1 Wages,

(a) Whether remuneration paid afler
1954 for employment performed after
1936 constitutes wages is determined
under section 3121(a). This section and
§§31.3121(a) (1)~1 to 31.3121(a) (15)-1,
inclusive (relating to the statutory ex-
clusions from wages), apply with respect
only to remuneration paid after 1954
for employment performed after 1936.
Whether remuneration paid after 1936
and before 1940 for employment per-
formed after 1936 constitutes wages shall
be determined in accordance with the
applicable provisions of law and of 26
CFR (1939) Part 401 (Regulations 91).
Whether remuneration paid after 1939
and before 1951 for employment per-
formed after 1936 constitutes wages
shall be determined in accordance with
the applicable provisions of law and of
26 CFR (1939) Part 402 (Regulations
106). Whether remuneration paid after
1950 and before 1955 for employment
performed after 1936 constitutes wages
shall be determined in accordance with
the applicable provisions of law and of
26 CFR (1939) Part 408 (Regulations
128).

(b) The term “wages" means all re-
muneration for employment unless spe-
cifically excepted under section 3121(a)
(see §§31.3121(a) (1)-1 to 31.3121(a)
(15)~1, inclusive) or paragraph (§) of
this section.

(j) In addition to the exclusions spec-
ifled in §§ 31.3121(a) (1)1 to 31.3121(a)
(16) -1, inclusive, the following types of
payments are excluded from wages:

Par. 6. Section 31.3121(a)(1) s
amended to read as follows:
§31.3121(a) (1) Statutory visions;

definitions; wages; ann wage lim-
itation.

Sec. 3121, Definitions—(a)
Waacs. LR )

(1) That part of the remuneration
which, after remuneration (other than
remuneration referred to in the suc-
ceeding paragraphs of this subsection)
equal to the contribution and benefit
base (as determined under section 230 of
the Social Security Act) with respect to
employment has been paid to an individ-
ual by an employer during any calendar
year, is pald to such individusal by such
employer during such calendar year. If
an employer (hercinafter referred to as
a successor employer) during any cal-
endar year ascquires substantially all the
property used in a trade or business of
another employer (hereinafter referred
to as a predecessor), or used in a separate
unit of a trade or business of a pred-
ecessor, and Immediately after the ac-
quisition employs in his trade or business
an individual who immediately prior to
the acquisition was employed in the trade
or business of such predecessor, then, for
the purpose of determining whether the
successor employer has paid remunera-
tion (other than remuneration referred
to in the succeeding paragraphs of this
subsection) with respect to employment

equal to the contribution and benefit base
(as determined under section 230 of the
Social Security Act) to such indlvidual
during such calendar year, any remuner-
ation (other than remuneration referred
to In the succeeding paragraphs of this
subsection) with respect to employment
paid (or considered under this paragraph
as having been paid) to such Individual
by such predecessor during such calendar
year prior to such acquisition shall be
considered as having been paid by such
successor employer;
[Sec. 3121(n) (1) as amended by sec, 204(a).
Soclal Security Amendments 19564; sec. 402
(b), Social Security Amendments 1058; sec
320(b) (2), Soclal Security Amendmenta
1965; sec, 108(b) (2), Soclal Security Amend-
ments 1907; sec. 203(b) (2), Act of March 17,
1971 (Pub. Law 92-5, 856 Stat. 11); sec, 203
(D) (2), Act of July 1, 1972 (Pub, Law 93-338,
86 Stat. 410); sec. 208 (b)(2) and (d), Act of
July 9, 1973 (Pub. Law 93-86, 87 Stat. 163);
sec. 5 (D) (2), (d), and (), Act of December
31, 1973 (Pub. Law 03-233, 87 Stat. 064) |
Pan. 7. Section 31.3121(a) (1)-1 is
amended by revising paragraph (a) (1),
by revising so much of paragraph (a) (3)
as precedes example (1), and by revis-
ing paragraph (b) (1), to.read as follows:

§3L3121(a) (1)~1
tation.

(a) In general. (1) The term “wages”
does not include that part of the re-
muneration pald by an employer to an
employee within any calendar year-—

(1) After 1954 and before 1959 which
exceeds the first $4,200 of remuneration,

(1) After 1958 and before 1966 which
exceeds the first §4,800 of remuneration,

(i) After 1965 and before 1968 which
exceeds the first $6,600 of remuneration,

(iv) After 1967 and before 1972 which
exceeds the first $7,800 of remuneration,

(v) After 1971 and before 1973 which
exceeds the first $9,000 of remuneration,

(vi) After 1972 and before 1974 which
exceeds the first $10,800 of remuneration,

(vi) After 1973 and before 1976 which
exceeds the first $13,200 of remuneration,

or

(viil) After 1974 which exceeds the
amount equal to the contribution and
benefit base (as determined under sec-
tion 230 of the Social Security Act) which
is effective for such calendar year

(exclusive of remuneration excepted
from wages in accordance with para-
graph (J) of § 31.3121(a)-1 or §§ 31.3121
(a) (2)-1 to 31.3121(a) (15) -1, inclusive)
paid within the calendar year by an em-
ployer to the employee for employment
performed for him at any time after 1936.
For provisions relating to the treatment
of tips for purposes of the annual wage
limitation see § 31.3121(q) -1,

(3) If during a calendar yeaer the em-
ployee receives remuneration from more
than one employer, the annual wage
limitation does not apply to the aggre-
gate remuneration received from all of
such employers, but Instead applies to
the remuneration received during such
calendar year from each employer with
respect to employment after 1936. In such
case the first remuneration received in

Annoal wage limi-
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any calendar year after 1974 up to the
amount equal to the contribution and
penefit base (as determined under sec-
tion 230 of the Social Security Act) (the
frst $13.200 received in 1974, the first
$10,800 received in 1973, the first $9,000
seceived In 1972, the first $7,800 received
i1 any calendar year after 1067 and be-
fore 1972, the first $6,600 received in any
calendar year after 1965 and before 1968,
the first $4,800 received in any calendar
vear after 1958 and before 1966, or the
first $4,200 received in any calendar year
after 1954 and before 1959) from each
employer constitutes wages and is sub-
ject to the taxes, even though, unde: sec-
tion 6413(¢), the employee may be en-
titled to & special credit or refund of a
portion of the employee tax deducted
from his wages recelved during the
calendar year. In this connection and in
connection with the two examples im-
mediately following, see §31.6413(c)-1,
relating to special credits or refunds of
employee tax., In conrection with the
annual wage limitation in the case of
remuneration pald for services perfarmed
in the employ of the United States or a
wholly owned instrumentality thereof,
see § 31,3122, In connection with the an-
nual wage limitation in the case of re-
muneration paid for services performed
in the employ of the Government of
Guam, the Government of American
Samoa, the District of Columbia, a politi-
cal subdivision of the Government of
Guam, or the Government of American
Samog, or any instrumentality of any of
the foregoing which is wholly owned
thereby, see § 31.3125. In connection with
the application of the annual wage
limitation, see also paragraph (b) of this
section, relating to the circumstances
under which wages paid by a predecessor
employer are deemed to be pald by his
suecessor, )
- . . - -

(b) Wages paid by predecessor attrib-
uted to successor. (1) If an employer
(hereinafter referred to as a successor)
during any calendar year acquires sub-
stantially all the propert.” used In a trade
or business of another employer (herein-
alter referred to as a predecessor), or
used in a separate unit of a trade or busi-
ness of a predecessor, and if immediately
after the acquisition the successor em-
ploys in his trade or business an indi-
vidual who immediately prior to the ac-
quisition was employed in the trade or
business of such predecessor, then, for
purposes of the application of the annual
wage limitation set forth in paragraph
(a) of this section, any remuneration
(exclusive of remuneration excepted
from wages in afccordance with para-
graph (J) of §313121(a)-1 or §§ 31.3121
(a) (2)~1 to 31.3121(a) (15)-1, inclusive)
with respect to employment paid (or
considered under this paragraph as hav-
ing been paid) to such individual by the
predecessor during such calendar year
and prior to the acquisition shall be
considered as having been pald by the
SUCCESSOor,

- - - - .
Par. 8. Bectlon 31.3121(a)(12) Is
amended to read as follows:
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§31.3121(a) (12) Statutory provisions;
definitions; wages; tips.

Sec. 3121, Definitions—(a) Wages. For
purposes of this chapter, the term
“wages"” means all remuneration for em-
ployment, including the cash value of all
remuneration paid in any medium other
than cash; except that such term shall
not include—

(12) (A) Tips paid in any medium
other than cash;

(B) Cash tips recelved by an employee

in any calendar month in the course of
his employment by an employer unless
the amount of such cash tips is $20 or
more;
[Sec. 8121(a)(12) as added by sec, 313(c)
(3), Soclal Security Amendments 1065; as
amended by sec. 504(a), Social Security
Amendments 1967; sec, 122(b), Soclal Se-
ourity Amendments 1972]

Par. 9. The following sections are in-
serted Immediately following §31.8121
(a) (12)-1:

§31.3121(n)(13) Statutory provisions;
definitions; wages: payments under
certnin employers’ ns after retire-
ment, disability, or death.

Sec. 3121, Definitions—(a) Wages. For
purposes. of this chapter, the term
“wages"” means all remuneration for em-
ployment, including the cash value of all
remuneration paid in any medium other
than cash; except that such term shall
not include—

(13) Any payment or series of pay-
ments by an employer to an employee or
any of his dependents which is pald—

(A) Upon or after the termination of
an employee's employment relationship
because of (1) death, (1) retirement for
disability, or (iii) retirement after at-
taining an age specified in the plan re-
ferred to in subparagraph (B) or in a
pension plan of the employer, and

(B) Under a plan established by the
employer which makes provision for his
employees. generally or a class or classes
of his employees (or for such employees
or class or classes of employees and their
dependents) ,

(other than any such payment or series
of payments which would have been paid
if the employee’s employment relation-
ship had not been so terminated;)

[Sec. 3121(a) (13) as added by sec, 504(n),
Social flecurity Amendments 1067; as
amended by secs, 122(b) and 138(b), Social
SBecurity Amendmenta 1972)

£31.3121(a)(13)~1 Paymeris under
certain employers’ after retire-
ment, disability, or death.

(&) In general. The term “wages" does
not include the amount of any payment
or series of payments made after Janu-
ary 2, 1968, by an employer to, or on
behslf of, an employee or any of his de-
pendents under a plan established by the
employer which makes provisions for his
employees generally (or for his em-
ployees generally and their dependents)
or for a class or classes of his employees
(or for a class or classes of his employees
and their dependents), which is paid or
commences to be paid upon or within a
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reasonable time after the termination of
an employee’s employment relationship
because of the employee's—

(1) Death,

(2) Retirement for disability, or

(3) Retirement after attaining an age
specified in the plan established by the
employer or in & pension plan of the em-
ployer at the age at which a person in
the employee's circumstances is eligible
for retirement.

A payment or serles of payments made
under the circumstances described in the
preceding sentence is excluded from
“wages” even If made pursuant to an
incentive compensation plan which also
provides for the making of other types
of payments. However, any payment or
series of payments which would have
been paid if the employee's relationship
had not been terminated is not excluded
from "“wages” under this section and
section 3121(a) (13). For example, lump-
sum payments for unused vacation time
or a final paycheck received after retire-
ment are payments which the employee
would have received whether or not he
retired and therefore are not excluded
from “wages” under this section. Fur-
ther, if any payment is made upon or
after termination of employment for any
reason other than those set out in sub-
paragraphs (1), (2), and (3) of this
paragraph such payment is not exclud-
able from “wages” by this section. For
example, if a pension plan provides for
retirement upon disability, completion
of 30 years of service, or attainment of
age 65, and if an employee who is not
disabled retires at age 61 after 30 years
of service, none of the retirement pay-
ments made to the employee under the
pension plan (including any made after
he is 65) is excludable from “wages"
under this section. However, if the pen-
sion plan had conditioned retirement
after 30 years of service upon attainment
of age 60, all of the retirement payments
would have been excludable.

(b) Plan, The plan or system estab-
lished by an employer need not provide
for payments because of termination of
employment for all the reasons set out
in subparagraphs (1), (2), and (3) of
paragraph (a), but such plan or system
may provide for payments because of
termination for any one or more of such
reasons. Payments because of termina-
tion of employment for any one or more
of such reasons under a plan or system
established by an employer solely for the
dependents of his employees are not
within this exclusion from wages.

(¢) Dependents. Dependents of an em-
ployee include the employee's husband
or wife, children, and any other mem-
bers of the employee’s immediate family,

(d) Benefit payment. It is Immaterial
for purposes of this exclusion whether
the amount or possibility of benefit pay-
ments is paild on account of services ren-
dered or taken into consideration in fix-
ing the amount of an employee’s remu-
neration or whether such payments are
required, expressly or impliedly, by the
contract of service,

(e) Example. The application of this
section may be illustrated by the follow-
ing example:
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Example, A, an employee, recelves a salary
of $1,500 a month, payable on the 5th day
of the month following the month for which
the salary is earned, A's employer has estab-
lished an Incentive compensation plan for a
class of his employees, including A, providing
for the payment of deferred compensation on
termination of employment, Including ter-
mination upon an employee’s death, rotire-
ment at age 65 (the retirement age specified
in the plan), or retirement for disability. On
March 1, 1973, A attalns the age of 65 and
retires. On March 5, 1973, A recelves 85,500
from his employer of which §1 500 repressnts
A's salary for services he performed In Feb-
ruary 1973, and $4,000 represents incentive
compensation pald under the employer's plan,
The amount of $4,000 is exciuded from
“wagea” under this section. The amount of
$1,500 ia not excluded from “wages" under
this section.

Pan. 10. The following sections are in-
serted Immediately following § 31.3121
(a)(13)-1:

§31.3121Ca) (14) Statutory provisions:
definitions ; wages: payments by em-
ployer to survivor or estate of for-
mer employee.

Sec. 3121, Definitions—(a) Wages, For
purposes of this chapter, the term
“wages” means all remuneration for em-
ployment, including the cash value of
all remuneration paic in any medium
other than cash; except that such term
shall not include—

» - - - -

(14) Any payment made by an em-
ployer to a survivor or the estate of a
former employee after the calendar year
in which such employee diec; or
|Sec. 8121(n)(14) as added by see. 422(b),
Social Security Amendments 1872}

§3L.3121(n) (14)=1 Payments by em-
ployer 10 survivor or estate of for-
mer employee. [Reserved]

£31.3121¢a) (15) Statutory provisions;
definitions: wages; payments by em.-
ployer 1o disabled former employce.

Sec. 3121, Definitions—(n) Wages. For
purposes of this chapter, the term
“wages” means all remuneration for em-
ployment, including the cash value of all
remuneration paid in any medium other
than cash; except that such term shall
not include—

(160 Any payment made by an em-
ployer “o an employee, If at the time such
payment is made such employee Is en-
titled to disability insurance benefits un-
der section 223(a) of the Social Security
Act and such entitlement commenced
prior to the calendar year in which such
payment 1s made, and If such employee
did not perform any services for such
employer during the perfod during which
such payment is made.
|Sec. 3121(n) (15) as sdded by sec. 138(b).
Socinl Security Amendments 1972}

£313121 () (15)=1 Payments by em-
ployer 10 disabled former employee.
[ Reserved ]

Pan. 11, Section 3131213 is
amended by revising section 3121(b) (3)
(B) and the historical note. These
amended provisions read as follows:
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JL3I2Z1(M)(3)  Statut provisions;
. deﬁni(:;;:) cmplo;lrn’cal-, family
cemployment.

Sec. 3121. Definitions. * * *

(b) Employment. For purposes of this
chapter, the term “employment™
means * * * any service, of whatever
nature, performed after 1954 * = *;
except that * * * such term shall not
include—

» . - » -

(3) (A) Service performed by an In-
dividual in the employ of his spouse, and
service performed by a child under the
age of 21 in the employ of his father or
mother;

(B) Service not in the course of the
employer’s trade or business, or domestic
service in a private home of the em-
ployer, performed by an individual in the
employ of his son or daughter; except
that the provisions of this subparagraph
shall not be applicable to such domestic
service if—

(1) The employer is a surviving spouse
or a divorced individual and has not re-
married, or has a spouse living in the
home who has a mental or physical con-
dition which results in such spouse’s be-
ing incapable of caring for a son, daugh-
ter, stepson, or stepdaughter (referred to
in clause (il)) for at least 4 continuous
weeks in the calendar quarter in which
the service is rendered, and

(ii) A son, daughter, stepson, or step-
daughter of such employer is living in the
home, and

(i) The son, daughter, stepson, or

stepdaughter (referred to in clause (1))
has not attained age 18 or has a mental or
physical condition which requires the
personal care and supervision of an adult
for at least 4 continuous weeks in the
calendar quarter in which the service is
rendered;
[Sec. 3121 (b) (4) redesignated paragraph (3)
by sec. 208(b), Social Security Amendments
1954; as amended by sec, 104(b), Social Secu-~
rity Amendments 1960; sec, 123(b), Social
Security Amendmenta 1967)

Par.. 12. Paragraphs (a) and (b) of
§ 31.3121(b) (3)~1 are revised to read as
follows:

£ 3013121 (L) (3)=1 Family employment.

(a) Certain services are excepted from
employment because of the existence of a
family relationship between the employee
and the individual employing him. The
exceptions are as follows:

(1) Services performed by an individ-
ual in the employ of his or her spouse;

(2) (1) Services performed before 1961
by a father or mother in the employ of
his or her son or daughter;

(i) Services not in the course of the
employer's trade or business, or domes-
tic service in a private home of the em-

“Ployer, performed after 1960 but prior

to 1968 by & father or mother in the
employ of his or her son or daughter;

(ili) Services not in the course of the
employer’s trade or business, or domes-
tic service in a private home of the em-
ployer, performed after 1967 by a father
or mother in the employ of his or her
son or daughter unless (a) the employer

has a child (including an adopted child
or stepchild) living in his or her home
who Is under age 18 or who has a mental
or physical condition which requires the
personal care and supervision of an adult
for at least 4 continuous weeks in the
calendar quarter In which the services
are rendered; and (b) the employer is
during the calendar quarter in which the
services are rendered:

i1y A widow or widower;

(2) A divorced person who has not
remarried; or

(3) A married person who has a spouse
living in the home who has & mental or
physical condition which results in such
spouse’s being incapable of caring for
such child for at least 4 continuous
weeks in the calendar quarter in which
the services are rendered; and

(3) Services performed by a son or
daughter under the age of 21 in the em-
ploy of his or her father or mother.

(b) Under paragraph (a) (1) and (2)
(I of this section, the exception is con-
ditioned solely upon the family relation-
ship between the employee and the
individual employing him. Under para-
graph (a) (2) (1) and (111 of this sec-
tion, in addition to the family relation-
ship, there is a further requirement that
the services performed after 1960 and
before 1968 for purposes of paragraph
(a) (2) (1) and after 1967 for purposes
of paragraph (a)(2)(il$) shall be serv-
ices not in the course of the employer’s
trade or business or shall be domestic
service in a private home of the em-
ployer. The terms “services not in the
course of the employer's trade or busi-
ness” and “domestic service in a private
home of the employer” have the same
meaning as when used in §31.3121(a)
(-1, except that it is immaterial under
paragraphs (a) (2) if) and (iif) of this
section whether or not such services are
performed on & farm operated for profit,
The mere {fact that a mental or physical
disabllity, whether temporary or perma-
nent, renders a child: or spouse incapable
of self-support does not necessarily mean
that the child requires the personal care
and supervision of an adult or that the
spouse is Incapable of caring for a child
within the meaning of paragraph (a) (2)
(i of this section. A wrilten statement
by a doctor of the existence of the men-
tal or physical condition of the child
or spouse which states that the child
requires the personal care and supervi-
sion of an adult or that thc spouse is
incapable of caring for a child and which
sets forth the period of time during
which the condition has existed and is
likely to exist will usually be sufficient
evidence to establish the existence and
duration of the condition at the time
of the statement. Under paragraph (a)
(3) of this section, in addition to the
family relationship, there is a further re-
quirement that the son or daughter shall
be under the age of 21, and the excep-
tion continues only during the time that
the son or daughter is under the age of
21,

Pan, 13. Section 31.3122 Is amended to
read as follows:
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£31.3122 Swmtutory provisions; Federal
service,

Sec. 3122, Federal service, In the case
of the taxes imposed by this chapter with
respect to service performed in the em-
ploy of the United States or In the em-
ploy of any Iinstrumentality which is
wholly owned by the United States, in-
cluding service, performed as & member
of a uniformed service, to which the pro-
visions of section 3121(m) (1) are ap-
plicable, and including service, per-
formed as a member of a uniformed serv-
ice, to which the provisions of section
3121(m) (1) are applicable, and includ-
ing service, performed as a volunteer or
volunteer leader within the meaning of
the Peace Corps Act, to which the pro-
visions of section 3121(p) are applicable,
the determination whether an individual
has performed service which constitutes
employment as deflned in section 3121
(bJ, the determination of the amount of
remuneration for such service which
constitutes wages as defined in section
3121¢a), and the return and payment of
the taxes imposed by this chapter, shall
be made by the head of the Federal
agency or instrumentality having the
control of such service, or by such agents
as such head may designate. The person
making such return may, for convenience
of administration, make payments of
the tax imposed under section 3111 with
respect to such service without regard
to the contribution and benefit base limi-
tation in section 3121¢a) (1), and he shall
not be required to obtain a refund of the
tax paid under section 3111 on that part
of the remuneration not Included In
wages by reason of section 3121(a) (1).
Payments of the tax Imposed under sec-
tion 3111 with Tespect to service, per-
formed by an individual as a member of
a uniformed service, to which the pro-
visions of section 3121(m) (1) are ap-
plicable, shall be made from appropria-
tions available for the pay of members
of such uniformed service. The provi-
sions of this section shall be applicable
in the case of service performed by a
civilian employee, not compensated from
funds appropriated by the Congress, In
the Army and Air Force Exchange Serv-
ice, Army and Air Force Motion Picture
Service, Navy Exchanges, Marine Corps
Exchanges, or other activities, conducted
by an_ instrumentality of the United
States subject to the jurisdiction of the
Secretary of Defense, at installations of
the Department of Defense for the com-
fort, pleasure, contentment, and mental
and physical improvement of personnel
of such Department; and for purposes of
this section the Secretary of Defense
shall be deemed to be the head of such
instrumentality. The provisions of this
section shall be applicable also in the
case of service performed by a civilian
employee, not compensated from funds
appropriated by the Congress, in the
Coast Guard Exchanges or other activi-
ties, conducted by an instrumentality of
the United States subject to the juris-
diction of the Secretary, at installations
of the Coast Guard for the comfort,
pleasure, contentment, and mental and
physical improvement of personnel of the
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Coast Guard; and for purposes of Lthis
section the shall be deemed to
be the head of such instrumentality.
[Sec. 3122 as amended by secs. 202(c) and
203(a), Social Scourity Amendments 1084;
sec. 411(b), Servicemen’s and Veterans' Sur-
vivor Benofits Act (70 Stat, 879); sec. 402(c),
Social Security Amendments 1068; sec. 70,
Technical Amendments Act 1058 (72 Stat.
1660); sec. 202(a) (3), Peace Corps Act (75
Stat, 028); sec. 320(b) (3), Social Security
Amendments 1965; sec, 108(b) (3), Social Se-
ourity Amendments 1967; sec. 203(b)(3), Act
of March 17, 1071 (Pub. Law 82-5, 85 Stat,
11); sec. 203(b) (3), Act of July 1, 1972 (Pub.
Law 92-3386, 86 Stat, 419); sve, 203 (b) (3) and
(d), Act of July 9, 1973 (Pub. Law 03-66, 87
Stat, 153); sec. 5 (b) (3), (d), and (1), Act of
December 31, 1073 (Pub. Law §3-233, 87 Stat.
054) |

Par. 14, Section 31.3125 is amended to
read as follows:

§31.3125 Sututory provisions: returns
in the case of Government employees
in Guam, American Samoa, and the
District of Columbia.

Sec. 3125, Returns in the case of Gov-
ernment employees in Guam, American
Samoa, and the District of Columbia—
(a) Guam. The return and payment of
the taxes imposed by this chapter on
the Income of individuals who are offi-
cers or employees of the Government of
Guam or any political subdivision thereof
or of any instrumentality of any one or
more of the foregoing which Is wholly
owned thereby, and those imposed on
such Government or political subdivision
or instrumentality with respect to hav-
ing such individuals in its employ, may
be made by the Governor of Guam or
by such agents as he may designate. The
person making such return may, for con-
venience of administration, make pay-
ments of the tax imposed under section
3111 with respect to the service of such
individuals without regard to the con-
tribution and benefit base limitation in
section 3121(a) (1),

(b) American Samoa. The return and
payment of the taxes Imposed by this
chapter on the income of individuals
who are officers or employees of the
Government of American Samoa or any
political subdivision thereof or of any
instrumentality of any one or more of
the foregoing which is wholly owned
thereby, and those imposed on such
Government or political subdivision® or
Instrumentality with respect to having
such Individuals In its employ, may be
made by the Governor of American
Samoa or by such agents as he may
designate. The person making such re-
turn may, for convenience of adminis-
tration, make payments of the tax im-
posed under section 3111 with respect
to the service of such individuals with-
out regard to the contribution and bene-
ﬂ: base limitation in section 3121(a)
1),

(¢c) District of Columbia. In the case
of the taxes imposed by this chapter
with respect to service performed in the
employ of the District of Columbia or
in the employ of any instrumentality
which is wholly owned thereby, the re-
turn and payment of the taxes may be
made by the Commissioners of the Dis-
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triet of Columbia or by such agents as
they may designate. The person making
such return may, for convenience of
administration, make payments of the
tax imposed by section 3111 with respect
to such service without regard to the
contribution and benefit base limitation
in section 3121(a) (1),

[Sec., 3125 as added by sec. 103(q) (1), Social
Security Amendments 1960; amended by secs.
317(c) (1), (2), 320(b) (4), Social Security
Amendments 1965; sec, 108(b) (4), Social Se-
curity Amendments 1067; sec. 203(b) (4), Act
of March 17, 1971 (Pub, Law 02-5, 85 Stat,
11); sec. 203(b) (4), Act of July 1, 1472 (Pub.
Law 92-336, 86 Stat. 410); sec, 203 (b) (4) and
(d), Act of July 9, 1978 (Pub, Law 03-86, 87
Stat, 153); sec. 5 (b) (4), (d), and (), Act of
December 31, 1973 (Pub. Law 93-233, 87 Stat,
954) )

Par. 15. The following sections are in-
serted Immediately following § 33.3306
(b) (9)-1:

§ 31.3306(bh) (10) Statmtory provisions:
definitions; wages: payments under
certain employers’ plans after retire-
ment, disability, or death.

Sec. 3306. Definitions. * * *

(b) Wages. For purposes of this chap-
ter, the term “wages"” means all remuner-
ation for employment, including the cash
value of all remuneration paid in any
medium other than cash; except that
such term shall not include—

(10) Any payment or series of pay-
ments by an employer to an employee or’
any of his dependents which Is pald—

(A) Upon or after the termination of
an employee's employment relationship
because of (1) death, (1) retirement for
disability, or (i) retirement after at-
taining an age specified in the plan re-
ferred to in subparagraph (B) or in a
pension plan of the employer,and

(B) Under a plan established by the
employer which makes provisions for his
employees generally or a class or classes
of his employees (or for such employees
or class or classes of employees and their
dependents) ,

other than any such payment or series of
payments which would have been paid if
the employee’s employment relationship
had not been so terminated.

[Sec. 3308(b) (10) as added by soo, BO4(D),
gggnl Security Amendments 1067 (81 Stat,

§ 3L.3306(b)(10)=1 Payments under
certain employers” plans afier retire-
ment, disability, or desth.

(a) In general. The term “wages" does
not include the amount of any payment
or serles of payments made after Jan-
uary 2, 1968, by an employer o, or on
behalf of, an employee or any of his
dependents under a plan established by
the employer which makes provisions for
his employees generally (or for his em-
ployees generally and their dependents)
or for a clnss or classes of his employees
(or for a class or classes of his employees
and their dependents), which is paid or
commences to be paid upon or within
a reasonable time after the termination
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of an employee's employment relation-
ship because of the employee's—

(1) Death,

(2) Retirement for disability, or

(3) Retirement after attaining an age
specified in the plan established by the
employer or in a pension plan of the em-
ployer as the age at which a person in
the employee's circumstances is eligible
for retirement,

A payment or series of payments made
under the circumstances described in
the preceding sentence is excluded from
“wages” even if made pursuant to an
incentive compensation plan which also
provides for the making of other types
of payments. However, any payment or
series of payments which would have
been paid if the employee’s relationship
had not been terminated Is not excluded
from “wages" under this section and
section 3306(b) (10). For example,
lump-sum payments for unused vaca-
tion time or a final paycheck received
after retirement are payments which
the employee would have recelved
whether or not he retired and there-
fore are not excluded from “wages."
Further, {f any payment Is made upon
or after termination of employment for
any reason other than those set out in
subparagraphs (1), (2), and (3) of this
paragraph such payment is not exclud-
able from “wages” by this section. For
example, If a pension plan provides for
retirement upon disability, complétion
of 30 years of service, or attainment of
fage 65, and if an employee who is not
disabled retires at age 61 after 30 years
of service, none of the retirement pay-
ments made to the employee under the
pension plan (Including any made after
he is 65) is excludable from “wages”
under this section. However, if the pen-
“slon plan had conditioned retirement
after 30 years of service upon attainment
of age 60, all of the retirement payments
would have been excludable,

(b) Plan. The plan or system estab-
lished by an employer need not provide
for payments because of termination of
employment for all the reasons set out in
subparagraphs (1), (2), and (3) of para-
graph (a), but such plan or system may
provide for payments because of ter-
mination for any one or more of such
reasons. Payments because of termina-
tion of employment for any one or more
of such reasons under a plan or system
established by an employer solely for the
dependents of his employees are not
within this exclusion from wages.

(¢c) Dependents. Dependents of an
employee include the employee's hus-
band or wife, children, and any other
members of the employee’s immediate
family.

(d) Benefit payments. It is immaterial
for purposes of this exclusion whether
the amount or possibility of such benefit
payments is paid on account of services
rendered or taken into consideration in
fixing the amount of an employee's re-
muneration or whether such payments

are required expressly or impliedly, by
the contract of service.

RULES AND REGULATIONS

(e) Example. The application of this
section may be {llustrated by the follow-
ing example:

Exampie. A, an employee, receives a salary
of 81,600 a month, payable on the 5th day
of the month following the month for which
the salary is earned. A's employer has es-
tablished an incentive compensation plan
for a class of his employees, including A,
providing for the payment of deferred com-
pensation on termination of employment,
including termination upon an employee's
death, retirement at age 65 (the retirement,
age specified in the plan), or retirement for
disability. On March 1, 1973, A attains the
age of 65 and retires, On March 8, 1673, A
recelves 85,600 from his employer of which
81,500 ropresents A’s salury for services he
performed in February 1973, and $4,000 rep-
resents incentive compensation paid under
the employer’s plan, The amount of $4,000 i
exciuded from “wages” under this section.
The amount of $1.500 is not excluded from
“wages” under this section.

Par. 16. Section 31.6051 is amended
by revising subsection (a) of section 6051,
by adding new subsection (e) at the end
of section 6051, and by revising the his-
torical note. These amended and added
provisions read as follows:

£ 316051 Siastutory provisions; receipls
for employees.

Sec. 6051, Receipts Jor employees—(a)
Reguirement, Every person to
deduct and withhold from an employee
a tax under section 3101 or 3402, or who
would have been required to deduct and
withhold & tax under section 3402 (de-
termined without regard to subsection
(n)) if the employee had claimed no
more than one withholding exemption,
shall furnish to each such employee in
respect of the remuneration paid by such
person to such employee during the
calendar year, on or before January 31

of the succeeding year, or, if his employ-.

ment is terminated before the close of
such calendar year, on the day on which
the last payment of remuneration is
made, & written statement showing the
following: .

(1). The name of such person,

(2) The name of the employee (and
his soclal security account number If
wages as defined in section 3121(a)
have been paid) ,

(3) The total amount of wages as de-
fined in section 3401(¢a),

(4) The total amount deducted and
withheld as tax under section 3402,

(5) The total amount of wages as de-
fined in section 3121¢a), and

(6) The total amount deducted and
withheld as tax under section 3101,

In the case of compensation paid for
service as a member of a uniformed serv-
ice, the statement shall show, in lieu of
the amount required to be shown by
paragraph (5), the total amount of wages
as defined In section 3121(a), computed
in accordance with such section and sec-
tion 3121(1) (2). In the case of compen-
sation paid for service as a volunteer or
volunteer leader within the meaning of
the Peace Corps Act, the statement shall
show, in leu of the amount required to
be shown by paragraph (5), the total

amount of wages as defined in section
3121(a), computed in accordance with
such section and section 3121(1)(3). In
the case of tips received by an employee
in the course of his employment, the
amounts required to be shown by para-
graphs (3) and (5) shall include only
such tips as are included in statements
furnished to the cmployer pursuant to
section 6053(a).

(e) Railroad employees—(1)  Addi-
tional requirem:snt. Every person re-
quired to deduct and withhold tax under
section 3201 from an employee shall in-
clude on or with the statement required
to be furnished such employee under sub-
section (a) a notize concerning the pro-
visions of this title with respect to the
allowance of a cr:dit or refund of the
tax on wages imposed by section 3101(b)
and the tax on compensation imposed by
section 3201 or 3211 which is treated as &
tax on wages imposed by section 3101(b),

(2) Injormation to be supplied to em-—
ployees. Each person required to deduct
and withhold tax under section 3201 dur-
ing any year from an employee who has
also received wages during such year
subject to the tax imposed by section
3101(b) shall, upon request of such em-
ployee, furnish to him a written state-
ment showing—

(A) The total amount.of compensation
with respect to which the tax imposed
by section 3201 was deducted,

(B) The total amount deducted as tax
under section 3201, and

(C) The portion of the total amount
deducted as tax under section 3201 which
is for financing the cost of hospital in-
surance under part A of title XVIII of
the Social Seeurity Act. ™
{Seo, 6051 ns amended by sec., 412, Service-
men's and Veterans' Survivor Benefits Act
(70 Stat. 879); seo, 202(n) (4), Peace Corps
Act (75 Stat, 626); sers. 107 and 313(e) (1),
Social Becurity Amendments 1065 (70 Stat,
337, 384); sec, 502(c). Soclal Security Amend-
ments 1067; sec. 805(f) (2), Tax Reform Act
1969 (83 Stat. 708): sec, 293, Social Security
Amendments 1972}

Par. 17. SBection 31.6061-1 iz amended
by redesignating paragraph (f) thereof
as paragraph (g), and by inserting a new
paragraph () immediately after para-
graph (e), to read as follows:

£ 31.6051<1 Swutements for employees,

(g) Statements with respect Lo com-
pensation, as defined in the Railroad
Retirement Tax Act, paid after Decem-
ber 31, 1967—(1) Reguired information
relating to excess medicare tax on com-
pensation paid after December 31, 1971-—
(i) Notification of possible credit or re-
Jund. With respect to compensation (as
defined in section 3231(e)) pald after
December 31, 19871, every employer (as
defined in section 3231(a)) who is re-
quired to deduct and withhold from an
employee (as defined in section 3231(b))
8 tax under .section 3201, shall include
on or with the statement required to be
furnished such employee under section
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6051(a), a notice concerning the pro-
visions of thus title with respect to the
allowance of a credit or refund of the
tax on wages imposed by section 3101
by and the tax on compensation im-
posed by section 3201 or 3211 which is
treated as a tax on wages imposed by
section 3101(b). Such notice shall in-
form such employee ol the eligibility of
persons having a second employment,
in addition to raflroad employment, for a
credit. or refund of any excess hospital
insurance tax which such persons have
paid because of employment under both
social security (including employee
and self-employment coverage) and rail-
road retirement. See section 6413(c) (3)
and paragraph (c) of §31.6413(c)-1,
relating to special refunds with respect
to compensation as defined in the Rail-
road Retirement Tax Act.

(1) Information to be supplied to em~
ployees upon request. With res to
compensation (as defined in section 3231
(e)) pald after December 31, 1971, every
employer (as defined in section 3231(a))
who is required to deduct and withhold
tax under section 3201 from an employee
(as defined in section 3231(b)) who has
also received wages during such year sub-
ject to the tax imposed by section 3101
(b), shall upon request of such employee
furnish to him a written statement show-
ing—

(a) The total amount of compensation
with respect to which the tax imposed
by section 3101(b) was deducted.

(b) The total amount of employee tax
under section 3201 deducted and with-
held (Increased by any adjustment in the
calendar year for overcollection, or de-
creased by any adjustment in such year
for undercollection, of such tax during
any prior year) , and

(¢) The proportion thereof (expressed
either as a dollar amount, or a percent-
age of the total amount of compensation
ns defined in section 3231(e), or as a
percentage of the total amount of em-
ployee tax under section 3201) withheld
as tax under section 3201 for financing
the cost of hospital insurance benefits.

(2) Statements on Form W-2 (RR).
(1) Compensation paid during 1970 or
1971. With respect to compensation (as
defined In section 3231(e)) paid during
1970 or 1971, every employer (as defined
In section 3231(a)) who Is required to
deduct and withhold from an employee
(as defined in section 3231(b)) a tax
under section 3402 with respect to com-
pensation, or who would have been re-
quired to deduct and withhold a tax
under section 3402 (determined without
regard to section 3402(n)) if the em-
ployee had claimed no more than one
withholding exemption, shall furnish to
each such employee in respect of such
compensation the tax return copy and
the employee’s copy of a statement on
Form W-2 (RR) instead of Form W-2,
unless such employers are permitted by
the Internal Revenue Service to continue
to use Form W-2 in leu of Form W-2
(RR), If the wage bracket method of
withholding provided in section 3402¢c)

»
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(1) 1s used in respect of such compensa-
a statement on Form W-2 (RR)
to each employee
any payroll period
cess of the smallest
st be withheld

4

statement on Form W-2 (RR) shall show
the following:

(a) The name, address, and identifi-
cation number of the employer,

(b) The name and address of the em-
ployee and his social security account
number,

(¢) The total amount of wages as de-
fined in section 3401(a),

(d) The total amount deducted and
withheld as tax under section 3402,

(e) 'The total amount of compensation
as defined in section 3231(e), and

(/) The total amount of employee tax
under section 3201 deducted and with-
held (increased by any adjustment in the
calendar year for overcollection, or de-
creased by any adjustment in such year
for undercollection, of such tax during
any prior year) and the proportion
thereof (expressed either as a dollar
amount, as a percentage of the total
amount of compensation as defined In
section 3231(e), or as a percentage of
the total amount of employee tax under
section 3201) withheld as tax under sec-
tion 3201 for financing the cost of hospi-
tal Insurance benefits,

The provisions of this chapter applicable
to Form W-2, other than those relating
solely to the Federal Insurance Contribu~
tions Act, are hereby made applicable
to Form W-2 (RR). See paragraph (d)
of this section for provisions relating to
the time and place for furnishing the
statement required by this subpara-
graph.

(i) Compensation paid during 1968 or
1969. At the option of the employer, the
provisions of subdivision (1) of this sub~
paragraph may apply with respect to
compensation paid during 1968 or 1969,

(i) Every employer who, pursuant to
subdlvision (1) or (ii) of this subpara-
graph, does not provide Form W-2 (RR)
with respect to compensation must fur-
nish the additional information required
by Form W-2 (RR) upon request by the
employee.

(h) Crossreferences. * * *

Pan. 18. Section 31.6413 (¢) is amended
by revising paragraphs (1) and (2) (A)
of section 6413 (c), by adding a new
paragraph (3) at the end of section 6413
(¢) and by revising the historical note.
These amended and added provisions

read as follows:

§31.6413(¢) Statutory provisions; spe-
cial applicable to certain em-
ployment taxes; special refunds, -

Sec. 6413. Special rules applicable to

certain employment taxes,* * *

30953

(c) Special refunds—(1) In general. I
by reason of an employee receiving wages
from more than one employer during a
calendar year after the calendar year
1850 and prior to the calendar year 1855,
the wages received by him during such
year exceed $3,600, the employee shall
be entitled (subject to the provisions of
section 31¢b)) to a credit or refund of
any amount of tax, with respect to such
wages, imposed by section 1400 of the
Internal Revenue Code of 1939 and de-
ducted from the employee's wages
(whether or not paid to the Secretary
or his delegate), which exceeds the tax
with respect to the first $3,600 of such
wages received; or if by reason of an em-
ployee receiving wages from more than
one employer (A) during any
year after the calendar year 1954 and
prior to the calendar year 1959, the wages
received by him during such year exceed
$4,200, or (B) during any calendar year
after the calendar year 1958 and prior to
the calendar year 1966, the wages re-
ceived by him during such year exceed
$4,800, or (C) during any calendar year
after the calendar year 1965 and prior to
the calendar year 1968, the wages re-
ceived by him during such year exceed
$6,600, or (D) during any calendar year
after the calendar year 1867 and prior
to the calendar year 1972, the wages re-
celved by him during such year exceed
$7,800, or (B) during any calendar year
after the calendar year 1871 and prior to
the calendar year 1973, the wages re-
ceived by him during such year exceed
$9,000, or (F) during any calendar year
after the calendar year 1972 and prior to
the calendar year 1974, the wages re-
celved by him during such year exceed
$10,800, or (G) during any calendar year
after the calendar year 1973 and prior
to the calendar year 1975, the wages re-
ceived by him during such year exceed
$13,200, or (H) during any calendar year
after 1974, the wages received by him
during such year exceed the contribu-
tion and benefit base (as determined
under section 230 of the Social Security
Act) which is effective with respect to
such year; and the employee shall be en-
titled (subject to the provisions of sec-
tion 31(b)) to a credit or refund of any
amount of tax, with respect to such
wages, Imposed by section 3101 and de-
ducted from the employee's wages
(whether or not paid to the Secretary or
his delegate) , which exceeds the tax with
respect to the first $4.200 of such wages
received In such calendar year after
1954 and before 1959, or which exceeds
the tax with respect to the first $4.800 of
such wages recelved in such calendar
year after 1058 and before 1966, or which
exceeds the tax with respect to the first
$6,600 of such wages received in such
calendar year after 1965 and before
1968, or which exceeds the tax with re-
spect to the first $7,800 of such wages re-
ceived in such calendar year after 1967
and before 1972, or which exceeds the.tax
with respect to the first $9,000 of such
wages received in such calendar year
after 1971 and before 1973, or which ex-
ceeds the tax with respect to the firss
$10,800 of such recelved in such
calendar year after 1972 and before 1974,
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or which exceeds the tax with respect to
the first $13,200 of such wages recefved
in such calendar year after 1973 and be-
fore 1975, or which exceeds the tax with
respect to an amount of such wages re-
celved in such calendar year after 1974
equal to the contribution and benefit
base (as determined under section 230 of
the Social Security Act) which is effec-
tive with respect to such year.

(2) Applicability in case of Federal
and State employees, employees of cer=
tain foreign corporations, and Govern-
mental employees in Guam, American
Samoa, and the District of Columbia—
(A) Federal employees. In the case of
remuneration received from the United
States or a wholly owned instrumental-
ity thereof during any calendar year,
each head of a Federal agency or instru-
mentality who makes a return pursuant
to section 3122 and each agent, desig-
nated by the head of a Federal agency
or instrumentality, who makes a return
pursuant to such section shall, for pur-
poses of this subsection, be deemed a
separate employer, and the term “wages"
includes for purposes of this subsection
the amount, not to exceed $3.600 for the
calendar year 1851, 1952, 1953, or 10854,
$4,200 Jor the calendar year 1955, 1956,
1957, or 1958, $4 800 for the calendar year
1959, 1960, 1961, 1962, 1963, 1964, or
1065, $6,600 for the calendar year 1966
or 1967, $7,800 for the calendar year
1968, 1969, 1970, or 1971, or $9,000 for
the calendar year 1972, $10,800 for the
calendar year 1973, $13,200 for the cal-
endar year 1974, or an amount equal to
the contribution and benefit base (as
determined under section 230 of the So-
cial Security Act) for any calendar year
after 1974 with respect to which such
contribution and benefit base is effective,
determined by each such head or agent
a8 constituting wages paid to an
employee,

(3) Applicability with respect to com-
pensation of employees subject to the
Railroad Retirement Tax Act, In the
case of any individual who, during any
calendar year after 1967, receives wages
from one or more employers and also
recelves compensation which is subject
to the tax Imposed by section 3201 or
3211, such compensation shall, solely for
purposes of applying paragraph (1) with
respect to the tax imposed by section
3101(b), be treated as wages received
from an employer with respect to which
the tax imposed by section 3101(b) was
deducted.

[See. 8413(¢) as amonded by pec. 202(s) (1),
Social Security Amendments 1954; sec, 402
(d), Soocial Security Amendments 1858; soc.
103(r) (3), (4), Sotial Becurity Amendments
1060; sec. 817(f) (1), (2), sec. 320(b)(5).
(8), Social Security Amendments 1085; seo,
108(b) (8). (6), sec. 502(n), Social Security
Amendments 1967; seo, 203(b) (5), (8), Act
of Magreh 17, 1971 (Pub. Law $2-5, 85 Stat,
11); sec. 203(b) (5), (8), Act of July 1, 1972
(Pub. Law §2-336, 80 Stat. 419); sec. 144(0),
Soclial Security Amendments 1972; sec. 203
(b} (8), '(8), Act of July 9, 1073 (Pub, Law
03-66, 87 Btat, 163); rec. 5(b)(5), (6) and
(f), Act of December 81, 1878 (Pub, Law

~
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03-233, 87 Stat, 954), The provisions of sec~
tion 6413(c¢) (2) (D) are not spplicable, for
the reason that a certification by the Gover-
nor of Guam, for which there is

in sec. 103(v) (1), Social Security Amend-
ments 1980, has not been recelved by the
Secretary of the Treasury. Such a certifica-
tion was made by the Governor of American
Samoa and was recelved by the Secretary of
the Treasury on December 29, 1860. Such &
certification was made by the Commissioners
of the District of Columbia and was recelved
by the Secretary of the Treasury on August
12, 1965)

Par. 19. Section 316413 (¢)-1 is
amended by revising subparagraphs (1)
(), (2), (5) and (6) of paragraph (a)
and by adding a new paragraph {(¢) at
the end thereof. These amended and
added provisions read as follows:

§ 31.6415(c¢)-1 Special refunds.

(a) Who may make claims—(1) In
general. (i) If an employee receives
wages, as defined in section 3121(a),
from two or more employers in any
calendar year:

(@) After 1954 and before 1959 in ex-
cess of $4,200,

(b) After 1958 and before 1966 in ex-
cess of $4,800,

() After 1965 and before 1968 in ex-
cess of $6,600,

(d) After 1967 and before 1972 in ex-
cess of $7.800,

(e) After 1971 and before 1973 in ex-
cess of $9,000,

(f) After 1972 and before 1974 in ex-
cess of $10,800,

(g) After 1973 and before 1975 In ex-
cess of $13,200, or

(h) After 1974 in excess of the contri-
bution and benefit base (as determined
under section 230 of the Social Security
Act) which is effective with respect to
such year,

the employee shall be entitled to a special
refund of the amount, if any, by which
the employee tax imposed by section 3101
with respect to such wages and deducted
therefrom (whether or not paid) exceeds
the employee tax with respect to the
amount specified In (a) through (k) of
this subdivision for the calendar year in
question. Employee tax imposed by sec-
tion 3101 with respect to tips reported
by an employee to s emplayer and col-
lected by the employer from funds turned
over by the employee to the employer
(see section 3102(c)) shall be treated,
for purposes of this paragraph, as em-
ployee tax deducted from wages received
by the employee. If the employee is re-
quired to file an income tax returmn for
such calendar year (or for his last tax-
able year beginning in such calendar
year) he may obtain the benefit of the
special refund only by claiming credit as
provided in §1.21-2 of this chapter (In-
come Tax Regulations) .,

(2) Federal employees. For purposes of
special refunds of employee tax, each
head of a Federal agency or of a wholly-
owned instrumentality of the United
States who makes a retuwrn pursuant to
section 3122 (and each azent designated
by a head of a Federal agency or instru-

mentality who makes a return pursuant
to such section) is considered a separate
employer. For such purposes, the term
“wages” includes the amount which each
such head (or agent) determines to con-
stitute wages paid an employee, but not
in excess of the amount specified iIn sub-
paragraph (1) () (a) through (2) of this
paragraph for the calendar year in ques-
tion. For example, If wages received by
an employee during calendar year 1974
are reportable by two or more agents of
one or more Federal agencies and the
amount of such wages i5 in excess of
$13,200 the employee shall be entitled to
a special refund of the amount, if any,
by which the employee tax imposed with
respect to such wages and deducted
therefrom exceeds the employee tax with
respect to the first $13,200 of such wages.
Moreover, if an employee receives wages
during any calendar year from an agency
or wholly-owned instrumentality of the
United States and from one or more
other employers, either private or gov-
ernmental, the total amount of such
wages shall be taken into account for
purposes of the special refund provisions.

(6) Governmental employees in Amer-
ican Samoa. For purposes of special re-
funds of employee tax, the Governor of
American Samoa and each agent desig-
nated by him who makes a return pur-
suant to section 3125(b) (see § 31.3125)

“is considered a separate employer. For

such purposes, the term "“wages” includes
the amount which the Governor (or any
agent) determines to constitute wages
pald an employee, but not in excess of
the amount specified in subparagraph
(1) (i) (a) through (k) of this paragraph
for the calendar year in question. For
example, if wages received by an em-
ployee during calendar year 1974 are re-
portable by two or more agents pursuant
to section 3125(b) and the total amount
of such wages is in excess of $13,200, the
employee shall be entitled to a special
refund of the amount, if any, by which
the employee tax imposed with respect
to such wages and deducted therefrom
exceeds the employee tax with respect to
the first $13,200 of such wages. More-
over, If an employee recelves wages dur-
ing any calendar year from the Govern-
ment of American Samoa, from a politi-
cal subdivision thereof, or from any
wholly-owned instrumentality of such
government or political subdivision and
from one or more other employers, either
private or governmental, the total
amount of such wages shall be taken into
account for purposes of the speclal re-
fund provisions.

(6) Governmental employees in the
District of Columbia. For purposes of
special refunds of employee tax, the
Commissioner of the District of Colum-~
bia (or, prior to the transfer of functions
pursuant to Reorganization Plan No. 3 of
1967 (81 Stat. 948), the Commissioners
of the District of Columbia) and each
agent designated by him who makes a
return pursuant to section 3125(¢c) (see
§31.3125) Is considered a separate em-

ployer. For such purposes, the term
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“wages"” includes the amount which the
Commissioner (or any agent) determines
to constitute wage: pald an employee,
but not in excess of the amount specified
in subparagraph (1 (i) (a) through (i)
of this paragraph for the calendar year
in question. For example, if wages re-
ceived by an employee during calendar
year 1974 are reportable by two or more
agents pursuant to section 3125(c) and
the total amount of such wages is in ex~
cess of $13,200 the employee shall be en-
titled to a special refund of the amount,
if any, by which the employee tax im-
posed with respect to such wages and de-
ducted therefrom exceeds the employee
tax Imposed with respect to such wages
and deducted therefrom exceeds the em-
ployee tax with respect to the first
$13,200 of such wages. Moreover, if an
employee receives wages during any cal-
endar year from the Government of the
District of Columbia or from a wholly-
owned instrumentality thereof and from
one or more other employers, either pri-
vate or governmental, the total amount
of such wages shall be taken into account
for purposes of the special refund pro-
visions.

(¢) Special refunds with respect to
compensation as defined in the Railroad
Retirement Tax Act—(1) In general. In
the case of any individual who, during
any calendar year after 1967, receives
wages (as defined by section 3121(a))
from one or more employers and also
recelves compensation (as defined by sec-
tion 3231(e)) which is subject to the tax
imposed on employees by section 3201
or the tax imposed on employee repre~
sentatives by section 3211 such compen-
sation shall, solely for purposes of ap-
plying section 6413(c) (1) and this sec-
tion with respect to the hospital insur-
ance tax imposed by section 3101(b), be
treated as wages (as defined by section
3121(a)) received from an employer with
respect to which the hospital Insurauce
tax imposed by section 3101(b) was de-
ducted. For purposes of this section, com-
pensation recelved shall be determined
under the principles provided in chapter
22 of the Code and the regulations
thereunder (see section 3231(e) and
§ 31.3231(e)~1). Therefore, compensa-
tion paid for. time lost shall be deemed
earned and received for purposes of this
section in the month in which such time
is lost, and compensation which is
earned during the period for which a
return of taxes under chapter 22 is re-
quired to be made and which is payable
during the calendar month following
such period shall be deemed to have been
received for purposes of this section
during such period only. Further, com-
pensation is deemed to have been earned
and recelved when an employee or em-
ployee representative performs services
for which he Is paid, or for which there
is a present or future obligation to pay,
regardless of the time at which payment
i5s made or deemed to be made.

(2) Example. The application of this
paragraph may be illustrated by the fol-

lowing example,
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Ezxample. Employee A rendered servicea to
X during 1973 for which he was pald com-
pensation at the monthly rate of $650 which
was taxable under the Rallroad Retirement
Tax Act, A was pald 3550 by X In January
1973 which was earned and deemed recelved
in December 1972 and 8650 in January of
1974 which was earned and deemed received
In December of 1073. A also earned and ro-
celved wages In 1073 from employer Y, which
were subject to the employee tax under the
Federal Insurance Contributions Act, in the
amount of $5,000, A pald hospital Insurance
tax on $13.800 (87,800 compensation from X
inciuding 8650 earned and deemed recelved
in December 1973 but ‘pald in January 1074
and not Including 8550 pald in January 1973
but earned and deemed recelved in Decem-
ber 1972, $6,000 compensation from Y) re-
ceived or deemed recelved or earned In 1973,
For purposes of the hospital insurance tax
imposed by section 3101(b), these amounta
are all wages received from an employer in
1973. Therefore, A Is entitled to a special re-
fund for 1873 under section 6413 (¢c) and this
;%uon of $30 (1.0% x 8$13.800—1.0% x $10,-

).

Par. 20, Section 301.6051 is amended by
revising subsection (a) of section 6051,
by adding new subsection (e) at the end
of section 6051, and by revising the his-
torical note. These amended and added
provisions read as follows:

§ 301.6051 Statutory provisions; reeeipts
for employces.

Sec. 6051. Receipts for employees—(a)
Requirement. Every person required to
deduct and withhold from an employee &
tax under section 3101 or 3402, or who
would have been required to deduct and
withhold a tax under section 3402 (de-
termined without regard to subsection
(n)) If the employee had claimed no
more than one withholding exemption,
shall furnish to each such employee in
respect of the remuneration paid by such
person to such employee during the cal-
endar year, on or before January 31 of
the succeeding year, or, if his employ-
ment is terminated before the close of
such calendar year, on the day on which
the last payment of remuneration is
made, a written statement showing the
following:

(1) The name of such person,

(2) The name of the employee (and
his social security account number if
wages as defined in section 3121(a) have
been paid),

(3) The total amount of wages as de-
fined in section 3401(a), .

(4) The total amount deducted and
withheld as tax under section 3402,

(5) The total amount of wages as de-
fined in section 3121(a), and

(6) The total amount deducted and
withheld as tax under section 3101.

In the case of compensation paid for
service as a member of a uniformed serv-
ice, the statement shall show, in lieu of
the amount required to be shown by
paragraph (5), the total amount of
wages as defined in section 3121(a), com-
puted in accordance with such section
and section 3121(1)(2), In the case of
compensation paid for service as a volun-
teer or volunteer leader within the

meaning of the Peace Corps Act, the
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statement shall show, In lieu of the
amount required to be shown by para-
graph (5), the total amount of wages as
deflned In section 3121(a), computed in
accordance with such section and sec-
tion 3121(1)(3). In the case of tips re-
celved by an employee in the course of
his employment, the amounts required to
be shown by paragraphs (3) and (5)
shall include only such ti.: as are in-
cluded in statements furnished to the
employer pursuant to section 6053(a).

(e) Railroad employees—(1) Addi=
tional requirement. Every person re-
quired to deduct and withhold tax under
section 3201 from an employee shall in-
clude on or with the statement required
to be furnished such employee under
subsection (a) a notice concerning the
provisions of this title with respect to
the allowance of a credit or refund of the
tax on wages imposed by section 3101(b)
and the tax on compensation imposed by
section 3201 or 3211 which is treated as
a tax on wages Imposed by section
3101(h).

(2) Information to be supplied to em-
ployees. Each person required to deduct
and withhold tax under section 3201
during any year from an employee who
has also received wages during such year
subject to the tax Imposed by section
3101(b) shall, upon request of such em-
ployee, furnish to him a written state-
ment showing—

(A) The total amount of compensa-
tion with respect to which the tax im-
posed by section 3201 was deducted,

(B) The total amount deducted as tax
under section 3201, and

(C) The portion of the total amount
deducted as tax under section 3201
which is for financing the cost of hos-
pital insurance under part A of title
XVIII of the Soclal Security Act.

[Sec. 6051 as amended by sec, 412, Service-
men’s and Veterans' Survivor Benefits Act
(70 8tat. 879); sec, 202(a) (4), Peace Corps
Act (75 Stat, 626);: secs. 107 and 313(e)(1),
Soclal Security Amendments ‘1965 (79 Stat.
837, 384): sec. 602(c), Social Security
Amendments 1967 (81 Stat, 934); soc, 805(f)
(2), Tax Reform Act 1969 (83 Stat, 708); sec.
203, Soctial Security Amendments 1972 (80
Stat. 14569) |

Pax. 21, Section 301.6413 is amended
by revising paragraphs (1) and (2) (A)
of section 6413(¢c), by adding a new par-
agraph (3) at the end of section 6413
(¢) and by revising the historical note.
These amended and added provisions
read as follows:

§ 301.6413 Statutory provisions; special
rules applicable to certain employ-
ment laxes,

Seoc, 6413. Special rules applicable to
certain employment taxes. * * *

(¢) Special refunds—(1) In general.
If by recason of an employee receiving
wages {from more than one employer dur-
ing a calendar year after the calendar
year 1950 and prior to the calendar year
1955, the wages received by him during
such year exceed $3,600, the employee
shall be entitled (subject to the provi-
slons of section 31(b)) to a credit or re-
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and deducted from the employee's wages
(whether or not paid to the Secretary
or his delegate), which exceeds the tax

wages received; or If by reason of an
employee receiving wages from more
than one employer (A) during any cal-
endar year after the calendar year 1854
and prior to the calendar year 1959, the
wages received by him during such year
exceed $4,200, or (B) during any calen-
dar year after the calendar year 1958
and prior to the calendar year 1966, the
wages received by him during such year
exceed $4,800, or (C) during any calen-
dar year after the calendar year 1865
and prior to the calendar year 1968, the
wages received by him during such year
exceed $6,600, or (D) during any calen-
dar year after the calendar year 1967
and prior to the calendar year 1972, the
wages received by him during such year
exceed $7,800, or (E) during any calen-
dar year after the calendar year 1871
and prior to the calendar year 1973, the
wages received by him during such year
exceed 33,000, or (F) during any calen-
dar year after the calendar year 1072
and prior to the calendar year 1974, the
wages received by him during such year
exceed $10,800, or (G) during any calen-
dar year after the calendar year 1973
and prior to the calendar year 1975, the
wages received by him during such year
exceed $13,200, or (H) during any cal-
endar year after 1974, the wages received
by him during such year exceed the con-
tribution and benefit base (as deter-
mined under section 230 of the Social
Security Act) which is effective with
respect to such year; and the employee
shall be entitfled (subject to the pro-
visions of section 31(b)) to a credit or
refund of any amount of tax, with re-
spect to such wages, imposed by section
3101 and deducted from the employee’s
wages (whether or not paid to the Secre-
tary or his delegate), which exceeds the
tax with respect to the first $4200 of
such wages received in such calendar
year after 1054 and before 1959, or which
exceeds the tax with respect to the first
$4,800 of such wages received in such
calendar year after 1958 and before 1966,
or which exceeds the tax with respect to
the first $6,600 of such wages received
in such calendar year after 1965 and be-
fore 1968, or which exceeds the tax with
respect to the first $7.800 of such wages
received in such calendar year after
1967 and before 1972, or which exceeds
the tax with respect to the first $9,000
of such wages received in such calendar
year after 1971 and before 1973, or which
exceeds the tax with respect to the first
$10,800 of such wages received in such
calendar year after 1972 and before
1974, or which exceeds the tax- with
respect to the first $13.200 of such wages
received in such calendar year after
1973 and before 1975, or which exceeds
the tax with respect to an amount of
such wages received in such calendar

year after 1974 equal to the contribution
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and benefit base (as determined under
section 230 of the Social Security Act)
which is effective with respect to such
year.

(2) Applicability in case of Federal
and State employees, employees of cer-
tain joreign corporations, and Govern-
mental employees in Guam, American
Samoa, and the District of Columbia—
(A) Federal employees. In the case of
remuneration received from the United
States or a wholly owned Instrumentali-
ty thereof during any calendar year, each
head of a Federal agency or instrumen-
tality who makes a return pursuant to
section 3122 and each agent, designated
by the head of a Federal agency or in-
strumentality, who makes a return pur-
suant to such section shall, for purposes
of this subsection, be deemed a separate
employer, and the term “wages" In-
cludes for purposes of this subsection
the amount, not to exceed $3,600 for the
calendar year 1951, 1952, 1953, or 1954,
$4,200 for the calendar year 1955, 1956,
1857, or 1858, $4.800 for the calendar
year 1059, 1960, 1961, 1962, 1963, 1064,
or 1965, $6,600 for the calendar year
1966 or 1967, $7,800 for the calendar year
1968, 1969, 1970, or 1971, $9,000 for the
calendar year 1972, $10,800 for the calen-
dar year 1973, $13,200 for the calendar
year 1974, or an amount equal to the
contribution and benefit base (as de-
termined under section 230 of the Social
Security Act) for any calendar year after
1974 with respect to which such con-
tribution and benefit base is effective,
determined by each such head or agent
as constituting wages paid to an em-
ployee.

- I » - -

(3) Applicability with respect to coni-
pensation of employees subject to the
Railroad Retirement Tax Act. In the
case of any individual who, during any
calendar year after 1967, receives wages
from one or more employers and also re-
ceives compensation which is subject ta
the tax imposed by section 3201 and
3211, such compensation shall, solely for
purposes of applying paragraph (1) with

3101 (b,
from an employer with respect to which
the tax imposed by section 3101(b) was
deducted.

- . - . »

[Sec. 6413 as amended by sec. 202(a) (1),
Socinl Security Amendments 10564 (68 Stat,
1089); sec. 402(d), Soclal Security Amend-
ments 1058 (72 Stat. 1043); sec, 103(x) (2).
(3), and- (4), Social Security Amendments
1960 (74 Stat. 940); sec. 317 (e) and (f) (1)
and (2), sec., 320(b) (5) and (6), Social Se-
curity Amendments 1965 (79 Stat, 389); sec.
108(b) (5) and (6), Soclal Security Amend-
ments 1007 (81 Stat, 835); wec. 203(b) (6).
(6), Act of March 17, 1071 (Pub. L, 92-5, 85
Stat. 11); sec. 203(b) (5), (6), Act of July 1,
1972 (Pub. Law §2-336, 88 Stat. 418); sec. 144
(o), Social Amendments 1972 (86
Stat. 1370); sec. 208(b) (5), (6), Act of July
9, 1073 (Pub, Law 93-66, B7 Stat, 153); sec.
6(b) (5), (68) and (f), Act of December 31,
1978 (Pub. Law 93-238, 87 Stat. 954). The
provisions of section 6413(0)(2) (D) are not
appllcable, for the reason that acertification
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PART 31—EMPLOYMENT TAXES; APPLI-
CABLE ON OR AFTER JANUARY 1, 1955

Amendment of Employment Tax
Regulations

By a notice of proposed rule making
sppearing in the Feperal REecrsrer for
Tuesday, January 7, 1975 (40 FR 1251),
amendments to the Employment Tax
Regulations (26 CFR Part 81) were pro-
posed in order to conform such regula-
tions to the provisions of sections 10441),
122¢(b), 125(m), 128(b), 129(a)(2), and
138(b) of the Social Security Amend-
ments of 1972 (86 Stat. 1341, 1354, 1357,
1358, 1359, and 13685). After considera-
tion of all relevant matter, the amend-
ments of the regulations are adopted by
this document as proposed.

The Social Security Amendments ol
1972 provide generally that, after 1974,
payments made to an employee after he
attains age 62, whether male or female,
are not “wages” subject to social security
taxation, if the employee did not work
for his employer in the period for which
the payment is made. Prior to this
amendment the computation point for
this exclusion was age 65 for men and
age 62 for women.

The 1972 Amendments provide that
payments made by an employer after
1072 to a disabled former employee who
performed no services during the pay-
ment period are not “wages” if paid after
the calendar year in which the former
employee became eligible to receive dis-
ability insurance benefits under the So-
cial Security Act. Payments made by an
employer after 1972 to a survivor or es-
tate of & former employee after the year
of his death are also excluded from
nmn.

The 1972 Amendmentis redefine “em-
ployment” to extend social security to
employees of the Federal home loan
banks and to certain temporary and in-
termittent employees of the Government
of Guam for services performed by such
employees afier 1972 (and, in certain
cases for services performed in the em-
ploy of a Federal home loan bank, after
1966 and before 1873).

Generally, after 1972, the Amend-
ments except from “‘employment” serv-
ices performed by students while in the
employ of auxillary nonprofit organiza-
tions such as student bookstores or stu-
dent housing, when such units are or-
ganized and operated exclusively for the
benefit of, or controlled hy the school,
college, or university which they were
established to serve,
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ADOPTION OF AMENDMENTS TO THE
REGULATIONS

On January 7, 1975, & notice of pro-
posed rule making with respect to the
Employment Tax Regulations (26 CFR
Part 31) under section 3121 of the In-
ternal Revenue Code of 1954, to conform
such regulations to sections 104 (1), 122
(b), 125(a), 128(b), 129(a)(2), and
138(b) of the Social Security Amend-
ments of 1972 (86 Stat. 1341, 1354, 1357,
1358, 1359, and 1365) was published in
the FeperaL REGISTER (40 FR 1251) . After
consideration of all relevant matter re-
garding the proposed rules, the amend-
ments of the Employment Tax Regula-
tions under section 3121 are hereby
adopted as proposed by the notice,

(Sec, T8056 of the Internal Revenue Code of
1054 (68A Stat. 917; 26 U.S.C. 7805).)

[sEAL] DoxNaun C. ALEXANDER,
Commissioner of Internal Revenue.

Approved: July 17, 1975.

FrEpERICK W, HICKMAN,
Assistant Secretary of the
Treasury.

1, Section 31.3121(a) (9) is amended to
read as follows:

§31.3121(n)(9) Statutorv provisionss
definitions: wages; payments to em-
ployeces for non-work peri

Sec, 3121, Definitions—(a) Wages. For pur-
poses of this chapter, the term “wages™
means all remunoration for employment, in-
cluding the cash value of all remuneration
pald in any medium other than cash; except
that such term shall not include—

- - » - -

(9) Any payment (other than vacation or
sick pay) made to an employee after the
month in which he attains age 62, If such
employee did not work for the employer in
the perlod for which such payment i{s made;

[Sec. 3121(x) (9) as amended by sec, 201
(b): Social Security Amendments 1058; sec,
4(b) (1), Act of October 13, 1664 (P.L. 88-650,
T8 Stat. 1077); sec. 104(1), Social Security
Amendments 1072

2. Section 31.3121(a) (9)-1 {5 amended
by revising paragraph (a) thereof to
read -as follows:

§ 31.3121(a) (9)=1 Payments 1o
ployees for non-work periods.

(a) The term “wages” does not in-
clude any payment (other than vacation
or sick pay) made by an employer to an
employee for a period throughout which
the employment relationship exists be-
tween the employer and the employee,
but in which the employee does not
work (other than being subject to call
for the performance of work) for the
employer, if such payment is made after
the calendar month in which—

(1) The employee attains age 65, If
the employee {5 a man to whom the pay-
ment is made before January 1975, or if
the employee is a woman to whom the
payment {8 made before November 1956,
or

(2) The employee attains age 62, if
the employee is a man to whom the pay-
ment is made after December 1974, or if
payment Is made after October 1956.

om-
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3, Section 31.3121(a) (14)=1 is amended
to read as follows:

§31.3121(a) (14)~1 Payments cm-
ployer to survivor or estate of former
employee,

The term “wages" does not Include
any payment by an employer to a sur-
vivor or the estate of a former employee
made after 1972 and after the calendar
year in which such employee died.

4. Section 31.3121(a) (15)~1 is amended
to read as follows:

§ 31.3121(a) (15)=1 Payments by em-
ployer to disabled former employee.

The term “‘wages"” does not include
any payment made after 1972 by an em-
ployer to an employee, if at the time such
payment i made such employee is en-
titled to disability insurance benefits
under section 223(a) of the Social Se-
curity Act and such entitlement com-
menced prior to the calendar year in
which such payment is made, and if such
employee did not perform any service
for such employer during the period lor
which such payment is made.

5. Section 31.3121(b) (6) Is amended
by revising subparagraph (B){l) and
the historical note thereof, and by add-
ing immediately after the historical note
of section 2 of the Act of September 21,
19681, a new section 125 of the Social
Security Amendments of 1972 and a his-
torical note. These amended and added
provisions read as follows:

§31.3121(b)(6) Statutory provisions;

finitions ; employment; services in

employ of United States or instru-
mentality thereof.

Sec, 3121, Definitions, * * *

(b) Employment. For purposes of this
chaptsr, the term “employment” means
* * * any service, of whatever nature, per-
formed after 1954 * * ¢ except that * * *
such torm shall not Include—

(e) L

(s) .- .

(1) Bervlce porformed In the employ of
a Federal land bank, a Federal intermediate
credit bank, a bank for cooperatives, a Fed-
eral land bank associstion, a production
credit nssociation, a Federal Reserve Bank,
& Federal Home Loan Bank, or a Federal
Credit Unlon;

[Paragraph (7)., sec. 3121(b), as redesig-
nated paragraph (6) and amended by sec.
205 (b), (d), Socinl Security Amendments
1054; sec. 201(d) (1), (2), Social Security
Amendments 1058; secs. 104(h), 202(a),
Parm Credit Act 1050 (73 Stat. 387, 389):
gec. 311(b)(4), Social SBecurity Amend-
ments 1065; sec, 403(1), Social Security
Amendmenta 1067|

Sec. 125. [Social Security Amendments of
1972).

(n) The provisions of section 210(a)(68)
(B) (11) of the Soclal Securlity Act and section
$121(b) (6)(B) (1) of the Internal Revenue
Code of 1054, Insofar as thoy relate to service
performed In the employ of a Federal homo
loan bank, shall be effective—

(1) With respect to all service performed
in the employ of a Federal home loan bank
on and after the first day of the first calendar
quartsr which begins on or after the date of
the enactment of this Act; and

(2) In the case of individuals who are In
the employ of & Federal home loan bank on
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such first day, with respect to any servide
performed in tho employ of a Federal home
loan bank after the last day of the sixth cal-
endar year preceding the year in which this
Act Is enacted; but this paragraph shall be
offoctive only if an amount equal to the taxes
imposed by sections 3101 and 3111 of such
Code with respect to the services of all such
individuals performed in the employ of Fed-
eral home loan banks after the last day of
the sixth calendar year preceding the year in
which this Act is enacted are pald under the
provisions of section 3122 of such Code by
July 1, 1873, or by such Iater dats as may be
provided in an agreament entered into before
such date with the Secretary of the Treasury
or his delegate for purposes of this paragraph,

[Sec, 125(a), Social Security Amendments
1972}

6. Subdivision (ii) of paragraph (c) 4)
of §31.3121(b) (6)-1 Is amended to read
ag follows:

8 31. 312|(b)(6)-l Services in employ
of United Siates or instrumentality
thercof.

(¢c) Services performed for an instru-
mentality not subject to employer tax on
December 31, 1950, and covered under «
retirement system established by such
instrumentality, * * *

( 4) L

(ii) Services performed in the employ
of a production credit association, a Fed-
eral Reserve Bank, or a Federal Credit
Unlon; services performed before De-
cember 31, 1959, in the employ of & na~-
tional farm loan assoclation; services
performed after December 30, 1959, in
the employ of 8 Federal land bank asso-
clation; services performed after Decem=
ber 31, 1959, in the employ of a Federal
land bank, a Federal intermediate credit
bank, or a bank for cooperatives; services
performed after December 31, 1872, in
the embploy of a Federal home loan bank;
and services performed after December
31, 1966, and before January 1, 1873, in
the employ of a Federal home loan bank,
in the case of individuals who are in such
employ on the latter date, provided that
an amount equal to the taxes imposed by
sections 3101 and 3111 with respect to
all such services performed by all such
individuals are pald under the provisions
of section 3122 by July 1, 1973;

- - - - »

7. Section 31.3121(h) () is amended
by revising subparagraphs (B) (i) and
(C) (iy), by Inserting new subparagraph
(D) at the end thereof, and by revising
the historical note. These amended and
added provisions read as follows:

§31.3121(b)(7) Sututory provisions;
definitions; employment; services in
employ of States or their political
subdivisions or instrumentalities.

Soc. 3121, Definit'ons. * * »

(b) Employment. For purposes of this
chapter, the term “employment” means
¢ & * any service, of whatever naturo,
formed after 1954 * * *; oxcept that * * *
such term shall not Include—

L - » - .

(7) L

(8) L

(i) The remuneration for service de-
scribed in clause (1) (Including foes paid to
& public official) shall be deemed to have
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bden pald by the Government of Guam [see
historical note at end of this mﬂonL
the Government of American Samoa or by &
politionl subdivision thereof or an instru-
mentality of any one or more of the fore-
going which is wholly owned thereby, which-
ever is appropriate,

‘C) L N

(iv) By a member of a board, committee,
or council of the District of Columbia, pald
on a pec dlem, meeting, or other fee basis,
or

(D) Service performed in the employ of
the Government of Guam (or any instru-
mentality which s wholly owned by such
Government) by an employeo properly clas-
sifled as a temporary or intermittent em-
ployee, if such service is not covered by &
retirement system established by & law of
Guam; except that (1) the provisions of this
nubpcncnph shall not be applicahle to seryv-
ices performed by an elected official or &
member of the legislature or in a hospital
or penal institution by a patient or Inmate
thereof, and (i1) for pu of this sub-
paragraph, clauses (i) and (ii) of subpara-
graph (B) shall apply:

[Sec. 3121(b) (8) redesignated paragraph
(7) by sec, 206(b), Social Security Amend-
ments 1854; as amended by sec. 103(n), Social
Security Amendments 1960; sec. 317(b), So-
cial Security Amendments 1965; sec. 403(1),
Social Security Amendments 1067; sec, 128
(b), Soclal Security Amendments 1972, The
provisions of section 3121(b) (7) (B) are not
applicable to service performed in the employ
of the Government of Guam, of any political
subdivision thereof, or of any wholly owned
jnstrumentality of one or more of the fore-
going, for the reason that a certification by
the Governor of Guam, for which there is
provision in sec. 103(v) (1), Social Security
Amendments 1960, has not been received by
the Becretary of the Treasury. Such a certifi-
eation was made by the Governor of Americart
Samoa and was received by tho Secretary of
the Treasury on December 29, 1060. Such a
certification was made by the Commissloners
of the District of Columbia and was recelved
bg“ﬁxo Secretary of the Treasury on Aug. 12,
1865]

8. Section 31.3121(b) (7) -1 is amended

by adding paragraph (e) at the end
thereof to read as follows:

§ 31.3121(b)(7)-1 Services in em
of Sl(nle.'( or their itical oubs:?i’-
sions or instrumentalitics.

(¢) Government of Guam. The excep-
tion from employment under section 3121
(bY (7) does not apply to services per-
formed after 1972 in the employ of the
Government of Guam or any instrumen-
tality which is wholly owned thereby, by
an employee properly classified as a tem-
porary or intermittent employee, if such
service Is not covered by a retirement sys-
tem established by & law of Guam. The
preceding sentence shall not apply to the
services performed by an elected official
or a member of the legislature or in a
hospital or penal institution by a patient
or inmate thereof. For purposes of this
paragraph—

(1) Any person whose services as an
officer or employee of such Government
or instrumentality is not covered by a re-
tirement system established by a law of
the United States shall not, with respect
to such service, be regarded as an em-
ployee of the United States or any agency
or instrumentality thereof, and

RULES AND REGULATIONS

(2) The remuneration for service de-
scribed in subparagraph (1) (including
fees pald to a public official) shall be
deemed to have been paid by such Gov-
ernment or instrumentality.

9. Section 31.3121(b) (10) is amended
by revising the caption and subpara-
graph (B) thereof, and by revising the
historical note, to read as follows:

§31. 312! (b)(10) Statutory proviniom.

definitions; cmploymcni' services

for remuneration ol less than $50

for ealendar quarter in the employ of

certain  organizations cxempt from

income tax: services performed by

certain students in the cmploy of a

school, college, or university or of a

nonprofit  organization  auxiliary
thereto.

Sec. 3121. Definitions. = * *

(b) Bm . Por purposes of this
chapter, the term “employment™ means * * *
any service, of whatever nature, performed
after 1604 * * *; except that * * * such term
shall not include—

(10) L

(B) Service performed in the empioy of—

(1) A school, college, or university, or

(1) An organization described In section
500(a) (8) 4f the organization s organized,
and at all times thereafter is operated, ex-
clusively for the benefit of, to perform the
functions of, or to oarry out the purposes
of n school, college, or university and is oper-
ated, supervised, or controlled by or In con-
nection with such school, college, or univer-
sity, unless it is a school, college, or univer-
sity of a State or a political subdivision
thereof and the services performed in its em-
ploy by a student referred to In section 218
(e) (8) of the Social Security Act are covered
under the agreement between the Secretary
of Health, Education, and Welfare and such
State entered into pursuant to ssction 218 of
such Act;

if such service is performed by a student who
is enrolled and regularly attending classes at
such school, college, or university;

[Sec. 8121(b) (11), Internal Revenue Code
10564, redesignated paragraph (10) by sec. 205
(b), Social SBecurity Amendments 1054; as
amended by sec., 120(a) (2), Social Security
Amendments 1972]

10. Section
amended by revising paragraph
thereof to read as follows:

§31.3121(b) (10)=1 Secrvices for re-
muneration of less than $50 for cal-
endar quarter in the employ of cer-
tnin organizations exempt from in-
come tax.

(h) See §31.3121(b) (8)-2, relating to
services performed in the employ of re-
ligious, charitable, educational, and cer-
tain other organizations exempt from in-
come tax; §31.3121(b) (8)-1, relating to
services performed by & minister of a
church in the exercise of his ministry or
by ‘a member of a religious order in the
exercise of duties required by such order;
§ 31.3121(h) (10)-2, relating to services
performed by certain students in the em-
ploy of & school, college, or university or
of a nonprofit organization auxiliary to a
school, college, or university; and
§ 31.3121(b) (18)-1, relating to services

31.3121(b) (10)-1 18
b)

performed by certain student nurses and
hospital interns.

11, Section 31.3121(b)(10)-2 is
amended by revising the caption and
paragraphs (a), (b), and (¢) thereof to
read as follows:

§3L3]21(b)(10)—2 Servnccs per-

( certain students in the
cmploy of a school, college, or uni-
rofit organiza-
ool, college, or

versity, or of a non
tion auxiliary to »
university,

(a) (1) Services performed in the em-
ploy of a school, college, or university
(whether or not such organization is ex-
empt from income tax) are exceptled
from employment, if the services are per-
formed by a student who is enrolled and
is regularly attending classes at such
school, college, or university.

(2) Services performed after 1972 in
the employ of an organization which is—

(1) Described in section 509(a) (3) and
£ 1.509(a)-4;

(1) Organized, and at all times there-
after operated, exclusively for the benefit
of, to perform the functions of, or to
carry out the purposes of a school, col-
lege, or university; and

(iti) Operated, supervised, or con-
trolled by or in connection with such
school, college, or university;

are excepted from employment, if the
services are performed by a student who
is enrolled and is regularly attending
classes at such school, college, or uni-
versity, The preceding sentence shall not
apply to services performed in the em-
ploy of a school, college, or university of
a State or a political subdivision thereof
by & student referred to In section 218
(¢)(6) of the Social Security Act (42
U.B8.C. 418(c) (5)) if such services are
covered under the agreement between
the Secretary of Health, Education, and
Welfare and such State entered Into pur-
suant to section 218 of such Act. For the
definitions of “operated, supervised, or
controlled by"”, “supervised or controlled
in connection with"”, and “operated in
connection with”, see paragraphs (g),
(h), and (i), respectively, of § 1.509
(ar4.

(b) For purposes of this exception, the
amount of remuneration for services per-
formed by the employee in the calendar
quarter, the type of services performed
by the employee, and the place where
the services are performed are immate-
rial, The statutory tests are (1) the
character of the organization In the em-
ploy of which the services are performed
a5 a school, college, or university, or as
an organization described in paragraph
(a) (2) of this section, and (2) the status
of the employee as a student enrolled
and regularly attending classes at the
school, college, or university by which
he is employed or with which his em-
ployer is affillated.

(¢) The status of the employee as a
student performing the services shall be
determined on the basis of the relation-
ship of such employee with the organiza-
tion for which the services are per-
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formed. An employee who performs serv-
ices in the employ of a school, college, or
unlvers!w. as an incident to and for the

purpose of pursuing a course of study
at such school, college, or university has
the status of a student in the perform-
ance of such services. An employee who
performs services In the employ of an
organization described in paragraph (a)
(2) of this section, as an incident to and
for the purpose of pursuing a course of
study at a school, college, or university
with which such organization is affiliated,
has the status of a student in the per-
formance of such services.

[FR Doe.76-10206 Piled 7-23-75,8:45 am|

SUBCHAPTER F—PROCEDURE AND
ADMINISTRATION

{TD WNy) -

PART 420—TEMPORARY REGULATIONS
ON PROCEDURE AND ADMINISTRA-
TION UNDER THE EMPLOYEE RETIRE-
MENT INCOME SECURITY ACT OF 1974

Temporary Regulations Relating to Disclo-

POT ry Be rtment of l.:sbor and the
Pemlon Bemﬁt Buannty Corponuon
of Information Relating to
termination Letters
This document contains temporary

regulations on procedure and adminis-
tration (26 CFR Part 420) under section

6103(g) of the Internal Revenue Code

of 1954, as added by section 1022(h) of

the Employee Retirement Income Se-

curity Act of 1974 (the “Act’) (Pub. L.

93-406, 88 Stat. 941) in order to provide

rules for the disclosure to the Depart-

ment of Labor and the Pension Benefit
Guaranty Corporation of information
relating to certain determination letters.
The temporary regulations provide
rules under section §103(g) for the dis-
closure to the Department of Labor and
the Pension Benefit Guaranty Corpora-
tion of information with respect to de-
ferred compensation plans as desoribed
in section 3001 (b) and (d) of the Act.

Section 420.6103(g)-3(a)(2) of the
temporary regulations suthorizes the
automatic notification: of the following
occurrences: (1) the receipt by the In-
ternal Revenue Service of an application
for determination of whether a pension,

profit-sharing, or stock bonus plan, a

trust which is'a part of such 8 plan, or

an annuity or bond purchase plan meets
the applicable requirements of part I of
subchapter D of chapter 1 of the Code;

(2) the receipt of an application for de~

termination with regard to a termination

or a proposed termination; (3) a deter-
mination by the Commissioner of Inter-
nal Revenue or his delegate that a plan
or & trust is or Is not qualified and the
issuance of a determination letter to the
applicant; and (4) the withdrawal of an
application for determination of qualifi-
cation. In the case of an application for
determination with regard to a termi-
nation or a proposed termination, the

Departinent of Labor and the Pension

Benefit. Guaranty Corporation will auto-

matically be furnished with & copy of the

FEDERAL REGISTER,
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application (exclusive of compensation
information).

Under §420,6103g)-31(c), the Com-
missioner of Internal Revenue or his
delegate is authorized to disclose, upon
request, additional Information con-
tained in the administrative record of the
Internal Revenue Service with regard to
applications and determinations. Except
in the case of compensation information
—for which a special rule is provided—
the request for additional Information
must be In writing, signed by the Admin-
istrator of Pension and Welfare Benefit
Programs of the Department of Labor or
his delegate or the Executive Director of
the Pensjon Benefit Guaranty Corpora-
tion or his delegate, and must specify the
particular information desired and state
the purpose for which the information is
needed in the administration of title I
or IV of the Act. The additional informa-
tion that the Commissioner or his dele-
gate 15 authorized to disclose pursuant
to such a request is an application for de-
termination filed with respect to the
qualification of a plan or the exempt
status of any related trust or custodial
account, any letter or document issued
by the Internal Revenue Service and
dealing with qualification or exemption
from tax, and any other related Informa-
tion which is in the administrative rec-
ord of the Internal Revenue Service. The
terms “application for determination,”
“supporting documents,” and "“determi-
natdon”™ are defined in § 420.6103(g)-
3c) (4),

Information (Including aggregate fig-
ures) from which the compensation (in-
cluding deferred compensation) of any
individual may be ascertained will be dis-
closed by the Internal Revenue Service
to the Department of Labor or the Pen-
sion Benefit Guaranty Corporation only
at the direction of the Commissioner of
Internal Revenue or his delegate, after
receipt of a written request for such
information. Such a request shall be
signed by the Administrator of Penslon
and Wellfare Benefit Programs of the
Department of Labor or his: deputy or
the Executive Director of the Pension
Benefit Guaranty Corporation or his dep-
uty and shall sgtate the purpose for
which the information requested |s
needed in the particular case for the ad-
ministration of title I or IV of the Act.

Any information furnished to the De-
partment of Labor or the Pension Bene-
fit Guaranty Corporation will be held
confidential, and will not be disclosed
to any person, department, or agency
except officials of the Department of
Labor or the ‘Pension Benefit Guaranty
Corporation whose duties require such
information for the proper administra-
tion of title I or IV of the Act and they
may use it only for such purpose.

The disclosure of information pursu-
ant to these temporary regulations is to
begin on the date these regulations are
published in the FroeraL REGISTER. Sec-
tion 6103{g) (1) of the Code does not
limit this disclosure to documents filed
with or issued by the Internal Revenue
Service after its effective date. There-
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fore, disclosure of information may be
made, pursuant to these regulations, in
the case of information received by the
Internnl Revenue Service before the ef-
fective date of these regulations.

ADOPTION OF REGULATIONS

In order to prescribe temporary regu-
Intions relating to disclosure to the De-
partment of Labor and the Pension
Benefit Guaranty Corporation of infor-
mation relating to certain determina-
tion letters, the following temporary reg-
ulations are hereby adopted and inserted
immediately after § 420.6103(g)~-2 of the
Temporary Regulations on . Procedure
and Administration under the Employee
Retirement Income Security Act of 1974;

§ 420.6103(g)=3 Disclosure to the De-
partment of Labor and the Pension
Benefit Guaranty €orporation of in-
formation relating to certain deter-
mination letters.

(a) Procedures in connection with the
issuance of certain determination letters
by the Secretary of the Treasury—(1) In
general, Section 3001 (b and (d) of the
Employee Retirement Income Security
Act of 1974, Pub. L. 93-406 (hereinafter
referred to as the “Act”) provides for
the furnishing to the Department of La-
bor by the Treasury Department of cer-
tain Information with respect to applica-
tions for determination. Section 6103(g)
(1) of the Code authorizes the Secretary
of the Treasury or his delegate to furnish
returns with respect to any tax impcsed
by the Internal Revenue Code of 1954 or
information with respect to such returns
to the proper officers and employees of
the Department of Labor and the Pension
Benefit Guaranty Corporation for pur-
poses of administration of Titles T and
IVof the Act.

2) Automatic notification—{) Re-
ceipt of application for determination,
(A) Upon receiving an application for a
determination of whether a pension,
profit-sharing, or stock bonus plan, a
trust which 5 a part of such & plan, or
an annuity or bond purchase plan meets
the applicable requirements of part I of
subchapter D of chapter 1 of the Code,
the Internal Revenue Service is author-
ized to notify the Secretary of Labor or
his delegate and the Executive Director
of the Pension Benefit Guaranty Corpo-
ration or his delegate of such receipt
without application or request.

(B) If an application for determinn-
tion alleges that certain employees may
be excluded from participation by reason
of section 410(b) (2) (A) of the Code; the
Internal Revenue Service is authorized
to notify the Secretary of Labor or his
delegate of this statement for the pur-
posg of obtaining the finding necessary
for the application of such section.

1) Application jor determination
with regard to a termination, Upon re-
celving an application for a determina-
tion of whether a pension, profit-sharing,
or stock bonus plan, a trust which is a
part of such a plan, or an annuity or
bond purchase plan meets the applicable
requirements of part I of subchapter D
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of chapter 1 of the Code with regard to a
termination or a proposed termination,
the Internal Revenue Service is author-
ized to furnish such application to the
Secretary of Labor or his delegate and
the Executive Director of the Pension
Benefit Guaranty Corporation or his
delegate without application or request.
No information, submitted in conjunc-
tion with such an application, from
which the compensation (including de-
ferred compensation) of any individual
may be ascertained will be furnished be-
fore the requirements of paragraph (d)
of this section are satisfled.

(i) Issuance of determinations and
withdrawals of applications. If the Com=-
missioner of Internal Revenue or his
delegate determines that a plan or trust
meets or does not meet the applicable re-
quirement; of part I of subchapter D of
chapter 1 of the Code and issues a deter-
mination letter to the applicant or if an
application for such a determination is
withdrawn by the taxpayer, the Internal
Revenue Service is authorized to notify
the Secretary of Labor or his delegate
and the Executive Director of the Pen-
sion Benefit Guaranty Corporation or his
delegate of the determination or with-
drawal without application or request.
In any case in which the Department of
Labor or the Pension Benefit Guaranty
Corporation has commented on the ap-
plication for determination, the Com-
missioner of Internal Revenue or his
delegate is authorized to send a copy of
the letter or document (described in
paragraph (¢) (3) (iil) of this section) is-
sued to the applicant to the Secretary of
Labor or his delegate or the Executive
Director of the Penslon Benefit Guaranty
Corporation or his delegate without ap-
plication or request.

{b) Comments on applications for de~
termination. Section 3001(b)(2) of the
Act provides that the Secretary of Labor
may not request an opportunity to com-
ment upon an application for determina-
tion unless he has been requested in
writing to do so by the Pension Benefit
Guaranty Corporation or by the lesser of
10 employees or 10 percent of the em-
ployees who qualify as interested parties.
Section 3001(b) (2) of the Act also pro-
vides that, upon receipt of such & request,
the Secretary of Labor shall furnish a
copy of the request to the Secretary of
the Treasury within 5 days, excluding
Saturdays, Sundays, and legal public
holidays as set forth in section 6103 of
title 5 of the United States Code.

(¢c) Additional information with re-
gard to applications and determina-
tions—(1) Applications. Upon receipt of
a request from the Secretary of Labor
or his delegate or the Executive Director
of the Pension Benefit Guaranty Cor-
poration or his delegate, the Commis-
sioner of Internal Revenue or his dele-
gate is authorized to furnish fo the
Secretary of Labor or his delegate or to
the Executive Director of the Pension
Benefit Guaranty Corporation or his
delegate the requested information de-
scribed fn paragraph (¢) (3) of this sec-
tion contained in the administrative

record of the Internal Revenue Service

.
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which relates to the application for de~
termination. These requests for informa-
tion shall be in writing, signed by the
Administrator of Pension and Welfare
Benefit Programs of the Department of
Labor or his delegate or the Executive
Director of the Pension Benefit Guaranty
Corporation or his delegate, and the
Commissioner or his delegate shall
furnish such information if the request
specifies the particular Information
desired and states the purpose for which
the information is needed in the admin-
istration of title I or IV of the Act. In
the case of a request for information
from the Department of Labor, such re-
quest shall also state that the Depart-
ment of Labor has been requested in
writing by either the Pension Benefit
Guaranty Corporation or one or more
amployces to comment on the applica-
on.

(2) Determinations, If the Commis-
sloner or his delegate determines that a
plan or trust meets the applicable re-
quirements of part I of subchapter D of
chapter 1 of the Code and issues a deter-
mination letter to the applicant, the
Commissioner of Internal Revenue or his
delegate is authorized, if requested (ex-
cept as provided in paragraph (a)(2)
(i) of this section), to furnish to the
Secretary of Labor or his delegate or the
Executive Director of the Pension Bene-
fit Guarantee Corporation or his dele-
gate the requested informsation described
in paragraph (c) (3) of this section con-
tained in the administrative record ofthe
Internal Revenue Service which relates
to the application for determination and
the determination. These requests for
information shall be in writing, signed
by the Administrator of Pension and
Wellare Benefit Programs of the Depart-
ment of Labor or his delegate or the
Executive Director of the Pension Bene-
fit Guaranty Corporation or his delegate,
and the Commissioner or his delegate
shall furnish such Information if the
request specifies the particular informa-
tion desired and states the purpose for
which the information is needed in the
administration of title I or IV of the Act.

(3) Information which may be dis-
closed to the Department of Labor and
the Pension Benefit Guaranty Corpora-
tion wupon request pursuant to para-
graphs (¢) (1) and (2) of this section,
The information referred to in para-
graphs (¢) (1) and (2) of this section is—

(1) An application for determination
(as defined In paragraph (c)(4)d) of
this section), together with any support-
ing documents (as defined in paragraph
(c) (4) (i) of this section), with respect
to the qualification of a pension, profit-
sharing, stock bonus, annuity, or bond
purchase plan under section 401(a),
403(a), or 405(a) ;

(ii) An application for determination,
together with any supporting documents,
with respect to the exemption from tax
under sectlon 501(a) of a trust or cus-
todial account forming part of & plan
referred to in subdivision (1) of this sub-

paragraph;
(1§1) Any letter or other document
forming part of the administrative re-

cord, fssued by the Internal Revenue
Bervice, and dealing with the qualifica-
tion of a plan referred to in subdivision
(1) of this subparagraph or the exemp-
tion from tax under section 501(a) of a
trust or custodial account forming part
of a plan or account referred to in sub-
division (if) of this subparagraph. These
letters or documents include, but are not
limited to, determination letters issued
with respect to the qualification of em-
ployees' trusls or plans or the exemption
from tax of any related trust or custodial
account (as described In § 601.210(0)
of this chapter); rulings, determination
letters, and copinion letters issued with
respect to the qualification of pension
plans of self-employed individuals or the
exemption from tax of any related trust
or custodial account (as described in
§ 601.201(p) of this chapter); and rul-
ings, determination letters, and opinion
letters issued with respect to the quali-
fication of corporate master and proto-
type plans or the exemption from tax of
any related trust or custodial account
(as described In § 601.201(q)(3) of this
chapter) ; and

(1lv) Any other papers which are in the
administrative record of the Internal
Revenue Service and which relate to an
application for determination.

(4) Meaning of terms—(1) Application
for determination. (A) For purposes of
this section, the term “application for
determination” means the documents
described in paragraphs (c) (4) (1) (B)
and (C) of this section which the em-
ployer, plan administrator (within the
meaning of section 414(g) ), or other ap-
propriate person files with respect to
the qualification of a pension, profit-
sharing, stock bonus, annuity, or bond
purchase plan under section 401(a),
403(a), or 405(a), or with respect to
exemption from tax under section 501(a)
of any related trust or custodial account.

(B) With respect to the qualification
or exemption from tax for which an ap-
plication for determination form is pre-
scribed, the application for determina-
tion includes such form and all docu-
ments and statements required to be
filed by such form. Such application
forms include those enumerated in
§ 601.201(0) of this chapter (relating to
application forms filed with respect to
the qualification of employees' trusts or
plans or the exemption from tax of any
related trust or custodial account),
§601.201(p) of this chapter (relating
to application forms filed with respect
to the qualification of pension plans of
self-employed individuals or the exemp-
tion from tax of any related trust or cus-
todial account), and § 601,201(q) of this
chapter (relating to application forms
filed with espect to the qualification of
corporate master and prototype plans or
the exemption from tax of any related
trust or custodial account).

(C) With respect to the qualification
or exemption from tax for which no ap-
plication for determination form Is pre-
scribed, the application for determina-
tion includes the application letter and
all documents and statements the In-
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ternal Revenue Service requires to be
submitted with such application letter.

(D) The term “application for deter-
mination” does not include an incom-
plete application that is returned ‘with-
out action for proper completion.

(i) Supporting documents, (A) For

of this section, the term “sup~
porting documents™ as used with respect
to applications for determination defined
in paragraph (c¢)(4) (1) of this section
means any statement or document sub-
mitted by an employer, plan administra-
tor or other person in support of such
application, whether or not specifically
required by the application form. For ex-
ample, a legal brief submitted in support
of the application for determination is a
supporting documents.

(iii) Determination. For purposes of
paragraph (a)(2) of this section, a de-
termination means—

(A) A determination by the Internal
Revenue Service that a plan or trust is or
is not qualified under part I of subchap-
ter D of chapter 1 of the Code or

(B) Any other disposition of the ap-
plication for determination.

(5) Information not open to public in-
spection under section 6104(a)(1)(B).
The provisions of paragraph (¢)(3) of
this section shall apply to any plan re-
ferred to in subdivision (1) of such sub-
paragraph regardless of the number of
participants in such plan. Thus, for ex-
ample, the Commissioner of Internal
Revenue or his delegate is authorized by
paragraphs (¢) (1) and (2) of this sec-
tion to furnish to the Department of
Labor or the Pension Benefit Guaranty
Corporation, upon written request, an
application for determination filed with
respect to the qualification of a pension
plan having 20 plan participants and a
determination letter issued in response
to such application, regardless of the fact
that those documents would not be open
to public inspection by reason of the last
sentence of section 6104(a) (L) (B),

(d) Withholding of compensation in-
formation. Information (including ag-
gregate figures) from which the com-
pensation (including deferred com-
pensation) of any individual may be
ascertained will be disclosed by the In-
ternal Revenue Service to the Depart-
ment of Labor or the Pension Benefit
Guaranty Corporation only at the direc-
tion of the Commissioner of Internal
Revenue or his delegate, after receipt of
a written request for such information.
Such a request shall be signed by the Ad-
ministrator of Pension and Welfare
Benefit Programs of the Department of
Labor or his deputy or the Executive Di-
rector of the Pension Benefit Guaranty
Corporation or his deputy and shall state
the purpose for which the information
requested 16 needed in the particular case
for the administration of title I or IV
of the Act.

(e) Disclosure of information. Any in-
formation obtained under this section by
the Department of Labor or the Pension
Benefit Guaranty Corporation shall be
held confidential, and shall not be dis-
closed to any person, department, or
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agency except officials and employees of
the Department of Labor or the Pension
Benefit. Guaranty Corporation whose
duties require such information for the
proper administration of title I or IV of
the Act and they may use it only for such

purpose.

(f) Effective date. This section shall
be effective on July 24, 1975.

Because this Treasury decision con-
stitutes a general statement of policy and
establishes rules of Departmental prac-
tice and procedure, and because it is es-
sential that rules relating to disclosure
to the Department of Labor and the
Pension Benefit Guaranty Corporation
of certain information with respect to
deferred compensation plans be in effect
promptly, it is found that it is unneces-
sary to issue this Treasury decision with
notice and public procedure thereon
under subsection (b) of section 553 of
title 5 of the United States Code or sub-
ject to the effective date limitation of
subsection (d) of that section.

(Sec. 7805 of the Internal Revenue Code of
1054 (68A Stat. 917; 26 U.S.C. 78056) .)

[sEAL] DoxaLd C, ALEXANDER,
Commissioner of
Internal Revenue.

Approved: July 17, 1975.

Freperic W. HICKMAN,
Assistant Secretary
of the Treasury.
| PR D00.75-19203 Filed 7-21-75;11:10 am]

Title 33—Navigation and Navigable Waters

CHAPTER I—COAST GUARD,
DEPARTMENT OF TRANSPORTATION

|CGD 74-188]
PART 127—SECURITY ZONES
New London Harbor, Connecticut

On March 12, 1975, there was pub-
lished In the Froemar Recister (40 FR
11598), a notice of proposed rule making
to establish an additional security zone
on the Thames River, west of the Naval
Submarine Base, New London, Connecti-
cut. Interested persons were given the
opportunity to submit, not later than
April 14, 1975, comments concerning the
proposed regulations.

No comments were received, and the
proposed amendment is adopted’ without
change, as set forth below.

Effective date, This amendment s ef-
fective on: August 25, 1975.

Dated: July 16, 1975.

O. W. Sicer,
Admiral, U.S. Coast Guard
Commandant.

Part 127 of Title 33 of the Code of
Federal Regulations is amended by add-
ing & new paragraph (a) (3) to § 127.305
to read as follows:

§ 127.305 New London Harbor, Con-
necticut.
(a) » - .
(3) Security zone C. The waters of the
Thames River, west of the Naval Subma-
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rine Base, New London, enclosed by a
line beginning at a point on the shoreline
at latitude 41°23’16.8"" N., longitude
72°05°17.9'" W.; thence to latitude 41°-
23°15.8°* N., longitude 72°05'22'"" W.;
thence to latitude 41°23725.9"* N., longi-
tude 72°05'20.9'” W.; thence to latitude
41°23'47.2"" N., longitude 72°05'42.2"" W.;
thence to latitude 41°23°53.8'* N., longi-
tude 72°05°43.7"" W.; thence to latitude
41°24'04.2"" N., longitude 72°05°42.9"* W.;
thence to a point on the shoreline at lati-
tude 41°24'04.2"" N., longitude 72°05'38""
W.; thence along the shoreline to the
point of beginning.
- > - » L

(50 US.C. 101, 14 US.C. 91, 49 U.S.C. 1055(b)
(1) E.O. 10173, as amended, 3 CFR 1940-10563
Comp. 356, 773, 873, 3 CFR 10641965 Comp.
349, 33 CFR Part 0, 48 CFR 1.56 (b))

[FR Doc.75-19262 Filed 7-23-76;8:45 am |

Title 40—Protection of Environment

CHAPTER |—ENVIRONMENTAL
PROTECTION AGENCY

[FRL 301-8]
SUBCHARTER C—AIR PROGRAMS

PART 52-—APPROVAL AND PROMULGA-
TION OF IMPLEMENTATION PLANS

Kansas: Approval and Disapproval of
Compliance Schedules

On May 31, 1872 (37 FR 10842), pur-
suant to section 110 of the Clean Air
Act and 40 CFR Part 51, the Administra-
tor approved portions of the State plans
for implementation of the national am-
bient air quality standards, and in the
September 22, 1972, FeperalL REGISTER
(37 FR 19808}, the Administrator pro-
mulgated § 52.876 Compliance Schedules
as a portion of the Kansas Implementa-
tion Plan.

The State of Kansas submitted to the
Environmental Protection Agency com-
pliance schedules to be considered as pro-
posed revisions to the approved plan pur-
suant to 40 CFR 51.6. The approvable
schedules were adopted by the State and
submitted to the Environmental Protec-
tion Agency after notice and public hear-
ings in accordance with the procedural
requirements of 40 CFR 51.4 and 61.6,
and the substantive requirements of 40
CFR 51.15 pertaining to compliance
schedules. These compliance schedules
have been determined to be consistent
with the approved control strategy of
Kansas,

Certain schedules falled to meet the
requirements of 40 CFR 51.15(b) (1), in
that the compifance schedules extend
beyond the attainment date in the State
Implementation Plan.

Accordingly, the Administrator pro-
posed approval and disapproval of these
schedules on May 15, 1975, in the Frousar
REecisTER, 40 FR 21045, The proposed ap-
proval and disapproval of these sched-
ules published in the May 15, 1975, Fxo-
ERAL REGISTER provided for a.30-day com-~
ment period. No comments goncerning
these schedules were received. The En-
vironmental Protection Agency has re-
viewed and considered the records of the
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public hearings held by Kansas. Set forth
below are specific compliance schedules
which the Administrator spproves and
disapproves pursuant to 40 CFR 51.8,

Each approved revision establishes &
new date by which the individual source
must comply with the applicable emis-
sion limitation in the federally approved
State Implementation Plan. This date is
indicated in the table below, under the
heading “Final Compliance Date,” In
all cases, the schedules include incre-
mental steps toward compliance with the
applicable emission limitations. While
the tables below do not include these in-
ferim dates, the actual compliance
schedules do. The “Effective Date" col-
umn in the table refers to the date the
compliance schedule becomes effective
for purposes of federal enforcement.

In the indication of approval and dis-
avproval of individual compliance sched-
ules, the individual schedules are includ-
ed by reference only. In addition, since
the large number of compliance sched-
ules preclude setting forth detailed rea-
sons for anproval or disapproval of in-
dividual schedules in the FEpERAL REGIS-
TER, an evaluation report has been pre-
pared for each individual comvliance
schedule, Conles of these evaluation re-
ports are available for public inspection
at the Environmental Protection Agency
Regional Office, 1735 Baltimore, Kansas
City, Missourl. The comvliance sched-
ules and State Implementation Plans are
avaflable for public inspection at the En-
vironmental Protection Agency Regional
Office: the Environmental Protection
Agency, Division of Stationary Source
Enforcement, 401 M Street, SW., Wash-
ington, D.C.; and the Kansas State De-
partment of Health and Environment,
Building 740, Forbes Air Force Base, To-
peka, Kansas.

This rulemaking will be effective im-
mediately upon publication. The Agency
finds that good cause exists for not de-
ferring the effective date of this rule-

making because the compliance schedules”

are already in effect under State law and
federal approval imposes no new bur-
dens.

This rulemaking is promulgated pur-
suant to the authority of section 110 of
the Clean Alr Act of 1970, as amended,
42 U.8.C. 185Tc-5.

Dated: July 17, 1975.

JOonN QUARLES,
Acting Administrator.

Part 52 of Chapter I, Title 40 of the
Code of Federal Regulations is amended
as follows:

Subpart R—Kansas

1. In §52.876, the table in subpara-
graph (c) (1) is amended by adding the
following:
£ 52.876 Compliance Schedules.

@Y

(1) L B
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Kawsas
Regulation Final
Source Location involved Date adopted Effective date mguw«
- - - - - » .
Gove County Hmlul, Incinerator. .. nter. . L 19-40 Mar, 28,1975 Tmmediately.. July 31 175
Gulf Ofl Chemicals Co., No, 17, 18, Plttsburg....... W10, A0 ety QOIS Do.
and 19, NH¢ NO; noutralizers. - 28-16-50
Highland Community Junior College, Iighland. ... ... 2/-19-40C, ..... B0 soonaiia's A0, .v. . July 3G
inciperators No. 1 and 2, 285-19-41A .
$-G Metals Industries, Inc., slami. Kanssa City.... 25-19-20, SRR W AR el June 1,197
num furnuces 1-7, 28-19-50
Mld';‘dut uSoh-enu Co., anfmal feed Atchison........ 38120 ..., do... 0, ..l July ) 1978
production.
C.;unun-'rw Products Carp,, KO Kansas City.... 28-19-20 . ... do, .. Ao, . Apr. LW
Frnoe.
Koppel, Ine., log eyclone dust collector. Sallna, . . ... -10-80 ... (| VIORRRTAR-= Qo Jono 1, 1098
Hurry M. Liggets, alfslfa dehydrator.. Concordin....... 2210-0° ... B0 ety 00 s July 11975

2. In § 52.876, the table in paragraph (c¢) (2) is amended by adding the following:

§ 52.876 Compliance Schedules.

(c) /D .0
(2) . s »

KANIAS

Source

Location

Cooperative Farm Chemieals, No, I NHNO; t8-poreentovap. Lawrunce. ..o oennn

orutor and prilling tower.
Bherwin-Willlams Chomienl Co., ozide calciner exbanst
Kaw Debhydmting Co., alfalfa dehydrator

28-10-20 Mar. 28,197
...... Coffeyville......cavees 3-19-50A De,
................... Z5-10-20 Do,

[PR Doc.75-19139 Filed 7-23-75,8:456 am|

[FRL 886-1]

PART 52—APPROVAL AND PROMULGA-
TION OF IMPLEMENTATION PLANS

New Jersey: Approval of Compliance
Schedules

On March 17, 1975, a group of compli-
ance schedules submitted by affected
sources in conformity with the require-
ments of 40 CFR 52.1577(d) (1) were pro-
posed for approval in the FEDERAL REGIS-
Ter (40 FR 12112). This proposal was
noticed for public Mearing in the FEDERAL
REcisTER of April 25, 1975 (40 FR 18218),
and hearings were thereupon held on
May 19, 1975. The purpose of this notice
is to approve fifteen (15) of the schedules
proposed for approval in the March 17,
1975 FepErAL REGISTER, No comments rel-
ative to the schedules approved herein
were received during the course of the
May 19, 1975 public hearings, and the
Administrator has concluded that these
schedules represent the most expeditious
means for bringing the emission sources
involved into compliance with the rele~
vant provisions of the New Jersey Afr
Poliution Control Code.

The table published herein identifies
the sources for which compliance sched-
ules have been approved. Although only
the final compliance date for each subject
source is included in that table, interim
dates for various increments of progress,
which are federally approvable, are em-
bodied in the official compliance sched-
ule for each source. These official compli-
ance schedules are available for public
inspection at the addresses set out in the
notice of proposed rulémaking published
in the Feperan Recister of March 17,

1975. The approval made effective with
publication of this notice makes each of
these schedules a revision to the New
Jersey Implementation Plan, pursuant to
section 110 of the Clean Alr Act and 40
CFR 51.8.

The Administrator believes that the
Agency's interest In the immediate en-
forcement of these schedules would be
served by making this approval immedi-
ately effective, The sources involved have
themselves submitted the schedules ap-
proved herein, and have in all cases sub-
stantially completed the actions neces-
sary to comply with their terms. For the
foregoing reasons, this rulemaking will
become effective immediately upon pub-
lication.

(42 US.C. § 18570-5(¢c))
Dated: July 18, 1975,

JOHN QUARLES,
Acting Administrator.
Part 52 of Chapter I, Title 40 of the
Code of Federal Regulations is amended
as follows:
Subpart FF—New Jersey

(1) A new §52.1577(e) 15 added as

follows:
§ 52.1577 Compliance schedules,
- - - - -

(e) Federal compliance scledules. The
compliapce schedules for the sources
identified below are approved as meeting
the requirements of § 51.15 of this chap-
ter. All regulations cited are air pollution
control regulations of the State, except
where noted.
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Title 41—Public Contracts and Property
Management

CHAPTER 60—OFFICE OF FEDERAL CON-
TRACT COMPLIANCE, EQUAL EMPLOY-
MENT OPPORTUNITY, DEPARTMENT
OF LABOR

PART 60-5—WASHINGTON PLAN
Notice of Extension

On December 22, 1970, the Department
of Labor published the Washington Plan
(35 FR 10352). The Washington Plan
is intended to Implement the provisions
of Executive Order 11246, as amended,
and the rules and regulations issued pur-
suant thereto, requiring a program of
equal employment opportunity by Fed-
eral contractors and subcontractors in
the Washington area, including the Dis-
trict of Columbia, the Virginia cities of
Alexandria, Fairfax, and Falls Church,
the Virginia counties of Loudoun and
Prince Willilam and the Maryland coun-
ties of Montgomery and Prince Georges.
During the past year, the Department of
Labor has endeavored to encourage the
development of a voluntary hometown
plan which would cover all of the con-
struction trades in the Washington area.
Despite these efforts, it appears that a
viable hometown plan I5 not forth-
coming., Therefore, in order to ensure
positive efforts toward the elimination
of underutilization of minorities in the
Washington area construction industry,
it is deemed appropriate to propose the
establishment of a Revised Washington
Plan, It 15 anticipated that such a pro-
posal shall be published in the Feperat
Recister prior to July 31, 1975. Due to
the reguirement that the proposed Re-
vised Washington Plan be published for
comment for at least 30 days prior to
promulgation as a final rule it is neces-
sary to extend the Washington Plan
until the proposed Revised Washington
Plan becomes effective.

Accordingly, Appendix A § 60-5.30, of
the present Plan must be included in all
invitations or other solicitations for bids
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on federally-involved construction con-
tracts for projects, the estimated total
cost of which exceeds $500,000 In the
Washington area until the proposed Re-
vised Washington Plan becomes effec-
tive. All invitations and other solicita-
tions for bids should be revised to re-
flect this extension by revising Appendix
A, § 60-5.30. The goals in Appendix A for
the final year of the Plan will be applica-
ble. Appendix A of the Washington Plan
is available for inspection in the Office
of the Director, Office of Federal Con-

tract Compliance, Room N3402, 200~

Constitution Avenue, N.W., Washington,
D.C. 20210,

Signed this 18th day of July, 1975.
Jonx T, DusLor,
Secretary of Labor.,

EerNarp E. DELury,
Assistant Secretary for
Employment Standards.

Parure J,. Davis,
Director, Office of
Federal Contract Compliance.

IFR Doc.75-10250 Flled 7-23-75;8:45 am|

Title 45—Public Weifare

CHAPTER 1I—SOCIAL AND REHABILITA-
TION SERVICE (ASSISTANCE PRO-
GRAMS), DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

PART 233—COVERAGE AND CONDITIONS
OF ELIGIBILITY IN FINANCIAL ASSIST-
ANCE PROGRAMS

Need and Amount of Assistance

On March 19, 1975 (40 FR 12507),
Chapter II, Title 45 of the Code of Fed-
eral Regulations, was amended after full
consideration of comments received after
notice of proposed rulemaking was pub-
lished on July 9, 1973, (38 FR 18251), on
the amount and nature of resources
which may be retained by a recipient of
public assistance. After further consider-
ation the Department has concluded that
it should amplify the preamble to the
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regulation s0 as (1) to specify the basls
and purpose of the regulation and (2)
to respond more fully to the public com-
ments received.

The purpose of these new regulations
is to reduce costs, to ensure that some
distinction continues to exist between
AFDC recipients and the working public
and to help promote the essential under-
lying purpose of the AFDC program to
provide aid only to those who are truly
needy. Thus the regulations seek to re-
move from the federally-assisted AFDC
rolls those Individuals who have assels
of sufficient value so as no longer to be
truly needy. They further seek to pro-
mote public confidence in the welfare
system by insuring that those on public
assistance do not retain assets greater
than those held by many non-welfare
members of the community. The regula-
tions also seek to strike a reasonable bal-
ance between the need to allow recipients
to possess basic personal property items
necessary for employment, while at the
same time preventing them from acquir-
ing or maintaining at public expense
unnecessary or luxurious items.

These regulations are being promul-
gated at a time of Increasingly serious
budgetary concern at both the federal
and state levels, a time in which all parts
of federal, state and local government are
being required to reduce excessive costs
and make major sacrifices. These regu-
lations seek to insure that in this time
of general national belt-tightening, the
public will not subsidize either those who
are not really in need or those who have
placed themselves in a position of need
due to the purchase of heavily encum-
bered items. These policies seek to pre-
serve public confidence in the welfare
system while at the same time reducing
costs.

This regulation is based on section 1102
of the Socinl Security Act which gives
the Secretary of Health, Education and
Welfare the right to publish such rules
and regulations not inconsistent with the
Act, and as may be necessary to the ef-
ficlent administration of thé functions
with which he is charged under the Act,

Public comments were solicited at the
time these regulations were first pro-
posed on July 9, 1973 (38 FR 18254). At
that time, 59 comments were received
from welfare agencies, governors, mem-
bers of Congress, legal ald groups and
other organizations. The major objec-
tions to the proposed regulations and
lSRS' responsive comments are as fol-
OWS:

1. Making changes that affect the adult
categories are unnecessary since at the
time the regulations were promulgated
these programs were to be superseded
by the federal program of Supplemental
Security Income for the Aged, Blind, and
Disabled (8S1). They would also be bur-
donsome since the States are busy ready-
ing their caseload for transfer to the
Social Security Administration.

Response: Since the changeover to SSI
has now been completed, the comments
regarding the lack of necessity for and
burdensomeness of this process have been
mooted.

1975
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2. Resource limitations lessen the great variation in housing costs in dif-
states' flexibility and discretion in deter- ferent regions of a given state,
mining who is needy, Furthermore, the Response: Due to the large variation
new regulations would add administra- in the cost of housing within the nation,
tive costs to the states while providing =a single dollar celling on the value of a
limited savings in return. home would only result in inequities,
Response: This objection constituted Under the regulations, each state could
the most frequent attack on the regula- establish for itself reasonable values
tions. There {5 no doubt that these which would be appropriate for that
amendments will result in some addi- jurisdiction, A “reasonable value” would
tional limitations on the states’ flexibil- be one which prevents a public assist-
ity in determining need. However, the ance recipient from owning a home of
federal govermment has traditionally such high value that payments, taxes,
established ceilings on the amount of maintenance, ete.,, would absorb a dis-
resources that may be reserved. The proportionate amount of the assistance
“Handbook of Public Assistance Admin- grant or which represents a large equity
istration,” which pre-dates published that could be used for living expenses. At
federal regulations on the subject of re- the same time, the reasonable value
source Himitations, has established limits would be not se low that it would in-
on the state's power to exclude certain crease the recipients’ cost for necessary
resources at least since 1955. The revised housing,
resource limitations merely modified ex- The state would not be bound by one
isting policy in this area and did not reasonable value for the entire state but
radically alter any traditional federal- would be free to establish different
state apportionment of authority. The values for different regions of the state,
mere fact that the regulations introduce Such a policy would be consistent with
2 lower limit does not invalidate the the historical state flexibility In deter-
Secretary’s power to act upon those mining shelter allowances. The state
1imits. would continue to have the right to take
At present, states have a wide range of into account regional variations in the
resource limitations and some states have cost of housing. Any difficulty in deter-
a resource limit lower than those in the mining a ‘“reasonable value” standard
proposed regulation, Federal cellings on by a state is outweighed by the injustices
the amount of resources which may be that resuit from a single nationwide or
excluded have been changed several statewlde standard.
times. For example, in the 1955 “Hand- 4. Several objections were made to the
book of Public Assistance Administra- inclusion of previously excluded auto-
tion” the overall cash limit was $1500, mobiles in the AFDC ‘resource limita-
At that time the Handbook required that tions, and others question the validity of
automobiles be included within the $1500 the limitation of $1200 on cars used in
limit. In July 1966 another change was employment or rehabilitation.
introduced which had the effect of rais- ~ Response: The comments raised ob-
ing the ceiling to $2000 per individual Jections to the use of a uniform national
reciptent. The Handbook also established standard and the dollar amount of such
reserves for certain types of property, @& standard. Unlike the cost of housing
such as income-producing properties, Which shows great fluctuation through-
The current amendments seek to re- out the nation, the cost of a car Is much
store public confidence in the welfare more uniform, and therefore tends to
system by assuring that recipients do lend itself to the establishment of a na-
not possess highly valuable property tional standard. The Department felt
from which they could derive support or that $1200 would permit the purchase
which require large payments to main- ©f a vehicle adequate to provide neces-
tain. The new lower resources limits sary transportation. The price limitation
seek to assure that, in a time of limited On cars is in keeping with the purpose of
funds, only those who are truly needy the regulation which is to prevent the
will receive those funds. recipient from assuming financial bur-
There is no doubt that in meeting this dens which he cannot afford, while at
goal, some additional administrative the same time allowing the reciplent to
burdens will be placed on the states, Obtain reasonable amounts of property
However, this increased burden must Decessary for employment or rehabilita-
be balanced against renewed public con- tion. In the final regulation SRS changed
fidence in the welfare system and the the rule to allow for the exclusion of an
projected savings that will result from 82utomobile up to a value of $1200 when
the removal of ineligibles from the wel- used for employment or rehabilitation.
fare rolls. The new regulations did not The previous draft of the regulation re-
abolish state discretion in this area, but quired that all automobiles be included
rather merely set the parameters of that in the $1200 ceiling. The change was
discretion. This limitation on the state’s Mmade to ensure that the reciplent was
discretionary function is done partly for Dot because he needed an
the sake of conformity and partly to as- Sutom for employment or rehabili-

sure proper public respect for the wel-
system 5. Ignoring encumbrances in valua-
fare mdpmmtypmdmmumunn-

3. The “reasonable value” standard ap-

plicable to a house constitutes a vague ~ Response: The requirement that en-
standard. Such a standard would be cumbrances be ignored in the valuation
difficult to apply uniformly throughout of property generated a considerable

a state because it ignores the reality of amount of criticism. Although excluding

encumbrances has the possible effect of
hiding the amount of cash that an indl-
vidual could recefve if he sold the item
it nonetheless serves the justifiable pur-
pose of deterring the recipient from pos-
sessing encumbered ftems which place o
dralit’ on his limited budget. Large
monthly payments on encumbrances are
counterproductive to the goal of making
the recipient independent of the welfare
system, and results in funds provided for
basic necessities being diverted to meet
payments on non-essential amenities.

6. Changes in the definitions of “cur-
rently available" income and resources
are contrary to federal court decisions
aflirmed by the U.S. Supreme Court and
are unnecessarily punitive and open to
subjective interpretation.

Response: ‘The comments raised a
valid criticism with respect to the in-
terpretation of the phrase “currently
available”. The language of the regula-
tion was clarified so that the reference
regarding consideration of a legal inter-
est in income or resources is a reference
to a Hquidated sum and not to an un-
collected judgment such as a child sup-
port order which has not been paid. The
regulations were revised to recognize the
distinction which exists between that
which is actually available and those
resources which exist only in the form of
unliquidated legal causes of action.

7. At least two of the comments raised
a possible equal protection problem, by
questioning whether different resource
limitation standards could be set for the
adult and the AFDC categories.

Response: In “Jefferson yv. Hackney,”
406 U.S. 635 (1972), the United States
Supreme Court recognized that different
standards resulting in different amount
of benefits did not violate the equal pro-
tection clause of the 14th Amendment.
The Court recognized that a valid dis-
tinction could be made between the four
categories of public assistance found in
the Social Security Act, and that dif-
ferent standards and benefits among the
categories did not violate the equal pro-
tection clause of the Fourteenth Amend-
ment.

8. The new regulation would create
impossible burdens on the quality control
program,

Response: The above statement is
speculative and its assumption as to “im-
possible burdens” is questionable. There
is no reason to believe that if sufficient
resources aré committed to the quality
control program it cannot meet this and
all other statutory limitations on the dis-
tribution of welfare monies. Each addi-
tional regulation may create some addi-
tional burdens on the guality control
program, however, the mere possibility
that quality control compliance becomes
somewhat more difficult is not & justifica-
tion for reforms in the
welfare system. The quality control pro-
gram seeks to eliminate errors within
the welfare system. It should not at the
same time eliminate all change.

9. Welfare workers are unable to cor-
rectly appraise the value of the recipi-
ent's property and the manpower needed
to do such a job could be used elsewhere,
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Response: This problem of property
valuation cannot be avoided in any sys-
tem that seeks to separate those who are
truly needy from those who are not. The
problems of valuation are, indeed dif-
ficult ones, but they are problems which
are inherent In our present system of
welfare. Furthermore, the administrative
complexity inherent in this type of sys-
tem can be minimized through the use of
general guidelines and standards which
determine the value of & particular piece
of property by reference to the nature of
the property and the length of time that
the property has been in use.

The regulations are thus accordingly
republished:

§233.20 Need and amount of assistance,
(a) Requirements for State plans.

(3) Income and resources; OAA,
AFDC, AB, APTD, AABD, (1) Specify the
amount and types of real and personal
property, including liquid assets, that
may be reserved, i.e., retained to meet
the current and future needs while as-
sistance 1s received on a continuing
basis. In addition to a home of reason-
able value, as established by the State
agency, personal effects, automobile and
income producing property allowed by
the agency, for applicants or recipients
of OAA, AB, APTD, and AABD, the
amount of real and personal property,
including liquid assets, that can be re-
served for each individual applicant or
recipient of OAA, AB, APTD, or AABD
shall not be in excess of $1500 or, in case
such individual has a spouse with whom
he is living, $2250, including the avail-
able resources of such spouse. The
amount which may be reserved by an
AFDC family of up to 4 persons, other
than the reasonable value of a home as
determined by the State agency, wedding
and engagement rings, heirlooms, an au-
tomobile of & retall market value of
$1200 or less and equipment and ma-
terial of reasonable value necessary to
implement a plan, approved by the
agency, for employment, or rehabilita-
tion, shall not be in excess of a market
value of $2250. If the retail market value
of the automoblle exceeds $1200, the ex-
cess yalue shall be counted against the
personal property reserve, For each addi-
tional eligible person, an additional $100
in personal property reserves above the
§2250 limit may be allowed. Real and
personal property shall be valued at their
gross market value including encum-
prances. Policies may allow reasonable
proportions of income from businesses or
farms to be used to Increase capital as-
sets, so that income may be increased.

(ii) Provide that, In determining need
and the amount of the assistance pay-
ment, after all policles governing the re-
serves and allowances and disregard or
setting aside of income and resources
referred to in this section have been uni-
formly applied:

RULES AND REGULATIONS

(A) in determining need, all remain-
ing Income and resources shall be con-
sidered In relation to the State's need
standard;

(B) in determining financial eligibil-
ity and the amount of the assistance
payment, all remaining income and re-
sources may, at the State's option, be
considered in relation to the State's need
standard, or the State’s payment stand-

(C) if agency policies provide for allo-
cation of the individual's income as
necessary for the support of his depend-
ents, such allocation shall not exceed the
total amount of their need as determined
by the State's need standard;

(D) net income avallable for current
use and currently available resources
shall be considered; income and re-
sources are considered available both
when actually available and when the
applicant or recipient has a legal inter-
est in a liquidated sum and has the legal
ability to make such sum avallable for
support and maintenance;

(E) Income and resources will be rea-
sonably evaluated.

For purposes of this paragraph (a)
(3); Automobile means a passenger car
or other motor vehicle used to provide
transportation of persons or goods; Re-
tail market value means the price an
item of a particular make, model, size,
material or condition will sell for on the
open market in the geographic area in-
volved; Liquid assets are those proper-
ties in the form of cash or other financial
instruments which are convertible to
cash and iInclude savings accounts,
checking accounts, stocks, bonds, mutual
fund shares, promissory notes, mort-
gages, loan value of insurance policies,
and similar properties; Need standard
means the money value assigned by the
State to the basic needs it recognizes as
essential for applicants and reciplents;
Payment standard means the amount
from which non-exempt income is sub-
tracted.

e . . . .
(Seo. 1102, 40 Stat, 847 (42 US.C. 1302))

(Catalog of Federal Domestic Assistance Pro-
gram No. 183761, Public Assistance Mainte-
nance Assistance (State Ald))

It is hereby certified that the economic
and inflationary impacts of this regula-
tion have been carefully evaluated in ac~
cordance with OMB Circular A-107.

Eflective date. These regulations shall
become effective August 1, 1975.

Dated: July 18, 1975,

Jonw C, Youwe,
Acting Administrator, Social
and Rehabilitation Service.
Approved: July 18, 1975.
Casrar W, WEINBERGER,
Secretary.
[PR Doc.76-10205 Piled 7-23-75;8:45 am]

30965

Title 46—Shipping

CHAPTER 1—COAST GUARD,
DEPARTMENT OF TRANSPORTATION
SUBCHAPTER B—MERCHANT MARINE
OFFICERS AND SEAMEN
[CGD 75-081)

PART 10-—LICENSING OF OFFICERS AND
MOTORBOAT OPERATORS AND REGIS-
TRATION OF STAFF OFFICERS

Licenses for Operation of Uninspected
Towing Vessels

The purpose of the amendments in
this document Is to delete from Subpart
10.16 of Title 46 of the Code of Federal
Regulations certain references to excep-
tions to the requirements for a license
issued by the Coast Guard as an operator
of uninspected towing vessels.

The regulations contained in § 10.16-
71 granted exceptions to requirements
found in other sections to those persons
who had at least 1 year of service as an
operator of any towing vessel within the
36 months immediately preceeding the
date of application for a license as an
operator of towing vessels, This section
required that applications submitted
under the exception be made before De-
cember 31, 1974. Section 10.16-21, in
two instances, makes reference to sec-
tion 10.16-71.

Since the time limit for submitting ap-
plications has expired, all references to
the exception are being deleted from the
regulations at this time.

In consideration of the foregoing, Part
10 of Title 46 of the Code of Federal
Regulations is amended as follows:

§ 10.16-21 [Amended]

1. By revising § 10.16-21(d) to read as
follows:

(d) Meet the character check and per-
sonal reference requirements in § 10.02-
5(i) except that the three written en-
dorsements required in § 10.02-5(1) (1)
may be from a recent marine employer or
its authorized representative if at least
one such endorsement is from the mas-
ter, operator or person in charge of &
vessel on which the applicant has been
employed.

2. By Inserting the word “and” after
the semi-colon in § 10.16-21(e).

3. By striking the semi-colon and the
word “and"” in § 10.16-21(f) and insert-
ing a perlod in place thereof,

4. By deleting § 10.16-21(g).

§ 10.16-71 [Deleted]
5. By deleting § 10.16-71.

(R.S. 4427, as amended; 46 US.C, 405(b);: 490
CFR 146(0)(3))

Eflective date. These amendments
shall become effective on August 25, 1975.

Dated: July 17, 1975.

O. W. BrLer,
Admiral, U.S. Coast Guard
Commandant.

|FR Doc75-19261 Plled 7-23-76,8:46 am |
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Title 50—Wildlife and Fisheries

CHAPTER —U.S. FISH AND WILDLIFE
SERVICE, DEPARTMENT OF THE INTERIOR

SPECIAL REGULATIONS

Upper Mississippi River Wild Life and Fish
Refuge, lllinois and Certain Other States

The following special regulations are
issued and are effective July 24, 1975.

PART 28—PUBLIC ACCESS, USE AND
RECREATION

£28.28 Special regulations, public ac-
cess, use and recreation; for individ-
unl wildlife refuge areas.

ILLINOIS, JOWA, MINNESOTA AND WISCONSIN
UPPER MISSISSIPPI RIVER WILD LIFE AND
FISH REFUGE

Public use is permitted on the Upper
Mississippl River Wild Life and Fish Ref-
uge in accordance with state laws and
t‘:‘ub!ect to the following special condi-

ons:

(1) The cutting of all live trees Is pro-
hibited, except that willow may be used
for trap stakes, commercial fishing gear
and hunting blinds.

(2) No live fire, including hot char-
coal, shall be buried and/or left unat-
tended.

(3) The abandonment, burying or
placing in the water of garbage, trash,
camping and picnic debris, and all other
deleterious materials is prohibited.

(4) The use on refuge lands of
motorized vehicles of any type is pro-
hibited except on designated public
roads and routes of travel.

(5) Al state laws on use, ppsseadon.
transportation and sale of alcoholic bev-
erages which are applicable to the geo-
graphic area concerned are adopted and
made a part hereof.

(6) The use and/or possession on the
refuge of all controlled substances, in-
cluding but not limited to opiates, co-
caine, marijuans, hashish, depressants,
stimulants or hallucinogenic drugs is
prohibited except when such use or pos-
session is for the person’s own use as au-
thorized by law. All state laws on con-
trolled substances applicable to the geo-
graphic area concerned are adopted and
made a part hereof.

(7) Camping, defined as the use of
tent camps; bedrolls; and all types of
floating craft, motorized vehicles, trallers
and other shelters for overnight stays for
the purpose of sleeping, is permitted on
the Upper Mississippi River Wild Life
and Fish Refuge subject to the following
restrictions:

(a) The period of camping by an in-
dividual or group shall not exceed four-
teen (14) consecutive days at any one
site or-within 300 feet of such site.

(b) The leaving of ftents, camping
equipment or floating craft at an unoc-
cupled campsite for more than 24 hours
15 prohibited. Such gear will be consid-
ered as abandoned and is subject to
impoundment,

(¢c) The erection of tables, fireplaces,
latrines and other structures and facil-
ities related to camping is prohibited un-
less all vestiges of same are removed

when the camper departs from the site,

RULES AND REGULATIONS
(d) Camping is prohibited on devel-

Camping on the refuge while engaged in
fur animal trapping is prohibited. Camp-
ing on land on the refuge while engaged
in hunting is prohibited except on sites
readily visible from the maln commercial
navigation channel of the Mississippl
River or a designated developed camp
site. Camping while engaged In hunting
is prohibited in all areas closed to such
hunting.

(8) The placement on the refuge of
boathouses, boat docks, boat slips,
storage boxes or sheds, stalrways, wells,
septic systems, sewer systems of any
type, and all other kinds and types of
construction is prohibited without writ-
ten authorization of the refuge manager
or his authorized representative. All new
structures, including boathouses, house-
boats, docks, piers and floats authorized
by permit to be moored, anchored, or
secured along the shoreline and on the
waters of the Mississippi River within
the Upper Mississippl River Wild Life
and Fish Refuge must use flotation
methods and devices of a type con-
structed of polyurethane, high-impact
polyethylene fiberglass material, or other
fnert materials to provide flotation. The
use of any iron or steel container not
fabricated originally for flotation pur-
poses, including barrels, tanks and other
containers originally constructed for the
purpose of containing fluids, powders or
similar products is prohibited for new
structures or for replacement of fictation
devices in existing structures unless filled
with polyurethane. The provisions of this
special regulation supplement the regula-
tions which govern public access, use and
recreation on wildlife refuge areas gen-
erally which are set forth in Title 50,
Code of Federal Regulations, Part 28,
and are effective until June 30, 1976.

PART 32—HUNTING

§32.12 inl regulations: migratory
game birds; for individual wildlife
refuge arcas.

Irranors, Jowa, MINNESOTA AND
WISCONRSIN

UPPER MISSISSIPPI RIVER WILD LIFE AND
FISH REFUGE

The public hunting of migratory game
birds on the Upper Mississippl River Wild
Life and Fish Refuge, Illinois, Iowa, Min-
nesota and Wisconsin i{s permitted on the
areas designated by signs as “open” to
hunting. Hunting of migratory game
birds is NOT permitted on the areas
designated by signs as “closed” to hunt-
ing, The “open™ areas comprising 153,000
acres are delineated on maps available
at the refuge headquarters, Winona,
Minnesota 55887, and from the Regional
Director, U.S. Fish and Wildlife Service,
Federal Building, Fort Snelling, Twin
Cities, Minnesota 55111.

Hunting shall be subject to the follow-
ing conditions:

(1) The huniing of migratory game
birds shall be in accordance with all ap-
plicable State and Federal regulations

and seasons which are adopted herein
and made & part of this regulation.

(2) No person shall hunt migratory
game birds on the Upper Mississippl
River Wild Life and Fish Refuge during
any period that person’s migratory game
bird hunting privileges are suspended or
under revocation of any state or Cana-
dian province for game law infractions.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
and are effective until June 30, 1976.

£3222 Special regulations, wupland
game, for individual wildiife refuge
arcas.

Trunois, JOWA, MINNESOTA AND
WiscoNSIN

UPPER MISSISSIFPI RIVER WILD LITE AND
FISH REFUGE

The public hunting of upland game
birds, upland game animals, and raccoon,
groundhogs, foxes and crows on the Up-
per Mississippi River Wild Life and Fish
Refuge, Illinois, Jowa, Minnesota and
Wisconsin s permitted on the areas des-
ignated by signs as “open” to hunting.
Restricted hunting of these species is
also permitted on the areas designated by
signs as “closed” to hunting, except that
the Goose Island Closed Area in Pool &
is closed at all times to hunting, and the
discharge of guns is prohibited thereon.
The “open” areas comprising 153,000
acres and the “closed” areas comprising
41,000 acres are delineated on maps
available at the refuge headquarters,
Winona, Minnesota 55987, and from the
Regional Director, U.S. Fish and Wild-
life Service, Federal Bullding, Fort Snel-
ling, Twin Cities, Minnesota 55111.

Hunting shall be subject to the follow-
ing special conditions:

(1) Hunting on designated “open”
areas concurrent with applicable state
seasons Is permitted, but only during the
period from the first day of the earliest
fall state GAME bird or GAME animal
season applicable to the geographic area
concerned, until the end of the applica-
ble state seasons, or until the next suc-
ceeding March 1, whichever occurs first,

(2) Except for the Goose Island Closed
Area which is closed to hunting at all
times, hunting on designated “‘closed”
areas concurrent with applicable state
seasons is permitted, but only during the
period from the first day after the close
of the last hunting season for ducks ap-
plicable to the geographic area con-
cerned, until the end of the applicable
state seasons, or until the next succeed-
ing March 1, whichever occurs first.

(3) The bunting of upland game birds,
upland game animals, and raccoon,
groundhogs, fox and crows shall be in
accordance with all applicable state reg-
ulations which are adopted herein and
made a part of this regulation.

(4) No person shall hunt upland game
birds oranimals on the Upper Mississippl
River Wild Life and Fish Refuge during
any period that person’s small game
hunting privileges are suspended or
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under revocation in any stale or Cana-
dian province for game law infractions.

(5) Except with permission i{n writing
obtained from the refuge manager, the
discharge of guns of all types i; pro-
hibited on all lands and waters of the
Upper Mississippl River Wild Life and
Fish Refuge during the period from
March 1 until the first day of the earliest
fall state GAME bird or GAME animal
season applicable to the geographic area
concerned.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 22, and
are effective until June 30, 1976.

£32.32 Special regulations; big game:
for individunl wildlife refuge arcas.

Iruanors, JowA, MINNESOTA AND
Wisconsmx

UPPER MISSISSIPPI RIVER WILD LIFE AND
FISH REVUGE

The public hunting of deer on the
Upper Mississippl River Wild Life and
Fish Refuge, Illinois, Iowa, Minnesota
and Wisconsin is permitted on the areas
designated by signs as “open’ to hunting.
Restricted hunting of deer is also per-
mitted on the areas designated by signs
as “closed” to hunting, except that the
Goose Island Closed Area in Pool 8 is
closed to all hunting at all times. The
“open" areas comprising 153,000 acres
and the “closed’ areas comprising 41,000
acres are delineated on maps available
at the refuge headquarters, Winona,
Minnesota 55987 and from the Regional
Director, U.S. Fish and Wildlife Service,
Federal Bullding, Fort Snelling, Twin
Citles, Minnesota 55111, !

Hunting shall be subject to the follow-
ing conditions:

(1) Bow and gun deer hunting on
designated “‘open’ areas is permitted
concurrent with applicable state seasons.

(2) Except for the Goose Island Closed
Area which is closed to hunting at all
times, bow and gun deer hunting on
designated  ‘“closed” areas concurrent
with applicable state seasons is permit-
ted, but only during the period from the
first day AFTER the close of the last
hunting season for DUCKS applicable to
the area , until the
end of the applicable state seasons, or
until the next succeeding March 1,
whichever occurs first.

(3) The hunting of white-talled deer
shall be in accordance with all appli-
cable state regulations which are adopted
herein and made a part of this regu-
lation.

(4) No person shall hunt deer on the
Upper Mississippl River Wild Life and
Fish Refuge during any period that per-
son's big game hunting privileges are
suspended or under revocation in any
state or Canadian province for game law
infractions. >

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
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Code of Federal Regulations, Part 32, and
are effective until June 30, 1976,

PART 33—SPORT FISHING

§ 33.5 Special regulntions: sport fish-
ing; for individunl wildlife refuge

arcas.

ILLINoIs, Jowa, MINNESOTA AND
WISCONRSIN

UPPER MISSISSIPPI RIVER WILD LIFE AND
FISH REFUGE

Sport fishing, commercial fishing, and
the taking of frogs, turtles, crayfish and
clams on the Upper Mississippi River
Wild Life and Fish Refuge, Illinois, Iowa,
Minnesota and Wisconsin is permitted on
all water areas of the refuge. The refuge
water areas comprising 125,000 acres are
delineated on maps available at the ref-
uge headquarters, Winona, Minnesota
55987, and from the office of the Regional
Director, U.8. Fish and Wildlife Service,
Federal Building, Fort Snelling, Twin
Cities, Minnesota 55111, All fishing Is sub-
Ject to the following conditions:

(1) Unless further restrictions are im-
posed by this regulation, all fish, frogs,
turtles, crayfish and clams shall be taken
in accordance with all applicable state
regulations and seasons which are
adopted herein and made a part hereof,

(2) All sport and commercial fishing
and all travel by boat or any other means
across, through or on the Spring Lake
Closed Aren of the Upper Mississippi
River Wild Life and Fish Refuge in Car-
roll Co., Illinois is prohibited from
October 1 through December 20.

(3) All persons, including their help-
ers, exercising the privilege of commer-
cial fishing on the Spring Lake Closed
Area must possess a valild commercial
fishing permit issued by the Refuge Man-
ager authorizing such commercial fish-
ing and must comply with all conditions
as prescribed by the Refuge Manager
which are set forth in the permit.

The provisions of this special regula-
tion supplement the regulations which
govern fishing on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 33, and
are effective until June 30, 1976.

Dated: July 17, 1975.

CraarLes A. HUGHLETT,
Acting Regional Director,

[FR Doo.75-10183 Piled 7-23-75:8:45 am |

PART 32—HUNTING
National Wildlife Refuges in Certain States

The following special regulations are
Issued and are effective on August 23,
1975.

§ 3222 Special regulations; upland
game, for individual refuge arcas.
areas,

ALABAMA

WHEELER NATIONAL WILOLIFE REFUGE
Public hunting of gray squirrels, foxes,

raccoons, and opossums is permitted only
on the areas designated by signs and/or
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delineated on maps which are available
at the refuge headquarters and from the
office of the Regional Director, U.S, Fish
and Wildlife Service, 17 Executive Purk
Drive NE., Atlanta, Georgla 30329, Hunt-
ing shall be In accordance with all State
and Federal regulations subject to the
following special conditions:

(1) Hunting shall be by permit only.
Permits may be obtained from the Rei-
uge Manager under prescribed condition.

(2) Foxes may be hunted with dogs,
but without guns, during the period
October 1, 1975 through February 15,
1976, under conditions set forth in per-
mits obtainable from the Refuge
Manager,

(3) Gray squirrels and rabbits may be
hunted October 15-18, 1975,

(4) Raccoons and opossums may be
hunted February 16-21, 1976,

{5) Rabbits may be hunted Febru-
ary 24-28, 1976.

(6) Shotguns, .22 rimfire rifles, non-
powder burning rifles and bows and
arrows may be used for squirrel hunting,
but .22 rimfire rifles may not be used
for other specles listed. Raccoon and
opossum hunting fs limited to use of
shotguns only,

(7) Legal hours for entering upon and
hunting on the refuge for raccoons and
opossums shall be 7 pm. to 6 am. in-
clusive; for rabbits 8 am. to 5 p.m. in-
clusive; and for squirrels all daylight
hours,

(8) No hunting is allowed within 100
yards of buildings on the refuge bound-
ary. No hunting is permitted within the
Triana Recreation Area. On the south
side of the Tennessee River and west of
Interstate 65, squirrels And rabbits only
may be hunted, but only with bows and
Arrows or non-powder burning rifles,

(9) Each hunter under age 17 must be
under the close supervision of an aduit.
For safety reasons, the ratio should be
one adult to one juvenile but in no case

should one adult have more than two

Juveniles under his/her supervision.
The provisions of these special regula-
tions supplement the regulations which
govern hunting on wildlife refuges gen-
erally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
‘::'?6 are effective through February 28,

ARKANSAS
BIC LAKE NATIONAL WILDLIFE REFUGE

Public hunting of squirrels and rac-
coons on Big Lake National Wildlife
Refuge, Arkansas, is permitted on the
entire refuge except for areas which may
be designated as closed by marking with
“Closed Area” signs. Hunting shall be in
accordance with all applicable State and
Federal regulations covering the hunt-
ing of upland game subject to the follow-
ing special conditions:

(1) Squirrel hunting permitted in uc-
cordance with State regulations, ex-
cept season closes on the refuge the day
duck season In the State opens. Dogs
are not permitted.

(2) Raccoon hunting permitted from
October 14, 1975, until opening day of
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the duck hunting season in the State.
Hunting will open at 12:00 noon on Octo-
ber 14, Hunting permitted 24 hours per
day. No limit on the number of coons
that can he taken per day. Dogs re-
quired during night hunts.

(3) Shotguns or rifles not larger than
.22 caliber may be used. -

(4) Persons are prohibited from pos-
sessing, while on the refuge, either on
their person or in their vehicle, game for
which there is not an open season on the
refuge.

(5) Fires and cutting of trees are not
permitted. !

(6) A special permit {5 required for
hunts held on the refuge.

(7) Each hunter under age 17 must be
under the close supervision of an adult.
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
Jjuveniles under his/her supervision.

The provisions of these special regu-
lations supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32, and
are effective through March 1, 1976.

WAPAMOCCA NATIONAL WILDLIFE REFUGE

Public hunting of squirrels and rac-
coons is permitted only on the area desig-
nated by signs as open to hunting, This
open area is delineated on a map avail-
able at the refuge headquarters and from
the office of the Regional Director, U.S,
Fish and Wildlife Service, 17 Executive
Park Drive NE,, Atlanta, Georgia 30329.
Hunting shall be in accordance with all
State and Federal Regulations subject
to the following special conditions:

(1) Squirrels may be hunted October
1-10, 1975, during daylight hours only.

(2) Raccoons may be hunted Novem-
ber 1-6, 1075, from dark to 12 midnight
only.

(3) Only shotguns and .22 caliber rifies
may be used, Handguns are prohibited.

(4) Dogs are required during the rac-
coon hunts and are prohibited during the
squirrel hunt.

(5) Cutting or burning of trees, fires,
camping, and littering are prohibited.

(6) Each hunter under age 17 must
be under the close supervision of an
adult. For safety reasons, the ratio
should be one adult to one juvenile but in
no case should one adult have more than
two juveniles under his/her supervision.

(7) A special permit is required for all
hunts held on the refuge.

The provisions of these special regula-
tions supplement the regulations which
govern hunting on wildlife refuge areas
generally which arve set forth in Title 50,
Code of Federal Regulations, Part 32, and
are éffective through November 6, 1975.

WHITE RIVER NATIONAL WILDLIFE REFUGE

Public hunting of squirrel and turkey
on the White River National Wildlife
Refuge, Arkansas, is permitied only on
the area designated by signs as open to
hunting. This open area is delineated on
a map available at the refuge headquar-
ters and from the Reglonal Director,
U.S, Fish and Wildlife Service, 17 Ex-
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ecutive Park Drive NE,, Atlanta, Georgia
30329. Hunting shall be in accordance
with all State and Federal regulations
subject to the following conditions:

(1) Species permitted to be taken:
Squirrel, rabbit, beaver, and feral hogs
by gun; and turkey by archery.

(2) Open season: Gun hunt—October
l-;S: archery (turkey)—October 15-30,
1975.

(3) Weapons—(a) Gun—Shotguns
and .22 caliber rimfire rifles are permit-
ted, and (b) long bows only.

(4) Permit required.

(5) Each hunter under age 17 must be
under the close supervision of an adult,
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
Jjuveniles under his/her supervision.

(6) All hunters must exhibit their
hunting licenses, game, and vehicle con-
tents to Federal and State officers upon
request.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32 and
are effective through October 30, 1975.

FLORIDA
ST, MARKS NATIONAL WILDLIFE REFUGE

Public hunting of upland game on the
St. Marks National Wildlife Refuge,
Florida, is permitted only on the area
designated by signs as open to hunting.
This open area, comprising approxi-
mately 1,200 acres, is delineated on a map
avallable at the refuge headquarters and
from the office of the Regional Director,
U.S: Fish and Wildlife Service, 17 Ex~
ecutive Park Drive NE., Atlanta, Georgia
30329. Hunting shall be in accordance
with all applicable State and Federal
regulations governing the hunting of up-
land game, A refuge permit is required.

The provisions of this specinal regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth iIn
Title 50, Code of Federal Regulations,
Part 32, and are effective through Janu-
ary 31, 1976,

ST. VINCEXRT NATIONAL WILDLIFE REFUGE

Hogs (minimum 15 inch shoulder
height), racoon, and opossum shall be
taken incidental to and governed by
regulations of the annual deer hunt.

GEORGIA .
BLACKEEARD ISLAND NATIONAL WILDLIFE
REFUGE

‘Raccoon shall be taken incidental to
and governed by regulations of the
annual deer hunt,

PIEDMONT NATIONAL WILDLIFE REFUGE

Public hunting of bobwhite quail and
squirrels on the Pliedmont Natlonal Wild-
life Refuge, Georgia, Is permitted only
on the area designated by signs as open
to hunting. The open area, comprising
approximately 32,000 acres, is delineated
on a map available at the refuge head-
quarters and from the office of the Re-

gional Director, U.S. Fish and Wildlife
Service, 17 Executive Park Drive NE.,
Atlanta, Georgia 30320. Hunting shall be
in accordance with all applicable State
regulations covering the hunting of bob-
white quail and squirrels subject to the
following special conditions:

(1) Species permitted to be taken:
Bobwhite quail and squirrels only.

(2) Open season: Quail—November 25,
1975-February 28, 1976, on Tuesdays,
Saturdays, and National holidays only.
Squirrels—November 25, 1975-Febru-
ary 28, 1976, on Tuesdays, Saturdays,
and National holidays only, Hunters are
permitted on areas open to quail and
squirrel hunting from 30 minutes before
sunrise until 30 minutes after sunset on
the above cited hunting days.

(3) No vehicular or horseback travel
except on State and county roads.

(4) Each hunter under age 17 must be
under the close supervision of an adult.
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
juveniles under his/her supervision.

(5) Camping and fires are prohibited.

(6) Dogs allowed only for quail hunt-
ing.

(7) Buckshot and handguns are pro-
hibited,

(8) A refuge permit is required. An
unlimited number of permits for the quail
and squirrel hunts will be available at
refuge headguarters Monday through
Friday 8 a.m.-4:30 p.m. during the re-
spective hunt periods. Permits are valid
for entire hunt period. Questionnaire on
permit must be completed and returned
to refuge office at close of season.

The provisions of this special regula-
tion suvplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32, and
are effective through February 28, 1976.

WASSAW ISLAND NATTONAL WILDLIFE REFUGE

Raccoon shall be taken incidental to
and governed by regulations of the an-

‘nual deer hunt.

KENTUCKY
REELFOOT NATIONAL WILDLIFE REFUGE

Public hunting of squirrels and rac-
coons on the Reelfoot National Wildlife’
Refuge, Kentueky, is permitted only on
the area designated by signs as open to
hunting. This open area, comprised of
2,034 acres, is delineated on maps avail-
able at refuge headquarters, Samburg,
Tennessee and from the office of the Re-
gional Director, U.S. Fish and Wildlife
Service, 17 Executive Park Drive NE., At-
lanta, Georgia 30329, Hunting shall be in
accordance with all applicable State reg-
ulations covering the hunting of squirrels
and raccoons subject to the followirg
special conditions:

Squirrels. (1) Squirrels may be hunted
on the refuge from September 1-30, 1975.

(2) Only shotguns incapable of hold-
ing more than three shells and .22 caliber
rimfire rifles are permitted.

(3) Dogs are not permitted.

(4) A free Federal permit is required
to enter the public hunting area. Permits
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avallable from the refuge manager by
mail or In person.

Raccoons. (1) Raccoons may be taken
without limit, on the Long Point refuge
unit during the periods of September 22—
27, 1975 and September 29-October 4,
1975.

(2) Hunting hours shall be from 7:30
p.m. to 12 midnight.

(3) The use of dogs and guns is per-
mitted.

(4) No axes, saws, or other cutting
implements will be permitted.

(5) A Federal permit is required. Per-
mits available at check station. All
hunters will be required to check in and
check out at the designated check sta-
tion, the location of which may be ob-
tained from the Refuge Manager, Reel-
foot National Wildlife Refuge, Samburg,
Tennessee,

(6) Each hunter under age 17 must be
under the close supervision of an adult.
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
Jjuveniles under his/her supervision.

The provisions of these speclal regula-
tions supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32, and
are effective through October 4, 1975.

LOUISIANA
CATAHOULA NATIONAL WILDLIFE REFUGE

Public hunting of squirrels on the
Catahoula National Wildlife Refuge is
permitted on the timbered portions of the
refuge. Permits are required and may be
obtained at refuge headquarters or by
writing the Refuge Manager, Catahoula
National Wildlife Refuge, P.O. Drawer
LL, Jena, Louisiana 71342. Hunting shall
be in accordance with State regulations
governing the hunting of squirrels except
that the season extends from October 4-
19, 1975, Hunters may enter the area 30
minutes prior to legal shooting time (30
minutes before sunrise) and must be
out of the refuge 30 minutes after legal
shooting hours (30 minutes after sunset).
Unmarked feral hogs may be taken by
squirrel hunters. No vehicles with tires
larger than 9.00 x 16"* can be used on the
refuge. All vehicles must remain on es-
tablished roads and trails. Each hunter
under age 17 must be under the close
supervision of an adult, For safety rea-
sons, the ratio should be one adult to one
Juvenile but in no case should one adult
have more than two juveniles under
his/her supervision.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth In Title 50,
Code of Federal Regulations, Part 32,
and are effective through October 19,
1975,

MissiSsSIPPI
NOXUBEE NATIONAL WILDLIFE REFUGE

Public Munting of upland game on
the Noxubee National Wildlife Refuge,
Mississippl, is permitted on the area des-
ignated by signs as open to hunting. This
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open area is delineated on a map avalil-
able at refuge headguarters and from
the office of the Regioral Director, US,
Fish and Wildlife Service, 17 Executive
Park Drive, NE., Atlanta, Georgia 30329.
Hunting shall be in accordance with all
State and Federal regulations subject
to the following special conditions:

(1) Squirrels and rabbits may be
hunted November 1-15, 1975.

(2) Quail may be hunted January 12—
Pebruary 24, 1976. Rabbits may be
hunted as an incidental specles during
the quail hunt,

(3) Turkey (gobblers only) may be
hunted March 27-April 8, 1976 and
April 10-April 20, 1976,

(4) Raccoons and opossums may be
hunted Yanuary 1-31, 1976.

(6) Sunday hunting is prohibited.

(6) Fires and cutting of trees are not
permitted.

() Primitive camping is permitted In
designated camping area only.

(8) Dogs are permitted during the
quail, raccoon and opossum hunts only.

(9) Turkeys killed must be checked at
refuge headquarters.

(10). Raccoons and opossums may be
hunted only with 22 caliber rimfire
firearms. '

(11) Squirrels and rabbits may be
hunted only with shotguns and 22 cali-
ber rimfire guns.

(12) Quail may be hunted only with
shotguns.

(13) Permits are required for all hunts
and may be obtained at refuge head-
quarters,

(14) Bach hunter under age 17 must
be under the close supervision of an
adult. For safety reasons, the ratio should
be one adult to one juvenile but in no
case should one adull have more than
two juveniles under his/her supervision.

The provisions of these special regu-
Iations supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
and are effective through April 20, 1976.

YAZOO NATIONAL WILDLIFE REFUGE

Public hunting of squirrels, raccoons,
and opossums on the Yazoo National
Wildlife Refuge, Mississippl, is permitted
only in wooded areas not designated by
signs as closed to hunting. These areas,
comprising about 10,5600 acres, are de- -
lineated on a map avallable at refuge
headquarters and from the office of the
Regional Director, U.S. Fish and Wild-
life Service, 17 Executive Park Drive,
N.E., Atlanta, Georgia 30329. Hunting
shall be In accordance with all appli-
cable State regulations governing the
hunting of squirrels, raccoons and opos-
sums subject to the following special
conditions:

(1) Squirrels may be hunted October
4-11, 1975, Sundays excluded, Raccoons
and opossums may be hunted Novem-
ber 29 through December 13, 1975, Sun-
days excluded.

(2) Squirrels may be hunted one-half
hour before official sunrise to official
sunset. Raccoons and opossums may be
hunted from sunset to 12 midnight.,
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(3) No dogs permitted during the
squirrel hunt; however, dogs may be
used in the taking of raccoons and
opossums,

(4) Weapons: Shotguns, 10-gauge or
smaller, and .22 caliber rimfire rifles
only.

(5) One-day free permits are required.
All hunters must check in and check out
at refuge office.

(8) Carrying of loaded firearms in
vehicles prohibited. Shooting or spot-
lighting from vehicles or any paved roads
is prohibited. No firearms may be dis-
charged within 250 yvards of refuge head-
quarters or residences.

(7 Each hunter under age 17 must
be under the close supervision of an
adult. For salety reasons, the ratio should
be one adult to one juvenile but in no
case should one adult have more than
two juveniles under his/her supervision.

The provisions of these special regu-
lations supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
g;ism effective through December 13,

Sourit CAROLINA

CAPE ROMAIN NATIONAL WILDLIFE REFUGE

Rabbits, squirrels and raccoons shall
be taken incidental to and governed by
regulations of the annual deer hunt.

TENNESSEE
HATCHIE NATIONAL WILDLIFE REFUGE

The public hunting of squirrels and
raccoons on the Hatchie National Wild-
life Refuge is permitted only on the area
designated by signs as open to hunting.
This open area, comprising 11,220 acres,
is delineated on maps available at the
refuge headquarters, Brownsville, Ten-
nessee 38012 and from the office of the
Reglonal Director, U.S. Fish and Wildlife
Service, 17 Executive Park Drive, NE.,
Atlanta, Georgia 30329, Hunting shsll be
in accordance with all applicable State
and Federal Regulations subject to the
following special conditions:

(1) All persons hunting on the refuge
must possess a Special Hunting Permit.

(2) Seasons: Saulrrels—August 23-
September 30, 1975. Raccoons—October
10-November 14, 1975.

(3) Each hunter under age 17 must
be under the close supervision of an -
adult, For safetv reasons, the ratio
should be one adult to one juvenile but
in no case should one adult have more
than two juveniles under his/her super-
vision,

(4) Wesapons: Only shotguns incapa-
ble of holding more than three shells and
.22 caliber rimfire rifles are permitted.

(5) The hunting hours for raccoons
are from sunset to midnight.

(6) Camping Is prohibited.

(7) Dogs are prohibited during the
squirrel hunt, but are required during
the raccoon hunt.

(8) No axes, saws or other cutting im-
plements will be permitted during the
raccoon hunt.

The provisions of this special regula-
tion supplement the regulations which
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govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
and are effective through November 14,
1975.

LAKE ISOM NATIONAL WILDLIFE REFUGE

Public hunting of squirrels and rac-
coons on the Lake Isom National Wild-
life Refuge, Tennessee is permitted only
on the area designated by signs as open
to hunting. This open area, comprised of
1,850 acres, is delineated on maps avail-
able at refuge headquarters, Samburg,
Tennessee and {rom the office of the Re-
gional Director, U.S. Fish and Wildlife
Service, 17 Executive Park Drive, NE,,
Atlanta, Georgia 30329. Hunting shall be
in accordance with all applicable State
regulations covering the hunting of squir-
rels and raccoons, subject to the follow-
ing special conditions:

Squirrels. (1) Squirrels may be hunted
on the refuge during the period from
the opening of the Statewide season un-
til September 30, 1975,

(2) Only shotguns incapable of hold-
ing more than three shells and .22 call-
ber rimfire rifles are permitted.

(3) Dogs are not permitted.

(4) A free Federal permit is required
to enter the public hunting area, Per-
mits available from Refuge Manager by
mail or in person.

(5) Each hunter under age 17.must be
under the close supervision of an adult.
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
juveniles under his/her supervision.

Raccoons. (1) Raccoons may be taken,
without limit, on the refuge during the
period of September 29-October 4, 1975.

(2) Hunting hours shall be from 7:30
p.m. to 12 midnight.

(3) The use of dogs and guns is per-
mitted.

(4) No axes, saws, or other cutting im-
plements will be permitted.

(5) A Federal permit is required. Per-
mits available at check station. All hunt-
ers will be required to check in and
check out at the designated checking
station, the location of which may be ob-
tained from the Refuge Manager, Reel-
foot National Wildlife Refuge, Samburg,
Tennessee 382564,

(6) Each hunter under age 17 must
be under the close supervision of an
adult, For safety reasons, the ratio
should be one adult to one juvenile but
in no case should one adult have more
than two juveniles under his/her super-
vision.

RULES AND REGULATIONS

The provisions of these special regula-
tions supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
and are effective through October 4, 1975.

REELFOOT NATIONAL WILDLIFE REFUGE

Public hunting of squirrels and rac-
coons on the Reelfoot National Wildlife
Refuge, Tennessee is permitted only on
the area designated by signs as open to
hunting. This open area, comprised of
9,585 acres, is delineated on maps avail-
able at refuge headquarters, Samburg,
Tennessee, and from the office of the
Regional Director, U.S. Fish and Wild-
life Service, 17 Executive Park Drive,
N.E,, Atlanta, Georgia 30329, Hunting
shall be in accordance with all applicable
State regulations covering the hunting
of squirrels and raccoons subject to the
following special conditions:

Squirrels. (1) Squirrels may be hunted
on the refuge during the period from
the opening of the Statewide season until
September 30, 1975.

(2) Only shotguns incapabile of hold-
ing more than three shells and .22 cali-
ber rimfire rifles are permitted.

{3) Dogs are not permitted.

(4) A Federal permit is required to
enter the public hunting area. Permits
available from the Refuge Manager by
mail or in person.

(5) Each hunter under age 17 must be
under the close supervision of an adult.
For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
Juveniles under his/her supervision.

Racoons. (1) Racoons may be taken,
withour limit, on the Long Point refuge
unit during the periods September 22-27
and September 29-October 4, 1975.

(2) Raccoons may be taken, without
limit, on the Grassy Island refuge unit
during the period September 22-27, 1975,

(3) Hunting hours shall be from 7:30
p.m. to 12 midnight,

(4) 'The use of dogs and guns is per-
mitted.

(5) No axes, saws, or other cutting im-
plements will be permitted.

(8) A Federal permit is required. Per-
mits available at check station. All
hunters will be required to check in and
check out at the designated check sta-
tian, the location of which may be ob-
tained from the Refuge Manager, Reel-
foot National wWildlife Refuge, Samburg,
Tennessee 38254,

(7) Each hunter under age 17 must be
under the close supervision of an adult.

For safety reasons, the ratio should be
one adult to one juvenile but in no case
should one adult have more than two
Juveniles under his/her supervision.

TENNESSEE NATIONAL WILDLIFE REFUGE

Hunting of upland game on the Ten-
nessee National Wildlife Refuge is sus-
pended for the 1975-76 season because
of low populations and poor quality
hunting.

The provisions of these special regu-
lations supplement the regulations which

_govern hunting on wildlife refuge areas

generally which are set forth in Title 50,
Code of Federal Regulations, Part 32,
?;17‘15 are effective through October 4,
EENNETH E. BLACK,
Regional Director.
Jury 15, 1975.

| FR Doc. 7510102 Flled 7-23-75;8:45 am|

PART 32—HUNTING
Kirwin National Wildlite Refuge, Kansas

The following special regulation Is is-
sued and is effective July 24, 1975.

§3232 S

ial regulations; big game:
for in

vidual wildlife refage areas,

KANSAS
KIRWIN NATIONAL WILDLIFE REFUGE

Public hunting of deer with bow and
arrow on the Kirwin National Wildlife
Refuge, Kansas, is permitted from Octo-
ber 1, through November 30, 1875, in-
clusive, and from December 20, through
December 31, 1875, inclusive, but only on
the area designated by signs as open to
hunting. This open area, comprising 3,700
acres, is delineated on maps available at
refuge headquarters, 5 miles west of Kir-
win, Kansas, and from the Regional
Director, U.S. Fish and Wildlife Service.
P.O. Box 25486, Denver Federal Center,
Denver, Colorado 80225. Hunting shall be
in accordance with all applicable State
regulations governing the archery hunt-
ing of deer.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32, and
are effective through December 31, 1875,

Kerrit S. HANSEN,
Refuge Manager, Kirwin Na-
tional Wildlife Refuge, Kir-
win, Kansas.
Jury 7, 1975,
|FR Doc.75-19278 Filed 7-23-75.8:45 am)
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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 rulemaking prior to the adoption of the final rules,

DEPARTMENT OF THE TREASURY
Bureau of Alcohol, Tobacco and Firearms

[27 CFR Part5]
[Notice No. 281]

METRIC STANDARDS OF FILL FOR
DISTILLED SPIRITS

Proposed Rulemaking and Public Hearing
Correction

In FR Doc. 7518348, appearing at page
29866 of the issue for Wednesday, July 16,
1975, the following changes are made:

1. On page 29867, second column, in
the table the first entry for “liters/case"”
presently reading 105" is changed to
read *'10.5".

2. On page 29869, first column, first
complete paragraph, eleventh line, the
last word “customs" should be deleted.

3. On page 29870, first column, the
sixth line is changed to read “abbreviated
M llml'l.'Q.

4. On page 29870, in § 5.38a, the fifth
line of paragraph (b) is changed to read
“1975, but must do so after Decem-
ber 31,”.

5. On page 29870, in § 5.38a, the table
in paragraph (b), the first line is changed
to read “1.75 lters (59.0 fi. 0z.)—(1.75
liters (59.0"",

6. On page 20871, in § 5.47a, the table
in paragraph (a), the fifth line Is
changed to read “250 milliliters (1875
milliliters) ™.

7. On page 29871, in § 5.47a, the head-
ing for paragraph (d) i{s changed to read
“Completeness of Conversion”,

8. On page 29871 in §547a, the fif-
teenth line of paragraph (d) is changed
to read “purposes of this paragraph, (1)
product shall™,

9. On page 29871, in § 5.47a, paragraph
(d) the last line & changed to read
“ducts),” and the following material,
whlcl(:i was inadvertently omitted, is in-
serted:

and (2) the standards of fill in US.
measure which are comparable to the
metrie standards are:

standard

Metrio standard ( bed (prescribed by
by § 5.47a(a)) §547(a))

1 I e i e o e 14 gallon,
1.00 300 e e oot e e 1 quart,
760 milltliters. oo oo 46 quart,
500 milters. oo e 1 pint,
(375 mUIIINLErs) e {45 pint).
250 milliiters oo 1% pint,
(187.5 milliliters) oo (% pint)
50 milters. . e 14 pint,

Yo pint,

Kepint

Internal Revenue Service
[26CFRParts 1,12]

ELECTION TO TREAT INCOME FROM CER-
TAIN AIRCRAFT AND VESSELS AS IN-
COME FROM SOURCES WITHIN THE
UNITED STATES

Notice of Proposed Rule Making

Notice is hereby given that the regula-
tions set forth in tentative form in the
attached appendix are proposed to be
prescribed by the Commissioner of In-
ternal Revenue, with the approval of the
Secretary of the Treasury or his delegate,
Prior to the final adoption of such regu-
lations, consideration will be given to any
comments pertaining thereto which are
submitted in writing (preferably” six
copies) to the Commissioner of Internal
Revenue, Attention: CC:LR:T, Wash-
ington, D.C, 20224, by August 25, 1975.
Pursuant to 26 CFR 601.601(b), designa-
tions of material as confidential or not
to be disclosed, contained in such com-
ments, will not be accepted. Thus, a per-
son submitting written comments should
not include therein material that he con-
siders to be confidential or inappropriate
for disclosure to the public. It will be pre-
sumed by the Internal Revenue Service
that every written comment submitted to
it In response to this notice of proposed
rule making is Intended by the person
submitting it to be subject in its entirety
to public inspection and copying in ac-
cordance with the procedures of 26 CFR
601.702(d) (9). Any person submitting
written comments who desires an oppor-
tunity to comment orally at a public
hearing on these proposed regulations
should submit his request, in writing, to
the Commissioner by August 25, 1975. In
such case, a publi¢ hedring will be held,
and notice of the time, place, and date
will be published in a subsequent issue of
the FPeperaL Recister, unless the person
or persons who have requested a hearing
withdraw their requests for a hearing
before notice of the hearing has been
filed with the Office of the Federal Reg-
ister. The proposed regulations are to be
issued under the authority contained in
section 7805 of the Internal Revenue
nge of 1954 (68A Stat. 917; 26 US.C.
7805).

[sEAL] DonaLp C, ALEXANDER,
Commissioner of Internal Revenue.
This document contains proposed
amendments to the Income Tax Regu-
lations (26 CFR Part 1) under sections

861 and 862 of the Internal Revenue
Code of 1954 in order to conform such
regulations to the amendments made by

section 314 of the Revenue Act of 1971
(85 Stat. 528), relating to the election
to treat income from certain aireraft and
vessels as income from sources within the
United States. These amendments are
effective for taxable years ending after
August 15, 1971, but only with respect to
leases entered into after such date.

This document would also delete § 12.1
of the Temporary Income Tax Regula-
tions under the Revenue Act of 1971
(26 CFR Part 12), which was prescribed
by T.D. 7158, 1972-1 C.B. 210, as pub-
lished in the FeperAL RecIsTER for Janu-
ary 4, 1972 (37 FR 16). When promul-
gated, §1.861-9 of the Income Tax
Regulations will supersede § 12.1 of such
temporary regulations.

Section 1.861-9(a) sets out the general
rule that in order for a taxpayer-owner
who leases an aircraft or vessel to be
allowed to treat income from such air-
craft or vessel as income from sources
within the United States, the aircraft or
vessel must be property described in
§1.861-9(b) which Is manufactured or
constructed in the United States and the
election must be made at the time and
in the manner provided.

Section 1.861-9(b) describes the air-
craft or vessels to which the election
relates. The aircraft or vessels must be
section 38 property or property which
would be section 38 property but for
section 48(a) (5), The aircraft or vessels
may not be suspension period property
described in section 48(h) or termination
period property to which section 48(a)
applies. If the aircraft or vessel is used
predominantly outside the United States,
it must be an afrcraft described In sec-
tion 48(a) (2) (B) (1) of the Code, relating
to alreraft registered by the Administra-
tor of the Federal Aviation Agency, or a
vessel described in section 48(a) (2) (B)
(ill) of the Code, relating to vessels
documented under the laws of the United
States.

Section 1.861-9(c) makes clear the fact
that the election applies only to aircraft
or vessels which are leased to, and are
in the possession and under the control
of, persons who are United States per-
sons, as defined in section 7701(a) (30)
of the Code. Subleases to non-United
States persons by controlling United
States persons will be permitted, however.

Section 1.861-9(d) provides that the
election applies only to amounts with re-
spect to the aircraft or vessel, including
gains from the disposition of the aircraft
or vessel, which without reference to
section 861(e) are includible in the tax-
payer's gross Income. If deductions ap-
portioned or allocated to such gross in-
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come result in a loss, the loss will be
treated as having a U.S. source.

Selection 1.861-9(e) (1) provides that
an election remains in effect unless re-
voked pursuant to § 1.861-9(f). Section
1.861-9(e) (2) provides that where an
electing taxpayer transfers or distributes
an aircraft or vessel which is subject
Yo an electlon to another person, and
such transfer or distribution involves &
carryover of basis, the transferee or dis-
tributee will be treated as having made
the election. This rule applies even
though the transferee or distributee Is
a nonresident alien individual or a for-
elgn corporation.

Section 1.861-9(f) provides rules for
the manner and time of making or re-
voking an election. Generally, an elec-
tion is made by filing a statement con-
taining prescribed information with the
taxpayer's income tax return (or
amended return) for the first taxable
year for which the election applies or
by March 31, 1972, whichever is later.
The election is binding unless revoked
with the consent of the Commissioner,
except that during the period for mak-
ing the election the taxpayer may revoke
without the consent of the Commis-
sioner. The ruie in the temporary regu-
lations (26 CFR 12.1) that a copy of the
statement of election must be sent to
ACTS:A:P has been deleted. Taxpayers
who elected under the temporary regu-
lations are given a grace period to revoke
with the consent of the Commissioner.
Situations are described in § 1.861-9 (f)
(4) which will not cause a termination
or revocation of the election and which,
‘absent such provision, might serve to
circumvent the application of section
861 (e) (1),

In view of the foregoing considera-
tions, the Income Tax Regulations and
the Temporary Income Tax Regulations
under the Revenue Act of 1971 are hereby
proposed to be amended as follows:

Income Tax REGULATIONS

PaAraGrAPH 1. Section 1.861-1 is amend-
ed by revising paragraph(a) (1) and (2)
to read as follows:

£ 1.861=1 Income from sources within
the United States.

(a) Categories of income. * * *

(1) Within the United States. The
gross income from sources within the
United States, consisting of the items of
gross income specified in section 861(a)
plus the items of gross income allocated
or apportioned to such sources in ac-
cordance with section 863(a)., See
§41.861-2 to 1.861-7, inclusive, and
§ 1.863-1. The taxable income {rom
sources within the United States, in the
case of such income, shail be determined
by deducting therefrom, in accordance
with sections 861(b) and 863(a), the ex~
penses, losses, and other deductions
properly apportioned or allocated thereto
and a ratable part of any other expenses,
losses, or deductions which cannot def-
initely be allocated to some item or class
of gross income, See §§1.861-8 and
1.863-1. For an election to treat income
{rom certain aircraft or vessels as income

PROPOSED RULES

from sources within the United States
for purposes of section 86l(a), see
§ 1.861-9.

(2) Without the United States. The
gross income from sources without the
United States, consisting of the items of
gross Income specified in section 862(a)
plus the items of gross income allocated
or apportioned to such sources in ac-
cordance with section 863(a). See
§§ 1.862-1 and 1.863-1. The taxable in~
come from sources without the United
States, in the case of such income, shall
be determined by deducting therefrom,
in accordance with sections 862(b) and
863(a), the expenses, losses, and other
deductions properiy apportioned or al-
located thereto and a ratable part of any
other expenses, losses, or deductions
which cannot definitely be allocated to
some item or class of gross income. See
$§ 1.862-" and 1.863-1. For an election
to treat income from certain aireraft or
vessels as income from sources within
the United States for purposes of sec-
tion 862(a), see § 1.861-9.

. - - » .

Par. 2. The following new section is
inserted immediately after § 1.861-8:

§ 1.861-9 Income from certain nireraft
or vessels,

(a) General rule. A taxpayer wno
owns an aircraft or vessel described in
paragraph (b) of this section and who
after August 15, 1971, leases such air-
craft or vessel to a United States person
which is not a member of a controlled
group of corporations (as defined in sec-
tion 1563) of which the taxpayer is &
member may elect pursuant to para-
graph (f) of this section, for any tax-
able year ending after August 15, 1971,
and ending after the commencement of
the lease, to treat all amounts includible
in gross income with respect to such air-
craft or vessel as income from sources
within the United States. An election
once made with respect to an aircraft or
vessel will apply to the taxable year of
the taxpayer for which made and to all
subsequent taxable years unless it is re-
voked pursuant to paragraph () (3) of
this section. A taxpayer entitled to make
an election under this section fs not re-
quired to be a United States person, un-
less otherwise required by a provision of
law not contained in the Internal Reve-
nue Code of 1954; nor is the taxpayer
required to be a bank or other financial
institution. The election provided by this
section may not be used with the primary
objective of treating losses in respect of
the aircraft or vessel as losses from
sources within the United States and in-
come and gains in respect of the afrcraft
or vessel as Income from sources without
the United States. Thus, for example, if
the rule in the immediately preceding
sentence Is violated, income In respect of
the alrcraft or vessel derived in a later
taxable year from sources without the
United States must be treated as income
from sources within the United States.
The term “United States person”, as used
in this section, shall have the meaning
assigned to it by section 7701(a) (30).

(b) Property to which the election ap-
plies—(1) In general, An election under
this section may be made only in the
case of aircraft or vessels manufactured
or constructed in the United States which
are section 38 property (as defined in
section 48 and the regulations there-
under) or would be section 38 property
but for section 48(a) (5), relating to prop-
erty used by governmental units., Except
in the case of property described in sec-
tion 48(a) (5), the aireraft or vessels must
be property which qualifies for the in-
vestment credit under section 38. Thus,
no election may be made under this sec-
tion with respect to aircraft or vessels
whieh are suspension period property as
defined in section 48(h) or which are
termination period property to which sec-
tion 49(a) applies. If the aireraft is used
predominantly outside the United States
(as determined by applying the rules of
§ 1.48-1(g) (1)), it must be registered by
the Administrator of the Federal Avia-
tion Agency and qualify under the pro-
visions of section 48(a) (2) (B) (1) and
§1.48-1(g) (2) (D). If the vessel Is used
predominantly outside the United States
(as determined by applying the rules of
§ 1.48-1(g) (1)), it must be documented
under the laws of the United States and
qualify under the provisions of section
48(a) (2) (B) (iii) and § 1.48-1(g) (2) (1D,

(2) Exclusion of certain property used
outside the United States. The term “air-
craft or vessel”, as used in this para-
graph, does not include any property
which is used predominantly outside the
United States and which qualifies as
section 38 property under—

(1) Section 48(a) (2) (B) (v), relating
to containers used in the transportation
of- property to and from the United
States,

(i) Section 48(a) (2) (B) (vi), relating
to certain property used for the purpose
of exploring for, developing, removing,
or transporting resources from the outer
Continental Shelf, or

(1i1) Section 48(a) (2) (B) (x), relating
to certain property used in international
or territorial waters.

(c) Leases or subleases to which the
election applies. An aircraft or vessel will
be considered leased to a United States
person after August 15, 1971, if the air-
craft or vessel is leased to a United States
person pursuant to a lease entered into
after August 15, 1971, for a period dur-
ing which a United States person is in
possession and control of such aircraft
or vessel. For example, If the owner of a
vessel enters into an agreement after
August 15, 1971, with a United States
person to bareboat charter such vessel
(that is, to lease the vessel without the
owner's bearing any responsibility for its
operation) to such United States person
and the United States person thereafter
enters into a subleasing agreement to
bareboat charter such vessel to a person
who {5 not a United States person, the
vessel will not be considered leased to a-
United States person for purposes of sec-
tion 861(e) because the vessel will be in
the possession and under the control of
the non-United States person. However,
if at any time such United States person
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enters into a subleasing agreement to
time tharter or voyage charter the vessel
(that is, the contract to carry cargo for
hire while bearing the responsibility of
operating the vessel) to a non-United
States person, the vessel will be consid-
ered leased to a United States person and
the election provided by section 861(e)
will be available to the owner of .the
vessel because the vessel will be in the

n and under the control of the
bareboat charterer who Is a United
States person. Section 861(e) and this
section do not apply to that part occur-
ring after August 15, 1971, of the term of
a lease entered into before August 16,
1071

(d) Income to which the election ap-
plies. An election under this section
applies to all amounts derived by the
taxpayer with respect to the aircraft or
vessel which is subject to the election,
including any gain from the sale or other
disposition of such aircraft or vessel, but
only if without regard to section 861(e)
such amounts are includible in the tax-
payer's gross Income during or after the
period of the lease. However, if by reason
of the allowance of expenses and other
deductions such gross income actually
results in a loss from sources without the
United States, the election applies so as
to treat such loss as having a source
within the United States. Moreover, I
the sale or other disposition of the air-
eraft or vessel which is subject to the
election results in a loss from sources
without the United States, such loss will
be treated as hayving a source within the
United States. However, see paragraph
(a) of this section for the prohibition
against using the election to achieve U.S,
source treatment for losses in respect of
the aircraft or vessel but foreign source
treatment for income or gains in respect
of such aircraft or vessel, See also para-
graph (e) (2) (iil) of this section for the
application of an election under this sec-
tion to the income of certain transferees
or distributees.

(e) Effect of election—<(1) In general.
An election under this section shall apply
to the taxable year for which it is made
and to all subsequent taxable years for
which amounts in respect of the aircraft
or vessel to which the election relates are
includible in gross income, unless the
election is revoked pursuant 'to para-
graph (1) (3) of this section.

(2) Certain transfers involving carry-
over of basis. (1) If an electing taxpayer
transfers or distributes an aircraft or
vessel which is subject to an election
under this section and the basis of such
alreraft or vessel in the hands of the
transferee or distributee is determined
by reference to its basis In the hands
of the transferor or distributor, whether
or not there is any amount of gain rec-
ognized to the transferor or distributor
by which basis must be increased, the
transferee or distributee will be treated
as having made an election under this
section with respect to that airoraft or
vessel, Thus, for example, if an electing
corporation distributes a vessel which is
subject to an election under this section
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to its parent corporation in a complete
liquidation described in section 332(b)
and the basis of the property in the
hands of the parent corporation is de-
termined under section 334(b) (1), re-
lating to the general rule on carryover
of basis, the parent corporation will be
required to treat all amounts includible
in gross Income with respect to the vessel
as income from sources within the
United States, unless the election is re-
voked pursuant to paragraph (£)(3) of
this section. In further illustration, if an
electing corporation distributes a vessel
which is subject to an election under
this section In a distribution to which
section 301(a) applies and the basis
of the property received Is determined
under section 301(d)(2), relating fo
basis of corporate distributees, the cor-
porate distributee will be treated as hay-
ing made an election under this section
with respect to the vessel even though
the distributee’s basis is the fair market
value of the property, as provided in
section 301(d) (2)(A). This subdivision
applies even though the transferee or
distributee is a nonresident alien indi-
vidual or foreign corporation.

(ii) If an electing taxpayer transfers
or distributes an aircraft or vessel which
is subject to an election under this sec-
tion and the basis of such aircraft or ves-
sel in the hands of the transferee or dis-
tributee is determined without reference
to its basis in the hands of the trans-
feror or distributor, the election under
this section with respect to such air-
craft or vessel will be. terminated as to
the transferee or distributee.

(ili) If an aircraft or vessel which is
subject to an election under this section
is transferred or distributed to a non-
resident alien individual or foreign cor-
poration In & transfer or distribution de-
scribed in paragraph (e)(2) (1) of this
section, the transferee or distributee will
not be treated as having made an election
under this section with respect to any
amounts which would not, by reason of
section 872(a) or 882(b) without refer-
ence to section 861(e), be includible in
the transferee’s or distributee’s gross in-
come. Moreover, in such case the election
will not cause any income (not otherwise
s0 treated) to be treated as income which
is effectively connected with the conduct
of a trade or business In the United
States.

(f) Manner and time of making or re-
voking an election—(1) Time for making
the election. The election under this sec-
tion must be made not later than the
time, including extensions thereof, pre-
scribed by law for filing the income tax
return for the first taxable year for which
the election is to apply or by March 31,
1972, whichever is later.

(2) Manner of making the election.
An election under this section must be
made by filing with the income tax re-
turn (or an amended return) for the tax-
able year referred to in paragraph (f) (1)
of this section a statement, signed by the
taxpayer, to the effect that the election
under secion 861(e) is being made. The
statement must—
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_ (1) Set forth sufficlent facts to identify
the aircraft or vessel which is the sub-
Ject of the election,

(i) State that the aircraft or vessel
was manufactured or constructed in the
United States,

(iii) State that the sircraft or vessel
is section 38 property described in
§ 1.861-9(b) which was leased to a United
States person (as defined in section 7701
(@) (30) of the Code) pursuant to a lease
entered into after August 15, 1971,

(iv) State that the electing taxpayer
is the owner of the aircraft or vessel,

(v) State the lessee of the aircraft or
vessel Is not a member of a controlled
group of corporations (as defined in sec-
tion 1563) of which the taxpayer is a
member,

(vi) Give the name and taxpayer iden-
tification number of the lessee of the air-
craft or vessel, and

(vil) State that, to the best of the tax-
payer's knowledge and belief, the aircraft
or vessel will at all times be in the pos-
session and under the control of a United
States person not described in paragraph
(£) (2) (v) of this section.

(3) Revocation—(1) Without consent
of Commissioner. A taxpayer having
made an election within the time pre-
seribed in paargraph (f) (1) of this sec~
tion may, within such time, revoke the
election without the consent of the Com-
missioner. If the taxpayer revokes the
election under this paragraph (f) (3) )
of this section without the consent of
the Commissioner, he must file an
amended income tax return, or claim for
credit or refund, where applicable, for
any taxable year to which the revocation
applies.

(i) With consent of Commissioner.
Except as otherwise provided in para-
graph (DH3) ) of this section, an
election made under this section is bind-
ing unless consent to revoke is obtained
from the Commissioner. A request to
revoke the election must be made In
writing and addresesd to the Assistant
Commissioner of Internal Revenue
(Technical), Attention: T:C:C:3, Wash-
ington, D.C. 20224. The request must in-
clude the name and address of the tax-
payer and be signed by the taxpaver or
his duly authorized representative. It
must specify the taxable vear or yvears
for which the revocation Is to be effective
and must be filed at least 90 days prior
to the time, but not including extensions
thereof, prescribed by law for filing the
income tax return for the first taxable
year for which the revocation of the
election is to be effective or by [90th day
following the date of publication in the
Feperal Recister of the regulations
under section 861(e)] whichever s
later. The request must specify the
grounds which are considered to justify
the revocation. The Commissioner may
require such additional information as
may be necessary in order to determine
whether the proposed revocation will be
permitted. Consent will generally not be
glven to revoke an election where such
revocation would result in treating gross

income with respect to the aircraft or
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vessel (including any gain from the sale
or other disposition of such aircraft or
vessel) as income from sources without
the United States where, during the pe-
riod the election was In effect, there were
losses with respect to such aircraft or
vessel treated as losses from sources with-
in the United States. A copy of the con-
sent of the Commissioner to revoke must
be attached to the taxpayer's income tax
return (or amended return) for each
taxable year affected by the revocation.

(4) Certain factors not causing a ter-
mination or revocation of election. The
fact that after the aircraft or vessel is
leased to a United States person de-
scribed in paragraph (¢) of this section
such lessee subleases the aircraft or ves-
sel to a person who is not a United States
person, as so described, will not cause
a termination or revocation of the elec-
tion made under this section with re-
spect to such aircraft or vessel. Thus, for
example, the electing taxpayer is not
relieved of any of the consequences of
making the election merely by reason of
the fact that by reason of a sublease the
alrcraft or vessel comes into the pos-
session and under the control of a person
who is not a United States person. More-
over, an election under this section is not
terminated or revoked by reason of the
fact that after the election is made the
aircraft or vessel ceases to be section 38
property described in paragraph (b)
of this section.

(5) Effect of revocation, If an election
is revoked pursuant to this paragraph,
the taxpayer shall be required to re-
compute the tax for its taxable year or
yvears for which the revocation is effec-
tive, determined without reference to
the provisions of section 861(e) (1),

(6) Supplementary information. Any
taxpayer who filed a statement of élec~
tion pursuant to § 12.1(b) of this chap-
ter (T.D. 7158, 1972-1 C.B. 210, 37 FR

16) while such section was in effect must

also file an additional statement setting
forth any additional information re-
quired by paragraph (f) (2) of this sec~
tion which was not furnished with the
carlier statement. The additional state-
ment must be flled on or before i(the
day which occurs one year after the date
of publication in the FepErAL REGISTER
of the regulations under section 861(e} ]
with the district director, or the director
of the regional service center, with whom
the election was filed and must ldentify
the election and the taxable year for
which it was made,

Pan. 3. Section 1.862 is revised by add-
ing a new subsection (¢) to section 862
and by adding a historical note to read
as follows:

§ 1.862 Swututory provisions; income
from sources without the United
States,

See. 862, Income from sources without the

United States, * * *

(¢) Cross reference. For source of amounts
attributable to certain aircraft and vessels,

see section 861(e).

(Sec. 842 as amended by sec. 314(b), Rev, Act
1971 (85 Stat, 528))
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Pan. 4. Section 1.862-1 is revised by
adding a new paragraph (¢) to read as
follows:

§ 1.862-1 Income specifically from
sources without the United Siates,

(c) Income from certain aircraft or
vessels. For provisions permitting a tax-
payer to elect to treat amounts of gross
income attributable to certain aireraft
or vessels as income from sources within
the United States which would other-
wise be treated as income from sources
without the United States under para-
graph (a) of this section, see § 1.861-9.

TEMPORARY INCOME TAX REGULATIONS
UnpeEn REVENUE AcT oF 1871

Par. 5. Section 12.1, relating to elec-
tion to treat income from certain air-
craft and vessels as income from sources
within the United States, is deleted.

[FR Doc.75-10207 Filed 7-23-75;8:45 am |

Office of the Secretary
[31CFRPart51]
FISCAL ASSISTANCE TO STATE AND
LOCAL GOVERNMENTS

Nondiscrimination Regulations

Notice is hereby given that pursuant
to the authority vested in the Secretary
of the Treasury by the State and Local
Fiscal Assistance Act of 1872 (the Reve~
nue Sharing Act), approved October 20,
1972, the Department of the Treasury
proposes to amend the nondiscrimination
regulations in Part 51 of Subtitle B of
Title 31, Code of Federal Regulations,
which became effective April 5, 1973 (38
FR 9132) for entitlement periods begin-
ning on or after January 1, 1973.

These proposed amendments would re-
sult in a reorganization and enlargement
of the nondiscrimination regulations
from their present section format to a
separately designated subpart format.
The present nondiscrimination provi-
slons would be taken out of § 51.32 and
placed in & new Subpart E which would
then be entirely devoted to nondiscrimi-
nation regulations, Current subparts E
and F would be redesignated F and G
respectively and sections thereof renum-
bered accordingly.

These amendments would make more
comprehensive the examples of prohib-
ited discriminatory conduct in programs
and activities funded with revenue shar-
ing funds. Specifically, these amend-
ments address the subjects of employ-
ment and sex discrimination.

Proposed §51.53 identifies those as-
pects of employment sctivity which are
subject to scrutiny under the regulations,
Also the recipient governments are ad-
vised that the Office of Revenue Sharing
intends to make use of the Guldelines
on Employee Selection Procedures which
have been Issued by the Equal Employ~
ment Opportunity Commission (29 CFR
Part 1607). Finally, notice Is given that
the Office of Revenue Sharing intends to
schedule compliance reviews by giving

priority to jurisdictions which show a
significant disparity between the per-
centage of minority persons in the work
force and the percentage of minority per-
sons employed in the applicable pro-

grams.

Section 51.54 sets forth examples of
prohibited discriminatory conduct based
on sex. Specifically, employment areas
especially vulnerable to sex discrimina-
tion are identified, such as recruitment,
advertisement, job policies and practices,
and marital or parental status, This sec-
tion also advises recipient governments
that the hiring of a member of one sex
is not prohibited if sex is a bona fide
occupational gualification. However, the
regulations make clear that this exemp-
tion will be strictly construed by the
Office of Revenue .

Proposed §51.55 on assurances is o
revision of the current assurances regu-
lation (§51.32(c)). It has been made
more detailed in order to advise recipient
governments of the method that will
regulate those recipient governments
which, in the judgment of the Director,
need to provide detailed information and
evidence of thelr capacity to comply with
the assurances requirement.

Finally, proposed regulation § 51.32(f)
which was published in the FzpEraL
RecisTER on February 5, 1975 (40 FR
5370), is being republished as proposed
rulemaking. This is being done in order
to allow citizen groups, civil rights or-
ganizations, recipient governments, and
others who had previously been asked
to comment solely on proposed § 51.32(1)
an opportunity to re-examine that pro-
posed regulation in conjunction with the
other amendments and specifically in
conjunction with proposed §51.55 on
aAssurances.

Before these proposed amendments
are adopted, consideration will be given
to any written comments or suggestions
which are received on or before Au-
gust 21, 1975. Written comments should
be made In triplicate and addressed to
the Director, Office of Revenue Sharing
(Symbols CC), Department of the Treas-
ury, Washington, D.C. 20226. Written
comments submitted in response to this
solicitation will be available to the pub-
lic upon request, unless the comments
are exempt from disclosure under the
Freedom of Information Act (6 U.S.C.
552) and the Department invokes the
applicable exemption.

These proposed regulations are issued
under the authority of the State and
Local Fiscal Assistance Act of 1972, as
amended, Title 1, Pub. L. 92-512 (31
U.S.C. Supp. IIT 1221-1263) and Treas-
wry Department Order No. 224, dated
January 26, 1973 (38 FR 3342),

Dated: July 18, 1975,

[sEAL] GrAaHAM W, Warr,
Director,
Office of Revenue Sharing.
Approved:

Eowarp C, ScaMULTS,

Under Secretary of
the Treasury.
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PART 51—FISCAL ASSISTANCE TO STATE
AND LOCAL GOVERNMENTS

A new subpart E is added to Part 51.
Current subparts E and F are redesig-
nated F and G.
rt E—Nondiscrimination in Programs
“"runmwm- Entitlement Funds
See.
651.50
5161
51.52
5153
51.54
5155
51.58
51.567
5158

Assurances requ

Compliance tnrormuou

Complaints and investigations,

Campliance reviews and affirmative
action.

51.59 Procedure for effecting compliance,

51.60

Hearing procedures,
§51.61 Jurisdiction over property,

Subpart E—Nondiscrimination in
Programs Funded With Entitiement Funds

§51.50 Purpose.

The purpose of this subpart is to effec-
tuate Sec. 122 of the Act to the end that
no person in the United States shall on
the ground of race, color, national origin,
or sex be excluded from participation in,
be denied the benefits of, or be subjected
to diserimination under any program
or activity funded in whole or in part
with entitlement funds made avallable
pursuant to subtitle A of title I of the Act,

§ 51.51 Definitions.

Unless the context requires otherwise,
as used in this the term:

(a) “Facility” includes all or any part
of structures, equipment, or other real or
personal property or interests therein,

(b) “Punded” means that entitlement
funds have been made available for ex-
penditure in a designated program or ac-
tivity through legislative action.

(c) “Program or activity” means any
function conducted by an identifiable
administrative unit of the reciplent goy-
ernment, or by any other unit of govern-
ment or private contractor recelving
entitiement funds from the recipient
government.

§5L52 Discrimination prohibited.

(a) General. No person in the United
States ghall on the ground of race, color,
national origin, or sex be excluded from
participation in, be denied the benefits
of, or be subjected to discrimination un-
der any program or activity funded in
whole or in part with entitiement funds
made avallable pursuant to subtitle A of
title I of the Act.

(b) Specific discriminatory actions
prohibited. (1) A reclipient government
shall nof; under any program or activity
to which the regulations of this subpart
apply, directly or through contractual or
other arrangements, on the ground of
race, color, national origin, or sex:

(1) Deny any service or other benefit
provided.

(if) Provide any service or other bene-
fit which is different, or is provided in a
different form from that provided to
others,

(111) Subject to segregated or separate
treatment in any facility or in eny mat-
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ter or proceéss related to receipt of any
service or benefit,

(iv) Restrict in any way the enjoyment
of any advantage or privilege enjoyed by
others recelving any service or benefit.

(¥) Treat an individual differently
from others in determining whether the
individual satisfies any admission, enroll-
ment, eligibility, membership, or other
requirement or condition which individ-
uals must meet in order to be provided
any service or other benefit,

(vi) Deny an opportunity to partic-
ipate In a program or activity as an em-
ployee.

(vil) Deny an equal opportunity to
participate as appointed members of
planning or advisory bodies in connec-
tion with the disposition of entitlement
funds.

(2) A recipient government may not
utilize criteria or methods of adminis-
tration which have the effect of : (1) Sub-
jecting individuals o discrimination on
the basis of race, color, ndtional origin,
or sex; (ii) perpetuating the results of
past discriminatory practices; or (iil)
defeating or substantially impairing ac-
complishment of the objectives of the
program or activity with respect to in-
dividuals of & particular race, color, na-
tional origin, or sex.

(3) A recipient government may not,
with respect to any program or activity
to which this subpart applies, make se-
lections of site or location of facilities
which have the effect of: (i) excluding
individuals from such facilities; 1D
denving the individusls the benefits of
such facilities; or (i) subjecting in-
dividuals using the [facilities to dis-
crimination on the ground of race, color,
national origin, or sex.

(4) Recipient governments are en-
couraged to take action with entitlement
funds to ameliorate an imbalance in
services or facilities provided to any geo-
graphic area or specific group in order
to overcome the effects of prior dis-
criminatory practice or usage.

(5) The enumeration of specific forms
of prohibited discrimination in this
paragraph does not limit the generality
of the prohibition in paragraph (a) of
this section.

§ 51.53 Employment.

(a) Employment practices, In any pro-
gram or activity funded in whole or in
part with entitlement funds, a recipient
government may not (directly or indi-
rectly through contractual or other ar-
rangements) subject any individual to
diserimination on the ground of race,
color, national origin, or sex in its em-
ployment practices. These practices in-
clude recruitment, recrulitment advertis-
ing, hiring, layofl, termination, upgrad-
ing, demotion, transfer, rates of pay or
other forms of compensation, and use of
facilities.

(b) Employee selection procedures.
The Equal Employment Opportunity
Commission, In carrying out its responsi-
bilities in ensuring compliance with title
VII of the Civil Rights Act of 1964, has
published Guidelines on Employee Selec-
tion Procedures (20 CFR Part 1807) to
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assist In establishing and maintaining
equal employment opportunities. Among
other things, these Guidelines forbid the
use of employee selection practices, pro-
cedures, and devices (such as tests, mini-
mum educational levels, oral interviews
and the like) which have not been shown
by the user thereof to be related to job
performance and which tend to dis-
qualify a disproportionate number of
minority individuals or women for em-
ployment, Recipient governments using
selection procedures which are not in
conformity with the EEOC Guidelines
shall, upon request of the Secretary, set
forth the specific areas of nonconform-
ity, the reasons for any such noncon-
formity, and, if necessary, the actions
the recipient government will take to
correct any existing deficiency,

(¢) Self-evaluation, Recipient govern-
ments are expected to conduct a con-
tinuing program of self-evaluation to
ascertain whether any of their recruit-
ment, employee selection, or promotional
policies (or lack thereof) directly or in-
directly have the effect of denying equal
emplovment opportunities to minority
{ndividuals or women,

(d) Employment compliance reviews.
Combliance reviews of reciplent govern-
ments will be scheduled by the Office of
Revenue Sharing, giving priority to any
recipient government programs funded
with entitlement funds which show a sig-
nificant disparity between the percentage
of minority persons in the work force
and the percentage of minority em-
ployées in the applicable programs.

§ 5154

(a) Genergl. No person shall, on the
basls of sex, be excluded from participa-
tion in, be denfed the benefits of, or be
subjected to discrimination in recruit-
ment, hiring, or emnloyment, whether
full-time or part-time, under any pro-
gram or activity funded In whole or In
part with entitlement funds,

(b) Recrunitment and advertisement.
(1) Recipient governments engaged In
recruiting activity must recruit employ-
ees of hoth sexes for all jobs,

(2) Advertisement in newspapers and
other media for employment must not
express a sex preference, The placement
of an advertisement in columns headed
“Male” or “Femnale” will be considered
to be a discriminatory limitation.

(3) A recipient government shall not
recruit primarily or exclusively at en-
tities which furnish as applicants only or
predominantly members of one sex {f
such recrultment has the effect of dis-
eriminating on the basis of sex.

(e) Job policies and practices, (1) Em-
ployees of both sexes shall have an equal
opportunity to any available job that he
or she is qualified to perform.

(2) Recinient governments must not
make any distinction based upon sex in
employment opportunities, wages, hours
or other conditions of employment. In
the arca of employer contributions for
insurance, pensions, welfare programs
and other fringe benefits, the recipient
governments will be required to justify
any difference between the contribution

Sex diserimination,
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of men and women or any difference be-
tween the resulting benefits to men and
women as not an arbitrary distinction
based on sex.

(3) Any distinction between married
males and married females and any dis-
tinction between unmarried males and
unmarried females will be considered to
be a distinction made on the basis of sex.
Similarly, a recipient government must
not deny employment to women with
voung children unless it has the same
exclusionary policies for men; or termi-
nate an employee of one sex in & par-
ticular job classification upon reaching
a certain age unless the same rule is ap-
plicable to persons of the opposite sex.

(4) A recipient government may not
refuse to hire men or women, or deny
men or women & particular job because
there are no separate restrooms or other
separate facilities. The recipient govern-
ment’s policies and practices must assure
that appropriate facilities are available
for use by both sexes.

(5) Recipient governments may not
deny any employee the right to any job,
which the employee is qualified to per-
form, in reliance upon a State “protec-
tive” Iaw that does not apply equally to
both sexes.

(6) A recipient government shall not:

(1) Classify a job as being for males or
for females; or

(ii) Maintain or establish separate
lines of progression, seniority lists, career
ladders, tenure, systems, position descrip-
tions or job requirements which are based
on sex or which classify persons on the
basis of sex.

(d) Marital or parental status. In any
program or activity funded {n whole or in
part with entitlement funds:

(1) Family status, A reciplent govern-
ment shall not treat any employee or ap-
plicant for employment differently on the
basis of sex in any employment action or
policy because of the employee's or appli-
cant's marital status or status as a par-
ent, head of household, or principal fam-
ily wage earner. Such action may also
not be taken with respect to pregnancy
unless the reciplent government can
demonstrate that pregnancy prevents
adequate performance of the job.

(2) Pregnancy as a temporary disabil-
ity. A reciplent government shall treat
pregnancy, childbirth, false pregnancy,
termination of pregnancy, and recovery
therefrom and any temporary disability
arising therefrom in the same manner as
it treats any other temporary disability
for all job related purposes. The term
“job related purposes” includes com-~
mencement, duration and extensions of
leave, payment of disability income, re-
instatement or termination of employ-
ment, reinstatement pay rate and posi-
tion, fringe benefits, accrual of seniority
or other benefit of service, and promo-
tion,

(@) Sex as a bona fide occupational
qualification. Nothing in these regula-
tions shall prohibit the hiring of em-
ployees of one sex if sex is a bona fide oc-
cupational qualification. However, there
are only limited instances which would
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justify the exclusion of all men or all
women from any given job, Further, the
burden of demonstrating that sex is a
bona fide occupational qualification for a
given job rests on the recipient gavern-
ment.

§51.55 Assurances required.,

(a) General. In order to qualify for
any payment for any entitlement period,
each Governor of a State or each chief
executive officer of a unit of local gov~
ernment shall, prior to the beginning of
each entitlement period, execute to the
satisfaction of the Secretary an assur-
ance that all programs to be funded in
whole or in part with entitlement funds
will be conducted in compliance with the
requirements of this subpart. Assurances
required under this paragraph shall be
submitted pursuant to §51.10(b) and
shall be In such form and detail as pre-
scribed by the Secretary.

(b) Failure to comply. Any recipient
government which fails to comply with
paragraph (&) of this section shall have
its entitlement payments withheld for
the applicable entitlement period. Any
recipient government to which a deter-
mination of noncompliance with para-
graph (a) of this section has been made
shall be entitled to notice and opportu-
nity for hearing. However, notwithstand-
ing §5159, no payments shall be
made for the applicable entitlement pe-
riod pending the ‘outcome of such
hearing,

§51.56 Compliance information and re-
ports,

(a) Access to sources of injormation.
Each recipient government shall permit
access by authorized representatives of
the Office of Revenue Sharing during
normal business hours to such of its fa-
cilities, books, records, accounts, person-
nel, and other sources of information as
may be relevant to a determination of
whether the recipient government is com-
plying with this subpart. Where any in-
formation required of a recipient govern-
ment is in the exclusive possession of any
other agency, institution, or person and
such agency, institution, or person fails
or refuses to furnish this information,
the recipient government shall so certify
in its report and shall set forth what
efforts it has made to obtain the infor-
mation.

(b) Compliance reports. Each recip-
fent government shall keep such records
and submit on request of the Secretary
timely, complete and accurate compli-
ance reports at such times, in such form,
and containing such information, as the
Secretary may determine to be necessary
or useful to enable the Office of Revenue
Sharing to ascertain whether the recip-
fent government has complied or is com-
plying with this subpart. Recipient gov-
ernments shall make available on re-
quest of Office of Revenue Sharing offi-
clals racial, ethnic, male/female, and na-
tional origin data showing the extent to
which minorities and females are or will
be beneficiaries of entitlement funds. In
the case of any program under which a
-

primary recipient government extends or
will extend entitlement funds to any
other secondary recipient, such second-
ary reciplent shall submit such compli-
ance reports to the primary recipient as
may be necessary or useful to enable the
primary recipient to carry out its obli-
gations as a recipient government under
this subpart. Each recipient government
shall identify, on request of the Office of
Revenue Sharing, any State or local
agency which has been legally authorized
u‘) mﬂmr {ts civil rights compliance ac-
tiv: .

§ 51.57 Complaints and investigations.

(a) Complaints. Any person who be-
lieves himself or herself, or any class of
persons who believe themseives to be sub-
jected to diserimination prohibited by
this subpart, may personally or by a rep-
resentative flle with the Secretary a writ-
ten statement setting forth the nature
of the discrimination alleged and the
facts upon which the allegation is based.
No representative of a recipient govern-
ment nor any of its agencies shall intimi-
date, threaten, coerce, or discriminate
against any person or class of persons be-
cause of testimony, assistance, or partici-
pation in an investigation, proceeding,
or hearing under this subpart,

(b) Investipations. The Secretary shall
advise the chief executive officer of the
recipient government of any complaint
received pursuant to paragraph (a). If
the Secretary has reason to believe that
the complaint shows that a recipfent gov-
ernment has failed to comply with the
provisions of this subpart, he will cause
& prompt investigation to be made by the
Office of Revenue Sharing, or other ap-
propriate Federal or State agency, of the
program or activity concerned, Such in-
vestigation may be made, if necessary,
with the assistance of complainants or of
the recipient government.

§ 51.5.8 Compliance reviews and affirma-
tive action.

(a) Compliance reviews. The Secretary
shall monitor and determine compliance
of reciplent governments with the re-
quirements of this subpart and of the
Act. Compliance reviews will be under-
taken from time to time, as appropriate,
at the discretion of the Secretary.

(b) Afirmative action. Any recipient
government which is found to be in vio-
lation of this subpart must take reason-
able steps to remove or overcome the
consequences of such discrimination
where a practice or usage has in purpose
or effect tended to exclude individuals
from participation in, deny them the
benefits of, or subject them to discrimi-
nation under any program or activity to
which this subpart applies, on the
ground of race, color, national origin, or
sex,

§5L59 Procedure for effecting compli-
nance.

(8) General, Whenever the Secretary
determines that a recipient government
has failed to comply with this subpart,
he shall notify the chief executive officer
of the recipient government and the
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Governor of the State in which the gov-
ernment is located of the noncompliance
and shall request the Governor to se-
cure compliance, If, within a reasonable
period of time not to exceed 60 days, the
Governor falls or refuses to secure com-
pliance, the Secretary is authorized:

(1) To refer the matter to the Attor-
ney General of the United States with a
recommendation that an sappropriate
civil action be instituted;

(2) Tp initiate an administrative hear-
ing pursuant to the powers and functions
provided by title VI of the Civil Rights
Act of 1964 (42 U.S.C. 2000d) ; or

(3) To take such other action as may
be provided by law.

(b) Administrative hearing. An order
of an administrative law judge to with-
hold temporarily, to repay, or to forfeit
entitiement funds will not become effec-
tive until:

(1) There has been an express finding
on the record, after notice and oppor-
tunity for hearing, of a failure to com-
ply with a requirement of this subpart.

(2) At least 10 days have elapsed from
the date of the order of the administra-
tive law judge. During this period addi-
tional efforts will be made to assist the
recipient government to comply with
this subpart and to take appropriate cor-
corrective action,

(3) Thirty days have elapsed after the
Secretary has flled with the Committee
on Government Operations of the House
of Representatives and the Committee
on Finance of the Senate a full written
report of the circumstances and the
grounds for such action, The time limita-
tion of subparagraphs (2) and (3) can
run concurrently,

(4) The Secretary has notified the re-
cipient government that, in addition to
whatever sanctions have been Imposed
by the administrative law judge, the Of-
fice of Revenue Sharing shall withhold
payment of all entitiement funds until
such time as the reciplent government
complies with the order of the adminis-
trative law judge. Further, the amount
of the forfeiture or repayment of entitle-
ment funds, if any, will be limited to the
program or activity in which the non-
compliance has been found. Such funds
shall be collected by a downward adjust-
ment to future entitlement payments
and will be deposited in the general fund
of the Treasury. If the Secretary deter-
mines that adjustment to future entitle-
ment payments is impracticable, he may
refer the matter to the Attorney General
for appropriate civil action to require
payment of such amount to the United
States,

(¢) Withholding pursuant to court ac~
tion, The Secretary may immediately
withhold the payment of entitlement
funds to a reciplent government pend-
ing the entry of an affirmative action
order by a Federal court if:

(1) A violation of the nondiscrimina-
tion provision of this subpart or the Act
(Sec. 122) was alleged In the complaint
before the court;

(2) The court finds that the recipient

government has violated the nondis-
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crimination provision of this subpart or
the Act; and

(3) The question of withholding has
not been resolved by the court.

(d) Action by Attorney General. Noth-
ing in these regulations is intended to
preclude the. United States, in a civil
action initiated by the Attorney General
of the United States pursuant to § 122(c)
of the Act, from seeking, or a court from
granting, an order to require the repay-
ment of funds previously paid under the
Act, or an order that the payment of
funds under the Act be terminated or
withheld. In addition, the Secretary may
initiate the procedure provided for in
paragraph (a) (2) of this section against
& recipient government which has been
named as a defendant in such civil
action if it is the Secretary’s judgment,
after consultation with the Attorney
General, that an administrative with-
holding of entitlement funds is an ap-
propriate measure to ensure compliance
with this subpart.

£ 5160 Hearing ptoccdurec.

Whenever a procedure which requires
notice and opportunity for a hearing is
invoked by the Secretary to effect com-
pliance under this subpart, the proce-
dural regulations promulgated in sub<
part G of this part shall govern.

§ 51.61 Jurisdietion over property.

The Office of Revenue Sharing shall
have jurisdiction over any program or.
activity for purposes of this subpart for
as long as & recipient government retains
ownership or possession of any real or
personal property or any interest therein,
which was purchased in whole or in part
with entitlement funds for the appli-
cable program or activity. Further, if
such property is transferred to another
party, the Office of Revenue Sharing will
retain Jurisdiction over the recipient
government for purposes of this subpart
for as long as the property is used to
provide benefits similar to those which
were provided by the property before
the transfer.

[PR Doc.75-10210 Filed 7-21-75;11:28 am|

DEPARTMENT OF JUSTICE

Office of the Secretary
[2BCFRPart0]
[Order No. 612-75)

DISTRICT OF COLUMBIA CORRECTIONAL
INSTITUTIONS

Confinement of Persons

The United States District Court for
the District of Columbia having held that
a delegation of authority made by the
Attorney General on October 1, 1974 con-
stitutes rulemaking subject to the provi-
gions of 5 US.C. 553, the Department of
Justice proposes to reissue the substance
of that delegation of authority concern-
ing furlough programs of the District of
Columbia Department of Corrections,
and Invites public comment thereon.
Pending comments, the District Court
has held, in “Milhouse v. Levi,” Civ. No.
74-1566 (July 8, 1975), that the delega-
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tion of autl.ority dated October 1, 1974
remains in effect.

‘Written comments should be addressed .
to the Assistant Attorney General, Office
of Legal Counsel, Department of Justice,
10th & Constitution Avenue, NW., Wash-
ington, D.C, 20530. Comments should be
submitted by the thirtieth day following
the date of this publication. No oral
hearings are contemplated.

By virtue of the authority vested in me
by the Act of September 1, 19186, 39 Stat.
711 (D.C, Code zection 24-402), by sec-
tion 11 of the Act of July 15, 1932, as
added by the Act of June 6, 1940, 54 Stat.
244 (D.C. Code section 24-425), and by
the Act of September 10, 1965 (18 US.C.
4082), (o) the Mayor of the District of
Columbia or his authorized representa-
tive Is hereby authorized to transfer such
prisoners as may be in his custody and
supervision, by virtue of having been
placed in a correctional institution of the
District of Columbia pursuant to the au-
thority of the Attorney General, from
such institution to any avallable, suitable,
or appropriate institution or facility (in-
cluding a residential community treat-
ment center) within the District of Co-
lumbia, and the Mayor or his authorized
representative is further authorized to
extend the limits of the place of confine-
ment of such prisoners for the purposes
specified, and within the limits estab-
lished, by the Act of September 10, 1965
(18 US.C.4082).

(b) With respect to a prisoner con-
victed of a crime of viclence who is not
within six months of a firm date of
release from confinement, the authority
conferred by subsection (a) shall be ex-
ercised only in exceptional circumstances
and only upon written justification and
approval of the Director of the District
of Columbia Department of Corrections
personally, Prior to the exercise of au-
thority under this subsection, notice and
justification of transfers or extensions
of the limits of confinement shall be pro-
vided to the Mayor.

{¢c) With respect ta all other prisoners,
the authority conferred by subsection
(a) may be exercited by an authorized
representative designated by the Mayor.

(d) _As used In this Order “crime of
violence™ means murder, manslaughter,
rape, kidnapping, robbery, burglary, as-
sault with intent to kill, assault with in-
tg\bt to rape, or assault with intent to

Dated: July 21, 1975,

Epwanp H. Levr,
Attorney General.

[FR Doc.75-10226 Flled T-23-75;8:45 am ]

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
[7CFR Part 948 ]
IRISH POTATOES GROWN IN COLORADO,
AREA NO. 3

Proposed Expenses and Rate of
Assessment

Consideration Is being given to au-
thorizing the Area No, 3 Committee to
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spend $1,961 for its operations during the
fiscal period ending June 30, 1976, and
to collect one-half cent per hundred-
weight on assessable potatoes handled
by first handlers under the program.

The committee is the administrative
agency established under Marketing
Agreement No. 97 and Order No. 948,
both as amended (7 CFR Part 948),
regulating the handling of Irish potatoes
grown in the State of Colorado. This
program is effective under the Agri-
cultural Marketing Agreement Act of
1937, as amended (7 U.S.C. 601 et seq.).

All persons who desire to submit writ-
ten data, views, or arguments in connec-
tion with these proposals shall file the
same, in duplicate, with the Hearing
Clerk, Room 112-A, U.S. Department of
Agriculture, Washington, D.C. 20250, not
later than August 7, 1975. All written
comments will be made available for
public inspection at the office of the
Hearing Clerk during regular business
hours (7 CFR 1.27(b)).

The proposal is as follows:

§ 948.274 Expenses and rate of assess-
ment.

(a) The reasonable expenses that are

likely to be Incurred during the fiscal |

period ending June 30, 1976, by the Area
No. 3 Committee for its maintenance and
functioning, and for such purpose as the
Secretary determines to be appropriate
will amount to $1,961.

(b) The rate of assessment to be pald
by each handler in accordance with this
part shall be $0.005 per hundredweight or
equivalent quantity of assessable pota-
toes handled by him as the first handler
during the fiscal period.

(c) Unexpended Income in excess of
expenses for the fiscal period may be
carried over as a reserve to the extent
authorized in § 948.78.

(d) Terms used in this section have
the same meaning as when used in the
marketing agreement and this part.

Dated: July 21, 1975.

CHARLES R. BRADER,
Deputy Director, Fruit and
Vegelable Dibvision, Agricul-
tural Marketing Service. ~

[FR Doc.75-10208 Filed 7-23-75:8:45 am|

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

[21CFRPart1]
[Docket No. 75P-0080]

FROZEN DESSERTS AND DAIRY
PRODUCTS

Proposed Amendment to Exemption From
Label Requirements

In the Feoeran RecisTer of June 25,
1975 (40 FR 26682), the Commissioner of
Food and Drugs issued a proposal to
exempt conditionally certain frozen des-
serts and milk products packaged in cy~
lindrical containers with separate lids
from the placement requirements of
§1.8d for the iInformation required by

PROPOSED RULES

§1.8a (name and place of business),
§ 1.10 (ingredient statement), and § 1.17
(nutrition labeling). The Commissioner
is amending that proposal to include
additional food products. Comments
concerning the proposal as amended
herein may be filed with the Hearing
Clerk, Food and Drug Administration,
Rm. 4-65, 5600 Fishers Lane, Rockville,
llvg'l) 20852 on or before September 22,
5.

The Commissioner's proposal was
based on a petition submitted by the
Milk Industry Foundation (MIF) and
the International Association of Ice
Cream Manufacturers (TAICM), Wash-
ington, DC. Subseguent to the publica-
tion of the proposal, in a letter dated
June 27, 1975 (on file with the Hearing
Clerk), the MIF and IAICM advised the
Food and Drug Administration that,
through an oversight, their petition
failed to provide for certain products for
which the exemption is most urgently
needed, namely, cottage cheese dry curd
(§ 19.525), lowfat cottage cheese (§ 19.-
531), cottage cheese (§19.530), and yo-
gurt and yogurt products. The MIF and
IAICM requested that the proposal be
amended to include these products,

The Commissioner has considered the
request of the MIF and IAICM and is
proposing that any exemption that may
be adopted in this matter will apply
equally to these additional products.

Interested persons were invited to
submit comments on the June 25, 1975
proposal on or before August 25, 1975.
The Commissioner is extending that
time to September 22, 1975, for the fil-
ing of comments on the proposal as
amended herein.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs, 201, 403,
T01¢a), 52 Stat. 1040-1042 as amended,
1047-1048 as amended, 1055 (21 US.C,
321, 343, 371(a))) and under authority
delegated to him (21 CFR 2.120), the
Commissioner proposes that §1.8d be
further amended by revising new para-
graph (d)(2), which was proposed on
June 25, 1975 (40 FR 26682), to read as
follows:

§ 1.8d Food

pancl,
- -

labeling:

information

(d) .

(2) Any of the foods listed iIn § 1.1c
(a) (62 (1), § Llcta)(T) (1), §19.525 (cot-
tage cheese dry curd), § 19.530 (cottage
cheese), § 19.531 (lowfat cottage cheese),
and yogurt and yogurt products, when
packaged in a cylindrical or nearly cy-
lindrical container consisting of a sepa-
rate lid and body and bearing nutrition
labeling pursuant to § 1.17, and the lid
is designed as a principal display panel,
shall be exempt from the placement re-
quirements of this section in the follow-
ing respects:

Interested persons may, on or before
September 22, 1975, submit to the Hear-
ing Clerk, Food and Drug Administra-
tion, Rm. 4-65, 5600 Fishers Lane, Rock-
ville, MD 20852, written comments re-

garding this proposal. Comments shall be
filed in quintuplicate (except that indi-
viduals may submit single coples) and in
accordance with the requirements of Part
2 (21 CFR Part 2) as published and dis-
cussed in detail in the FepeRAL REGISTER
of May 27, 1975 (40 FR 22949), and shall
be identified with the Hearing Clerk
docket number found in brackets in the
heading of this document. Received com-
ments may be seen in the above office
Monday through Friday, from 9 am. to
4 p.m., eastern standard or daylight sav-
Ing time, whichever is effective at the
time, except on Federal legal holidays.

Dated: July 18, 1975.
Sam D, FInE,
Associate Commissioner
Jjor Compliance,
| FR Doc.75-10199 Piled 7-23-76;8:45 am|

[21 CFRPart25]
[Docket No. 76N-0120]

DRESSINGS FOR FOOD
Revision of Standards

The Commissioner of Food and Drugs,
on his own initiative, proposes to revise
the standards of identity for mayonnaise,
french dressing, and salad dressing in
§§25.1, 25.2, and 25.3 (21 CFR 25.1, 25.2,
and 25.3) respectively.

The proposed amendments would: (1)
Require Iabel declaration of ingredients:
(2) allow the use of functional classes
of safe and suitable ingredients that
would not modify the fundamental char-
acterizing properties of the foods; and
(3) revise and update the format of the
standards. Interested persons have until
September 22, 1975 to comment.

All ingredients in these three stand-
ardized foods are optional ingredients,
e.g., while salad dressing must not be
less than 30 percent by weight vegetable
oil, a manufacturer has the option of
employing any particular safe and suit-
able vegetable oil(s) that he prefers to
use, such as corn oll, soybean oil, ete. As
stated in § 3.88 (21 CFR 3.88), the Com-
missioner has determined that “There
is significant consumer interest that the
labels of standardized foods bear com-
plete information of the ingredients con-
tained in the food" and accordingly, “The
Food and Drug Administration intends
to amend the definitions and standards
of identity of food by setting into motion
as rapidly as possible the provisions of
section 401 of the act (21 US.C. 341) to
require label declaration of all optional
ingredients with the exception of op-
tional spices, flavorings, and colorings
which may continue to be designated as
such without specific ingredient declara-
tion.” Pursuant to the policy enunciated
in § 3.88, the Commissioner is proposing
to amend these standards of identity to
require label declaration of all ingredi-
ents except spices, flavorings, and color-
ings which may be declared generically

The Commissioner, in the FgoeraL
REeGIsTER of May 15, 1974 (39 FR 17304),
promulgated a definition of ‘“safe and
suitable” food ingredients in § 10.I(d)
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(21 CFR 10.1(d)). The Commissioner
has determined that, in promulgating a
standard of identity, it is often practic-
able to authorize a functional class of
“safe and suitable” ingredients that may
be used, e.g., safe and suitable nutritive
sweeteners, rather than listing each such
optional ingredient by name, Such a
practice benefits the consumer by allow-
ing & manufacturer to select less expen-
sive ingredients which are equally ap-
propriate for a functional purpose and
eliminates the need continually to amend
standards to specify new ingredients that
may be employed. The amendments pro-

require that all ingredients be
“safe and suitable” and, where practic-
able, authorize use of functional classes
of safe and suitable ingredients, Where
applicable, functional terminology estab-
lished by §121.1(0) (21 CFR 121.1(0)),
published in the FEpERAL RECISTER of
September 23, 1974 (39 FR 34173), is
employed in the proposed amendments.

The standard of identity for french
dressing In §25.2 has already been
amended to provide for optional use of
gafe and suitable color additives and to
require label declaration of ingredients
used in the food, by a regulation pub-
lished in the FepEraL RecisTer of Novem-
ber 8, 1974 (39 FR 39554).

All three standards are now being pro-
posed for revision so that, to the extent
practicable, ‘all standardized dressings
for food will be subject to the same regu-
latory scheme.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 401, 701
(e), 52 Stat. 1046 as amended, 70 Stat,
919 as amended by 74 Stat. 398 (21 US.C,
341, 371(e))) and under authority dele-
gated to the Commissioner (21 CFR
2.120), it is proposed that Part 25 be
amended by revising §§ 25.1, 25.2, and
25.3 to read as follows:

£ 25.1 Mayvonnaise, mayonnaise dress-
ing: identity; label statement of in-
gredients,

(a) Description. Mayonnaise, mayon-
naise dressing, is the emulsified semisolid
food prepared from vegetable oil(s), one
or both of the acidifying ingredients
specified in paragraph (b) of this section,
and one or more of the egg yolk-contain-
ing ingredients specified In paragraph
(¢) of this section. One or more of the
ingredients specified in paragraph (d) of
this section may also be used. The vege-
table o0il(s) used may contain an optional
crystallization inhibitor as specified in
paragraph (d) (7) of this section, All the
ingredients from which the food is fab-
ricated shall be safe and suitable.
Mayonnaise contains not less than 656
percent. by weight of vegetable oil.
Mayonnaise may be mixed and packed
in an atmosphere in which air is replaced
in whole or in part by carbon dioxide or
nitrogen.

(b) Acidifying ingredients. (1) Any
vinegar or any vinegar diluted with water
to an acidity, calculated as acetic acid, of
not less than 2% percent by welght, or
any such vinegar or diluted vinegar
mixed with the additional optional acldi-
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fying Ingredient citric acid, as specified
in paragraph (d) (6) of this section. For
the purpose of this paragraph, any blend
of two or more vinegars is considered to
be a vinegar,

(2) Lemon juice and/or lime juice in
any appropriate form, which may be
diluted with water to an acidity, calcu-
lated as citric acid, of not less than 2%
percent by weight. =

(¢) Egg yolk-containing ingredients.
Liquid egg yolks, frozen egg yolks, dried
egg yolks, liquld whole eggs, frozen
whole eggs, dried whole eggs, or any one
or more of the foregoing ingredients
listed in this paragraph with liquid egg
white or frozen egg white.

(d) Other optional ingredients, The
following optional ingredients may also
be used:

(1) Salt, .

(2) Nutritive carbohydrate sweeteners.

(3) Any spice (except saffron or tur-
meric) or natural flavoring, provided it
does not impart to the mayonnaise a
color simulating the color imparted by
egg yolk,

(4) Monosodium glutamate,

(5) Sequestrant(s), including but not
limited to calcium disodium EDTA (cal-
cium disodium ethylenediaminetetra-
acetate) and/or disodium EDTA (diso-
dium ethylenediaminetetraacetate), may
be used to preserve color and/or filavor.

(8) Citric acid in an amount not
greater than 25 percent of the weight
of the acids of the vinegar or diluted
vinegar, calculated as acetic acid.

(7) Crystallization inhibitors, includ-
ing but not limited to oxystearin, lecithin,
or polyglycerol esters of fatty acids.

(¢) Nomenclature. The name of the
food is “mayonnaise” or “mayonnuise
dressing.”

(f) Label declaration of ingredients.
Each of the ingredients used in the food
shall be declared on the label as re-
quired by the applicable sections of Part
1 of this chapter.

§25.2 French dressing, identity: label
statement of ingredients,

(a) Deseription. French dressing is the
separable liquid food or the emulsified
viscous fluid food prepared from vege-
table oll(s) and one or both of the acid-
ifying ingredients specified in paragraph
(b) of this section. One or more of the
ingredients specified in paragraph (¢) of
this section may also be used. The vege-
table oil(s) used may contain an optional
crystallization inhibitor as specified in
paragraph (¢)(11) of this section. All
the ingredients from which the food is
fabricated shall be safe and suitable.
French dressing contains not less than
35 percent by weight of vegetable oil,
French dressing may be mixed and
packed In an atmosphere in which air
is replaced in whole or in part by carbon
dioxide or nitrogen.

(b) Acidifying ingredients, (1) Any
vinegar or any vinegar diluted with
water, or any such vinegar or diluted
vinegar mixed with the additional op-
tional acidifying ingredient citric acid,
as specified in paragraph (¢) (9) of this
section. For the purpose of this para-
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graph, any blend of two or more vinegars
is considered to be a vinegar.

(2) Lemon juice and/or lime juice in
any appropriate form, which may be di-
luted with water,

(¢c) Other optional ingredients. The
following optional ingredients may also
be used:

(1) Salt.

(2) Nutritive carbohydrate sweeten-
ers.

(3) Spices and/or natural flavorings,

(4) Monosodium glutamate.

(5) Tomato paste, tomato puree, cat-
sup, sherry wine.

(6) Eggs and ingredients derived from

eggs.

(7) Color additives that will impart
the color traditionally expected.

(8) Stabllizers and thickeners to which
caleium carbonate or sodium hexameta-
phosphate may be added. Dioctyl sodium
sulfosuccinate may be added In accord-
ance with § 121.1137 of this chapter.

(9) Citric acid, in an ua%mt not
greater than 25 percent of " weight
of the acids of the vinegar or diluted
vinegar calculated as acetic acid.

(10) Sequestrant(s), including but not
limited to calcium disodium EDTA (cal-
clum disodium ethylenediaminetetra-
acetate) and/or disodium EDTA (diso-
dium ethylenediaminetetraacetate), may
be used to preserve color and/or flavor,

(11) Crystallization inhibitors, in-
cluding but not limited to oxystearin,
lecithin, or polyglycerol esters of fatty
acids.

(d) Nomenclature. The name of the
food is “Ifrench dressing."

(¢) Label declaration of ingredients.
Each of the ingredients used in the food
shall be declared on the label as re-
quired by the applicable sections of Part
1 of this chapter.

§25.3 Salad dressing: identity; label
statement of ingredients.

(a) Description, Salad dressing is the
emulsified semisolid food prepared from
vegetable 0il(s), one or both of the acidi-
fying ingredients specified in paragraph
(b) of this section, one or more of the
egg yolk-containing ingredients specified
in paragraph (e) of this section, and a
cooked or partly cooked starchy paste
prepared as specified in paragraph (d)
of this section. One or more of the in-
gredients in paragraph (e) of this sec~
tion may also be used. The vegetable
oil(s) used may contain an optional crys-
tallization inhibitor as specified in para-
graph (e) (8) of this section. All the in-
gredients from which the food is fabri-
cated shall-be safe and suitable. Salad
dressing contains not less than 30 per-
cent by weight of vegetable oll and not
less egg yolk-containing ingredient than
is equivalent in egg yolk solids content to
4 percent by weight of liquid egg yolks,
Salad dressing may be mixed and packed
in an atmosphere in which air is replaced
in whole or in part by carbon dioxide or
nitrogen.

(b) Acidifying ingredients. (1) Any
vinegar or any vinegar diluted with
water, or any such vinegar or diluted
vinegar mixed with the additional op-
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tional acidifying Ingredient citric acid,
as specified in paragraph (e) (6) of this
section. For the purpose of this para-
graph, any blend of two or more vine-
gars is considered to be a vinegar,

(2) Lemon juice and/or lime julce in
any appropriate form, which may be
diluted with water.

(¢) Egg wolk-containing ingredients.
Liquid egg yolks, frozen egg yolks, dried
egg yolks, liquid whole eggs, frozen whole
eges, dried whole eggs, or any one or
more of the foregoing ingredients listed
in this paragraph with liquid egg white
or frozen egg white,

(d) Starchy paste. It may be prepared
from a food starch, food starch-modified,
tapioca flour, wheat flour, rye flour, or
any two or more of these. Water may be
added in the preparation of the paste.

(e¢) Other optional ingredients. The
following optional ingredients may also
be used.

(1) Salt.

(2) Ngrmve carbohydrate sweeten-
ers,

(3) Any spice (except saffron or tur-
meric) or natural flavoring, provided it
does not impart to the salad dressing a
color simulating the color imparted by
egg yolk, . .

(4) Monosodium glutamate,

(5) Stabilizers and thickeners. Dioctyl
sodium sulfosuccinate may be added in
accordance with § 121.1137 of this chap-
ter,

(6) Citric acid may be used in an
amount not greater than 25 percent of
the weight of the acids of the vinegar
or diluted vinegar calculated as acetic
acid.

(7) Sequestrant(s), including but not
limited to calcium disodium EDTA (cal-
clum disodium ethylenediaminetetraace-
tate) and/or disodium EDTA (disodium
ethylenediaminetetraacetate), may be
used to preserve color and/or flavor.

(8) Crystallization inhibitors, includ-
ing but not limited to oxystearin, leci-
thin, or polyglycerol esters of fatty acids.

(f) Nomenclature. The name of the
food is “salad dressing."

(g) Label declaration of optional in-
gredients. Each of the ingredients used
in the food shall be declared on the label
as required by the applicable sections
of Part 1 of this chapter,

Interested persons may, on or before
September 22, 1975, submit to the Hear-
ing Clerk, Food and Drug Administra-
tion, Rm. 4-65, 5600 Fishers Lane, Rock-
ville, MD 20852, written comments re-
garding this proposal. Comments shall
be filed in quintuplicate and shall be
identified with the Hearing Clerk docket
number found in the document heading.
Received comments may be seen in the
above office during working hours, Mon-
day through Friday.

Dated: July 17, 1975,

RoBERT M. SHAFFNER,
Acting Director,
Bureau of Foods.

[FR Doc.76-10201 Filod 7-23-75;8:45 am]
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DEPARTMENT OF LABOR
Occupational Safety and Health
Administration

[ 29 CFR Parts 1910, 1915, 1916, 1917,
1918, 1926 ]

{Docket No. H-001]
STANDARD FOR WORK IN CONFINED
SPACES

Advance Notice of Proposed Rulemaking

The Occupational Safety and Health
Administration (OSHA) has received
several petitions and other recommenda-
tions concerning the need for a revision
of the existing standards for work in
confined spaces, such as tanks, boilers,
sewer vaults, manholes, pressure vessels,
trenches, and other confined compart-
ments, or for a standard for work in
these environments applicable to all in-
dustries regulated under the occupa-
tional safety and health standards con-
tained in Chapter XVII of Title 29, Code
of Federal Regulations. In response to
these petitions and recommendations,
and due to a concern for the continued
incidence of occupational injuries and
fatalities occurring from exposure to the
hazards of entering and working in con-
fined spaces, OSHA is developing pro-
posed rules to amend the existing stand-
ards to provide broader coverage for all
industries covered by Parts 1910, 1915,
1916, 1917, 1918 and 1926,

Present standards for work in con-
fined spaces are found in séveral sections
of Parts 1910, 1915, 19016, 1917, 1918 and
1926, These sections include the follow-
ing: §§1010.94(d)(11), 1910.132, 1910.-
252, 1910.261(b)(5), 1810.268(0)(2);
1915.2(m), 1915.2(n), 1815.11, 1915.23,
1915.24, 191531, 1915.32, 1915.33, 1915.54,
1015.82; 1916.2(m), 19816.2(n), 1916.11,
1916.23, 1916.24, 1916.31, 1916.32, 1916.33,
19016.54, 1916.82; 1017.2(m), 1917.2(n),
1917.11, 1917.31, 1917.33, 1917.54, 1917.82;
1918.93; and 1926.21(b) (6), 1826.352(g),
1926.353, 1926354, 1926.956. Require-
ments for ventilation, respirators, weld-
ing operations, security of equipment,
lifelines, and attendants are included in
these paragraphs.

The Office of Standards Development
of the Occupational Safety and Health
Administration would appreciate public
comment regarding both revision of the
above sections and the proposal of new
standards providing broader coverage to
all of the regulated Industries, Data,
views, and arguments on any of the
following issues would be particularly
useful:

1, Difficulties with the requirements of
the present standards relating to work in
confined spaces.

2. Appropriate scope of a standard for
work in conflned spaces, including the
inclusion of work done in confined spaces
at other than normal atmospheric
pressures,

3. Incidence of injuries or death asso-
clated with work in confined spaces.

4. Case histories of injuries and death
from the hazards of work in confined

spaces and a discussion of causal factors.

5. Procedures for and methods of at-
mospheric testing prior to personnel en-
try into confined spaces.

6, Feasible methods of continuous
monitoring of concentrations of toxic or
explosive substances during periods of
employee entry into and occupancy of
confined spaces. f

7. Feasible methods of continuous
monitoring of oxygen concentrations
during periods of employee entry into and
occupancy of confined spaces.

8. The oxygen level at which an at-
mosphere would be declared “oxygen
deficient."

9. Need for and responsibilities of a
full time safety observer external to the
confined space.

10. Controls on and supervision of per-
sonnel entering a confined space.

11, Control of ignition sources in or
near potentially explosive atmospheres,

12. Alternatives to the proposed rule-
makings under considerations.

13. Probable impact of these alterna-
tives on health, safety and technology.

14. Any other related issues.

Communications should be mailed to
the Docket Officer, Docket H-001, Occu-
pational Safety and Health Administra~
tion, U.S. t of Labor, Room
N3618, 200 Constitution Avenue, NW.,
Washington, D.C. 20210 by August 25,
1975. The communications will be avail-
able for public inspection and copying
at the above location.

This advance notice of proposed rule-
making is issued under section 41 of the
Longshoremen’s and Harbor Workers'
Compensation Act (44 Stat. 1444, as
amended; 33 US.C. 941), section 107 of
the Contract Work Hours and Safety
Standards Act as amended (83 Stat. 96;
40 U.S.C. 333) , section 6 of the Willlams-
Steiger Occupational Safety and Health
Act of 1970 (84 Stat. 1593; 29 U.S.C. 655)
and Secretary of Labor's Order No. 12-71
(36 FR 8754).

Signed at Washington, D.C,, this 1st
day of July 1975.
JonN STENDER,

Assistant Secretary of Labor.
[FR DoC.75-10247 Flled 7-23-75:8:45 am)

DEPARTMENT OF
TRANSPORTATION

Federal Aviation Administration
[14CFRPari39]
[Docket No. 14800]

PILATUS AIRCRAFT LTD. MODEL PC-6
AIRPLANES

Proposed Airworthiness Directives

The Federal Aviation Administration is
considering amending Part 39 of the
Federal Aviation Regulations by adding
an alrworthiness directive applicable to
Pilatus Model PC-6 airplanes. There have
been reports of corrosion developing in-
side the wing struts and on the wing
strut attachment brackets of Pilatus
Model PC-6 airplanes that could resuit
in weakening and eventual failure of the
struts and brackets. Since this condition
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is likely to exist or develop in other air-
planes of the same type design, the pro-
posed alrworthiness directive would re-
nuire repetitive inspections and anticor-
rosive treatment or replacement of the
strut and bracket, as necessary, on
Pilatus Model PC-6 airplanes manufac-
tured by Pilatus Afreraft Ltd. The pro-
posed AD would not be applicable to
Pilatus Model PC-6 airplanes manufac-
tured by Fairchild Hiller.

Interested persons are invited to par-
ticipate in the making of the proposed
rule by submitting such written data,
views, or arguments as they may desire,
Communications should identify the
docket number and be submitted in dup-
licate to the Federal Aviation Adminis-
tration, Office of the Chief Counsel, At~
tention: Rules Docket, AGC-24, 800
Independence Avenue, SW., Washington,
D.C. 20591, All communications received
on or before September 8, 1975, will be
considered by the Administrator before
taking action upon the proposed rule,

The proposals contained in this notice
may be changed in the light of comments
received. All comments will be avallable,
both before and after the closing date for
comments, in the rules docket for exam-
ination by interested persons.

This amendment is proposed under the
authority of sections 313(a), 601, and
603, of the Federal Aviation Act of 1958
(49 US.C. 1354(a), 1421, and 1423) and
of section 6(c) of the De t of
Transportation Act (49 U.S.C. 1655(¢c) ).

In consideration of the foregoing, it is
proposed to amend §39.13 of Part 39 of
the Federal Aviation Regulations by add-
ing the following new alrworthiness
directive:

Prratus Amcnarr Lan, Applles to Pilatus
Model PC-6 alrplanes (all yariants) man-
ufactured by Pilatus Afrcraft Ltd.

Nore~This AD does not apply to Pllatus
Model PC-8 airplanes manufactured by
Falrohild Hiller.

Compliance is required within the next 25
hours time in service after the effective date
of this AD, unless already accomplished
within the last 75 hours time in service, and
therealfter at intervals not to exceed 100 hours
time in service from the last inspection, until
the conditions of paragraph (f) are met,

To prevent a hazardous of corrosfon
from developing inside the wing struts and
on the wing strut attachment brackets, ac-
complish the following:

() Visually Inspect the Internal surface of
ecach wing strut for corrosion In accordance
with paragraph 2.1 of Pilatus Afrcraft Ltd.
Service Bulletin No. 105, dated May 1971
(hereafter Pilatus Service Bulletin No, 105),
or an FAA-approved equivalent,

(b) Visually Inspect each wing strut at-
tachment bracket for corrosion In pccord-
ance with paragraph 2.1 of Pllatus Alroraft
Ltd. Service Bulletin No. 83, dated June 1969,
(hereafter Pilatus Service Bulletin No, 93),
or an FAA-approved equivalent.

(e) If only light corrosion (corrosion which
has not caused surface blistering) is found
during the inspection required by paragraph
(a) of this AD, within the next 100 hours
time in seryice or within the next 60 days
after finding the corroaion, whichever oc-
curs sooner, remove theo corrosion from, and
apply an anticorrosive treatment to, the in-

side of the wing strut in accordance with-

paragraph 2.8 of Pilatus Service Bulletin No,
103 or an FAA-approved equivalent,

PROPOSED RULES

(d) If only lght ocorrosion (corrosion
which hins caused 2% to 10% reduction in
cross-section per paragraph 2.2 of Pllatus
Service Bulletin No. §3) Is found during the
inspection required by paragraph (b) of this
AD, within the next 100 hours' time in sery-
lce or within the next 60 days after finding
the corroston, whichever occurs sooner, re-
move the corrosion and Apply an anti-cor-
rosive treatment to the wing strut attach-
ment bracket in accordance with paragraph
24, and reinstall the bracket In accordance
with paragraph 2.5.1 of Pilatus Service Bul-
letin No, 83 or an FAA-approved squivalent,

(e) If corroslon is found during the in-
spections required by paragraphs (a) and
(b) of this AD which has resulted {n exceed-
ing the limits prescribed in paragraphs (c) or
(d), within the next 100 hours' time In serv-
fce or within the next 60 days, whichever
occurs sooner, after finding the corrosion,
acoomplish the following:

(1) Replaco the wing strut with a service-
able strut of the same part number that has
had anticorrosive treatment applied to the
inside surface in accordance with parsgraph
2.3 of Pilatus Service Bulletin No. 106 or an
FAA-approved equivalent,

{(2) Replace the wing strut attachment
bracket with a new wing strut attachment
bracket (P/N 111.35.06.055 (left) or 111.35.-
08.056 (right)) in accordance with paragraph
2.5.2 of Pllatus Alrcraft Ltd,, Service Bulletin
No. 03 dated June 1969 or an FAA-approved
equivalent.

(f) The inspections required by paragraph
(a) or (b) of this AD may be discontinued,
in accordance with the following:

(1) Inspection of the wing strut when the
strut has had light corrosion removed and
has had the anticorrosive treatment in ac-
cordance with paragraph (¢) or when the
strut has been replaced In accordance with
paragraph (e) (1) of this AD, -

(2) Inspection of the wing strut attach-
ment bracket when the bracket has had lght
corrosion removed and has had the anti-
corrosive treatment in accordance with para-
graph (d), or when the bracket has been re-
placed In accordance with paragraph (e)(2)
of this AD.

Issued in Washington, D.C., on July 17,
1975.
J. A. FERRARESE,
Acting Director,
- Flight Standards Service.
[FR Doc.75-19205 Filed 7-23-75;8:45 am|)

[14CFRPart71]
[Alrspace Docket No. 75-SW-44)
TRANSITION AREA

Proposed Alteration

The Federal Aviation Administration
is considering amending Part 71 of the
Federal Aviation Regulations to alter
the Big Sandy, Tex., transition area.

Interested persons may submit such
written data, views or arguments as they
may desire. Communications should be
submitted in triplicate to Chief, Airspace
and Procedures Branch, Air Traffic Divi-
sion, Southwest Region, Federal Aviation
Administration, P.O. Box 1689, Fort
Worth, Texas 76101, All communications
received on or before August 25, 1975,
will be considered before action is taken
on the proposed amendment. No public
hearing is contemplated at this time, but
arrangements for informal conferences
with Federal Aviation Administration of~-
ficlals may be made by contacting the
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Chief, Airspace and Procedures Branch.
Any data, views or arguments presented
during such conferences must alsg be
submitted in writing in accordance with
this notice in order to become part of
the record for consideration. The pro-
posal contained in this notice may be
changed in the light of comments re-
celved.

The official docket will be available
for examination by interested persons
at the Office of the Regional Counsel,
Southwest Region, Federal Aviation Ad-
ministration, Fort Worth, Texas. An in-
formal docket will also be available for
examination at the Office of the Chief,
Alrspace and Procedures Branch, Air
TrafMe Division.

It is proposed to amend Part 71 of
the Federal Aviation Regulations as
hereinafter set forth.

In § 71.181 (40 FR 441), the Big Sandy,
Tex., transition area is amended to read:

B Saxoy, Tex,

That alrspace extending upward from
700 feot above the surface within an 8.5-
mile radius of Ambassador Field (Iatitude
32°36’'00"' N, longitude 95°03'45’* W.), and
within 2.5 miles each side of the Big Sandy,
Tex.,, Ambassador Pleld NDB 271" bearing
extending from the 8.5-mile-radius area (o
@ point 11.5 miles west of the NDB,

Alteration of the transition area will
provide controlled airspace for aircraft
conducting the proposed NDB standard
instrument approach procedure to Am-
bassador Field, Big Sandy, Tex.

This amendment is proposed under
the authority of section 307¢a) of the
Federal Aviation Act of 1958 (49 US.C.
1348) and of section 6(c) of the Depart-
n;ex;t t;f Transportation Act (49 USC.
16556(¢)).

sgsssued in Fort Worth, Tx., on July 14,
1 e

ALBERT H. THURBURN,
Acting Director,
Southwest Region.

|FR Doc.76-19206 Filed 7-23-75;8:45 am |

Federal Highway Administration
[49CFRPart310]
[Docket No. 76-6, Notice 1)

BRIDGE TOLLS

Proposal To Require Advance Notice of Toll
Increases and Escrow Toll Increase
Revenues

The purpose of this document is to
elicit public comment on a Federal
Highway Administration proposal to re-
quire advance notice of toll increases,
and to escrow toll increase revenues.

The Federal Highway Administrator
is considering amending the Bridge
Toll Procedural Rules, 49 CFR Part 310,
to implement a part of the legislative
authority provided by section 133(b) of
the Federal-Ald Highway Act of 1973,
33 US.C. 526a, That section provides:

The Secretary of Transportation shall
promulgate regulations establishing guide- *
lines governing any Increase In tolls for use
of any bridge constructed pursuant to either
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the General Bridge Act of 1806 or the Gen-
eral Bridge Act of 1846,

The first of the proposed amendments
would require the proprietors of federally
regulated toll bridges to give the Ad-
ministrator 90 days written advance no-
tice of the effective date of a proposed
toll increase, setting forth both the rates
in effect and the proposed increases.
The purpose of this amendment is to
provide the Administrator with an op-
portunity to investigate the increase be-
fore it becomes effective, with a view to
commencing an expeditious and eco-
nomical rate determination, which
might lead either to forestalling the in-
crease or to confirming its necessity.

The second group of proposed amend-
ments are closely related, and relate to
the safeguarding of the additional funds
generated by a disputed toll rate. The
Bridge Toll Procedural Rules do not
now over the subject of what may or
must be done with such funds, and it is
not clear what action the Administra-
tor might take to prevent their irrevers-
ible commitment in a manner which
would make them unavailable for re-
storation to the use of tollpayers should
the assailed rate ultimately be found to
be unreasonable and unjust.

Therefore, these amendments would
require the bridge proprietor to place
the incremental revenues generated by
the disputed toll rate in escrow, subject
to procedures approved by the Adminis-
trator. Should the assailed rate ulti-
mately be struck down, the escrow fund
would be used to reduce tolls below the
prior level by the sameé amount for the
number of tollpaying units of traffic
upon which the disputed toll was col-
lected.

Interested persons may participate in
this proposed rulemaking by submitting
written data, views or arguments to the
Federal Highway Administration, Room
4226, 400 Seventh Street, SW,, Wash-
ington, D.C. 20590. Comments should re-
fer to the docket and notice number
(75-6, notice 1), and be submitted in
triplicate. Comments recelved before
October 31, 1975, will be considered be-
fore action is taken on the proposal, and
will be avaflable for examination In the
docket at the above address both before
and after that date.

In consideration of the foregoing, it is
proposed to amend 49 CFR Part 310 by
adding new §§ 310.2a and 810.3a as fol-
lows:
£310.2a

Any person or agency which has re-
sponsibility for establishing or collecting
a toll, and which proposes to increase the

rate of toll, must give written notice of
the proposed Increase to the Administra-

tor not less than ninety days before the
increased rate of toll is to take effect, The
notice must contain ‘a statement of both
the tolls proposed to be increased and the
proposed Increase in rates,

£ 310.3a Escrow of toll revenues,

(@) Upon notice of the commencement
of a proceeding under §310.3, the re-
spondent must:

Notice of increase in tolls.

PROPOSED RULES

(1) Identify and deposit in a separate
interest account all revenues derived
from an increase in toll; and

(2) Submit to the Administrator for
his approval, within thirty days of the
commencement of the proceeding, a
statement of its procedures for holding
the toll increase revenues in escrow.

I the Administrator does not approve
the escrow procedures submitted by the
respondent, he preseribes procedures
which the respondent must follow in
holding the toll increase revenues in es-
Crow.

(b) In the event that the Adminis-
trator finds tolls to be unjust and un-
reasonable, he requires in his final order
under § 310.13 that revenues held in es-
crow be applied to the reduction of future
tolls to below the level of tolls prevailing
prior to the increase in question, by the
same amount, and for the same number
of tollpaying traffic units, that was
charged during the increase in question.
(Seo, 4 of the Bridge Act of 1000, a5 amended
(33 US.C. 494), sec. 503 of the General Bridge
Act of 1946, as amended (33 U.S.0. 526), seo,
2 and seo, 6 of tho International Bridge Act
of 1972 (33 US.0. 535 and 535(d)), sec.
133(b) of the Federal-Ald Highway Aot of
1973 (33 US.C, 526a), sec. 6 of the -
ment of Transportation Act (49 U.8.C. 1655),
and the delegation of authority by the Sec-
retary of Transportation in 490 CFR 1.48)

Dated: July 18, 1975.

LeSTER P. Lann,
Acling Federal
Highway Administrator.

[PR Doc.75-10278 Piled 7-23-75;8:45 am)

ENVIRONMENTAL PROTECTION
AGENCY

|FRL 403-4)
[40CFR Part52]
ALABAMA

Approval and Promulgation of Implemen-
tation Plans; Approval of Plan Revisions

On May 31, 1972 (37 FR 10842), the
Administrator approved portions of the
Alabama plan to attain and maintain the
national ambient afr quality standards in
that State. Under the particulate control
strategy of the approved plan, Portland
cement plants were to be regulated by
the process weight regulations, Part 4.4,
of the Alabama alr pollution control
regulations. Since the application of
these rules to certain new sources has the
effect of requiring them to meet emission
limits more stringent than those set
forth in the Agency’s New Source Per-
formance Standards (NSPS) for this
category of sources, the State now pro-
poses to add specific regulations for par-
ticulate emissions from cement plants,
Under the new regulations, which were
adopted after notice and public hearing
and then submitted to EPA for approval
on June 4, 1975, all new sources of this
type would be required to meet partic-
ulate emission limits identical to those
of the NSPS for Portland Cement Plants
(40 CFR 60.62(a) (1) and 60.62(b) (1)),
The purpose of this notice is to announce

the new regulations as proposed rule-

making and to invite public comment on
them

The new regulations are set forth as
Part 4.11 of the State’s air pollution con-
trol regulations. Since Part 4.11 is brief,
it is now quoted in its entirety:

411 Coment Plants.

4.11. Applicabllity. This part applies to
existing cement plants that have a process
welght that is greater than 887 tons per
hour; this part also applies t0 new cement
plants and specifically exempts new cement
plants from § 4.4.5,

4.11.2 Emission Limits.

() No owner or operator shall cause, per~
mit, or allow the emissions of particulate
matter from the kiln which Is In excess of
0.30 1bs, per ton of feed to the kiln, maxi-
mum two-hour average,

(b) No owner or operator shall cause,
permit, of allow the emissions of particulate
matter from the clinker cooler which is In
excess of 0.10 1bs. per ton of feed to the kiln,
maximum two-hour average.

Since the regulations just cited do not
affect any existing facllity, the State did
not submit a revised particulate control
strategy to support thelr approval. Coples
of the information submitted by the
State are available for public inspection
during normal business hours at the
following locations:

Alr Programs Branch, Alr and Hazardous
Materials Division, Environmental Protec-
stlon Agency, Reglon IV, 1421 Peachtree
Street, N.E, Atlanta, Georgla 30309,

Alabama Alr Pollution Control Commission,
645 S, McDonough Street, Montgomery,
Alabama 36104.

Interested persons are encouraged to
participate in this rulemaking by sub-
mitting written comments on the pro-
posed Alabama plan revision. In par-
ticular, comments are invited on the air
quality maintenance aspects of the re-
vision. To be considered, comments must
be received on or before August 25, 1975,
After relevant comments have been
welghed with other available information
in the light of requirements set forth
in the Clean Air Act and in the Agency’'s
implementing regulations (40 CFR Part
51), the Adminlstrator will act on the
Alabama proposal,

(See. 110(n) of the Clean Alr Act (42 US.C,
1857Tc-6(a)).)

Dated: July 16, 1975.

OnN G. BRIGGS,
Acting Regional Administrator,
Region 1V.

[FR Doc.75-19144 Piled 7-23-75.8:45 am ]

(FRL 403-3)
[40CFRPart52]
CALIFORNIA

Approval and Promulgation of Implemen-
tation Plans; Approval of Compliance
Schedules

On May 31, 1972 (37 FR 10842), Sep-
tember 22, 1972 (37 FR 19812), and May
14, 1973 (38 FR 12702), pursuant to sec-
tion 110 of the Clean Air Act, as amended
(42 US.C. §1857¢c-5) and 40 CFR Part

*51, the Administrator approved and
promulgated portions of the California
plan for the Implementation of the na-
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tional ambient air quality standards. On
February 21 and May 12, 1975, after
notice and public hearings, the Governor
of California through his designee sub-
mitted to the Environmental Protection
Agency (EPA) revisions to the state com-
pliance schedule portion of the approved
plan, This publication proposes that
these revisions be approved, with specific
exceptions discussed below, pursuant to
section 110 of the Clean Air Act and 40
CFR 51.8.

Pifty-seven compliance schedules were
submitted. Three of the schedules require
compliance with regulations for the con-
trol of pollutants for which the Admin-
istrator of EPA has not established na-
tional standards. Since EPA has no au-
thority to promulgate or enforce such
regulations, it will take no formal action
with respect to’ these 3 schedules. How-
ever, the lack of such action by EPA in
no way affects the ability of the State
or local air pollution control agencies to
enforce the schedules,

Eleven of the compliance schedules
are not being proposed for approval be-
cause the final compliance date in each
schedule extends beyond the allowable
attainment dates specified in 40 CFR
52.238 and the State has not demon-
strated that the revisions will not. prevent
the attainment or maintenance of the
national ambient air quality standards.
One schedule is not being proposed for
approval because the schedule has been
revised by the local air pollution control
agency since the time of submittal,

The remaining 42 schedules have been
found to satisfy the requirements of sec-
tion 110 of the Clean Air Act and 40 CFR
Part 51. However, 21 of the schedules
have expired and the affected sources
are now required to be in compliance with
the applicable air pollution control reg-
ulations. Therefore, EPA will take no ac-
tion with regard to the compliance
schedules submitted for these sources. It
i5 proposed that the remaining 21 sched-
ules listed below be approved as revisions
to the State plan.

Each proposed compliance schedule
revision establishes a new date by which
the individual afr pollution source must
comply with an emission limitation spe-
cified by the implementation plan. This
date Is indicated in the table below, under
the heading “Final Compliance Date".
In some cases, the schedule Includes in-
cremental steps towards compliance with
the specified regulations. While the table
below does mot include these interim
dates, the actual compliance schedule
does, The Increments of progress, as well
as the final compliance date, are legally
enforceable by the Administrator pursu-
ant to section 113 of the Clean Air Act,
a3 amended.

The heading “Effective Date™ In the
table below refers to the date the com-
pliance schedule becomes effective for
purposes of federal enforcement. The
entry “Immediately™ under that heading
indicates that the schedule will be fed-
erally-enforceable when the final prom-
ulatlon of the schedule becomes effec-

PROPOSED RULES

Proposed compliance schedule revi-
sions listed below are available for pub-
lic inspection at the California Air Re-
sources Board, at the office of EPA, Re-
glon IX, and the EPA’s Washington, D.C.
office, at the addresses listed below. An
evaluation report setting fourth EPA’s
position on each of the schedules is also
available at the office of EPA, Region
IX.

State of California Alr Resources Board, 1700
11th Street, Sacramento, CA 95814, A
Eavironmental Protection Agency, Reglon

IX, Enforcement Division, 100 Callfornia
Street, San Francisco, CA 94111,
Eavironmental Protection Agency, Division
of Stationary Source Enforcement, Room
3202 Waterside Mall, 401 M SBtreet, SW.,
Washington, DC 20460.

Interested persons are encouraged to
submit written comments on any pro-
posed compliance schedule, All com-
ments postmarked on or before Au-
gust 25, 1975, will be considered by EPA
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the Clean Air Act, as amended H” us.c,
§ 185%¢c-b(a) 1,

“Dated: July 10, 1975,

L. RusseLL FREEMAN,
Acting Regional Administrator,
Region 1X.

It is proposed to amend Part 52 of
Chapter I, Title 40 of the Code of Fed-
eral Regulations as follows:

Subpart F—California

1. In §52.220, paragraph
amended as follows:

§ 52220 Identification of plan.

(c) L »

(8) Supplemental information (com-
pliance schedules) was submitted by the
California Air Resources Board on De-
cember 27, 1973; February 19, April 22,
June 7 and 19, September 4 and 19,
October 18, and December 4, 1974 Jan-

c) 18

prior to finalizing this proposed rule- 13, 21, A 3, and
making, Comments should be addressed m 12, IBW 2
to: Director, Enforcement Division, EPA, 2. In §52240, paragraph (f) is

IX, 100 California Street, San
Francisco, California 94111, Al com-
ments will be available for public inspec~-
tion during business hours at the above

amended by adding the following sched-
ules to the table in subparagraph (1):

§ 52.210 Compliance schedules,

address, . . . . .
This proposed rulemaking is issued un- B)2.0-9
der the authority of section 110(a) of (1). ¢ s 0
Loontion Rule or Date of Effective Fiosl
Source (county) regulation adoption date ;om&lll:nm
invol
- - - - -
| (1] Corp. (Ordler No. 13-Riaa Amador......... N LSSl e Deo. 18,1974 Tmumediately,. July 31,1075
) e ‘Corp. (Ordor No. U-Rigs .40, ........ T | RN AN 80i 0 Do,
'"‘"L-d w00 Corp. (Order No. 15-R1 a8 .....d0..cve..... BT TR I ookl Do,
luwm(.om (Order No, 16-Rl s ... B0 aearnanne B IS e O S s asess B0, .ceess 7 Dol
lnurpa ()om (Order No. 17-RIA ... [ Sl (O LR S SO | SR Do,
lnlupom (-om. (Order No. 17-RIB ... [ AR NG Y 5 aRESIETC TN T Do,
sod),
ln (« Com (Ordes No. M-Ri g ... 0. aoee .o v i R LA ) AL [ —— Do,
lul«m Corp. (Order No. 20-RY ... P . &0 e A et R et B0 et Do,
revised).
Oww:llmnoln Corp., (Order No., ..... A e | 3 T AN AV o R = July M, 1975
a5 revised),
Alco-Gravure Lorp (Otder No. 1560). Los Angedes..... 06(0).eue... l\,u;. :’;,XWC meesollOnnoesss Dok, 30,1975
ec.
Gravure Wost (Order No. 1361) . . 0 et T Lt Aug, 15, 1974 o 0. July 151075
Kgr McUé; Chomleal Corp. ( (Order San Bernarding. . 50A LA. Dee, 27, 1974 ..-..do.-...... July 31,1075
KmM;‘(JB; Chemiceal Corp, (Order ... [ IS~ RN do ........... [ ~RCOCRAY O Do.
0.
llouy Rugu; Corp. (Order No. 7631 Ban Joaquio. ... 401,404 Deo, 19,104 e il0u ez Do.
()wmlllnou. Ine, (Order No. T4-35) ... 0. oo e.... OOL. g B T O July 25, 1975
Roblnson Facms (Ocder No. 74-31 - Fan Joaquln. . .. do.. Jan. 16, 1975 SRR July 30,1975
ll_lapyholnm ¥arms, 1oe. (Order No., ..... A0l AT 401 T AL TR TR o Do,
The lkn‘:l'z: Co. (Order No. 754-R2 ... do......... % e 2 TRl M L do..oes. - Do.
Muonlln Corp. (Order No. 13}, . Stanlslans........ s et MO..eee. ... Nov, 30,1975
Waterman Indultm Order No. l') TOIRD. o oooneen $01, 404, 405, Jan, .J.IW'- ST RSN July 81,1075
Fibreboard Corp. «iu( Tuclumpe...... $01n, 90Ib... Oct, 31974 .. .do.. - Do,
Opemtions) (n .\o 7 OI as
rovised),
[FR Doc.75-10143 Plled 7-23-75;8:45 am) .
[40CFRPart120) published in the FeoeraL ReGIsTER on De-
[FRL 398-T) cember 20, 1973 (38 FR 34894-34897) for
th
WATER QUALITY STANDARDS o States of New Jersey and New York
and on September 21, 1973 (38 FR 26463)
Withdrawal of Proposed Rule for the Commonwealth of Puerto Rico, in

The purpose of this notice 1s to with-
draw the notices of proposed rulemaking

which the Environmental Protection
Agency proposed to amend 40 CFR Part
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120 to set out water quality standards
for those States.

The December 20, 1973 and Septem-
ber 21, 1973 notices of proposed rulemak-
ing were issued pursuant to section 303
of the ¥Federal Water Pollution Control
Act, as amended (Pub. L. 82-500, 86 Stat,
816, 33 US.C. 1251 et seq., the “Act™),
which provides for Federal promulgation
of water quality standards where a State
fails to adopt water quality standards
meeting the requirements of the Act.
The EPA is required to promulgate
standards within 190 days of the pro-
posal, unless by such time the State shall
have adopted water quality standards
which are found to be in accordance with
the requirements of the Act.

The New Jersey Department of En-
vironmental Protection adopted revisions
to water quality standards effective De-
cember 2, 1074, -

The EPA partially approved the re-
vised standards on March 3, 1975, and
further recommended revisions to two
procedural provisions, which were in-
dependent to those proposed rules set
out in the December 20, 1973 FEDERAL
RecisTER. New Jersey proposed to adopt
acceptable revisions, published the same
in the New Jersey Register (7 N.J.R. 144,
Thursday, April 10, 1975, p,. 20), and re-
quested EPA approval. On the condition
that New Jersey adopt the revisions as
proposed, the EPA approved the stand-
ards In full on April 25, 1975, thereby
obviating the need for final rulemaking.
New Jersey adopted the proposed proce-
dural revisions on May 19, 1975,

The water quality standards for the
State of New Jersey include all rules set
forth in the December 20, 1973 FEDERAL
RecIsTEr notice of proposed rulemaking
except as noted in the following discus-
sion:

(1) The proposed rules state that tur-
bidity shall not exceed 10 Jackson Tur-
bidify Units (JTU) for FW-2, FW-3 and
TW-1 waters, and shall not exceed 50
JTU for TW-2 waters. The standards
adopted by New Jersey require that
turbidity shall not exceed a maximum
30-day average of 20 JTU nor a maxi-
mum of 110 JTU at any time for FW-2
and FW-3 waters, and turbidity shall not
exceed a maximum 30-day average of
25 JTU nor & maximum of 130 JTU at
any time for TW-1 and TW-2 waters.
These modifications were made based on
an analysis of exlsting background data
made jointly by the EPA and the New
Jersey Department of Environmeital
Protection.

(2) The proposed criterion for dis-
solved solids was adopted with modifica-
tions that allow greater flexibility of ap-
plication.

(3) The proposed rules state that
phosphorus as total P shall not exceed
50 ug/1 for FW-2 and FW-3 waters. This
criterion was modified to allow exemp-
tions in cases where it can be demon-
strated that total P is not a limiting fac-
tor considering the morphological, phys-
ical, chemical and other characteristics
of the water body.

PROPOSED RULES

These modifications were determined
to be consistent with the requirements
of the Act.

New York State adopted revisions to
water quality standards on February 21,
1974, The standards were approved by
the EPA on May 8, 1974, thereby obviat-
ing the need for final rulemaking.

The water quality standards for the
State of New York include all rules set
forth in the December 20, 1973 Federal
Register notice of proposed rulemaking
except as noted in the following discus-
sion:

(1) The proposed rulés require up-
grading the use classifications of several
water bodies in New York State, Because
of the extensive procedural requirements
of Article 17 of the State Environmental
Conservation Law (Chapter 664, Laws of
New York), New York could not adopt
these classifications within the time limi-
tation prescribed by the Act. Therefore,
the EPA and the New York State De-
partment of Environmental Conservation
agreed that these waters would be con-
sidered for upgrading in a timely fashion
as each basin is periodically reviewed.

(2) The proposed rules state that
criteria shall apply at all times except
during periods when flow is less than
the minimum average seven-day low
flow occurring once in ten years. This
statement was not adopted because it is
inconsistent with New York State Law,
which implies that duly-adopted stand-
ards of quality and purity apply at all
times.

(3y" The proposed rules require a nar-
rative criterion for zones of passage. New
York did not adopt this criterion on the
grounds that adherence to the provisions
of the mixing zone statement would be
suflicient to guarantee a zone of passage.

(4) The proposed rules state that the
dissolved oxygen (DO) concentration
shall not be less than 6.0 mg/1 within
the hypolimnion of small, inland oligo-
trophic lakes and large lakes. New York
did not adopt this criterion maintaining
that adherence to the Great Lakes Water
Quality Agreement of 1972 would protect
the large lnkes and that the New York
State Constitution and special limita-
tions on trout propagation waters of the
State would protect the waters in the
forest preserves and other cold water
fisheries,

(5) The proposed rules state that there
shall be no increase in turbidity that will
cause & substantial, visible contrast to
natural conditions for all waters, and
that turbidity shall not exceed 5 Jack-
son Turbidity Units (JTU) for Class AA
waters. New York adopted only the for-
mer, non-numerical criterion for waters
of all classes except those classified spe-
cial Class IT. The EPA granted the waters
in special Class II temporary exceptions
to the fish propagation requirement and
permitted retention of the existing non-
thermal criteria.

(6) The proposed rules require adop-
tion of criteria for pH, turbidity, and
temperature as established by the Dela~-

ware River Basin Commission (DRBC)
for Zones 1A and 1B of the Delaware
River. These zones are within the inter-
state waters of New York and are cldssi-
fied by the State as Class A (criteria for
trout or non-trout as applicable). New
York did not adopt these revisions di-
rectly, but, as a signatory part to the
Delaware River Basin Compact, the
State must abide by efluent limitations
established by DRBC pursuant to the
Compact.

These modifications were determined
to be consistent with the requirements
of the Act,

The Environmental Quality Board of
Puerto Rico adopted revised water qual-
ity standards on June 19, 1973. These
standards were consistent with the re-
quirements of the Act with two excep-
tions. The exceptions were an inadequate
mixing zone policy for coastal waters
and failure to adopt the recommended
minimum dissolved oxygen (DO) erl-
terian for Class SC coastal waters. The
September 21, 1973 Federal Register no-
tice of proposed rulemaking set out cri-
teria limiting the mixing zone to 4000
feet in coastal waters and requiring a
minimum DO concentration of 5 mg/l
for Class SC coastal waters. On Septem-
ber 12, 1973 Puerto Rico submitted justi-
fication that a minimum dissolved oxy-
gen concentration of 4 mg/1 was accept-
able for Class SC coastal waters because
of naturally-occurring conditions of high
temperature and salinity. EPA accepted
this justification on November 15, 1973.

On January 4, 1974 Puerto Rico
adopted revised standards, which limited
the maximum extent of mixing zones to
4000 feet for all waters. Consequently,
the water quality standards for the Com-
monwealth of Puerto Rico were deter-
mined to be consistent with the require-
ments of the Act and were approved by
the EPA on June 26, 1974, thereby ob-
viating the need for final rulemaking.

In consideration of the foregoing, the
notices of proposed rulemaking pub-
lished in the Feperal Reaister, Decem-
ber 20, 1973 (38 FR 34894-34897) entitled
“Navigable Waters of the State of New
Jersey, Proposed Water Quality Stand-
ards” and “Navigable Waters of the
State of New York, Proposed- Water
Quality Standards” and in the FeperaL
REecisTer, September 21, 1973 (38 FR
26463) entitled “Puerto Rico, Interstate
Water Quality Standards” are hereby
withdrawn,

These withdrawals are issued under
the authority of section 303 of the Fed-
eral Water Pollution Control Act, as
amended.

(Pub. L. §2-500, 86 Stat, 816, 33 U.S.C, 1261
et seq.).

Dated: July 17, 1875.

JOHN QUARLES,
Acting Administrator.,

{PR Do¢.756-19141 Plled 7-23-75;8:45 am]

FEDERAL REGISTER, VOL. 40, NO, 143-—THURSDAY, JULY 24, 1975




FEDERAL COMMUNICATIONS
COMMISSION

[47CFRPart73]
| Docket No. 19879; RM-2064, RM~2113, RM~
2226, RM-2177, RM-2264, RM-2288, RM-
2305, RM-2313, RM-2381, RM-2404, RM-
2487, RM-25627]

FM BROADCAST STATIONS

Table of Assignments; Order Extending
Time for Filing Reply Comments

In the matter of amendment of
§73.202(b), Table of Assignments, FM
Broadceast Stations, (Little Rock, Ben-
ton, Batesville and Mountain View, Ar-
kansas. Also Cherokee Village, Darda-
nelle, Dumas Fayetteville, Lonoke, Mal-
vern, Morrilton, Pine Bluff, Russellyille,
Sheridan and Van Buren, Arkansas, and
Neosho, Missouri) .

1. On April 18, 19875, the Commission
adopted a further notice of proposed
rule making and order to show cause in
the above-entitled proceeding. Publica-
tion was made in the FEDERAL REGISTER
on April 2, 1975, 40 FR 18452, The date
for filing comments has expired and the
date for filing reply comments is pres-
ently July 22, 1975.

2. On July 8, 1975, Counsel for Central
Arkansas Broadcasting Company, Inc,
requested that the time for filing reply
comments be extended to and including
August 12, 1975. Counsel states that the
proceeding is a very complicated one
which involves considerable technical
and legal analysis so that a final resolu-
tion accommodating the requests of all
participants can be made. Counsel con-
tends that such an analysis cannot be
made in the eight-day period presently
specified and therefore requests the addi-
tional time.

3. We are of the view that the public
interest would be served by extending the
time in this proceeding. Accordingly, it
is ordered, That the date for filing reply
comments Is extended to and including
August 12, 1975.

4. This action is taken pursuant to au-
thority found In sections 4(), 5(d) (1),
and 303(r) of the Communications Act
of 1934, as amended, and §§ 0.281 and
1.46 of the Commission's rules,

Adopted: July 15, 1875.
Released: July 18, 1975.

FEDERAL COMMUNICATIONS
CoMMISSION,

Warrtace E. JOHNSON,

Chief, Broadeast Bureau.

[FR Do¢.756-19237 Piled 7-23-75;8:45 am]

[seAL]

[47CFRPart73]

[Docket No. 20492; RM-23561. RM-2428,
RM-2521)

FM BROADCAST STATIONS

Table of Assignments, (Garden City,
Hinesville and Springfield, Georgia)

1. On May 22, 1875, the Commission
ndopted a notice of proposed rule mak-
Ing in the above-entitled proceeding.
Publication was made In the FEDERAL
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RecisTer on June 10, 1975, 40 FR 24751.
The dates for filing comments and reply
comments are presently July 18 and Au-
gust 7, 1975, respectively,

2. On July 7, 1975, counsel for West
Chatham Broadcasting Co,, Inc., re-
quested that the time for filing comments
and reply comments be extended to and
including August 18 and September 8,
1975, respectively, Counsel states the ad-
ditional time is necessary in order to
complete its assessment of the Commis-
sion's proposal and the possible alterna-
tives, if any.

3. We are of the view that the public
interest would be served by extending
the time in this proceeding. Accordingly,
it is ordered, that the dates for filing
comments and reply comments are ex-
tended to and including August 18 and
September 8, 1975, respectively.

4, This action is taken pursuant to au-
thority found in Sections 4(1), 5{d) (1),
and 303(r) of the Communications Act
of 1934, as amended, and §§0.281 and
1.46 of the Commission’s rules.

Adopted: July 15, 1975. 3
Released: July 18, 1975,

FEDERAL COMMUNICATIONS
COMMISSION,
WALLACE E, JONNSON,
Chief, Broadcast Bureau.

[FR Doc 75-19236 Piled 7-23-75;8:45 am|

{seaL]

[47 CFR Parts 74,78 ]
[Docket No. 20630; RM-2446]

TELEVISION TRANSLATORS
Inquiry and Proposed Rulemaking

1. On November 30, 1966, the Commis-
sion adopted a Report and Order in
Docket No. 16424 establishing a new class
of microwave relay station to be known
as Television Translator Relay Stations.
Various portions of Subparts F and G of
Part 74 of the rules were amended to al-
low microwave to feed television trans-
lator stations. The 2 GHz frequency band
was chiosen for use by the relays, as this
band was not overly crowded, it would
permit relatively long hops, and the
necessary equipment was available, The
relays were authorized to use AM modu-
lation and heterodyne conversion and
therefore were functionally similar to
transiator stations; FM modulation was
not permitted for reasons to be discussed
in this Notice. The rule changes allowed
translator relays only on a second prior-
ity to other television auxiliary services:
i.e., channel assignments were to be made
to other television auxillary services
without regard to the existence of trans-
lator relay stations. The translator relay
could not cause interference to any user,
and had to accept any interference it re-
ceived from any user in the same band.

2. On August 23, 1974, the National
Translator Association (NTA) filed a pe-
tition to amend Subparts F and G of Part
74 to allow for the use of FM microwave
by television translator relay stations,
and to allow translator relays access to
all three television auxiliary microwave
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bands.' NTA's petition further asks for
rulemaking to allow a video and audio
feed from any suitable source, such as a
broadcast station microwave system, a
microwave common carrier, a Commu-
nity Antenna Relay Seryice station, or
from the originating station itself, NTA's
petition asks for use of the bands subject
to causing no interference to other users
in the same bands. The proposal would
necessitate use of a modulator, as an in-
terface between the “base band” (direct
video and audio) output of the micro-
wave system and the radio frequency in-
put of the translator, NTA proposes vari-
ous requirements for the characteristics
of the modulator. The proposal, NTA
claims, will not change the concept of
how translators serve the public, but will
eliminate unnecessary limitations on how
iilamls are transported to the translator

3. Television translators are relatively
low power devices which are designed to
pick up a distant TV signal, translate
this signal to another frequency, and re-
broadcast the signal without changing its
characteristics other than frequency and
amplitude, The TV station belng re-
broadcast employs the complex modulat~
ing equipment needed to produce TV sig~
nals having the proper technical quali-
ties; translators may be relatively simple
and inexpensive devices which are not re-
quired to meet as many rigid technical
standards. Translators were authorized
by the Commission as one way of bring-
ing TV service to rural areas and isolated
communities which do not enjoy direct
reception of regular TV Stations due to
terrain limitations or distance from such
stations. By obtaining their broadcast
quality signals from the parent station,
translators operate as slave devices mere-
1y retransmitting the original signal on a
different frequency. Translators receive
their input signal from the primary sta-
tion {tself, from another translator, or
from a translator relay station. At pres-
ent, translator relay stations are author-
ized solely as AM heterodyne devices, The
translator and the translator relay inter-
face by the use of simple frequency con-
version rather than demodulation and
modulation. If the FM microwave system
were adopted for translator relays, the
translator would recelve a direct video
and audio feed, and modulating equip-
ment would be needed at the translator
site. The quality of the translator output
signal would become more heavily de-
pendent on the equipment at the trans-
lator station. Consequently, translators
would be subject to heavier restrictions
similar to those imposed on other serv-
ices that employ television modulating
equipment, The Commission considered
essentially the same request in proceed-
ing 66-1102 (Docket 16424), but rejected
it, saying “This would change the con-
cept of the translator from its present
one to that of a regular low powered

' The Commission is also in recelpt of a let-
ter from Blue Mountain TV Assoclation In
support of the proposal,

24, 1975




30986

transmitter, requiring the strict specifi-
cations and standards of the TV broad-
cast service" (paragraph 4, Report and
Order, adopted November 30, 1966).
Broadcast television transmitters require
an operator on duty and complex moni-
toring equipment; translators have no
monitoring requirements and are exempt
by the Communications Act from oper-
ator requirements.

4. However, the NTA proposal suggests
that there are individuals willing to meet
the requirements for a system that em-
ploys its own modulator, and are willing
to purchase and use the more expensive
FM microwave equipment even if it is
authorized only on a secondary, non-
interference basis. AM modulation as
now employed in the translator relay
service has a basic disadvantage: re-
broadcasting with AM modulation re-
sults in degradation of the television
signal after several repetitions. FM
microwave overcomes this limitation,
and is able to produce a consistently
high quality picture after numerous rep-
etitions. There are, then, advantages to
authorizing FM microwave and an asso-
ciated modulator for use by translator
stations. The outlying areas of the coun-
try could receive a picture of essentially
the same quality as in the areas im-
mediately surrounding television sta-
tions. This becomes especially important
when the growth of color television is
considered; signal degradation that is
acceptable in black and white may be
totally unacceptable in color. With an
FM microwave and translator system, a
quality picture could be viewed hundreds
of miles from the primary station’s
transmitter location.

5. Upon examination, we find that this
proposal warrants further consideration,
A number of implications are raised by
this proposal which require further
study, and we therefore invite comments
from interested parties on the various
aspects of this matier: what impact the
use of bands A, B and D by translator re-
lays may have on present and future
uses for these bands: what technical
standards should be applicable to trans-
lator systems employing modulating
equipment; under what criterin could
unattended operation be authorized for
transiators  employing  mogdulators;
whether telévision translator relay sta-
tions should continue to be authorized on
a secondary, non-interference basis;
whether the FM system should be au-
thorized in addition to, or in lieu of, the
AM heterodyne translator relay service.
In addition to submitting comments in
response to the specific questions set
forth above, interested parties are urged
to point out and discuss any other aspect
of this matter which they believe should
be considered herein.

6. If on the basis of the comments re-
ceived, we believe the proposals should
be implemented in whole or in part, we
propose to amend the appropriate rules
contained in Subparts F and G of Part
74, and Subpart B of Part 78. These
would include §§74.602 (a) and (h),
74.604(a), 74.613(g), 74.637(a), 747901
(a), 74.731(b), 74.750, 78.11 and 78.18.
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7. Pursuant to applicable procedures
set out in § 1415 of the Commission’s
rules, interested parties may file com-
ments on or before August 18 and reply
comments on or before August 28, 1975.
All relevant and timely comment and
reply comments will be. considered by
the Commission before final action is
taken in this proceeding. In reaching its
decision in this proceeding, the Commis-
sion must also take into account other
relevant information before it, in addi-
tion to the specific comments invited by
this Notice.

8. In accordance with the provisions
of § 1.419 of the rules, an original and 14
coples of all comments, replies, plead-
ings, briefs, and other documents shall
be furnished the Commission. Responses
will be available for public inspection
during regular business hours in the
Commission’s Broadcast and Docket
Reference Room at its Headquarters in
Washington, D.C.

Adopted: July 2, 1975.
Released: July 11, 1975,

FEDERAL COMMUNICATIONS
COMMISSION,
Vincent J. MULLINS,
Secretary.

[FR Do6.75-19238 Filed 7-23-75;8:45 am|

[seaL]

[47CFR Part76]
| Docket No, 20523)

CABLE TELEVISION RELAY SERVICE
Extending Time for Filing Reply Comments

1, On June 17, 1975, the Commission
adopted a notice of proposed rule mak-
ing in the above-captioned proceeding.
Publication was made in the FEDERAL
REeGIsTER on June 26, 1975, 40 FR 27051.
The dates for filing comments and reply
comments are July 11 and July 16, 1975,
respectively.

2. On July 14, 1975, Greeley, Bernard
and Tierney, a law firm which represents
applicants for Cable Television Relay
Service (CARS) authorizations, filed a
“Motion for Extension of Time" request-
ing that the time for filing reply com-
ments be extended from July 16 to
July 30, 1975. The request states that the
initial comments, filed on July 11, 1875,
in the above-captioned proceeding were
not available for public inspection as of
July 14, 1975, and that the five days allo-
cated for reply comments are not suf-
ficient to permit full and detailed con-
sideration of all comments filed.

3. Although § 1.46(b) of the Commis-
slon’s rules provides that motions for ex-
tension of time to file reply comments
in rule making proceedings shall be filed
at least seven days prior to the filing
date, we feel that good cause has been
shown for acceptance of the “Motion for
Extension of Time"” and for extending
the deadline for filing replies in this
proceeding. We are of the view, however,
that the requested extension to July 30,
1975, is unwarranted. It would appear
that an additional five days would permit
all parties ample time to analyze the

comments submitted and formulate
replies.

Accordingly, it is ordered, That the
date for filing reply comments In the
above-captioned proceeding is extended
to July 21, 1875,

This action is taken by the Chief,
Cable Television Bureau, pursuant to
authority delegated by § 0.288(a) of the
Commission's rules.

Adopted: July 16, 1975.
Released: July 17, 1975,

FepErAL COMMUNICATIONS
CoOMMISSION,
[sEAL) Davin D. KInLEY,
Chief, Cable Television Bureau.

| FR Doc.75-19239 Piled 7-23-75,8:45 am|

FEDERAL RESERVE SYSTEM

[12CFR Part 226 ]
[Reg. Z)
TRUTH IN LENDING
Fair Credit Billing Amendments

On May 5, 1975, the Board of Gover-
nors published for comment in the Fep-
ERAL REcisTeR (40 FR 19489-19495) pro-
posed regulations implementing the Fair
Credit Billing Act (Title III of Pub. L.
03-495). The comment period on this
proposal was initially sct to terminate on
May 30 and was subsequently extended
through June 20, 1975, Approximately
300 comments were received regarding
these proposed regulations, Several is-
sues within the proposed rules were the
subject of extensive comment, primarily
focusing on the expense or burden to
creditors of implementing procedures re-
quired under the proposals, The Board
herewith announces its intent to sched-
ule Informal hearings on issues arising
out of the proposed regulations, partic-
ularly those outlined below, for August
5 and 6, 1975. The Board also plans to
publish revised proposed regulations in
advance of the hearing which would in-
dicate proposed treatment of the issues
described below, as well as proposed solu-
tions to certain substantive and techni-
cal problems raised by the comments.
Comments on the revised proposal will be
received through August 12, 1975.

Among the issues on which the hear-
ings are designed to solicit comment are
the following:

1. The Fair Credit Billing Act provides
that one type of billing error is “a re-
flection on the statement of goods or
services not accepted by the obligor or
his designee or not delivered to the obli-
gor or his designee in accordance with
the agreement made at the time of the
transaction” (Sec. 161(b) (3)), The pro-
posed rule of May 5, 1975, included with-
in the definition of billing error goods
“not accepted” (§226.2(1)(3)) in the
sense that the term “accepted” is de-
fined in the Uniform Commercial Code.
Comments suggested that the use of this
UCC term may allow disputes over the
quality of goods to be alleged as billing
errors—for example, a toaster that does
not work. Numerous comments suggested
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that Congress Intended only to refer to
the question of whether there has been
delivery or physical acceptance and tak-
ing of possession. Creditors claimed that
to include in the definition of billing er-
ror disputes as to the.quality of goods
peyond the initial dellivery would result
in a conflict with Sec. 170 of the Falr
Credit Billing Act, which grants the cus-
tomer limited remedies in certain speci-
fic circumstances in regard to defective
products for which the customer Is billed
on his credit card account. It is now pro-
posed to delete reference to the UCC def-
inition of acceptance. Instead, the term
“not accepted” would include, among
other things, goods or services which
were not delivered, which differ from
those described in the greement, or which
are delivered late, to the wrong location
or in the wrong quantity; disputes as to
quality of merchandise in the physical
possession of the customer would not
be included.

2. Sectlon 164 of the Falr Credit Bill-
ing Act requires creditors to post pay-
ments received under an open end con-
sumer credit plan “promptly” and states
that the Board's regulations “shall pre-
vent a finance charge from being im-
posed on an obligor if the creditor has re-
ceived the obligor's payment in a readily
identifiable form in the amount, manner,
location, and time indicated by the cred-
itor"” to prevent the imposition of finance
charges, The proposed regulation § 226.7

(g) of May 5 would have implemented’

this language by requiring ereditors to
credit payments as of the date of receipt,
regardless of when physical posting oc-
curs. Creditors objected to this proposal
because of the practical operational
problems imposed. The problems cited
include those encountered when pay-
ment is received at a branch or other re-
mote location and may not reach the
computer billing center for several days.
Some comments also suggested that there
can be delays in getting payments from a
central location, for example, a bank’s
main office, to the central processing cen-
ter, as well as delays within the central
processing center itself. In addition, it
was suggested that additional time sub-
sequent to the October 28, 1975, effective
date of the Fair Credit Billing Act may
be needed to revise procedures to accom-
modate crediting as of the date of receipt.

1t is now proposed to provide the fol-
lowing with respect to prompt posting of
payments:

a, The creditor would specify at least
one location at which all payments re-
ceived at that location would be credited
to the customer’s account as of the day of
receipt. The Board understands that a
number of practical problems may be in-
volved in implementing this requirement
on October 28, 1975, and therefore desires
comments to be directed at the time
frame which should be allowed to permit
creditors to make this transition. During
the transition period, creditors would be
required to post payments promptly, but
in no event later than three full business
days from the day of receipt.

b. In connection with accounts that
are paild In full by a specified date to
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avold additional finance charges, the
creditor would be required to credit the
payment so that no additional finance
charges are imposed. If a creditor should
fail to post the customer’'s payment in
time to avoid the imposition of finance
charges, the creditor would be reqguired
to adjust the customer’s account so that
the finance charges would be credited
to the account during the next billing
cycle.

¢. Payments received at branches and
other remote locations would be required
to be posted promptly but in no event
later than three business days, provided
that it was clearly and conspicuously dis-
closed to the customer that there would
be such a delay.

3. The May 5 proposals specified that
no finance charges could be imposed on
any disputed amount during the period a
billing dispute remained unresolved, re-
gardless of whether the creditor or cus-
tomer was correct. This initial proposal
for adjustments of finance charges for
the dispute period has evoked widespread
creditor criticism.

It is now proposed that finance charges
would be adjusted whenever there has
been an actual error In the customer’s
account, including improper dates or de-
scriptions of transactions or failure to
send the customer’s bill to his current
address, as well as errors in dollar
amounts. A mere request for information
concerning the customer's bill without
such an error on the creditor’'s part would
not, however, result in adjustment of
finance charges.

4. The Fair Credit Billing Act pre-
scribes that a form of notice be given to
consumers of their rights to obtain cor-
rection of billing errors (Sec. 304 of Pub.
L. 83-495). The proposed regulations of
May 5 contain such a notice which has
been the subject of numerous creditor

~complaints that it is too long and will not

be read by consumers. Creditors have re-
quested that a shortened notice be per-
mitted, with a fuller statement of con-
sumer rights available upon consumer
request. Consumers on the other hand
have suggested that additional language
be included on the form notice. The
statute appears to require that a full
statement of rights be delivered to cus-
tomers semiannually, and therefore, it
would not be proposed to permit a short-
ened form of notice. The notice could,
however, be printed on both sides of a
single sheet.

5. Section 1687 of the Fair Credit
Billing Act amends the provision of the
Truth in Lending Act which presently
requires that merchants make finance
charge disclosures when they allow cash
customers to pay a lower price than
credit card purchasers. In addition, many
existing contracts between merchants
and card issuers forbid the merchant to
offer such lower prices, Congress pro-
vided In § 167 of the Act that contracts
forbidding the offering of discounts for
cash would be unlawful and that dis-
counts up to 5 per cent for cash payment
need not be considered as part of the
finance charge. The proposed regulations
of May 5 followed the literal language
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of the statute and provided that only
discounts from the posted prices for
cash payment would be exempted from
the requirement of being disclosed as
part of the finance charge. Surcharges
added to the cash price for use of a credit
card would still have to be disclosed as
finance charges. Some comments ob-
jected to this different treatment of sur-
charges and suggested that both types of
two-tiered pricing systems, whether by
discount or by surcharge, should be in-
cluded within the statutory concept of
discount. It was urged that merchants
should be free to select either the dis-
counts or surcharge method, whichever
best fits their merchandising plans. Con-
sumer groups also suggested that card
issuers be required to notify their par-
ticipating merchants that any clauses
within their contracts prohibiting the
offering of a discount or surcharge are
no longer valid.

The Board desires additional com-
ments on the question of whether sur-
charges should be treated in the same
way as discounts under this provision
and the question of whether creditors
should be required to notify merchants
of any invalid clauses in contracts relat-
ing to prohibition of lower prices on cash
purchases than on credit card purchases.

6. Section 171(a) of the Fair Credit
Billing Act preempts certain State laws.
Those State laws that provide greater
protection than do the Federal provisions
are not preempted. The proposed regula-
tion of May 5 in § 226.12(a) reflected the
language of the Act. Numerous com-
ments were received from creditors in-
dicating that they were uncertain as to
which law to follow—State or Federal—
when there is an apparent inconsistency
or & conflict. Recommendations by in-
terested parties as to possible solutions
to this problem are invited.

7. The proposed regulations published
on May 5 provided that if the creditor
received a billing error notice subsequent
to his having reported the delinquency
of the account to a third party, the
creditor must notify any such third
party of the dispute and its subsequent
resolution. Such a requirement would
assure that a consumer’s credit rating
was not damaged merely because pay-
ment was withheld on a disputed item,
Creditors objected to this proposal be-
cause of the burden of maintaining rec-
ords reflecting the parties to whom re-
ports were given. It Is now proposed that,
in the case where a billing error notifica-
tion is received after the creditor has re-
ported adversely on the account, the
creditor must send a correction only to
those parties who had received a report
of delinquency and who are in the busi-
ness of collecting and disseminating in-
formation about the creditworthiness or
credit standing of customers. Up to one
full billing cycle would be allowed to
provide such correction.

This notice is published pursuant to
section 553(b) of Title 5, United States
Code, and section 262.2(a) of the rules
of procedure of the Board of Governors
of the Federal Reserve System (12 CFR
§262.2(n)),
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To aid in consideration of this pro-
posal, a hearing will be held before avall-
able members of the Board in its build-
ing on 20th and Constitution Avenue,
NW., Washington, D.C., on August 5 and
6, 1975, beginning at 10 a.m. The pro-
ceeding will consist of presentations of
statements in oral and written form.

Any persons desiring to glve testi-
mony, present evidence, or o
participate in the hearing should file
with the Secretary of the Board of Gov-
emors of the Federal Reserve System,
Washington, D.C. 20551, to be received
by July 30, 1975, a written request con-
talning a statement of the nature of the
petitioner’s interest in the proceedings,
the extent of participation desired, a
summary of the matters concerning
which petitioner wishes to give testimony
or submit evidence, and the names and
affiliation of witnesses who propose to
appear. All such communications will be
made available for Inspection and copy-
ing in Room 1118 of the Board Building.

All parties will be given until August
12, 1975, to submit such additional ma~-
terial related to the issues raised at the
hearing, or any other issues in the pro-
posed regulations, as they desire, In-
terested persons need not participate in
the oral presentation to have their views
considered but may submit their views
in writing to be received by the Secretary
no later than August 12, 1975. Comments
on the proposed revised regulations, soon
to be published, should also be received
by the Secretary no later than August 12,
1975. Written comments, as they are re-
celved, will be made available for inspec-
tion and copying in Room 1118 of the
Board Building.

By order of the Board of Governors,
July 22, 1975,

[sEAL) THEOPORE E. ALLISON,

Secretary of the Board.
[FR Doo.75-19360 Filed 7-23-75;8:45 am)

FEDERAL TRADE COMMISSION
[ 16 CFR Part 255 )

ENDORSEMENTS AND TESTIMONIALS
IN ADVERTISING

Guides Concermning Use; Notice
e.f Additional Opportunity To Present
iews

On May 21, 19795, there was published
in the Feoeral Recister (40 FR 22187)
a notice of proposed guides concerning
use of endorsements and testimonials in
advertising. Interested parties were af-
forded the opportunity to present to the
Commission their written views con-
cerning the guides, including such per-
tinent information; suggestions, or ob-
jections as they may desire to submit.
Such views were to be submitted not
later than July 21, 1875, to the Assist-
ant Director for National Advertising,
Bureau of Consumer Protection, Federal
Trade Commission, Pennsylvania Ave-
nue at 6th Street, N.W. Washington,
D.C. 20580.

The Commission has determined that
additional opportunity for the presenta-
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tion of written views is warranted. Ac-
cordingly, the Commission extends the
time during which such views may be
submitted, as provided, to not later than
August 20, 1975,

Issued: July 21, 1975.
By direction of the Commission.

{sear) CrHARLES A. Tomxy,
Secretary.
[FR Doe¢.75-19317 Piled 7-23-75;8:45 am]

NATIONAL TRANSPORTATION
SAFETY BOARD

[49CFR Part 802 ]
PRIVACY ACT OF 1974

Exemption

On July 17, 1875, at 40 FR 30130, the
National Transportation Safety Board
(NTSB) issued a proposed rule to imple-
ment the Privacy Act of 1974 (Act),
designated as Part 802, Chapter VIII,
Title 49, Code of Federal Regulations,

Pursuant to 5§ US.C. 552a(k), each
Federal agency that maintains any sys-
tem of records retrievable by name or
identifylng number, symbol, or other
identifying particular assigned to an in-
dividual may promulgate rules to exempt
any such system of records from certain
provisions of the Act.

NTSE maintains among its systems of
records one designated as “Security
Records.” With respect to each employee
or prospective employee of NTSB, or po-
tential contractor with NTSB, the Secu-
rity Records contain loyally checks, and/
or Federal Bureau of Investigation rec-
ords, evaluations, and similar records.

NTSB plans to amend proposed Part
802 by exempting the Security Records
from the provisions of subsections (d)
(Access to Records), (e) (1), and (e)(4)
(H) and (I) (Agency Requirements) of
5 U.S8.C. 552a. The purpose of the amend-
ment is to avoid disclosure of material,
and NTSE handling thereof, which would
reveal the identity of a source furnish-
ing the information under a promise that
his identity would ke held in confidence.

Any person interested in the amend-
ment herein may participate in this pro-
posed rulemaking by submitting written
data, views, or arguments, addressed to
the General Counsel, National Trans-
portation Safety Board, 800 Indepen-
dence Avenue, SW., Washington, D.C.
20594, on or before August 18, 1875,

Accordingly, the National Transpor-
tation Safety Board hereby proposes to
amend Part 802, Chapter VI, Title 49,
Code of Federal Regulations, by adding
a new subpart, as follows:

Subpart H—Specific Exemptions

Sec.
80220 Security records.

Auvrnomiry: Privacy Act of 1874, Pub. L.
93-579, 88 Stat. 1808 (6 US.C, 562a); Inde-
pendent Safety Board Act of 1974, Pub. L.
93-633, 88 Stat. 2166 (40 US.C. 1901 et seq,);
and Freedom of Information Act, Pub, L,
93-502, November 21, 1074, amending &§ US.C.
5§52,
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Subpart H—Specific Exemptions
§ 802.20 Security Records.

Pursuant to, and limited by, 5 U.S.C.
552a(k) (5), the NTSB's system of rec-
ords, which contains the Security Rec-
ords of NTSB oyees, prospective
employees, and potential contractors,
shall be exempt from disclosure of the
material and the NTSB’s handling there-
of under subsections (d), (e)(1) and
(e) (4) (H) and (I) of 5 U.S.C. 552a.

Signed at Washington, D.C., on July
18, 1975,

[sEAL) Jonw H. REED,

[FR D0e.75-19282 Piled 7-23-75;8:45 am |

POSTAL SERVICE

[ 39 CFR Parts 262, 266, 267 ]

RECORDS AND INFORMATION
MANAGEMENT

Revised Policies and Procedures

Notice is hereby given of & proposed
amendment to Postal Service regulations
to establish revised policies and proce-
dures relating to records and informa-
tion management practices within the
U.S. Postal Service, and In particular
those practices dealing with information
Privacy and Security as required by the
provisions of the Privacy Act of 1974
(Pub. L. 93-579).

* The Postal Service proposes to adopt

new Parts 262, containing definitions,
266, relating to personal information,
and 267, relating to the security of in-
formation, Part 266 will replace Part 263,
relating to employee information.

Part 262 is a new part and Is intended
to provide a comprehensive set of def-
initions of terms used in subsequent
Records and Information Management
parts, Part 266 is a new part and con-
sists of a set of rules which establish
the general Postal Service policy regard-
ing the subject of information privacy.
The issues addressed within this part are
primarily intended to satisfy the re-
quirements of the Privacy Act of 1874.
Part 267 is a new part and establishes
the general policy for Information secu-
rity within the Postal Service. The intent
of this Part is to provide for Informa-
tion security for personal information
as required by the Privacy Act as well as
for other types of sensitive information
maintained by the Fostal Service,

Any person interested in the amend-
ments herein may participate in this pro-
posed rulemaking by submitting written
data, views or erguments on these pro-
posed amendments to the USPS Records
Officer, 475 L'Enfant Plaza West, S.W.,
Washington, D.C. 20260, on or before
August 18, 1975,

Accordingly, the Postal Service pro-
poses the following amendment:

In 39 CFR Part 263 is revoked, and
new Parts 262, 266 and 267 are adopted
to read as follows:
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PART 262—RECORDS AND INFORMATION
MANAGEMENT DEFINITIONS

Sec.

2621
2622
2623
2624
262.5

Custodian.

Records.

Non-record material.

Information.

Information system (System of rec-
ords) .

2626 Information system exoccutlve.
Avurnonrry: 39 U.S.C. 401; Pub, L. 93-579,

88 Stat, 1896,

§ 262.1  Custodian.

The Postmaster or other head of a
facility, such as a Postal Data Center,
mailbag depository, management sec-
tional center, district office or Regional
Headquarters, or & group or department
of Headquarters, who maintains USPS
records.

§ 262.2 Records.

Any medium, regardless of form or
characteristics (paper, flim, magnetic
surfaces, etc.), that contains informa-
tion developed or received by the United
States Postal Service in connection with
the transaction of its business and re-
tained in its custody.

(a) Types of Records—<(1) Oficial
Record—primary copy of any record
created or the original received by any
Postal Service organizational component
in the line of its duties or function.

(2) Duplicate Records—additional
copies of the official record.

(3) Historical Records—Postal Serv-
ice records which may have value beyond
their scheduled destruction’ date or
which are required to be permanently
retained.

(4) Vital Records—Records which are
necessary for the effective operation of
the Postal Service or the protection of
its interests, its employees, its contrac-
tors or the general public.

(b) Categories of Records. (1) Rec-
ords (Active)—records for which the re-
tention period has not yet expired and
which are in regular use,

(2) Records (Inactive) --records for
which the retention period has not yet
expired and which are not in regular use.

£262.3 Non.record material.

Includes blank forms and surplus pub-
lications, handbooks, circulars, bulletins,
announcements, and other directives, as
well as any material not directly asso-
clated with the transactions of Postal
Service business.

§262.3 Information.

A combination of data which has the
potential to serve a useful purpose.

(a) Types of Information, (1) Gen-
eral Information—that Information
which is available to the public without
restriction.

(2) Reastricted Information—that in-
formmtion which because of federal
statute or USPS regulation, cannot be
released to the public, (Includes, but is
not limited to, personal and national de-
fense Information.) !

(3) Discretionary Information—that
information which is available to the
public only on a selective basis.

PROPOSED RULES

(4) Critical Information—that infor-
mation for which Integrity must be as-
sured in order for the Postal Service to
effectively perform its mission, or to pre-
vent significant financial loss, (This in-
formation is contained within Vital
Records.) =)

(5) Sensitive Information—that in-
formation which is either restricted, dis-
cretionary or critical in nature.

§262.5 Information system (system of
records). L
A methodology which receives, ac-
cesses and processes groups of records in
an efficient manner for the purpose of
producing useable output records.,

§262.6 Information system executive,

The Postal Service Manager who pre-
scribes the existence of and the policies
for an information system.

PART 266—PRIVACY OF INFORMATION

Sec,

266.1
2062
2663
2864

Purpose and scope.

Policy.

Responsibility.

Collection and dizclosure of personal
information.

Notification.

Procedures for requesting Inspection
and copying.

Procedures for requesting amendment,

2668 Schedule of fees.

2669 Exemptions,

Auvrmonrry: 30 US.C, 401; Pub, L, §3-570,
88 Stat. 1806.

§ 266.1 Purpose and scope, 7

This part Is intended to protect in-
dividual privacy and affects all personal
information collection and usage activi-
ties of the entire U.S. Postal Service. This
includes the information interface of
Postal Service employees to other em-
ployees, to individuals from the public
at large, and to any private organization
or governmental agency.

§ 266.2 Policy.

It i3 the policy of the U.S. Postal Serv-
fce to insure that any record within its
custody that identifies or describes any
characteristic or provides historical in-
formation about an individual or that
affords a basis for inferring  personal
characteristics, or things done by or to
such individual; and the record of any
afliliation with an organization or activi-
ty, or admission to an institution, is ac-
curate, pertinent, complete, timely, rele~
vant, and reasonably secure from unau-
thorized access. Additionally, it is the
policy to provide the means for individ-
uals to know: (a) Of the existence of all
Postal Service personal Information sys-
tems, (b) the recipients and usage made
of such information, (¢) what personal
information is optional or mandatory to
provide to the Postal Service, (d) the
procedures for individual review and up-
date of all relevant personal information,
(e) the reproduction fees for personal
records, and (f) the procedures for in-
dividual legal appeal in cases of dissatls-
faction.

2685
2066

2087
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§ 266.3 Responsibility,

(a) Records Officer. The Records Of-
ficer will insure Postal Service-wide com-
pliance to this policy.

(b) Custodian. Custodians are respon-
sible for adherence to this part within
their respective units and in particular
for the collection, use and disclosure of
personal information, and for affording
individuals their rights to inspect, obtain
copies of and correct records concerning
them, :

(¢) Information System Ezxecutive.
These managers are responsible for re-
porting the existence of personal records
systems, changes to the contents of those
systems, and changes of routine use to
the Records Officer and also for estab-
lishing the relevancy of information
within those systems.

§ 266.4 Collection and disclosure of per-
sonal information.

(a) The following rules govern the
collection of personal information
throughout Postal Service operations:

(1) The Postal Service will:

(1) Collect, solicit and maintain only
such personal information as is relevant
and necessary to accomplish a purpose
required by statute or Executive Order,

(ii) Collect Information, to the great-
est extent practicable, directly from the
subject individual when such information
may result in adverse determinations
about an individual's rights, benefits or
privileges,

(111) Inform any individual requested
to disclose personal information whether
that disclosure is mandatory or volun-
tary, by what authority it is solicited,
the principal purposes for which it is
intended to be used, the routine uses
which may be made of it, and any penal-
ties and specific consequences for the in-
dividual, which are known to the Postal
Service, which will result from non-
disclosure.

(2) The Postal Service will not dis-
criminate against any individual who
falls to provide personal information un-
less that information is required or neces-
sary for the conduct of the system. or
program in which the individual desires
to participate.

(3) No information will be collected
(or maintained) describing how indi-
viduals exercise rights guaranteed by the
First Amendment unless the Postmaster
General specifically determines that such
information is relevant and necessary to
carry out a statutory purpose of the
Postal Service.

(4) The Postal Service will not require
disclosure of any individual's Social Se-
curity account number or deny a right,
privilege or beneflt because of the indi-
vidual's refusal to disclose the number
unless disclosure is required by Federal
law.

(b) Disclosures. (1) Disclosure: Limi-
tations On. The Postal Service will not
disseminate personal information unless
reasonable efforts have been made to as-
sure that the information is accurate,
complete, timely and relevant and unless:

24, 1975




30990

(1) The Individual to whom the record
pertains has requested in writing that the
information be disseminated, or

(i) It has obtained the prior written
consent of the individual to whom the
reeord pertains, and any external recipi-
ent of the personal Information has
adopted rules in conformity with estab-
lished Postal Service standards for main-
taining the security and confidentiality
of personal information, or

(i) The dissemination Is In accord-
ance with subsection (2) hereof,

(2) Dissemination of personal infor-
mation may be made:

t{) To a person pursuant to a reguire-
ment of the Freedom of Information Act
(5 US.C. 552);

(i) To those officers and employees of
the Postal Service who have & need for
such Information in the performance of
their duties;

(i) For a routine use as contained in
the system notices published in the Fep-
ERAL REGISTER;

(iv) To a recipient who has provided
advance adequate written assurance that
the information will be used solely as a
statistical reporting or research record,
and to whom the information is trans-
ferred in a form that is not individually
identifiable;

(v) To the Bureau of the Census for
purposes of planning or carrying out a
census or survey or related activity pur-
suant to the provisions of Title 13, US.
Code;

(vl) To the National Archives of the
United States as a record which has suf-
ficient historical or other value to war-
rant its continued preservation by the
United States Government, or for eval-
uation by the Administrator of General
Services or his designee to determine
whether the record has such value;

(vil) To a person pursuant to a show-
ing of compelling circumstances affect-
ing the health or safety of an individual,
if upon such disclosure notification is
transmitted to the last known address of
such Individual;

(vili) To a federal agency or to an in-
strumentality of any governmental juris-
diction within or under the control of the
United States for a civil or ¢riminal law
enforcement activity, if such activity is
authorized by law and if the head of the
agency or instrumentality has made a
written request to the Postal Service
specifying the particular portion of the
record desired and the law enforcement
activity for which the record is sought;

(ix) To either House of Congress or
its committees or subcommittees to the
extent of matter within thelr jurisdic-
tion;

(x) To the Comptroller General or
any of his authorized representatives in
the course of the performance of the
duties of the General Accounting Office;

(xi) Pursuant to the order of a court
of competent jurisdiction.

(3) Names and Addresses of Postal
Customers. The disclosure of lists of
names or addresses of Postal customers
or other persons to the public is prohib-
ited (39 US.C. 412), Names or addresses

PROPOSED RULES

will be disclosed only in those cases per-
mitted by Section 265.64 of Title 39
C.FP.R. relating to the Release of Infor-
mation, -~

(4) Employee Credit References. A
credit bureau or commercial firm from
which an employee is seeking credit may
be given the following information upon
request: length of sérvice, job title, and
salary range for the employee's grade
thut not exact salary).

(5) Employee Job References. Pro-
spective employers of a Postal employee
or & former Postal employee may be fur-
nished with the information in § 266.4b
(4) above, in addition to the date and
reason for separstion if applicable.

(¢) Correction Disclosure. Any person
or other agency to which a personal rec-
ord has been or is to be disclosed shall be
informed of any corrections or notations
of dispute relating thereto affecting the
accuracy, timeliness or relevance of that
personal record.

(d) Recording of Disclosure, (1) An
accurate accounting of each disclosure
will be kept In all instances except those
in which disclosure is made to Postal
Service employees in the performance of
thelr duties or is required by the Free-
dom of Information Act (5 U.S.C. 552).

(2) The accounting will be maintained
for at least five (5) years or the life of
the record, whichever is longer,

(3) The saccounting will be made
available to the Individual named in the
record upon inquiry, except for disclo-
sures made pursuant to provision .4(b)
(2) (vii), above relating to law enforce-
ment activities,

£ 266.5 Notification.

(a) Notification of Systems. The fol-
lowing procedures permit Individuals to
determine the types of personal records
systems maintained by the Postal
Service.

(1) Upon written request, the Postal
Service will notify any individual
whether a specific system named by him
contains a record pertaining to him, See
§ 266.6 for suggested form of request.

(2) The Postal Service shall publish
annually in the FEpERAL RECISTER & no-
tice of existence and character of all
personal systems of records. This notice
will contain the following information:

(1) Name and location of the system,

(1) Nature and purposes of the sys-

(iii) Categories of Individuals on
whom personal information is main-
tained and categories of personal infor-
mation generally maintained in the
system,

(lv) Confidentiality requirements and
the extent to which access controls apply
to such Information,

(v) Postal Service policles and stand-
ards regarding the safeguarding and dis-
closure of information, information
storage, duration of retention of infor-
mation, and elimination of such infor-
mation from the system,

(vi) Routine uses made by the Posuu
Service of the personal Information con-
tained in the system, including the cate-

gories of users and the purpose of the
use,
(vil) Title and official addmss of the
custodian,

(viil) Procedures by whlch an indi-
vidual can be informed if a system con-
tains personal information pertaining to
one's self, gain access to such informa-
tion, and contest the accuracy, complete-
ness, timeliness, relevance and necessity
for retention of the informsation,

(ix) Categories of sources of such per-
sonal information,

(X) System status—either
mental or operational.

(b) Notification of Disclosure.. Tha
Postal Service shall make reasonable
efforts to serve notice on an individual
before any personal information on such
individual is made available to any per-
son under compulsory legal process when
such process becomes a matter of public
record, (Also see § 2664(b) (1)) and
(2) tviD) )

(c) Notification of Amendment. (See
§266.7 (b) (3) relating to amendment of
records upon request.) y

(d) Notification of New Use. Any newly
intended use of personal information
maintained by the Postal S8ervice will be
published in the Frorral RecrsTer thirty
(30) days before such use becomes opera-
tional. Public views may then be sub-
mitted to the Records Oficer.

(e) Notification of Exemptions. The
Postal Service will publish within the
FEpERAL Recister its intent to exempt
any system of records and shall specify
the nature and purpose of that system.

§266.6 Procedures for requesting in-
spection and copying.

The purpose of this =ection is to pro-
vide procedures by which an individual
may have access to personal information
within a comprehensible format.

() Submission of Requests for Access.
(1) Manner of Submission. Inquiries re-
garding the contents of records systems
or access to personal information should
be in writing and directed to the custo-
dian of the official record, if known, or
to the Records Officer, United States Pos-
tal Service, Washington, DC 20260, Any
inquiry concerning a specific system of
records should provide the Postal Serv-
ice with the information contained un-
der "Notification for that system as pub-
lished in the Feoenar Recister. If the
information supplied is Insufficient to
locate or identify the record, the re-
quester will be notified promptly and, if
possible, informed of additional informa-
tion required,

(2) Perlod for Response by Custodian,
Upon receipt of an Inquiry, the custodian
will respond with an acknowledgement of
receipt within ten (10) days, If the In-
quiry requires the custodian to determine
whether o particular record exists, the
inquirer shall be informed of this deter-
mination as a part of the acknowledge-
ment letter.

(b) Compliance with Request for Ac-
cess, (1) Notification of Time and Place
for Inspection. When a requested record
has been identified and is to be disclosed,
the custodian shall ensure that the record

develop-
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is made available promptly and shall im-
mediately notify the requester where and
when the record will be available for in-
spection or copying. Postal Service rec-
ords will normally be available for in-
spection and copying during regular busi-
ness hours at the postal facilities at
which they are maintained. The custo-
dian may, however, designate other rea-
sonable locations and times for inspec-
tion and copying of some or all of the
records within his custody.

(2) Identification of Requester. The
requester must present personal identi-
fication sufficient to satiafy the custodian
as to his identity prior to record review.
Examples of suflicient identification are
a valid driver's license, medicare card,
and employee identification cards.

(3) Responsibilities of Requester. The
requester shall assume the following re-
sponsibilities regarding the review of offi-
cial personal records:

(i» Requester must agree not to leave
Postal Services premises with official
records unless specifically given a copy
for that purpose by the custodian or his
representative.

(i) Requester must sign a statement
indicating he has reviewed a specific
record(s) or category of record.

(iii) Requester may be accompanied by
a person he so chooses to aid in the in-
spection of information; however, re-
quester must furnish the Postal Service
with written authorization for such re-
view in that person’s presence.

(4) Special Rules for Medical Rec-
ords. Medical records shall be disclosed
to the requester fo whom it pertains
unless, in the judgment of the custodian,
access to such record could have an ad-
verse effect upon such individual. When
the custodian, in consultation with a
medical doctor, determines that the dis-
closure of medical information could
have an adverse effect upon the indi-
vidual to whom it pertains, the custodian
will transmit such information to a
medical doctor named by the requesting
Individual,

(5) Limitations on Access. Nothing in
this section shall allow an individual ac-
cess to any information compiled in rea-
sonable anticipation of a civil action or
proceeding. Other limitations on access
are those specifically addressed in
£§ 266.6(b) 14) above and 266.9 below.

(¢c) Response When Compliance Is Not
Possible, A reply denying a written re-
quest to review a record shall be in writ-
ing slgned by the custodian or other
appropriate official and shall be made
only if such a record does not exist or
does not contain personal information
relating to the requester, or is exempt
under § 266.6(b) (5). This reply shall in-
clude a statement regarding the deter-
mining factors of denial, and the right
to obtaln judicial review in a district
court,

£2066.7 Procedures
amendment,

(a) Submission of Requests for
Amendment, Upon review of a personal
record pertaining to an Individual, that
individual may submit a request to amend

for requesting
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the record. This request will be submitted
in writing to the custodian and will in-
clude a statement of the amendment re-
quested and the reasons therefor which
normally will relate to such characteris-
tics as relevance, accuracy, timeliness
or completeness. ¢

(b) Action to be Taken by the Custo-
dian, Upon receiving an amendment re-
quest, the custodian shall promptly :

(1) Acknowledge in writing receipt of
the request within ten (100 working
days,

(2) Make such inquiry as is necessary
to determine whether the amendment is
appropriate, and

(3> Correct or eliminate any informa-
tion that Is found to be incomplete, in-
accurate, not relevant to a statutory pur-
pose of the Postal Service, or not timely,
and notify the requester when this ac-
tion is complete, or

(4) Not later than thirty (300 work-
ing days after receipt of a request to
amend, notify the requester of a deter-
mination not to amend and of the indi-
vidual's right to appeal.

(¢c) Appeal Procedure. (1) 1f a request
to inspect, copy, or amend a record is
denied, in whole or in part, or if no
determination is made within the period
prescribed by this part, the requester may
appeal to the Assistant Postmaster Gen-
eral, Management Information Systems
Department, U.S. Postal Service, Wash-
ington, D.C. 20260.

(2) The requester should submit his
appeal In writing within thirty (30) days
of the date of denial, or within ninety
(90) days of such request if the appeal
is from a failure of the custodian to make
a determination. The letter of appeal
should include, as applicable:

(1) Reasonable identification of the
record access to which or the amend-
ment of which was requested,

(i) A statement of the Postal Service
action or failure to act and of the relief
sought.

(i) A copy of the request, of the no-
tification of denial and of any other re-
lated correspondence.

(3) Any record found on appeal to be
incomplete, inaccurate, not relevant, or
not timely, shall within thirty (30)
working days of the date of such findings
be appropriately amended,

(4) The decision of the Assistant Post-
master General, MIS Department, con-
stitutes the final decision of the Postal
Service on the right of the requester
to inspect, copy, change, or update a
record. The decision on the appeal shall
be In writing and in the event of a denial
shall set forth the reasons for such de-
nial and state the individual's right to
obtain judicial review in a district court.
An indexed file of decisions on appeals
shall be maintained by the Records
Officer.

(d) Submission of Statement of Dis-
agreement, If the final decision does not
satisfy the requester, any statement of
reasonable length provided by that indi-
vidual setting forth a position regarding
the disputed Information, will be ac-
cepted and included In the relevant
personal record.
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te) Availability of Assistance in Ex-
ercising Rights, The USPS Records Of-
ficer is available to provide an individua!
with assistance in exercising rights pur-
suant this part.

§266.8 Schedule of fees.

(a) Policy. The purpose of this section
is to establish falir and equitable fees to
permit reproduction of records to con-
cerned Individuals while substantially
covering the direct costs incurred by the
Postal Service.

(b) Reproduction. (1) For reprodueing
any paper or micrographic record or
publication, the fee is $.10 per page.
Computer reports will be provided at
$.015 per page. No charge will be made
if the total fees authorized by this Part
in compliance with a request or series
of related requests is less than $1.00.

(2) The Postal Service may at its dis-
cretion make coin-operated copy ma-
chines available at any location. In that
event, the requester will be given the op-
portunity to make copies at his own
expense.

(3) The Postal Service will not nor-
mally furnish more than one copy of
any record.

(e) Limitations. No fee will be charged
to any Individual for the process of re-
trieving, or amending records.

§ 266.9 Exemptions.

(a) Subsections 552a (j) and (k) of
Title 5, U.S. Code, empower the Post-
master General to exempt systems of
records meeting cértain criteria from
various other subsections of section 552a.
With respect to systems of records so
exempted, nothing in this part shall re-
quire compliance with provisions hereof
implementing any subsections of section
55624 from which those systems have been
exempted.

(b) [Reseryed for list of exempt sys-
tems Lo be later ldentiled.)

PART 267—SECURITY OF INFORMATION

Sec.
2671
2072

Purpose and acope,

Policy.

2673 Responaibllity.

2074 Information security standards,

AurHonrry: 39 US.C, 401; Pub, L, 93-674.
88 Stat. 1806,

§ 267.1 Purpose and scope.

This Part addresses the protection of
information and records in the custody
of the Postal Service throughout all
phases of information flow and within
all organization components, and in-
cludes micromated, manual and data
processing information.

§ 267.2 Policy.

Consistent with the responsibility of
the Postal Service to make its official rec-
ords avallable to the public to the maxi-
mum extent required by the public inter-
est, and to insure the security, confiden-
tlality, and integrity of official records
containing personal information, 1t is the
policy of the Postal Service to maintain
definitive and uniform information secu-
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rity safeguards. These safeguards will
have as their purpose:

(a) Insuring the effective operation of
the Postal Service through appropriate
controls over critical information, and

(b) Protecting personal privacy and
the public interest by limiting unauthor-
ized access to restricted and discretion-
ary information.

§ 267.3 Responsibility.

(a) Chiej Postal Inspector and USPS
Records Officer. The Chief Inspector and
the Records Officer will insure within
their respective areas of jurisdiction:

(1) Postal Service-wide compliance
with this policy and related standards
and procedures, and

(2) that remedial action Is taken when
violations or attempted violations of
these standards and procedures occur.

(b) Custodians. All custodians are re-
sponsible for insuring that information
security standards and procedures are
followed and that all relevant employees
participate in the information security
AWAreness programs.

§ 267.4 Information sccurity standards.

(a) The Postal Service will operate
under a uniform set of information se-

PROPOSED RULES

curity standards which address the fol-
lowing aspects of information flow and
management:

(1) Information collection,

(2) Information handling and process-
ing (includes manual, ADP, and micro-
graphic processing),

(3) Information dissemination and
disclosure,

(4) Information storage and destruc-
tion,

(b) Supplementing this list are infor-
mation security standards pertaining to
the following functional anfl administra-
tive areas:

(1) Personnel selection, rules of con~-
duct and training,

(2) Physical environment,

(3) Controlling access to information,

(4) Contingency planning,

(5) Information processing or storage
system procurement,

(6) Information systems development,

(7) Information system and environ-
ment audits,

(8) Contractual relationships.

Louis A, Cox,
General Counsel.

[FR Doc.75-19212 Filed 7-23-75;8:45 am)

SECURITIES AND EXCHANGE
COMMISSION

[ 17 CFR Parts 231, 239, 241, 249 ]

[ Release Nos. 33-5607, 34-11540, 35-1900);
File No. 87-566]

OIL AND GAS RESERVE DISCLOSURE

Definitions and Classification; Extension of
Comment Period

The Securities and Exchange Commis-
sion today extended the comment pe-
riod on its proposals relating to disclo-
sure of oil and gas reserves (Release No.
33-5588, May 30, 1975, and published
Friday, June 13, 1974 at 40 FR 25230,
The Commission believes that an exten-
sion from July 15 until August 15, 1975
is appropriate in view of the extension
requests it has recelved.

Accordingly, all interested persons are
invited to submit their views and com-
ments on the proposals contained in
Release No. 33-5588 to George A. Fitz-
simmons, Secretary, Securities and Ex-
change Commission, Washington, D.C.
20549 on or before August 15, 1975. Such
communications should refer to File No.
S7-566. All such communications will be
available for public inspection,

By the Commission,
[SEAL] GEORGE A. FITZSIMMONS,

Secretary.
Jury 17,1975,
[FR Doc.75-18306 Piled 7-23-75;8:45 am)
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DEPARTMENT OF STATE

Office of the Secretary
[Public Notice CM-5170)

SHIPPING COORDINATING COMMITTEE
Meeting

The working group on subdivision and
stability of the Subcommittee on the
Safety of Life at Sea will hold an open
meeting on Thursday, August 14, 1975,
in Room 8236 of the Department of
Transportation, 400 Seventh Street, S.W.,
washington, D.C, at 9:30 a.m.

Items to be considered are:

Subdivision and stability of special
purpose ships.

Improvements to the Load Lines Con-
vention.

Further information on this working
group meeting may be obtained from Mr,
L. H. Middleton, United States Coast
Guard -by phoning him on (area code
202) 426-2170.

RicuaARD K. BANK,
Chairman, Shipping
Coordinating Committee.

Jury 17, 1975,
[FR Doc.75-19186 Filed 7-23-75:8:45 am]

[Public Notice CM-55/69)

STUDY GROUP 8 OF THE U.S. NATIONAL
COMMITTEE FOR THE INTERNATIONAL
RADIO CONSULTATIVE COMMITTEE

(CCIR) !
Meeting

The Department of State announces
that Study Group 8 of the U.S. National
Committee for the International Radio
Consultative Committee (CCIR) will
meet on August 27, 1975, at 9:30 a.m. in
Room 8210, FCC Building, 2025 M Street,
N.W,, Washington, D.C.

Study Group 8 studies matters relating
o systems of radiocommunications and
radiodetermination for the mobile serv-
ices, The main purpose of this meeting
will be to spprove documents prepared
for submission to the international
meeting of CCIR Study Group 8 to be
held in Geneva March 1 to March 18,
1876,

Members of the general public may
attend the meeting and join in the dis-
cussions subject to instructions of the
Chairman. Admittance of public mem=-
bers will be limited to the seating avail-
able,

Dated: July 17, 1975.

Gorvow L. Hurrcurr,
Chairman, U.S. CCIR
National Committee.

[FR Doc.75-10187 Flled 7-23-75;8:45 nm]

DEPARTMENT OF THE TREASURY

Internal Revenue Service
[Order No. 162]

SERVICE CENTER DIRECTORS

Delegation of Authority

Pursuant to authority vested in the
Commissioner of Internal Revenue by
Treasury Department Order 150-69 dated
March 14, 1969, Service Center Directors
are hereby authorized to issue a notice
and demand for payment of any funds
due the United States from any officer or
employee of the Internal Revenue Serv-
ice who fails to account for and pay over
any amount of money or property col-
lected or received by them in connection
with internal revenue laws. If payment
is not received within the time limit
prescribed by the notice and demand,
the unpaid amount is deemed assessed
as of the date of the notice and appro-
priate action will be taken as required
by subsection T803(d) of the Internal
Revenue Code.

The authority herein delegated may
not be redelegated.

Issued: July 16, 1975.
Effective: July 16, 1975.

DoxaLp C. ALEXANDER,
Commissioner.

| PR Doc,75-19200 Plled 7-23-75:8:45 am )

Office of the Secretary

RECHARGEABLE SEALED NICKEL-
CADMIUM BATTERIES FROM JAPAN

Antidumping; Withholding of
Appraisement Notice

Information was received on Decem-
ber 24, 1974, that rechargeable sealed
nickel-cadmium batteries from Japan
were being sold at less than fair value
within the meaning of the Antidumping
Act, 1921, as amended (18 U.S.C. 180 et
seq,) (referred to in this notice as the
“Act"). This Information was the subject
of an “Antidumping Proceeding Notice”
which was published in the Federal
Register of January 25, 1875, on page
3790. The “Antidumping Proceeding
Notice” indicated that there was evidence
on record concerning injury to or likeli-
hood of injury to or prevention of estab-
lishment of an industry in the United
States.

Pursuant to section 201(b) of the Act
(19 U.S.C. 160(¢c) ), notice is hereby given

. that there are reasonable grounds to

believe or suspect that the purchase price
(section 203 of the Act; 19 US.C. 162) of
rechargeable sealed nickel-cadmium bat-
teries from Japan is less, or is likely to

be less, than the foreign market value
(section 205 of the Act; 19 US.C. 164).

Statement of reasons, The information
currently before the U.S. Customs Service
tends to Indicate that the probable basis
of comparison for fair value purposes
will be between purchase price, or ex-
porter’'s sales price, as applicable, and the
adjusted home market price of such or
similar merchandise.

Purchase price will probably be cal-
culated on the hasis of the resale price
in the United States, with deductions for
the applicable transportation costs, sell-
ing expenses in both the United States
and Japan, U.S. duty and import charges.

Home market price will probably be
calculated on the basis of weighted-aver-
age delivered prices in Japan. Deductions
from these prices will probably be made
for the applicable inland freight costs,
interest costs, and differences in the
merchandise where appropriate. Adjust-
ment will also be made for differences in
packing and selling expenses which will
be limited to the actual selling expenses
incurred in the United States.

Using these criteria, there are reason-
able grounds to believe or suspect that
the purchase price of the merchandise
in question will be lower than the ad-
justed home market price of such or
similar merchandise.

Accordingly, Customs officers are be-
ing directed to withhold appraisement of
rechargeable sealed nickel-cadmium bat-
teries from Japan in asccordance with
§ 153.48, Customs regulations (19 CFR
153.48).

Rechargeable sealed nickel-cadmium
batteries produced and sold by Matsu-
shita Electrical Industrial Co., Ltd.,
Japan, are excluded from this withhold-
ing of appraisement since 100 percent of
its export sales of these articles during
the period under consideration were
examined, and the purchase price or ex-
porter's sales price, as appropriate, was
found to be not less than the home
market price of such or similar merchan-
dise in every Instance.

In accordance with §§153.32¢h) and
153,37, Customs Regulations (19 CFR
153.32(b), 153.37). interested persons
may present written views or arguments,
or request in writing that the Secrefary
of the Treasury afford an opportunity to
present oral views.

Any requests that the Secretary of
the Treasury afford an opportunity to
present oral views should be addressed to
the Commissioner of Customs, 1301 Con-
stitution Avenue, NW., Washington, D.C.
20229, in time to be received by his office
on or before August 4, 1975. Such re-
quests must be accompanied by a state-
ment outlining the issues wished to be
discussed,

FEDERAL REGISTER, VOL 40, NO. T43—THURSDAY, JULY 24, 1975




30994

Any written views or arguments should
likewise be addressed to the Commis-
stoner of Customs in time to be received
by his office on or before August 25,
1975.

This notice, which is published pur-
suant to § 153.34(b), Customs Regula-
tions (19 CFR 153.34(b)), shall become
effective on July 24, 1975. It shall cease
to be effective at the expiration of 6
months from the date of this publication,
unless previously revoked.

[SEAL] James B, CLAWSON,
Acling Assistant Secretary
of the Treasury.

Jury 21, 1975.
|FR Do0.75-19307 Filed 7-23-75;8:45 am|

DEPARTMENT OF AGRICULTURE
Animal and Plant Health Inspection
Service

COMBINATIONS OF STANDARDIZED
NAMES

Prohibited Labeling Practices

This notice is to inform the public
that in accordance with the requirements
of the Federal Meat Inspection Act (21
U.S.C. 601 et seq.), the Department of
Agriculture will not permit the use of
labeling on federally inspected meat
food products, on which are combined
two or more names of products for which
definitions and standards of identity or
composition have been prescribed by reg-
ulations of the Secretary under the Act.

Section 1(n) of the Act (21 US.C.
601(n)) provides that any carcass, part
thereof, meat or meat food product is
misbranded, among other things, *(1)
if its labeling is false or misleading in
any particular. . . ; (7) if it purports to
be or is represented as a food for which
& definition and standard of identity or
composition has been prescribed by reg-
ulations of the Secretary under section
T of this Act unless (A) it conforms to
such definition and standard, and (B)
its label bears the name of the food
specified in the definition and stand-
ard. . . .” The Act (§10, 21 US.C. 610)
prohibits the misbranding of such arti-
cles in an establishment preparing any
such articles for commerce; the sale,
transportation, offer for sale or trans-
portation, or receipt for transportation,
in commerce of any such articles which
are capable of use as human food and
are misbranded at the time of such sale,
transportation, offer for sale or trans-
portation, or receipt for transportation;
and doing, with respect to any such arti-
cles which are capable of use as human
food, any act while they are being trans-
ported in commerce or held for sale after
such transportation, which is intended
to chuse or has the effect of causing such
articles to be misbranded.

It is the Department's position that
any carcass, part thereof, meat or meat
food product would be misbranded, as
defined in the Act, If labeled with a com-
bination of such standardized names.
To {llustrate, names such as “breakfast
beef sausage” or “beef breakfast sausage”
would not be permitted for labeling of

NOTICES

sausage in that the federal meat inspec-
tion regulations provide for standards
of identity for “fresh beef sausage" (9
CFR 319.142) and "breakfast sausage"
(9 CFR 319.143). If names such as
“breakfast beef sausage” and “beef
breakfast sausage'" would be permitted
for use on labeling, consumers could be
confused as to the relationship between
products labeled “breakfast beef sau-
sage" or “beefl breakfast sausage,” and
the standardized products, and as a re-
sult might purchase different products

than contemplated, Including lesser
quality products.
Further, the use of such combined

names on labeling of meat food products
is prohibited by the Act and subject to
criminal penalties. Also, products bearing
such labeling would be subject to reten-
tion if found at official establishments
or subject to detention if found outside
of official establishments,

Done at Washington, D.C., on July 17,
1975.
Harry C. MUSSMAN,
Acting Administrator, Animal
and Plant Health Inspection
Service.

| PR . Doc.75-10116 Flled 7-23-75;8:45 am |

Forest Service

LINCOLN NATIONAL FOREST GRAZING
ADVISORY BOARD

Meeting

The Lincoln National Forest Grazing
Advisory Board will meet at 10:00 AM,
August 25, 1975, at the Alamogordo, New
Mexico Municipal Building. The purpose
of this meeting is to elect officers and
adopt bylaws for operation of the board.

The meeting will be open to the public.
Persons who wish to attend should notify
Larry S, Allen at Alamogordo, New Mexi-
co, 437-6030. Written statements miay be
filed with the board before or after the
meeting.

Dated: July 17, 1975.

JoHN A. HAFTERSON,
Forest Supervisor,

[FR Doc.75-19175 Filed 7-23-75;8:45 nm |

MT, HOOD, ROGUE RIVER AND WILLA-
METTE NATIONAL FORESTS, OREGON

Vegetation Management Usinf Selective
Herbicides; Availability of Final Addendum

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1969, the Forest Service, Department of
Agriculture, has prepared a final adden-
dum to the final environmental state-
ment for vegetation management using
selective herbicides on the Mt Hood,
Rogue River, and Willamette National
Forests, Oregon, for the period July 1,
1975 through June 30, 1976, USDA-FS-
RE6-FES(Adm) 75-15.

The final addendum concerns a pro-
posed use of herbicides 2,4-D, 2.4-DP, 2.4,
5-T, sllvex, amitrole, picloram and di-
camba to reduce the competition from
native vegetation where it hampers for-
est management activities in Oregon. The

proposed uses of herbicides are for refor-
estation site preparation, release and
thinning of conifers, range improvement
work, and right-of-way maintenance,
This final addendum was transmitted
to CEQ on July 18, 1975. Copies are avail-
able for inspection during regular work-
ing -hours at the following locations:

USDA, Forest Service, South Agriculture
Bldg.,, Room 3231, 12th & Independence
Ave, 8W., Washington, D.C. 20250,

USDA, Forest Service, Pacific Northwest
Region, 319 SW. Pine Street, Portiand,
Oregon 97204.

Mt, Hood National Forest, 2440 SE, 105th
Avenue, Portland, Oregon 97233.

Rogue River National Forest, Federal Bulld-
ing, P.O, Box 520, Medford, Oregon 97501,

Willamette National Forest, Federal Building,
PO, Box 10607, Eugene, Oregon 97401,

A limited number of single copies are
available upon request to Regional For-
ester T. A. Schlapfer, Pacific Northwest
Reglon, P.O. Box 3623, Portland, Oregon
97208.

Coples of the final addendum have
been sent to various Federal, state, and
local agencies as outlined in the CEQ

guidelines.
Curris L. SWANSON,
Region Environmental Coordi-
nator, Planning, Programing,
and Budgeting.
Jury 18, 19%5.

|FR Doc.75-19178 Filed 7-23-75;8:45"m|
A

RUBY MOUNTAINS-EAST
PLANNING UN

Availability of Final Environmental
tatement

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1969, the Forest Service, Department of
Agriculture, has prepared a final en-
vironmental statement for Ruby Moun-
tains-East Humboldt Planning Unit,
Humboldt National Forest, Nevada. The
Forest Service report number is USDA-
FS-FES (Adm) R4-75-9.

The environmental statement iden-
tifies and evaluates the probable effects
of the land use plan for the Ruby Moun-
tains-East Humboldt Planning Unit on
the Humboldt National Forest, Nevada.
The purpose of the plan is to allocate
National Forest lands within the unit to
specific resource uses and activities;
establish management objectives; docu-
ment management direction, manage-
ment decisions, and necessary coordina-
tion between resource uses and activi-
ties; and provide for the protection, use,
and development of the various re-
sources within the planning unit. The
plan provides for minimization of ad-
verse effects and maximization of desir-
able effects. The mix of uses provided for
includes moderate levels of consumptive
resource uses. Significant areas will re-
main undeveloped with options for future
management remaining open.

This final environmental statement
was transmitted to CEQ on July 17, 1975.

Copies are available for inspection dur-

ing regular working hours at the follow-
ing locations:

HUMBOLDT
IT
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USDA, Forest Service, South Agriculture
., Room 8230, 12th St. and Independ-
Ave., SW., Washington, D.C, 20250,
mgnonnl Plumm: Office, USDA, Forest Serv-
jce, Federal Bullding, Room 4403, 324-
25th Street, Ogden, Utah 84401,

Forest Supervisor, Humboldt National Forest,
076 Mountain City nghway. Elko, Nevada
89801,

District Forest Ranger, umomo Ranger Dis-
triot, P.O. Box' 651, Lamotille, Nevadn 89828,

District Forest Ranger, Wells Ranger District,
P.0. Box 2468, Wells, Nevada 80835,

A limited number of single copies are
available upon request to Forest Super-
visor Vern L. Thompson, Humboldt Na-
tional Forest, 976 Mountain City High-
way, Elko, Nevada 89801.

Copies of the environmental statement
have been sent to various Federal, State,
and local agencies as outlined in the
CEQ Guidelines.,

Dated: July 17, 1875:

P. M. Rezs,
Director,
Regional Planning and Budget.

[FR Doe.75~19176 Filed 7-23-75,8:45 am|

SMITH CREEK PLANNING UNIT;
MULTIPLE USE PLAN

Availability of Draft Environmental
Statement

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of
1969, the Forest Service, Department of
Agriculture, has prepared a draft en-
vironmental statement for Smith Creek
Planning Unit, " Forest Service Report
Number USDA-FS-DES (Adm) R1-76-2,

The environmental statement con-
cerns a proposed land use plan for the
Smith Creek Planning Unit, Boundary
County, Idaho. Approximately 92,130
acres are included in the planning unit
of which 79,830 acres are National Forest
lands. This plan allocates resources and
specifies land use prescriptions for Na-
tional Forest land, Resource information
is also provided for private land which
is available to owners to use as they wish,

The proposed plan emphasizes man-
agement of mountain caribou habitat in
that portion of the planning unit con-
taining part of the only known habitat
in the lower United States. Other por-
tions feature management of the Sel-
kirk Crest Specizl Management area,
grizzly bear habitat, timber management
on productive sites, fisheries habitat and
recreation. Approximately 11,350 acres
will remain undeveloped and analyzed
in conjunction with an adjacent plan-
ning unit containing a 41,000-acre in-
ventoried roadless area before a final
resource management decision is made.

This draft environmental statement
was filed with CEQ on July 17, 1975.
~ Copies are available for inspection dur-
ing regular working hours at the follow-
ing locations:

USDA Forest Sorvice, South Agriculture
Bldg., Room 3230, 12th St. & Independence
Ave., SW, Washington, DC 20250,

USDA Forest Service, Northern Reglon, Fed-
eral Bullding, Missoula, MT 50801,

NOTICES

USDA Forest Service, Idaho Panhandle Na-
tional Forests, 218 North 23rd, Coeur
d'Alene, ID 83814.

USDA Forest Service, Bouners Ferry Ranger
District, Bonners Ferry, ID 83805,

A limited number of single coples are
available upon request to Forest Super-
visor Ralph Kizer, Idaho Panhandle Na-
tional Forests 218 North 23rd, Coeur
d'Alene, ID 838

Copies of the envlronmenta! statement
have been sent to various Federal, state,
and local agencies as outlined in the
CEQ guidelines,

Comments are invited from the pub-
lic and from State and local agencles
which are authorized to develop ard en-
force environmental standards, and
from Federal agencles having jurisdic-
tion by law or special expertise with re-
spect to any environmental impact in-
volved for which comments have not
been requested specifically.

Comments concerning the proposed
action and requests for additional infor-
mation should be addressed to Forest
Supervisor Ralph Kizer, Idaho Pan-
handle National Forests, 218 North 23rd,
Coeur d'Alene, ID 83814,

Comments must be received by Sep-
tember 17, 1975 in order to be consid-
ered in the preparation of the final en-
vironmental statement.

Raver D, Kizer,

30995

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

|DESI 9955; Docket No. T6N-0139; (formerly
FDC-D-588); NDA 9-955 etc.)

ORAL PROTEOLYTIC ENZYMES

Notice of Opportunity for Hearing on Pro-.
posal To Withdraw Approval of ﬁcw Drug
Application

In a notice (DESI 9955) which was
published in the Froeral REecisteEr of
June 25, 1970 (35 FR 10393) pursuant to
the evaluation of reports recelved from
the National Academy of Sciences-Na-
tional Research Council, Drug Efficacy
Study Group, the Commissioner of Food
and Drugs announced his conclusion that
the drug products described below are
possibly effective and lacking substantial
evidence of effectiveness, and that addi-
tional evidence is required to fully estab-
lish their effectiveness. The drugs are
used to control edema and inflammation
associated with surgical or accidental
trauma anywhere in the body or with in-
fections or allerglic manifestations. Data
and clinical studies submitted by the
sponsors have been reviewed and found
not to support the effectiveness of the
drugs. The products are now regarded as
lacking substantial evidence of effective-

Forest Supervisor. ness for all indications and this notice
Jury 17, 1975, proposes to withdraw approval of the
[FR Do¢,75-19177 Filed 7-23-75:8:45 am|) new drug applications,
NDA No, Drug NDA bolder
PAS, . .. Cytolay caprules, 7,000 Armour unita ohiymeo- l’lmrr! marketed by Armour Pharmacoutical
trypsin, . division of Armour & Co., Greyhound
'lovmt, Phoenlx Arte. 85077,
11753 . Orenzyme  enteriocoated tableta, cont Murrell-N ! Laboratogie division  of
20,000 or 100,000 units of trypein and 4.000 or Richardson-Merrell Ine,, 100 Esst Amity Rd,,
ﬂ,tll) units of chymotrypsin, Cloeinoatl, Ohio 45215,
1S .. Chymar Bucoal tablets containiog 10,000 Formerly marketed by Armour Pharmaceutical
Armoar gnits chymotey pain. vislon of Armour & Co.
12178 .. Chymoral enteric-coated tnblets, containing Armour Pharmaceutioal Co., division of Armour
trypein and chymoteypain mulvdem o000 & Co.
or 100,000 gnits enxyme activity, "
12-28 Papase tablets, containing enxymes extraoted Warnoe-Chileott Laborntories, division of Warner-
from Carlon papaya «qulrnl»ni 1o 10,000 units Lambert Pharmaceatical Co,, 201 Tabor Rd.,
snzyme netivity, Morrls Plalns, N.J. 07060,
19837, ..., Ananase ruwr!&conlvd tablets, contalning Williamn H. Rorer, Tne., 500 Virginla Dr., Fort
Dromelaing equivalent to 50,000 or 100,000  Washington, Pa. 19034
anits enxyme activity,
1263, _....... Avaayme tnlorir«n!rd tabloty, coutaining 20 “’umpoto Laboratories, dividon of Denver
mg chymotrypsin, Chemdcal Manufocturing Co,, 35 Commerco
Rd., Blamflord, Conn, 0604,
1278 .. Wileyme onterio-conted tablets, contalning 50,000 Wilson Laboratories, division of Wilson Pharmn-

units of proteolytic notivity (approximately 3
10} mtio of trypaln aetivity o chymotrypsin

noMivity).

centieal and Chombcal Corp., 200 Boud St.,
Park Forest South, Chicago, 111 00300,

The following preparations, although
not mentioned in the initial announce-
ment of June 25, 1970, are provided for
in NDA 12-724 and are affected by this
notice,

Haugase enteric coated tablets, con-
teining 50,000 units of proteolytic activ-
ity (approximately 3 to 1 ratio of tryp-
sin activity to chymotrypsin activity) dis-
tributed by Madland Laboratories, Inc.,
125 W. Wisconsin Ave., Milwaukee, WI
53203.

Chymolase enteric coated tablets, con-
taining 50,000 units of proteolytic activity
(approximately 3 to 1 ratio of trypsin ac~-
tivity to chymotrypsin activity) ; distrib-
uted by The Warren-Teed Products Co.,

Subsidiary of Rohm & Haas Co., 582 W.
Goodale St,, Columbus, OH 43215,

In response to the notice data were
submitted concerning the following prod-
ucts: Papase tablets, Ananase enteric
coated tablets, Avazyme enteric coated
tablets, Chymolase (Wilzyme) enteric
coated tablets, Chymoral enteric coated
tablets, and Orenzyme enteric conted tab-
lets. No data were submitted for Chy-
mar Buccal tablets or Cytolav capsules,

Buclamase Tablets (NDA 12-118) (an
amylolytic enzyme) was also included in
the notice of June 25, 1970, A final order
withdrawing approval of that new drug
application was published in the FEDERAL
REecisTER of May 13, 1975 (40 FR 20844).
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Following are discussions of the studies
submitted:

1. PAPASE TABLETS (PROTEOLYTIC ENZYMES
EXTRACTED FROM CARICA PAPAYA)

On October 31, 1973, Warner Chilcott
Laboratories submitted reports and/or
reprints of 40 studies and a review by
Dr. Ronald Okum. Of the studies, one
was concerned with animals Kapur et
al.) and three others (Edelson, Sweeny,
Trickett) had no control group of any
kind and thus failed to meet a funda-
mental requirement of an adequate and
well-controlled study as described under
21 CFR 314.111(a) (5) 6iD) (a) (4). A fifth
and sixth study (Innerfield, Flautner et
al) utilized a control group but did not
administer a placebo, In view of the sub-
Jective nature of the signs and symp-
toms of inflammation, these unblinded
studies fall to meet the requirements of
adequate and well-controlled studies in
that inadequate measures were taken to
minimize bias on the part of the subject
and on the part of the observer (21 CFR
34111 (5D @ (3)). A seventh
study (Miller), distributed patients into
test groups without randomization and
thus failed to assign subjects in a way
that minimized bias (21 CFR 314.111(a)
B D@ (2 GD). The remaining 33
studies were placebo controlled, random-
ized and double~blind. Following are dis-
cussions of these studies together with
three other similar studies which were
also supported by Warner Chilcott but
had been omitted from the October 31,
1973 submission (Danforth, Connell,
Merck).

In each of these studies, except as
noted, the placebo and the Papase groups
were comparable as specified by 21 CFR
314.111(a) (5) (iD) (a) (2) (D in that
there were no significant differences be-
tween them regarding sex, age, type and
severity of Injury or surgical procedure,
or ancillary therapy.

In many of the studies the technique
of blinding used to minimize observer
bias was seriously flawed (21 CFR 314.111
(a) (5) (D) (a) (3) and (£)). In most of
the studies the medication was supplied
in individual, serially numbered bottles.
Although it is not explicitly stated in all
cases, it appears that all the investiga-
tors, except for Danforth, Hubbard, and
possibly Markman and Leberman, were
supplied with a sealed copy of the code
at the beginning of the study in order to
be able to {dentify the medication in
case of side effects and to classify the re-
sults at the end of the study. Except for
the studies of Mickal and Mannstein, the
entire code was enclosed in a single en-
velope, Breaking the seal to determine
which drug any patient was receiving,
therefore, would reveal the entire code.
In the most recent studies (Mickal and
Mannstein) a more satisfactory method
was used; the identification of the medi-
cation in each bottle was sealed into a
tear-off section of the label. Thus, break-
ing of the seal in these studies would
identify only the medication taken by a
single patient.

In a number of the studies the Investi-
gator evaluated the symptoms or overall
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response oi the patient not according to
their actual severity or rate of resolution
but according to whether or not they were
better than, equal to, or worse than what
he had expected them to be. In several
of these studies, internal inconsistencies
or highly improbable findings suggest
that the use of these subjective compari-
sons with expectations introduces un-
necessary error into ratings of patient
response. Many investigators were able
to rate various symptoms on numerical
scales and avoided the need for such
comparisons with expectations. In no
study has there been provided any
evidence that the “comparison with ex-
pectations™ technique is a valid or repro-
ducible measurement. It is thus impossi-
ble on its face to utilize such a measure-
ment in & comparison of treatment and
control groups in such a fashion as to
permit quantitative evaluation (21 CFR
314.111¢a) (5) (1L (a) (D)),

Stupies Assoctaten WiITH INJURIES
(SURGICAL OR ACCIDENTAL)

1. HEAD AND NECK TRAUMA

Eye-Muscle Surgery, Shimek treated
27 patients who had undergone eye-
muscle surgery with Papase and 22 others
with placebo. No significant differences
were found between the two groups re-
garding the incidence and severity of
edema of the eyelids, edema of the con-
Junctiva, hemorrhage, “inflammation,"
and abllity to open the eye (graded ac-
cording to their actual severity on a scale
of 0 to 3).

Rhinoplasty or Mainly Rhinoplasty.
Vallis treated 23 patients undergoing
elective rhinoplasty with Papase and 25
others with placebo starting 2 days pre-
operatively, He reported that edema and
ecchymosis were less in the Papase
treated patients. There are several defi-
ciencies which render the study less than
adequate and well-controlled. The inves-
tigator did not record the actual severity
of patients’ symptoms but only whether
they were more, less, or the same as he
had expected. He also did not record, in
advance, how severe he expected the
symptoms to be, Although color photo-
graphs were taken of each patient pre-
operatively and on each postoperative
day, they were not submitted. There is,
therefore, no means at all of assessing
the comparability of the two groups with
regard to the most important variable,
the severity of trauma resulting from
the surgical procedure (21 CFR 314.111
() (5) db (@) (2) (i) ), In considering
the validity of the investigator's observa-
tions, it should also be noted that Vallis
found thot 85% of patients receiving
placebo did worse than expected. This
finding, which, if accurate, would imply
that the inert placebo was harmful, casts
great doubt on the accuracy of Vallis®
ratings. The explanation of the methods
of observation does not include any dis-
cussion of their accuracy nor any ac-
counting for the peculiarly poor result
in the placebo group, and it is thus in-
adequate (21 CFR 314.111(a) (5) (iD) (@)
(3)). Vallis is one of the investigators
who had a sealed copy of the code (on a
single sheet of paper) throughout the

study. The study thus did not take ade-
guate steps to minimize observer blas (21
CFR 314.111(a) (5) (i) (@) (3)). A large
number of corrections (21 correctians in
49 patients) were introduced, possibly
after the study was completed. Of the 13
corrections which are legible, 12 favor
the drug.

Royer performed head and neck sur-
gery on 50 patients. Twenty-three of
them were treated with Papase and the
other 27 with placebo. Using an evalua-
tion technique similar to Vallis’', he
found no difference between the groups
with regard to wound Jnduration, but
found a significant advantage for Papase
with respect to edema. This study can-
not be considered to be adequate and
well-controlled as defined in 21 CFR
314.1111a) (5) . The comparabllity of the
placebo and Papase groups (21 CFR 314.-
111(a) (5) (1i) (@) (2) (iii) ) cannot be as-
sessed since there was no initial rating of
the actual severity of injury or of the ex-
pected degree of injury. Only at the end
of the study did Royer rate the degree of
edema and wound induration, and then
not on any absolute scale but only in
comparison to his expectations, presum-
ably as he recalled them from earlier in
the study. In fact the placebo group ap-
pears to have been more serlously injured
than the Papase group since there were
more fractures in this group (21 vs, 13;
P<0.05). Royer had a sealed copy of the
code in a single envelope throughout the
study; thus adequate steps to minimize
observer bias were not taken (21 CFR
314.111¢(a) (5) (i) (a) (3) ), The study is
further inadequate in that there was a
potential breakdown of randomization
by the apparent exclusion of a large
number of case reports without expla-
nation (21 CFR 314.111(a) (§) (i) (@) (2)
(1) ). Medication bottles were to be ad-
ministered consccutively and bottles up
to number 68 were given but no case re-
ports were supplied for 21 of the appar-
ently administered bottles. This exclu-
sion without explanation further renders
insufficlent assurance that adequate
methods were used to minimize observer
and analyst bias (21 CFR 314.111(a) (5)
) (a) ().

Manstein treated patients who had
undergone elective rhinoplasty and sep-
toplasty, 28 with Papase and 24 with
placeho, starting 3 days before the oper-
ation. The study, unlike the other studies
in patients with rhinoplasty, meets the

requirements of 21 CFR 314.111(a) (5)

and included an adequate method of
blinding and documentation of compar-
ability of placebo and treatment groups
The study showed no difference between
the groups regarding the severity or
speed of resolution of edema, skin ec-
chymosis, and conjunctival ecchymosis
It thus does not provide evidence of ef-
fectiveness of Fapase,

Mazillofacial Svrgery. Hubbard treated
treated patients who had been hospital-
ized for oral corrective surgery or for
accidental faclel traumn, 27 with Papasc
and 26 with placcho. The author con-
cluded that although {aflammation and
edema were not significantly different
between the two groups, the patients
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who were treated with Papase had
greater decreases In ecchymosis than the
patients on placebo. However, this result
was obtained by calculating the “percent
reduction from maximum to minimum,”
a calculation not adequately explained
as required by 21 CFR 314.111 (a) (5) (iD)
ta) (5). Evaluation of the results of this
study, using the actual daily ecchymosis
scores provided by Hubbard, indicates
that Papase had no significant effect on
ecchymosis. The study thus provides no
evidence of effectiveness for Papase in
the treatment of the edema and ecchy-
mosis resulting from facial trauma and
oral corrective surgery.

Oral Surgery. Protzel treated 60 pa-
tients with Papase and another 60 with
placebo after oral surgery. He reported
a significant advantage of Papase over
placebo, but the study is not an adequate
and well-controlled study as required by
21 CFR 314.111(a)(5). Although the
predominant condition evaluated was
“localized infection,” no laboratory (cul-
ture) or detailed clinical evaluation was
reported (21 CFR 314.111a) (5) (ii) (@)
(2)), and it is thus uncertain that pa-
tients had the condition being studied,
Patient response was measured as over-
all “clinical results” but there is no dis-
cussion of the variables measured or
their quantitation (21 CFR 314.111(a)
(5) (1) (@) (3)) . In addition, the study did
not contain sufficient information re-
garding the methods of blinding, eg..
whether there were 2 bottles of medica-
tion or whether there were 120 of them
individually numbered, and whether or
not a sealed copy of the code had been
sent to the investigator (21 CFR 314.111
(a) (2) (i1) (a) (3) and (4)) at the begin-
ning of the study.

Harrigan treated patients who - had
suffered surgical or accldental oral
wounds, 13 with Papase and 9 with
placebo, Like Protzel, he evaluated only
the overall response of the patients; he

used & four-point scale based on his ex-.

perience. The results indicated that
there was no significant difference be-
tween the two drugs.

Bonda treated 39 patients who had
undergone oral surgery with Papase and
39 with placebo. He rated a number of
clinical parameters and the results indi-
cated no slgnificant difference between
the two groups regarding edema, inflam-
matlon, paln, or use of analgesic tablets.

Bruni treated 93 patients with Papase
and 83 with placebo after oral surgery.
He recorded the day of maximal swel-
ling, ‘the day of disappearance of swel-
ling, the day of disappearance of pain,
and the overall response to treatment
based on his experience. There was no
siginficant difference between the two
groups regarding any of the parameters.

Lippe treated 25 patients undergoing
oral surgery for prosthesis placement
with Papase and 24 with placebo, start-
ing 1 day before the surgical procedure,
There was no significant difference be-
tween the two groups regarding the in-
cidence and severity of pain, inflamma-
tion, edema, gum recesslon, or the over-
all evaluation of treatment,
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Metro performed identical bilateral
procedures on 25 patients to correct max-
illary and mandibular impactions and
exostoses. He treated one-half of the pa-
tients with Papase during and after the
first operation and with placebo during
and after the second operation; he
treated the other half of the patients in
the reverse order, ie, first with placebo
and then with Papase. He found less
edema and less need for analgesics dur-
Ing the Papase period. The study fails to
meet several of the requirements of an
adequate and well-controlled study.
There {5 insufficient information pro-
vided to fully evaluate the conditions of
blinding. However, methods of blinding
susceptible to breakdown appear to have
been used (21 CFR 314.111¢a) (5) (i) (a)
(3) and (4). Metro appears to have had
the code for all patients in a single en-
velope, and opening it to evaluate ad-
verse effects (adverse effects occured in
2 patients) would have revealed the en-
tire code. The cross-over design, result-
ln? in all patients receiving both drugs,
introduces the possibility of patient bias
since patients could distinguish Papase
from placebo tablets by taste. (Papase
tablets are not enteric coated and cause
a slight tingling sensation.) In addition,
important observations were either
omitted or not reported. The only sta-
tistically significant difference in edemsa
in favor of Papase occurred 72 hours
post-operatively.. However, the scores
from 4 placebo and 4 Papase treatments
(in different patients) were not recorded
at this time. This is Inconsistent with
the assumptions underlying the cross-
over design and renders the two treat-
ment groups non-comparable since the
patients evaluated on placebo at 72 hours
were not the same as the patients evalu-
ated on Papase at 72 hours (21 CFR 314.-
111¢a) (5) (iD) (a) (2) i),

Magnes performed oral surgery on 24
patients; 13 received Papase and 11 re-
celved placebo. The Investigator evalu-
ated edema, inflammation, pain, and
trismus and rated them by comparison
with the “usual” amount of the symp-
tom. He reported a very slgnificant dif-
ference between the two groups regard-
ing the first thrée symptoms. Since there
was no initial rating of actual severity
of symptoms, comparability of the
Papase and placebo groups with respect
to degree of injury cannot be assessed
and the comparability of the experi-
mental groups with respect to important
variables was thus not assured as re-
quired by 21 CFR 314.111(a) (5) (iD) (&)
(2) (ifiq. The Papase group, in fact, was
clearly not comparahble to the placebo
group in that it had twice as many
women as the placebo group; in another
study of an oral proteolytic enzyme,
women were found to withstand oral pro-
cedures better than men (Bromelains—
Erdely study). There is also doubt that
the method of assessment of the subjects’
responsible was reliable. (21 CFR 314.11.1
(a) (5) (1) (a) (3) ), Asin the Vallis study,
the symptoms of a high percentage of
the placebo patients were rated as “worse
than usual”, suggesting that the placebo
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was harmful. Since this is highly un-
likely, either an invalid method of eval-
uation or a breakdown of blinding is
suggested. Magnes had been supplied
with a sealed copy of the code at the
beginning of the study, & method of
blinding that does not constitute ade-
quate steps to minimize observer bias (21
CFR 314.111¢a) (5) (i) (@) (3) and (§)).
He had used Papase previously on his
patients, and was convinced of its
efficacy.

Smith treated 100 patients who were
each subjected to two similar oral sur-
gery procedures; 50 of the subjects re-
celved Papase and the other 50 received
placebo after the first procedure, None
of the patients received medication after
the second procedure. No statistically
significant differences between the pla-
cebo and the Papase groups were
reported.

Tonsillectomy, Adenoidectomy. Yar-
ington treated 55 patients who had un-
dergone tonsillectomy and/or adenoid-
ectomy with Papase and 51 others with
placebo. Local inflammation was evalu-
ated by monitoring earache and fever,
and also by recording the day that the
patient was able to eat solid food for the
first time after the operation. No statis-
tically significant differences between the
two groups were reported.

Danforth performed tonsillectomies on
43 patients; 13 patients received Papase,
15 received Chymoral, and the remaining
15 received placeho. The results indicated
no significant difference between the
three groups regarding edema of the
uvula, submucosal hemorrhage, general
morbidity, and trismus (measured with
calipers).

2. ABDOMINAL SURGERY

Thorek treated 43 patients who had
undergone cholecystectomy or surgical
repair of inguinal hernia with Papase
and 42 others with placebo. He found
that 90% of the Papase patients had
little or no edema and 72% of them had
little or no “inflammation” at the wound
area. The placebo percentages were 17
anhd 48 respectively. Although reprints
of published articles have been submit-
ted, coples of the original protocol and
case reports never have been supplied to
the Agency. The study is thus seriously
deficlent in those details which permit
sclentific evaluation (21 CFR 314.111
(a) (5) (1) (¢)). Without this data it is
impossible to evaluate certain aspects of
the study, e.g., whether all patients were
included, the details of blinding proce-
dures, ete. It is not possible to conclude
that the study is adequate and well-con-
trolled as required by 21 CFR 314.111
(a) (5)., A particularly important defi-
clency is the lack of any information in
the publication concerning the compa-
rability of the two groups of the patients
with regard to age, sex, severity of sur-
gical procedures, and pre-operative
status (21 CFR 314.111(a)(5) (a)(2)
(i) ).

Connell performed a study similar to
Thorek's; 21 patlients who had undergone
abdominal surgery were treated with
Papase and 22 others were treated with
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placebo starting 12 hours preoperatively.
The results indicated that symptomatic
improvement (edema, ecchymosis, and
wound pain graded according to their
actual severity) was faster in the placébo
group than in the Papase group, although
the differences were not statistically
significant.

3. PERINEAL SURGERY

Episiotomy. Boutselis treated 105 pati-
ents who had undergone midline episot-
omy with Papase and 104 others with
placebo. Edema, pain, and the rate of
healing were evaluated on a 4-point scale
by the author according to his experience
(none, less than average, average, more
than average). At the conclusion of
treatment he also recorded his evalua-
tion of the overall clinical response of
each patient. The results, analysed by
the sponsor, showed no significant dif-
ference between the two groups In any
of the measured parameters or in the
number of days of hospitalization
required.

Pollack treated 35 women, both primi-
paras and multiparas, with Papase and
34 others with placebo after midline or
mediolateral episiotomy. He found a sig-
nificantly better overall response in the
Papase treated patients. This study can-
not be considered well-controlled because
it does not explain adequately the meth-
ods used to minimize observer bias (21
CFR 314.111(a) (5) (iD) (@) (3) and (4)),
In addition, case reports needed to evalu-
ate the study were not submitted. Twelve
cases were insufficiently evaluated, with-
out explanation, and were excluded from
the analysis (21 CFR 314.111(a)(5) di)
(a) (5)), The study thus fafls to provide
many of the details needed for scientific
evaluation (21 CFR 314.111(a) (5)
() (e)).

Solomkin treated 25 patients (mostly
multiparas) with Papase and 25 others
with placebo after episiotomy (type not
specified) . Results showed no significaat
difference between the two groups re-
garding pain.

Lucas treated 60 primiparotts women
after episiotomy (type not stated) with
Papase and 51 others with placebo. Re-
sults showed no significant differences
between the two groups regarding the in-
cidence and severity of edema, Inflam-
mation, pain at rest, or pain on walking
(all graded according to actual severity)
on postoperative days 1, 2, 3, and 4. In
addition, there was no significant differ-
ence regarding the overall evaluation of
the rate of recovery (graded as a com-
parison with what had been expected)
on the day of discharge.,

Mickal supervised a three-hospital
study in which 83 patients (primiparas
and multiparas) recelved Papase and 86
others recelved placebo before and after
mediolateral episiotomy. No difference
between the two groups was found re-
garding the Incidence and severity
(graded on a 4-point scale according to
apctual severity) of perineal edema, in-
duration at the suture line, erythema,
ecchymosis, hematoma, pain related to
the operation, or itching on any day of
hospitalization, or in the number of days
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of hospitalization required, or in the glo-
bal score (the sum of all 5 symptom se-
verity scores divided by 5). In this study,
the code was not contained in a single
envelope; rather, each medication bot-
tle had a sealed, tear-off identification
portion. This blinding method does not
expose the entire code if the medication
for one patient must be determined be-
cause of an adverse reaction.

Ureteral Catherization and Urethro-
plasty. Logan performed ureteral cath-
erizations on 122 patients (65 recelving
placebo and 57 recelving Papase) who
needed this procedure for diagnostic
purposes. He evaluated renal function
with a radioactive (I''") renogram which
he compared to a renogram which was
taken before the catherizations. He
found that in 9 of the placebo patients
(14%) the renogram indicated retention
of radioactivity, while only one patient
in the Papase group (2%) exhibited re-
tention. The study cannot be considered
adequate and well-controlled. Compara-
bility of study groups is not documented
(21 CFR 314.111<a) (5) (i) (a) (2) (D).
Case reports from which age distribution,
the length and difficulty of catheriza-
tion, and pre-catherization renal status
could be determined were not submitted.

Lipton performed catherizations sim-
{lar to those by Logan on 50 patients, He
found neo significant difference between
the patients on Papase and the patients
on placebo (25 and 25) regarding the in-
cidence and severity of hematuria, fever,
colic, and the final evaluation of therapy.

Leberman treated 32 male patients who
had been operated for penile strictures
(first stage urethroplasty) with Papase
or placebo (16 and 16) . The patients were
examined by at least three observers to
assess the degree and the speed of resolu-
tion of edema, the degree of inflamma~
tion, and the severity of pain. No signif-
jcant difference between the two groups
was found. The investigator discontinued
the study before the total of fifty planned
patients was reached, because he became
convinced of the ineflectiveness of the
drug.

Anorectal Surgery. Merck treated 49
patients suffering from hemorrholds with
Papase and 52 others with placebo. There
were no significant differences between
the two groups regarding pain, pruritus,
edema, inflammation, bleeding, the pres-
ence or absence of thrombosis or the ef-
fectiveness of treatment (patients’ over-
all response) .

Prigot treated patients who had been
subjected to anorectal surgery for hem-
orrhoids and/or fistulas, 11 with Papase
and 13 with placebo. There was no sig-
nificant difference between the two
groups regarding severity of edema and
and the overall clinical evaluation of the
patients' response,

4. FOOT SURGERY
Weinstock treated 73 patients who un-

derwent foot surgery with Papase and 74
others with placebo. Swelling, redness,
and pain were graded according to a
comparison with the investigator’s ex-
pectations on the second and fifth post-
operative days and on the day of suture

removal, He found significant differences
favoring Papase for all parameters on
the last twe evaluation days. The study
cannot be considered adequate and well-
controlled. The deficiencies of the rating
technique used in the study have been
discussed. In addition, comparability of
placebo and treatment groups cannot be
assessed with respect to initial extent of
injury since the actual severity of swell-
ing, redness, and pain was not provided
(21 CFR 314.111(a) () (ii) (a) (2) i) ).
Adequate methods to minimlze observer
bias were not carried out. Although o
full description of blinding methods has
never been provided, there was an Ap-
parent breaskdown of double-blinding:
the code was broken during the study to
identify the medication of a patient who
had a drug reaction (21 CFR 314.111(a)
(5) (D (@) - (3) and ). Although the
investigator states that the code was
broken only partially during this episode
and in its entirety at the end of the study.
ihe usual blinding practice of the spon-
sor was to ship the entire code to the
investigator at the start of each study in
a single envelope; thus, breaking of the
seal would reveal the entire code, not
Just part of i{t. The sponsor has never
supplied the actual code used In this
study. The code for later medications
which were shipped to Weinstock has
been supplied, however, and this code
was contained on a single sheet of paper.
There is no description of blinding tech-
niques which would indicate the use of
a more satisfactory blinding method-
ology during the earlier study. In addi-
tion, confirmatory photographs of rep-
resentative cases for use in documenting
response, as called for in the protocol,
were not submitted.

5. ORTHOPEDIC SURGERY

Stevens treated 104 patients with
Papase and 103 others with placebo after
orthopedic surgery, starting 1 day before
the operation. No significant difference
was found regarding the Incidence and
severity of edema and inflammation, the
rise In oral and skin temperature, and
the number of analgesics, narcotics, or
sedatives consumed by the patients of
the two groups. There was also no sig-
nificant difference In the overall clinical
response.

6. ATHLETIC AND HORSE-INPLICTED INJURIES

Marvin-Stevens and two other physi-
clans treated 80 boxers who had suffered
ring injuries with Papase and 60 others
with placebo. They concluded that there
was no significant difference between the
two groups regarding the rate of disap-
pearance of pain and swelling. However,
based on their clinical experience (le..
the expecled time needed for recovery)
the physicians concluded that the overall
response of the placebo patients was sig-
nifleantly superior to the response of the
Papase patients, This study is of interest
because it is the only one in which it is
possible to compare actual days needed
for recovery with expected days needed
for recovery. On the average theré was &
significant overestimate of the number
of days that would be needed for recovery
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(139% for Papase and 1639, for placebo)
and these errors in estimation led to an
improbable conclusion. Although the ac-
tual number of days needed for recovery
was virtually identical in the two groups,
the expected number of days for the
Papase patients was lower. Using the
“comparison with expectations” tech-
nique, the Papase group thus appeared to
do worse (i.e, there was less “improve-
ment" over expectations than the pla-
cebo group with its worse expectation)
simply because they were expected to do
petter. The technique thus Introduced a
gross error that was unnecessary. Good
direct assessment of the actual severity
of signs and symptoms in properly ran-
domized patient groups appears to be a
more reliable measurement technique
than is a simple global evaluation of
whether the patient did worse or better
than expected.

Parker treated 22 persons who had suf-
fered injuries while training horses; 13
received Papase and 9 recelved placebo,
The rate of healing during the treatment
period (3-10 days) was evaluated by
grading the severity of edema, inflam-
mation, and tenderness on a four-point
scale according to their actual severity
on three occasions. The investigator’s
scores indicated no significant differences
between the two groups. Yet based on
experience, the investigator rated the
overall response of the Papase patients
as significantly superior to the response
of the placebo patients (p 0.02) . There is
no apparent basis for this evaluation pro-
vided in any of the ratings, and the
method of assessment of response is not
adequately described as required under
21 CFR 314.111(a) (5) (D) (a) (3).

Holt treated 64 male athletes who had
sustained injuries during practice or play
with Papase and 61 others with placebo.
He mesasured actual days of disability
and the duration of swelling, ecchymosis
and pain. FDA’s calculations from the
case reports indicate that there were no
statistically significant differences be-~
tween the two groups regarding any of
the measured parameters. However, the
investigator classified the response of the
athletes who received the Papase as “bet-
ter than expected’” more often (68 per-
cent) than the response of the patients
on placebo (22 percent). The Marvin-
Stevens study points out clearly the dan-
gers of approaches which measure re-
sults by comparing actual severity of
symptoms with expected severity. It
should be recognized that if the actual
duration of symptoms of the two groups
are not different, as in the Holt study,
but one group s described as having done
better than expected while the other is
described as having done as well as or
worse than expected there are only two
explanations. One is that the groups were
not comparable with respect to the se-
verity of injury (i.e., the treatment group
was more severely injured but was
brought up to the level of the control
group by treatment). If this were the
case, the study must not have assured
Initial comparability of treatment groups
(21 CFR 314.111(8) (5) (D (a) (2) (#D).
The second explanation is that the two
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groups were comparable as a result of
randomization but the physician's expec-

tations are Inaccurate. The Marvin-

Stevens study shows thn'. the technique
has inherent large errors. Holt classified
the responses of 42 percent of the placebo
patients as “worse than expected"”, (lLe.,
they appear to have been harmed by the
placebo) . This finding obviously further
calls into serious question his ability to
make an accurate estimate of expected
duration of injury (21 CFR 314.111(1)
(5) dD (@) (3)). Holt did not record his
expected durations of disability or swell-
ing, ecchymosis, and pain in any of the
cases 50 that his Initial estimates of se-
yverity cannot be used to compare the
treatment and placebo populations and
the accuracy of his estimates cannot be
evaluated precisely, Although the proto-
col specified that color photographs be
taken of the injuries for documentation,
coples of them have never been submitted
to the Agency. The study thus cannot be
considered adequate and well-controlled
in that the comparability of the treat-
ment groups s not assured (21 CFR
314.111¢a) (5) (1) (@) (2) (4iD)) and the
methods of evaluation are of undemon-
strated velidity and appear unreliable
(21 CFR 314.111(a) () (1D (@) (3) ).
Moreover, details of blinding procedures
were not provided (21 CFR 314.111(a)
(5) (i) (a) (3)).

Levy treated 12 high school athletes
with Papase and 10 others with placebo
after Injury and found Papase helpful.
There are several deficlencies similar to
those In the Holt study which render
the study less than adequate and well-
controlled. The investigator evaluated
the response of the athletes according to
his expectations finding 42 percent of the
athletes on Papase had responded bet-
ter than had expected while 67 percent
of the subjects on placebo had responded
worse than expected. Again the large
percentage of placebo patients doing
worse than expected casts doubt on the
whole evaluation method. The investiga-
tor did not record his predictions in any
of the cases so that it is impossible to use
such information to assess the compara-
bility of the treatment and placebo
groups, as required by 21 CFR 31411(a)
(5) (a) (2) (D), or the quality of the In-
vestigator's estimates, Photographs of
injured athletes to document the inves-
tigator's scores, specified by the protocol,
have not been submitted to the Agency.
The study thus lacks assurance that
treatment and control groups were com-
parable with regard to severity of illness
(21 CFR 314.111(a) (5) (1D (a) (2) (i)
and that the methods of observation are
valid (21 CFR 314.111(a) (5) (i) (@) (3)).
In addition, blinding procedures were
not fully described (21 CFR 314.111 (a)
(5) (iD) (@) (3)). Although the study was
completed In February 1965, 76 addition-
al bottles were shipped February 18, 1966,
A year later, as replacements. Since the
study included only 21 patients and the
initial bottle numbers went from 1-300,
there appear to be far more medication
bottles than treatment courses, There is
no mention that the study was inter-
rupled, no explanation of why it was
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started with a particular group of bottles
(numbers 230-251), and no comment as
to the fate of the bottles of medication
that the additional ones were to replace.
These frregularities raise the possibility
that some patients’ results were excluded
from the study without this being noted.
In its present form the study is incom-
plete (21 CFR 314.111(a) (5) (iD) (a) (4))
as well as inadequate and not well-con-
trolled.

STuniEs ASSOCIATED WITH INFECTIONS

Acute Epididymitis. Markman studied
the effect of Panase on the clinical course
of acute epldidymitls in 50 young men
(26 received Panase and 24 received
placebo) . Edema, inflammation, and pain
during a1l or most of the days of hos-
pitalization were evaluated, as was rectal
temperature. On the day of discharge the
investigator rated the patients’ overall
response according to his expectations.
The sponsor's analvsis indicated that
there was no significant difference be-
tween the two groups regarding these
parameters except that: (a) the Papase
patients remained in the hospital, on
the average, 1 day less than the placebo
patients: and (b) the Papase patients
felt Jess pain on the fifth postoperative
day than the placebo patients. The ecase
reports Indicate, however, that for 6
placebo and 7 Papase patients the num-
ber of days of hospitalization recorded on
the chart did not agree with the number
of davs ecalenlated from the admission
and discharge davs. Analysis by FDA of
the number of davs of hospitalization,
corrected by using the dates of admission
and discharge (calculated either includ-
ing or excluding the patients with the
controversial length of hospitalization),
indicates that the difference between the
Papase patients and nlacebo patients was
not statistically significant. Apart from
these calculations, the length of hospl-
talizntion in this study probably is not
meaningful since the case reports indi-
cate that some patients were discharged
while they still had had some symptoms
of swelling, Inflammation, or pain, while
other patients remsained at the hospital
for-1 to 3 additional days although they
were free of symptoms,

Chronic Sinusitis. Fishgold treated 10
patients suffering from chronic sinusitis
with Papase for 1 week and then
switched them to placebo for another
week; he treated 10 other patients in
the reverse order. Pain, local tenderness,
nasal stuffiness and drainage (drip), and
cervical adenopathy were graded accord-
ing to their actual severity. The Investi-
gator found that both medications re-
duced the Intensity of the symptoms but
the reduction following the placebo
treatment was greater regardless of the
order in“which the drugs were given.

Stupies AsSsoCiATED WITH ALLERGY

Chronic Asthma. This cross-over study
was conducted by selected members of
the Drug Committee of the American
Academy of Allergy in six centers (Texas,
New York City, Minnesota, California,
South Hampton, NY, and Illinols) and
was coordinated by Earl Brown, the
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Chairman of the Committee. Forty-six
patients, whose asthmatic condition was
essentially stable, were treated for 2
weeks with either Papase or placebo and
then were changed to the other drug.
Cough, dyspnea, and wheezing were
evaluated before the initiation of treat-
ment, and at weekly intervals during
treatment, on a five-point scale. The pa-
tients' condition was further assessed by
measuring total vital capacity (TVC)
and first-second vital capacity (FSVC),
In some cases the mean expiratory flow
rate and the three-second vital capacity
were also measured. It was found that
Papase increased the TVC after 1 week
of therapy, particularly in patients with
small initial TVC. However, at the same
time, there was a tendency for the symp-
toms of wheezing and dyspnea to become
worse, Such a finding does not support
the usefulness of Papase in the treat-
ment of chronic asthma,

SUMMARY

Thus, of 26 controlled, double-blind
trials only 14 report results favoring
Papase. In each instance these studies
fall to meet one or more of the criteria
that characterize an adequate and well-
controlled study (21 CFR 314.111(a) (5)),
As noted above, a rating technigue of
undocumented validity (21 CFR 314.111
(a) (5) (iD) (@) (3)), the technique of as-
sessing results by rating how the pa-
tients’ actual course compared with the
expecterd course, was used in & number
of studies. In many of these studies the
technique produced improbable results,
such as a finding that the patients
treated with placebo did much worse
than expected, as though the placebo
was harmful (Vallis, Magnes, Holt,
Levy), or a finding that although actual
disabillty was identical for both groups,
and both groups were randomly assigned
and were supposed to have had similar
initial injuries, one group did better than
expected while the other group did not
(Parker, Marvin-Stevens). It is not
made clear why this “comparison with
expectations” technique was utilized
since control groups were present in
every case. While this technique could
possibly be useful in an uncontrolled
pilot study using a wide variety of de-
grees and kinds of trauma, it does not
appear necessary in a controlled, ran-
domized trial. Its imprecision makes it
unnecessary and unsatisfactory in a
study using a population with essentially
similar Injuries such as rhinoplasty
(Vallis), oral surgery (Magnes), foot
surgery (Weinstock), and athletic
trauma (Holt, Levy, Parker). In these
situations, patients should be randomly
allocated, or allocated after stratification
according to specific injury or severity of
injury; comparability of the treatment
and control groups should then be &s-
sessed. In the studies discussed here, ex-
cept for the Marvin-Stevens study, not
only is the comparability not assessed, it
{s not even possible to use the investi-
gators' initial evaluation of expected de-
gree or duration of injury or disability
as a measure of initlal comparability be-
cause this information was not provided.

NOTICES

In the one study where the expected dis-
ability was provided (Marvin-Stevens),
analysis shows that the investigator's
expectations were very inaccurate, and
served only to introduce error, It is strik-
ing that 7 of the 14 studies favoring
Papase used this method of evaluation
while only 2 of the 22 studies showing
no effect of Papase used it, All of the
studies using this technique as the only
method of evaluating the effectiveness of
Papase must be considered less than
adequate and well-controlled. The
method, which has not been evaluated
for accuracy and which produces im-
probable results in several instances,
cannot serve as the basis for a compari-
son between Papase and placebo groups
that permits quantitative evaluation (21
CFR 314.111(a) (5) (if) (a) (4) ).

In addition to use of this questionable
method of evaluation, many studies
utilized an inadequate blinding tech-
nigue in which the entire code was con-
tained in a single envelope. Breaking the
code for any patient thus exposed the
entire code.

Each of the 14 studles favoring Papase
is decisively flawed In that it fails to meet
one or more of the criteria detailed in
21 CFR 314.111(a) (5) (ii) fa), describing
an adequate and well-controlled study.

As noted, 7 of the studies use a ques-
tionable and undocumented method of
rating improvement (Vallis, Royer, Mag~
nes, Weinstock, Parker, Holt, Levy). In
addition, there was clear noncompara-
bility of Papase and placebo groups in 2
studies (Magnes, Royer) and insufficient
data to assess comparability in 6 others
(Vallis, Thorek, Levy, Holt, Weinstock,
Logan) (21 CFR 314.111(a) (5) (1D (@)
(2) (#i#)) . Blinding procedures were in-
adequately documented in 4 studies
(Holt, Levy, Protzel, Pollack) and clearly
inadequate blinding methods were used
in 5 studies in that a single envelope con-
taining the entire code was used (Vallls,
Royer, Welnstock, Metro, Magnes) (21
CFR 314.111(a) (5) (i) (a) (3) and (£)),
In one study (Vallis) case reports showed
numerous corrections, nearly all fayvor-
ing the drug; it cannot be determined
when the corrections were made. In an-
other study there are errors within the
case reports with respect to computing
days of hospitalization which are re-
sponsible for the reported effectiveness of
Papase (Markham), In a third study
using a cross-over design (Metro) Pa-
pase and placebo tablets could have been
distinguished by patients because of a
tingling sensation which Papase causes,
possibly introducing patient bias (21 CFR
314.111(a) (5) (i) (@) (3)); in addition,
several observations were omitted during
the study which may invalidate the as-
sumptions behind the cross-over design.
In one study the patient population was
inadequately defined (Protzel) (21 CFR
314.111(a) (5) () (a) (2) (D) ). One Inves-
tigator (Hubbard) found a difference be-
tween the effect of Papase and placebo
for one of the three parameters of in-
flammation studied only after introduc-
ing & manipulation of some of the data
which he did not explain fully (21 CFR
314111480 (5) (1) (@) (5)); the actual

daily numerical ratings for these param-
eters showed no significant difference.
In 4 studies, orlginal data and case re-
ports needed to evaluate the study were
not provided (Pollack, Logan, Thorek,
Protzel) (21 CFR 314.111(a) (5) (iD) (¢) ).

I1. ANANASE ENTERIC COATED TABLETS
(BROMELAINS)

In response to the notice of June 25,
1970, William H. Rorer, Inc., submitted
information in support of Ananase Tab-
lets on October 31, 1973, and November
27, 1973. The October submission con-
tains reports on 11 clinical and 2 experi-
mental studies, & review by Dr. Ronald
Okum, and & compilation of 13 abstracts
from the literature, The November sub-
mission, containing 6 abstracts from the
literature, a discussion and statistical
analysis of the Debrovner data, a reprint
of the Weiss Study, and coples of 5
studles without placebo, does not offer
any new information. These data do not
provide substantial evidence of effec-
tiveness for Ananase Tablets,

The Levy and Cahn and the Woolfl et
al, studies on experimental hematomas
cannot be considered adequate to sup-
port any of the indications for Ananase.
Even as suggestive evidence that Ananase
might have clinical usefulness, the Woolf
study is deficient in that it took no meas-
ures to eliminate observer bias (21 CFR
314.111(a) () (D) (@) (3) and (4)). The
results of both these studies are contra-
dicted by the results of a more recent
double-blind study by Woolf, mentioned
only in the 1969 annual report, in which
he found no significant differences in the
rate of resolution of Induced hematoma
between the placebo and the Ananase-
treated subjects.

Of the 11 clinical studies which were
reported in the submissions under review,
the first study (Cirelli) had no control
group and therefore did not satisfy 21
CFR 314.111(a) (5) (H) (@) (4). The Selt-
zer study on rhinoplasty used a placebo
control but was not double-blind. In view
of the subjective nature of evaluations of
post-surgical trauma, this study did not
meet the requirements of an adequate
and well-controlled study by providing
adequate measures to minimize bias on
the part of the observer (21 CFR 314111
(a) (5) (i) (@) (3) and (4)). The remain-
ing 9 studies were placebo-controlled and
double-blind and are summarized below.
Of these only the Seltzer study on facial
and scalp surgery was reviewed by the
NAS/NRC panels,

Srtupres AssSoCIATED WiTH INJURIES
(SURGICAL OR ACCIDENTAL)

1. HEAD AND NECK SURGERY

Eye Surgery. Spaeth treated 59 patients
with Ananase and 52 others with placebo
for 2 days before and 5 days following
surgical removel of cataracts. The author
reported that the patients on Ananase
had less edema of the lids and conjunc-
tivae and less conjuctival hyperemia, had
fewer cells in the anterior chamber, and
showed a weaker vitreous reaction on the
seventh postoperative day than did the
patients on placebo. However, the study
cannot be considered to be adequate and
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well-controlled for the following reasons:
(1) Steps taken to minimize bias on the
part of the observer and analyst have not
been adequately described and appear to
have been inadequate (21 CFR 314.111
(a) (5) (i) (@) (3) (). It is not stated
whether or not the investigator was sup-
plied with a sealed copy of the code from
the beginning of the study or who did the
tabulation and analysis of the data. In
addition, medications were shipped in
such a way as to make breakdown of the
code extremely likely. All of the Ananase
bottles were shipped together in one con-
tainer while all of the placebo bottles
were shipped in another. One box was
given to the men’s ward and the other
was given to the women's ward. A fur-
ther probem is that 200 medication bot-
tles were shipped, but only 111 patients
are reported. It cannot be ascertained
from available information whether the
remaining medication was not used or
was used but the resulting data excluded.
(2) Comparability of the treatment
groups regarding sex and other relevant
characteristics was obviously not
achieved since all the placebo medication
was given to males and all the Ananase
tablets were given to females (21 CFR
314.111(a) (5) (1) (a) (2) (i) ), (3) There
were 15 unplanned extracapsular cata-
ract extractions (4 in the Ananase and
11 in the placebo group), which were ex-
cluded from the analysis of the data.
This fact, coupled with the finding that
four case reports (numbers 24, 75, 07, and
111) were written on improper forms,
suggests carelessness in the selection of
subjects suitable for the study (21 CFR
314.111(a) (B) () (@) (2) ({)) and In the
performance of the investigation (21
CFR 314.111¢a) (5) tif) (@) (3) ).

Oral Surgery. Tassman and two other
dentists attemoted to corroborate the re-
sults of a publirhed open study in which
administration of bromelrins (Ansnase)
appeared to be effective after oral sur-
gery in reducing the degree and duration
of swelling and associated pain. A
double-blind crossover study in 16 pa-
tients with multinle impactions who were
subjected to oral surgery twice was con-
ducted. Each patient wns treated with
Ananase for 72 hours before and 72 hours
after one operation and with a placebo
before and after the other. The investi-
gators found that 75 percent of the pa-
fients treated with Ananase developed
mild or no Inflammatory reactions, and
swelling and pain from the affected side
generally disappeared within 3 to 5 days.
However, when these patients were re-
celving placebo only 19 percent of them
showed mild or no symptoms and as a
group needed 7 to 8 days to become free
of swelling and pain., The study fails to
meet the requirements of sn adequate
and well-controlled Investigation in that
there is not sufficient information about
the steps which were taken to minimize
blas on the part of the observers and
analysts (21 CFR 314.111(a) (5) (i) (a)
(3) and (4). It is not stated whether or
not the identification of the medication
was sealed in the bottle label or whether
the investigators were supplied with a
sealed copy of the code, all written on

NOTICES

a single page, from the beginning of the
study. Similarly it is not know whether
or not all the placebo-containing bot-
tles were shipped in one container and
all the Ananase bottles were shipped in
another. Such & method of shipment,
used in another study conducted during
the same year with Ananase, would have
facilitated premature decoding. It also
appears  that the investigators them-
selves tabulated and analyzed the data,
Since all of them were known to believe
that Anansse was effective, it is clearly
essential that the full details of the
method of minimizing observer and
analyst blas be provided.

Face and Sealp Surgery. Seltzer had
previously published an open study in
which he had found that Ananase was
very effective In shortening the days of
recovery after rhinoplasty. He also con-
ducted a double-blind study with 21 pa-
tients given Ananase and 21 given placebo
and reported confirmation of these re-
sults. He found that the actual days of
resolution of edema and ecchymosis after
face and scalp surgery were significantly
fewer in the Ananase-treated group.
Copies of case reports ‘have not been
submitted. The study is not adequate and
well-controlled for several reasons. The
Ananase and placebo groups were clearly
not comparable with regard to age and
diagnosis, the surgical procedure per-
formed, or the severity of the procedure
(21 CFR 314.111(a) (5) (ilD) (@) (2) ({ii) ).
There were 15 patients younger than 30
(and 5 patients older) in the Ananase~
treated group, while there were only 7
patients younger (but 13 patients older)
than 30 in the placebo group (p about
0.01), The Anasase group had 16 rhino-
plasties and submucous resections, but
the placebo group had only 6 such opera-
tions. On the cother hand, the placebo
group had one operation for malignancy,
one procedure to remove a huge keloid,
and one sinusotomy with removal of the
frontal floor, while the Ananase group
had no such cases. The investigator ap-
parently recognized the greater severity
of the placebo patients’ procedures, and
he predicted that the patients on placebo
would require 16.4 days, on the average,
to recover from their operations, while
the patients on Ananase would require
only 10,6 days to recover from theirs.
It is impossible on its face to compare the
days of illness in patient groups that dif-
fer so markedly, =since It is impossible to
determine whether results favoring Ana-
nase ocourred because Ananase was ef-
fective or because the patients who were
given Ananase were less slck to begin
with. It is also of interest that the in-
vestigntor characterized the overall re-
sponse of 72 percent of the placebo pa-
tients as “poor”, i.¢., worse than expected.
This is & much higher percentage than
one would expect from the normal bio-
logic variation and suggests that since
the placebo cannot have been harmful,
the observers' estimates and expectations
were unreliable (21 CFR 314.111(a) (5)
(i) (a) (3)).

Rees & Coburn, The institution, start-
Ing date, and the number and character-
istics of the patients who were involved
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in this yet uncompleted facial surgery
study are not stated. The sponsor sub-
mitted only the preliminary report of
the statistical analysis of the data. This
analysis indicated that there were no
significant differences between the ex-
perimental groups in any parameters,
and no trends in either direction had de-
veloped. It is unfortunate that the full
report of this study has not yet been
submitted because the study makes a
significant effort to utilize objective
measurements whenever possible, Edema
was evaluated by measuring on 3 post-
operative days the distances from tragus
to eye, to lips and to nose, Color slides
taken on the same days were evaluated
by three independent judges for severity
of edema and ecchymosis and for overall
results, This is thus a much more sophis-
ticated effort than the studies described
earlier,
2. VAGINAL REPAIR

Cowie et al. treated 49 patients with
Ananase and 52 others with placebo af-
ter plastic vaginal repair. The investi-
gators found that Ananase had no sig-
nificant effect on the presence of edema,
purulent discharge, hematoma, number
of catheterizations, days of hospitaliza-
tion, and overall evaluation,

3. EPISIOTOMY

Zatuchni & Colombi treated 80 women
with Ananase and 80 others with placebo
after mediolateral episiotomy, They
evaluated edema, inflammation, pain at
rest, and pain on walking, They also
recorded the body temperature and the
amount of analgesics and narcotics
needed, and at the end classified the re-
sults of the therapy on the basis of the
severity of the symptoms. They found
that there were highly significant dif-
ferences regarding all parameters except
temperature, rapidity of ambulation, and
days of hospitalization. The study fails to
meet the requirements of an adequate
and well-controlled study for the follow-
ing reasons. There is Insufficlent Infor-
mation regarding the steps which were
taken to minimize bias on the part of the
subjects and observers (21 CFR 314.111
@B D @), It is not stated
whether or not the investigators were
suoplied with the sealed copy of the
code from the beginning of the study,
and whether the placebo and Ananase
bottles were mixed together before they
were sent to the investigators or were
shipped in separate containers, There is
#lso no information about the comparas-
bility of the groups regarding two im-
portant variables, age and difficulty of
parturition (21 CFR 314.111(a)(5) (i)
(@) (2) (i) ). Fewer of the women on
placebo were rated as having mild or no
symptoms initially., Since the patients
were not pretreated and the sponsor
therefore cannot claim a prophylactic
effect, the initial poor showing of the
placebo women suggests that these
women had & more difficult or com-
plicated delivery than the women on
Ananase and therefore that the groups
were not comparable (21 CFR 314.111
(a) (57 (1) (o) (2) Gi) ).
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DEBROVNER & WESELEY

Twenty-eight women (18 primiparas
and 10 multiparas) were treated with
Ananase and 32 others were treated with
placebo (18 primiparas and 14 multi-
paras) and after mediolateral episioto-~
my, Edema, erythema, ecchymosis,
hematoma, pain at rest, pain while sit-
ting, and pain during ambulation were
evaluated according to their actual sever-
ity. In addition, skin temperature and
total days required for alleviation of the
symptoms of inflammation were re-
corded, and the overall success of
therapy was evaluated according to ex-
pectations. Statistical analysis of the re-
sults showed no significant differences
between the placebo and Ananase groups
regarding any of the parameters. Case
reports were not submitted nor were
individual values reported to the Agency.
The code for this study was not broken
until the study was completed: the possi-
bility of observer bias was thus elimi-
nated.

HASSID

At least 80 women appear to have en-
tered the study, since the highest patient
number s 80. The summary indicates
that there were no significant differences
between the experimental and the place-
bo groups regarding edema and pain, but
there was a significant difference regard-
ing the overall evaluation favoring
Ananase. A table of data in this sum-
mary suggests that at least 41 patients
have been ‘excluded from the analysis
for unstated reasons; conseauently,
randomization was jeopardized (21 CFR
314.111(a) (5) (1) (@) (2) (iii)) and the
possibility of a biased analysis cannot
be excluded (21 CFR 314.111(a) (5) (iD)
(a)(4)), The code was divulged to the
investigator at the end of the study. No
case reports have been submitted for
this study; in fact even the name of the
institution in which the study was con-
ducted has not been provided. The study
i5 thus lacking in details needed for
scientific evaluation (21 CFR 314.111(a)
(5) (if) (&) ),

StUupIES ASSOCIATED WiTh CHRONIC
INFECTION

Weiss and Scherrer treated 10 patients
suffering from chronic obstructive lung
disease due to chronic bronchitis, alter-
natively 1 week with placebo, 1 week with
Ananase, and 1 week with potassium
fodide. The Investigators found that
neither the clinical signs, nor the vital
capacity nor the expiratory peak flow
were affected by the drugs, but that the
first-second forced expiratory volume
was Increased by Ananase, Copies of
case reports from the study have not been
submitted. Statistical analysis of the
first-second forced expiratory volume
by the Agency shows that the differences
between the placebo and the Ananase
effect were not significant and therefore
the study does not provide substantial
evidence of effectiveness for Ananase. In
addition, since there were only three
bottles of medication (one for each
drug) , the level of blinding was very low

NOTICES

and unsatisfactory (21 CFR 3814.111(a)
(5) (1) (@) (3)).

Review of previous submissions re-
veals that the sponsor has supported at
least 16 additional placebo-controlled,
double-blind studies (4 In oral surgery,
1 in tonsillectomy, 2 in episiotomy, 1 in
post-traumatic and post-surgical in-
juries, 2 in sinusitis, 1 in thrombophle-
bitis and induced hematoms, and 3 in

antibiotic absorption) which do not sup-
port and, in fact, contradict the spon-
sor's claims that Ananase can supple-
ment and augment standard therapeu-
tic procedures for reduction of inflamma-
tion and edema in postoperative tissue
reactions and in accidental trauma, or
that it can facilitate the absorption and
penetration of antibiotics. Those studies
are summarized in the table below.

Additional placebo-controlled, double-blind studies supported by the sponsor bul not included

in the Oct, 81, 1978, and Nov. 27, 1978, submissions

L Numbor of r
Principal investigator angd Couditlon trentod pationts Study perlod  (sponsor’s
i lind fon valoes)

Austander, Rockville Conter, N.Y .

Ananase Placebo

1906 to 1907 ... Analynis not

Ol surgery (petioemen B 4
titis), reporied.
Erdely, West Vinginin University. .. Oral surgery . oo oveeannans 3 o100, .. ... N8B,
MeAfes, Ablogton, o . ... ... [ RSN SR u 35 1S tol1a. ... N.S.
Rodgers, U.S, Publie Health Hos= . o0 iniiiiiannnnncas 2 20 1060 to 100, N8,

pital, Baltimore, Md.

Adams, Longview, Tox TONMIOOIOMY . e v mrenns 142 MG 1900 to 1967 ... Aml)‘liul.‘;\rvl
reported,
D;?ly_1 s:d. Hellor's, H. Survey, Epislotomy. ..o oo .. 48 48 Notsiated.... NS,
togland.
Huntsinger, .\Inlnfmuou' Hoapd- - ... L TR NSRS "2 477 1965 t0 1968.... Analysis not
tal, Norristawn, I's, reported.
Bassett, Duke University, Dure Post-traumatio and  post- 20 21 1963 to 1968, N.S,
hnm,.\l.(?. _surgieal Injary.
Adams, Lotgview, Tex. ... IR 354 S orherrtorvbis 16 20 1065 1o 107,... Analysis not
re, !
Rigual, Oklahoms City, Okla. ... .. .... DI e et v s M~ 5 04 1004 Lo 1968, ..
Religman, Toledo, Ohlo. ... ....o.on Thrombophleb. . ..o n v enn k1 30 1965 t0 1967.... N.8
Woolf, Salt Lake City, Utah, ... ... Induced hemat, ... ..o 10 10 1908, ... ... N.8.
Uerson, Wyneots, Pa_._. ... . Absorption of tetrscycline. . . b 20 106510 1966.... N8,
Rushkind,  Children's Hospital Absorption of penjel TEAN 12 Bedors 1970, .. N.8,
Philadelphia, Pa.
Welss, Philadeiphin Genera) Hos-  Absorption of tetracyeline. .. ¢ L NN

plial,

N8, = Not sigrificant (p>0.05),

In addition, at least 5 more studies ap-
pear to have been conducted since 1970
but have not been reported to the Agen-
cy: Berman (head and neck surgery):
Beasley (hand surgery); Worth (facial
trauma) ; unknown investigator (facial
trauma) referred to in an August 4, 1972
letter from the sponsor.

SUMMARY

Thus, there have been at least 29 con-
trolled double-blind studies supported by
the sponsor explaining the effects of Ana-
nase, principally on post-operative signs
and symptoms including pain, edema,
and ecchymosis. Six of these are sald to
provide evidence of effectiveness. Of the
8, however, 1 Is severely lacking in scien-
ti¥lc detail necessary for evaluation (Has-
sid), while in a second the supposed sig-
nificant result was due to miscalculation
(Weiss-Scherrer) . The remaining 4 fall
on their face to fulfill the criteria for ade-
quate and well-controlled studies (21
CFR 314.111¢a) (5) (iD) (a)). Three of the
4 (Spaeth, Tassman, Zatuchni and Co-
lumbi) provide insufficient information
regarding the steps taken to minimize ob~
server bias (e.g., the code used, whether
it was broken during the study, who held
it, how bottles were shipped) (21 CFR
314.111(a) (5) (i) (@) (3) and (4)). Two
of the 4 (Spaeth, Seltzer) had clear non-
comparability of placebo and treatment
groups (21 CFR 314.111¢a) (5) (i) (a) (2)
(1)), while in a third (Zatuchni and Co-
lumbi), non-comparability was suggest-
ed but insufficient information was avail-
able. The 6 studles thus do not include
a single one that Is an adequate and well-

controlled study. In addition, it should
be recognized that the positive results
reported in early studies (Spaeth, Tass~
man, 1963; Seltzer, 1964; Zatuchnl and
Columbi, 1966) were in no case con-
firmed by later studies, at least some of
which were more carefully blinded and
controlled. Thus, Tassman's favorable re-
sult in oral surgery was not confirmed by
4 subsequent oral surgery studies (Aus-
lander, Erdely, McAfee, Rodgers) and 1
study of tonsillectomy (Adams) . Zatuch-
ni and Columbi’'s favorable result in
episiotomy was not confirmed by 3 sub-
sequent studies (Debrovner and Weseley,
Daly, Huntsinger)., There thus remains
a lack of substantial evidence in the form
of adequate and well-controlled studies
that Ananase is effective in the treat-
ment of any disease or condition.

1L AVAZYME ENTERIC COATED TABLETS
(CHYMOTRYPSIN)

On October 31, 1973, Wampole Lab-
oratories submitted final reports, accom-
panied by copies of raw data, of 4 place-
bo-controlled double-blind clinical stud-
fes which were conducted after 1971, This
submission also contains a review by Dr.,
Ronald Okum, supportive literature of
reprints of 12 older studies, 2 abstracts,
8 exhibits, and 3 additional reviews. Only
2 of the older studies were double-blind
with placebo controls (Bumgardner and
Zatuchni; Tomley) and these are sum-
marized below with the newer studies.
Only 1 of the studies (Bumgardner and
Zatuchni) was reviewed by the NAS/
NRC. None of the studies provides sub-
stantial evidence of effectiveness to sup-
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port the claim that Avazyme exerts an
anti-inflammatory action in cases of uro-
logic surgery, episiotomy, surgery of the
neck and head, and generally in surgi-
cal and accidental trauma.

1. SEPTAPLASTY

Dadagian treated 22 patients with Av-
azyme and 25 others with placebo after
surgical correction of deviated septum.
He evaluated the inflammatory reaction
by measuring the bulge of the nares and
the ball of the nose with calipers preop-
eratively and 3 times post-operatively
after the removal of the packing: im-
mediately after the removal and at 24
and at 48 hours thereafter. He found
small differences which were in favor of
Avazyme but were not statistically signif-
icant,

2. EPISIOTOMY

Bumgardner treated 151 patients (77
primiparas and 74 multiparas) with
Avazyme and 150 others (96 primiparas
and 54 multiparas) with placebo after
mediolateral episiotomy. He evaluated
edema, hematoma, redness-tenderness,
pain in sitting, pain on walking (all on a
4-point scale) and skin temperature on
post-operative days 1 and 3. He noted
satisfactory reductions in the incidence
of hematoma, redness-tenderness, and
edema with Avazyme but the superiority
of the drug over the placebo was “just
below the accepted levels of statistical
significance.” (p>0.05). In addition to
finding no significant difference between
treatment and control groups, this study
falled to meet the requirements of 21
CFR 314.111(a) (5) (i) (@) for several
reasons: (1) Insufficient information was
provided regarding the steps which were
taken to minimize bias on the part of the
subjects and on the part of the observer-
analyst(s) as required by 21 CFR 314.111
(a) (5) (1) (@) (3) and (4). There is no
information as to whether the entire code
was included on a single page or whether
it was broken during the course of the
study. (2) Comparability of the Avazyme
and placebo group regarding age, severity
and type of parturition and ancillary
therapy, all important variables (21 CFR
314.111(a) (B) (i) (@) (2) (i) ), was not
shown. (3) The reported results did not
include data from 89 bottles of medica~
tion. The records show that a total of
390 medication bottles were sent to the
investigator in four shipments of 150, 60,
150 and 30 bottles respectively. The data
of the case reports indicate that the
medication was not distributed consecu-
tively to the patients but haphazardly,
making it impossible to ascertain
whether the medication for which there
were no reports was not used at all or
was used but the results excluded from
the final analysis. The missing numbers
were distribute irvegularly over all the
four shipments. The extra medication
thus does not appear to have been re-
placement for a lost or damaged group
of bottles. g

Despite its flaws, the Bumgardner study
is particularly significant for its essen-
tially negative results, because the same
investigator had carried out a similar in-
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vestigation previously. Bumgardner and
Zatuchni reported & study in 1965 in
which 156 patients were given Avazyme
and 155 others were given placebo. They
found that Avazyme exerted a highly sig-
nificant (p < 0.01 to < 0.001) effect on
symptoms. Coples of raw data from this
earlier study could not be found. From
the publication it appears that the blind-
ing conditions were very simple, and sus-
ceptible to breakdown. There were only
two bottles of medication, labeled A and
B, and patients were assigned by the
nurses alternately to one or the other
group. It is not clear whether the nurses
knew the identity of each medication. It
is striking that there was no difference in
the days of hospitalization or the time
required for ambulation between the
placebo and the experimental group in
spite of the alleged highly significant
benefit from use of the enzyme. This fail-
ure of objective measurements to sup-
port the subjective symptom ratings sug-
gests that the rating of symptomatology
was unreliable (21 CFR 314.111(a) (5) (1D
(a)(3)).

Dwyer reported results from 59 women
(33 primiparas and 26 multiparas) who
were treated with Avazyme and from 57
others (32 primiparas and 25 multiparas)
who were treated with placebo after
medial episiotomy. He evaluated the
same parameters as Bumgardner did in
his more recent study and reported es-
sentially the same negative results with
one exception. He found that multipa-
rous women receiving Avazyme had sig-
nificantly (p=0.05) less edema on the
first post-partum day than similar
women receiving placebo. When evalua-

~tions of a study break the total study
population into subgroups (primiparas,
multiparas) and then analyze numerous
symptoms on each of several post-opera-
tive days, the numbers of different
Avazyme-placebo comparisons may be-
come very large. In the present case the
two groups compared on 3 different post-
operative days with respect to 6 different
parameters produce 36 Avazyme-placebo
comparisons, 3

Although the chance of finding a “sig-
nificant” (p<0.05) difference between
Avazyme and placebo for any particular
group on any one day even if no true
difference exists is, by definition, only
5%, the chance of finding at least one
such difference out of all nine compari-
sons is quite large, well over 509, assum-
ing the observations are independent of
one another. Even if they are not fully
independent, the ¢hance of finding a
single such difference is much greater
than 5%. While observation of such a
difference In a subgroup on a certain
day may ultimately prove to be signifi-
cant, it must be repeatable before it can
be considered more than the result of
chance. By itself, it does not provide
evidence of effectiveness.

The Dwyer study also has the same
flaws as the 1973 Bumgardner study (see
above). In addition to failing to meet
the requirements of 21 CFR 314.111(q)
(8) (iD) (a) (2) (§iD) regarding Information

about group comparability (age, severity
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of parturition, ancillary therapy), it also
failed to satisfy 21 CFR 314.111(a) (5)
(i) (a) (3) and (4) because there was not
sufficient information in the report about
the steps which were taken to minimize
bias on the part of the subjects, ob~
servers, and analysts.

Moreover, like the recent Bumgardner
study, some medication appears to be
unaccounted for. Pifty-six placebo and
56 Avazyme bottles were shipped for
which no results have been reported,
Many of the unused or unreported bot-
tles were from the first of two shipments
of medication and thus presumably were
given out. In addition, the missing num-
bers are scattered Irregularly through-
out both shipments. Since bottles were
not given out consecutively, it cannot be
determined whether or not results are
missing.

3. ODORTECTOMY

Leco reported results from 33 patients
treated with Avazyme after surgical re-
moval of impacted teeth and from 37
others treated with placebo. He measured
maximum jaw distensibility with calipers
preoperatively and daily postoperatively.
He found that during the first 4 post-
operative days 61-687% of the patients
who recelved the enzyme could open their
mouths to 85% or more of their pre-
operative capacity while only 43% of the
patients who received the placebo:could
do so. The difference was statistically
significant (p="0.05) on the 3rd and 4th
postoperative days, especially for the
patients who had two or more teeth
removed.

This study fails to meet the require-
ments of adequate and well-controlled
investigations because: (1) There is not
sufficient information about the steps
taken to minimize bias (21 CFR 314.111
() (5) () (@) (3) and «)): it is not
stated, for example, whether or not the
identification of the medication was
sealed In a tear-off part of the label or
whether the investigator was supplied
with a sealed copy of the code or whether
the code was broken during the study,
and whether the code for one patient
would reveal the code for all patients.
(2) Comparability of the Avazyme and
placebo groups regarding age (21 CFR
314.111(a) (5) (1) (@) (2) (i{))) was not
shown and it is clear that the groups
were not balanced regarding sex, an im-
portant variable, since there were 19
women and 14 men in the Avazyme group
and 14 women and 23 men in the placebo
group. (3) Review of the case reports in-
dicates that some of the medication is
unaccounted for. Medication was appar-
ently not given out consecutively but in
a haphazard way and not all medication
was given out, This method may have
jeopardized randomization of the medi-
cation, and, in addition it Is not possible
to ascertain whether the 38 missing med-
ication numbers (21 of Avazyme and 17
of placebo) represent drug that was not
used at all or whether the drug was used
but results were excluded from the anal-
ysis. Doubt regarding this raises ques-
tions of whether data may have been
arbitrarily excluded (21 CFR 314.111(a)
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(5) () (a) (4) ). (4) The setting of a par-
ticular arbitrary ldmit for jaw distensi-
bility (85% of preoperative capacity) as
the criterion for successful treatment is
not explained or justified. FDA analysis
of the actual measurements of jaw dis~
tensibility in all patients, and in the sub-
group of patients who had 3 to 4 teeth
removed, on days 0, 3, and 4 shows that
there were no significant differences at
any time. Consequently the results of the
Leco study, on their face, do not provide
substantial evidence that Avazyme is
more effective than the placebo.

4. UROLOGIC SURGERY

Tomley and co-workers treated 9 pa-
tients with chymotrypsin and 9 patients
with placebo after surgery on the geni-
tourinary system. They found that 89%
(8) of the patients who received the en-
zvme had “good results” while only 44%
(4) of the patienfs who received the
placebo had good results. By “good re-
sults” the investigators meant that
“post-operative edema and pain were
either prevented or held to a lesser de-
gree that could, in their experience, rea-
sonably have been expected to follow the
surgicel procedure.” Copies of raw data
have not been submitted and the study
thus cannot be fully evaluated.

This study cannot be considered ade-
quate and well-controlled: (1) The num-
ber of subjects in each group is small, (2)
There is no information at all regarding
the conditions of blinding, l.e, the steps
which were taken to minimize bias on
the part of the subjects, observers and
analysts as required by 21 CFR 314.111
(a) (5) (iD) (@) (3) and (4). (3) Compara-
bility of treatment groups was not es-
tablished. There is no information about
comparability regarding age and in addi-
tion, the groups were plainly not com-
parable regarding the conditions for
which the patients underwent surgery:
among the placebo cases were two cases
of carcinoma (one associated with hyper-
trophy of the prostate), one of epidi-
dymitis and one of hydrocele associated
with phimosis and congenital meatal
stricture of the urethra: in contrast,
there were six cases of benign prostatic
hypertrophy and no cases of carcinomsa
in the chymotrypsin group. The require-
ments for comparability of placebo and
treatment groups with respect to perti-
nent variables was thus not met (21 CFR
314.111¢a) (5) (1) (@) (2) ({iD)). (4) The
method of evaluation was vague and was
based on the expectations of the inves-
tigators, This type of evaluation has a
great many problems, s ear-
lier. Where the patients being observed
are not comparable in the placebo and
treatment groups there must be provided
some assurance that the observer Is com~
parably accurate in his expectations for
various kinds of disease or surgical pro-
cedures. No such assurance was provided
and numerical values of the expected and
actual severity of the symptoms were not
mentioned In the publication. Conse-
quently the reliability of the physiclan's
evaluations cannot be assessed and the
methods of observation must be con-
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sidered insufficiently explained (21 CFR
314.111(a) (5) (D) (a) () ).

SUMMARY

Thus, the 6 placebo-controlled studies
fail, on their face, to provide substantial
evidence for the effectiveness of Avazyme
for any condition. Four of the studies,
even if well-controlled, do not support
such effectiveness. Two of the studies
(Dadagian, Bumgardner) do not, accord-
ing to the investigator, show a signifi-
cant difference between Avazyme and
placebo. Another (Dwyer) showed a dif-
ference only for a single subgroup of the
study population on a single day, an
observation readily accounted for by
chance and unconfirmed by subsequent
studies. A fourth study (Leco) showed
no difference between Avazyme and
placebo when an entirely arbitrary cri-
terion for successful therapy was re-
placed by actual measured values of jaw
distensibility, These studies, as well as
the remaining 2 studies, had various seri-
ous methodological flaws rendering them
less than adequate and well-controlled
according to the criteria of 21 CFR 314.-
111(a) (5), Patient populations were
clearly not comparable in 2 studies (Leco,
Tomley) and data needed to assess
comparability was missing in 2 others
(Dwyer, Bumgardner). Blinding condi-
tions were rudimentary In one study
(Bumgardner and Zatuchni) and insuffi-
cleptly described in the other studies.
Finally, the method of giving medica-
tion to patients in 4 studies (Dadagian,
Bumgardner, Dwyer, Leco) was such that
it cannot be determined whether or not
information from certain patients was
omitied. Since case reports were not sup-
plied for the 2 older studies (Bumgard-
ner and Zutchni, Tomley), it cannot be
determined whether this problem was
present in them also,

IV. CHYMOLASE (WILZYME) ENTERIC COATED
TABLETS (TRYPSIN-CHYMOTRYPSIN)

On November 5, 1073, Wilson Labora-
tories submitted reports of 5 controlled
double-blind clinical studies, none of
which had been reviewed by NAS/NRC
Panels, a review by Dr. Ronald Okum,
and one report on an absorption study.
Following are discussions of the studies,
all of which were concerned with the
effects of Chymolase on inflammation
associated with surgery or trauma.

1. HEAD INJURIES

Tsomides treated 60 patients, in pairs,
who had sustained ffce and scalp in-
Jurles, Each pair was made up of pa-
tients with comparable Injuries; one
patient received Chymolase and the other
received placebo. Edema and ecchymosis
were evaluated together in one score, and
at the end of the treatment period over-
all response of the patient to treatment
was also evaluated. On the basis of his
scores, the investigator found that the
rate of resolution of injury was faster in
the enzyme-treated patients. The study
{alls to meet the requirements of an ade-
quate and well-controlled study in that
the level of blinding is not adequately

specified as required by 21 CFR 314.111
(WA @ (3), It is not revealed
whether or not the sealed copy of the
code was sent to the investigator together
with the medication at the beginning of
the study; however, the entire code was
on a single sheet and if the code were
broken during the study for a single pa-
tient, it would therefore have been
broken for all patients. Bias on the part
of the investigator cannot be excluded
since it appears that he analyzed and
tabulated the data himself (21 CFR
314.111¢a) (5) (ii) (a) (4) ), There are sev-
eral aspects of the reported results that
sugpests either poor observation or ob-
server bias. Although 18 of 30 Chymolase
patients were reported as entirely free
of symptoms on the fourth post-accident
day and only 2 of the remaining 12 had
any edema or ecchymosis after the sixth
day, most of these patients were observed
through the ninth or tenth day. The
average period of observation was 10.1+
3.3 days. Oddly, the placebo patients, only
2 of whom were reported as free of symp-
toms on the sixth day, were observed for
an average of only 9.1:+2.3 days. Thus,
many Chymolase patients were kept In
the hospital while free of symptoms
while some placebo patients were dis-
charged still having symptoms. No ex-
planation for this difference in physician
Jbehavior toward the two groups Iis
provided.

A second surprising result is the in-
vestigator's statement that “in 27 out of
the 30 pairs of patients the subjects
showed a preference for enzyme therapy
because of a much faster healing and
resolution of injury, In only one case Was
the placebo preferred and in the remain-
ing two there was no difference.” The
dates of the case reports indicate very
clearly that only 8 of the 30 pairs were
infured on the same day and could have
observed precisely each other's Injury
and rate of healing, In 14 of the 22 other
pairs, the partners would never have seen
each other since their hospital stays did
not overlap at all. The basis for the re-
ported preference is thus impossible to
discover and suggests very unreliable ob-
servational techniques or observer bias,
In light of this Internal evidence of poor
methodology and/or bias the evaluation
of symptoms and overall response does
not constitute relinble evidence of effec-
tiveness for Chymolase.

2. HAND SURGERY

McCue el al. treated 49 patients with
Chymolase and 50 others with placebo
before and after surgery on the hand for
carpal tunne! syndromes (mainly), Du-
puytren’s contractures, wrist lacerations,
wrist masses, etc. Edema was evaluated
by measuring the circumference of the
palm and of the first interphalangeal
Joints prior to and after surgery. The in-
vestigators found that the enzyme-
treated group developed less edema and
healed faster than the placebo group. The
study falls to provide any evaluation of
the accuracy and reproducibility of the
clinical measurement of edema (21 CFR
314.111(a) (g) (D) (@) (3) ). This measure-
ment is subject to significant error be-
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cause circumferential measurements may
be made variable by compression of soft
tissue, An analysis of the difference be-
tween the Chymolase and placebo groups
must take into account, in evaluating the
significance of an observed difference, the
precision of the measurement, It is' un-
fortunate that pain and more objective
parameters such as fever, return to full
function, and days of hospitalization
were not evaluated, The medication
shipped by the sponsor had identification
numbers 001 to 114. The numbers on the
case reports were 101 to 201. While the
meaning of this is unclear, careless rec-
ord-keeping is suggested and certain pa-
tients may have been eliminated without
explanation. This represents and inade-~
quate explanation of the recording of re-
sults (21 CFR 314.111(a) (5) (ii) (@) (3)).
In addition, the reported positive result
has not proved to be reproducible.

Boswick treated 35 patients with Chy-
molase and 35 with placebo. The study,
conducted similarly to the McCue study
(above), did not confirm McCue and
showed no significant differences in hand
measurements between the groups. In ad-
dition, the physician’s subjective evalua-
tion of edema did not disclose any differ-
ences,

A new study by McCue was scheduled
to begin in June 1971 but results of this
study have never been reported to the
Agency.

3. FOOTBALL INJURIES

McCue treated 27 athletes with Chy-
molase and 26 others with placebo after
they had suffered accidental injuries
(mainly sprains and contusfons) while
playing football. McCue and the trainer
together estimated the number of days
that each injured athlete would be unable
to participate In the activities of the
team, and at the end they compared the
actual days of disability to this estimate,
They found that the actual days of disa-
bility for most athletes receiving Chymo-
lase were fewer than estimated while
this was true for only one of the athletes
who received placebo, In order to reach
this conclusion, however, 10 patients who
had been treated with placebo and 5 who
had been treated with Chymolase were
excluded because the expected interrup-
tion in practice and playing sessions did
not occur. This procedure is plainly ar-
bitrary and unjustified. Reducing the
days of disability Is, after all, the objec-
tive of therapy. There is no reason to
believe that a reduction of disability days
to zero Is less meaningful than a more
modest Teduction. The 10 patients who
did so well on placebo and the 5 who
did well on Chymolase must be included.
It Is apparent, however, that the accuracy
of the original rating (expected days of
non-participation) is poor. The study
falls to meet the requirements of an ade-
quate and well-controlled study for other
reasons as well. The patient groups were
not comparable since there were highly
significant differences between the two
groups (21 CFR 314.111(a) (5) (ii) (@) (2)
(i), There were 6 cases of contusion
and 18 cases of sprains in the Chymolase
group, while there were 17 cases of con-
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tusion and 7 cases of sprains in the pla-
cebo group.

The difficulties of interpreting a physi-
cian’s expectations of disability in com-
parison with actual disability have been
discussed earlier in the notice. This study
illustrates them again. The study itselfl
suggests that these expectations are in-
accurate and no evidence is presented to
support the usefulness and accuracy of
this type of measurement, When actual
days of disability are compared (whether
all patients are Included or those with
0 days of disability are excluded) for the
two groups no significant differences are
seen between Chymolase and placebo.
There are two possible explanations
for the Iinvestigator's finding of
more improvement in the Chymolase
group compared to expectations despite
the finding of no difference in actual dis-
ability. 1. The groups may not have been
comparable initially, If the placebo pa-
tients had milder injury, the similar days
of disability could reflect drug effect. 2.
The groups may have been comparable
with regard to the degree of injury (al-
though they clearly differed in frequency
of sprain vs. contusion) but the investi-
gator's expectations could be simply in-
accurate, We have no means of distin-
guishing between these two possibilities.
The study thus not only fails to show a
significant difference of any kind be-
tween drug and placebo when all appro-
priate patients are included, but it also
is deficient in having noncomparable
placebo and treatment groups and in
utilizing a method of evaluation that is
not of documented accuracy.

4. INDUSTRIAL INJURIES

Knapp treated 47 injured workersof a
meat packing plant, Edema and ecchy-
mosis and/or hematoma were evaluated
according to thelr actual severity. The
overall response of the patients was eval-
uated according to the Investigator’s ex-
perience.

The results from 33 patients (14 were
excluded from analysis) indicated that
61 percent of the Chymolase patients had
an overall response better than normal,
while only 40 percent of the placebo pa-
tients had & similar response. The spon-
sor rejected the scores on the severity of
edema and ecchymosis-hematoma be-
cause they failed to meet the criteria for
chi-square analysis. Based on the results
of the overall response, and without
analyzing the data statistically, he con-
cluded that the data indicated Chymolase
is more effective than the placebo. How-
ever, analysis by the Agency of data sub-
mitted indicates that the observed dif-
ferences in the overall response between
the two groups were not significant.
Analysis of the scores for edema and
ecchymosis-hematoma test similarly
showed no significant differences. This
study therefore provides no substantial
evidence that Chymolase exerts anti-in-
flammatory and anti-edematous actions
in traumatic injury:

5. ABSORPTION OF CHYMOLASE

Steigmann. Ten healthy male subjects
(23 to 42 years old) were given 1,200,000
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units of Chymolase orally as a single dose
on two separate occasions, one as 12
tablets of 100,000 units of proteolytic
activity each and the other as 24 tablets
of 50,000 units of proteolytic activity
each. This dosage is 12 times greater than
the so-called therapeutic dose. The total
proteolytic activity of the blood was de-
termined in samples removed imme-
diately before ingestion and at 2-hour in-
tervals, for 8 hours thereafter. The
values of one subject remained at all
times zero and they were excluded from
the analysis. Increases in the proteolytic
activity of the other subjects were found.

The values of proteolytic activity were
very variable (from 0 to 365 Anson
units/ml. of blood) but indicate increased
activity, especially at 2 and 4 hours. This
study was conducted without placebo and
without any blinding regarding the se-
quence of the blood specimens. Blinding
was concerned only with the potency of
the ingested tablets (50,000 or 100,000
units) . The dosages of proteolytic enzyme
were far in excess of those used clinically,
and the relevance of this study to clinical
use of Chymolase is doubtful,

SUMMARY

The 5 clinical studies of the use of
Chymolase In inflamation thus do not
provide substantial evidence of effective-
ness, Two of these studies fall to show a
statisticnlly significant difference: be-
tween Chymolase and placebo (Boswick,
Knapp) and a third (McCue football
Injuries) also does not show a statisti-
cally significant difference when all pa-
tients in the study are Included, as they
must be. The McCue study also had
clearly non-comparable experimental
rrouns and a method of evaluating pa-
tient responses that appeared from evi-
dence contained in the study to be inac-
curate, A fourth study (Tsomides) failed
to describe blinding procedures ade-
quately (21 CFR 314.111(a) (5) (i) (a)
(3)), Moreover, the reported results
themselves include several findings that
suggest either very poor observation or
observer bias. The favorable results of
the fifth study (McCue, hand injury),
which could not alone provide substan-
tial evidence of effectiveness were not
confirmed by a subsequent virtually iden-
tical study (Boswick), and a repeat study
conducted by the same investigator (Mc-
Cue) has not been reported to the Agency
although it was to have begun in 1071,
Moreover, the McCue hand study uti-
lized a measurement of unevaluated pre-
cision. In addition, numbers on case re-
ports do not correspond to the bottle
number of medication shipped and there
were more bottles shipped than there are
case reports, all of which implies care-
less record-keeping.

Chymolase is a combination contain-
ing trypsin and chymotrypsin. In view
of this, the data submitted are further in-
adequate in that none of the studies were
designed to demonstrate that the require-
ments for fixed combination prescription
drugs (21 CFR 300.50) have been met.
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V. CHYMORAL EXTERIC COATED TABLETS
(TRYPSIN-CHYMOTRYPSIN)

On October 24, 1973, the Armour Phar-
maceutical Company submitted material
related to the effect of Chymoral on var-
lous clinical conditions and to absorption
of the drug from the gastrointestinal
tract as well as a review by Dr. Ronald
Okum. Reports of two additional clinical
studies were submitted in the annual
report of March 27, 1974,

CLINICAL STUDIES

The October 24, 1873 submission con-
tains reprints and/or reports of 16 studies
which were supported by the sponsor.
The Schmitz and Pavlic study on episiot-
omy had no placebo control. The spon-
sor's summary of the Schwinger study
on accidental injuries indicates, by omit-
ting any mention of blinding conditions,
that the study, although controlled, was
not double-blind. In evaluating the effect
of Chymoral on such subjective param-
eters as pain, swelling, or degree of dis-
ability, a study that is not double-blind
cannot be considered to have minimized
observer bias (21 CFR 314.111(a) (5) (D)
(@) (3)). These studies therefore cannot
be considered as adequate and well-con-
trolled as required by 21 CFR 314.111
(@) (5). The remaining 14 studies, which
were placebo-controlled and double-
blind, are summarized below. Three of
these studies (Lie et al., Soule et al., and
Kestler) were reviewed by the NAS-NRC
Panels. The results of 6 other studies
were not reported in the October 24 sub-
mission but were reported earlier. These
all gave, according to the sponsor, nega-
tive results. In addition, at least 5 more
studies initiated by the sponsor after
1970 have not been reported at all,

1. HAND SURGERY

Lie et al, treated 33 patients with Chy-
moral and 30 others with placebo after
hand surgery (acute injuries, Dupuy-
tren's contractures, tendon repairs, ete.).
Edema was evaluated by measuring the
circumference of the palm (at the mid-
palmar crease) and of the proximal and
distal interphalangeal joints preopera-
tively or when the patient was first seen,
and on the third and seventh or eighth
postoperative days with a measuring tape
in inches. The rate of healing (rapid,
normal, slow) and the overall response of
the patient to the treatment were also
evaluated. Enzyme-treated patients were
found to have had significantly less
edema than placebo patients; 85 percent
of the Chymoral patients had a rapid
recovery as opposed to 12 percent of the
placebo-treated patients; and 88 percent
of the Chymoral patients had an excel-
lent overall response, while 12 percent of
the placebo-treated patients had a simi-
lar rating. Lie et al. conducted a similar
study 2 years later with 25 patients on
Chymoral and 29 others on placebo, with
essentially the same results. In these
studies, the overall response of 86-88%
of the placebo group was characterized
as “poor” ie, worse than anticipated.
Such a result is very unlikely due to
chance alone and suggests that the ac-
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curacy of observation was very poor or
that the observers were biased. These two
studles falled to meet the requirements
of an adequate and well-controlled study
in that they falled to provide sufficient
information and the necessary documen-
tation regarding the blinding conditions,
i.e., the steps which were taken to mini-
mize bias in the selection of subjects, on
the part of the observer and on the part
of the analyst (21 CFR 314.111(a) (5) (i1)
(@) (2) (i), (3),and (4) ), The identifica~
tion of the medication was sealed in the
bottle label, and unlike many studies con~
ducted using such a technigue, no pro-
vision was taken to exclude from analysis
data from bottles whose labels were
opened before termination of the study.
Comparability of the groups regarding
age and sex was not shown in the first
study (21 CFR 314.111(a) (3) (i (a) (2)
(i#i) ) . In addition, the accuracy and re-
producibility of the basic measurement
used has not been established. The ob-
served differences between drug and pla-
cebo groups in the circumferential
measurements of the hand are of unes-
tablished significance. The greatest mean
difference between Chymoral and placebo
groups in any of the various circumferen-
tial measurements reported was only 0.15
inches (1.76 percent of 8.4 inches), Since
tape measurements of hand circumfer-
ence are highly dependent upon the
amount of tension applied to the tape,
the mean difference observed is very like-
ly to have been smaller than the in-
herent variability of the measurement it-
self, The quantitative analysis of edema
therefore was unreliable (21 CFR 314.111
(@) (5) {il) (a) (3) ). The inherent unreli-
ability of circumferential tape measure-
ments due to the compressibility of soft
tissues was recognized by Kageyama,

‘whose investigation was alsb supported

by Armour. His study of surgery on the
extremities in 100 patients failed to cor-
roborate the Lie results. It should also be
noted that the sponsor has never reported
the results of 4 new hand surgery studies
(McFarland, Williams, Canick, McCue)
which were initiated in 1971,

2, EPISIOTOMY

Soule et al. treated a total of 204 pa-
tients with either Chymoral or placebo
on a randomized, double blind basis
starting a few hours before episiotomy.
Pain at rest, pain while sitting, and pain
on ambulation were evaluated. In addi-
tion the degree of edema, erythema, and
ecchymosis was estimated. The results
indicated that Chymoral reduced edema,
ecchymosis, and pain on sitting in
women who had a labor longer than 8
hours; reduced pain on ambulation on
the third, fourth, and fifth postpartum
days in all mutiparas regardless of dura-
tion of labor but not in primiparas; and
reduced the palm on sitting in women
less than 20 years old on the second and
third postpartum days, As discussed
earlier, and as illustrated further be-
low, a statistical analysis of a study
population which breaks the population
into numerous, often arbitrary sub-
groups, may, b¥ the working of chance
alone, discover apparent “significant”

differences, The test of the validity ol
such findings is reproducibility, le., a
showing that a particular subgroup reg-
ularly benefits from Chymoral, If dif-
ferent studies show effects in different
patient subgroups and if the difference
is seen for different parameters (e,
edema on one occasion, ccchymosis on
another) and no symptom consistently
shows improvement, the finding cannot
be considered & valid one. In addition,
this study is seriously deficient and can-
not on its face be considered adequate
and well-controlled. Conditions of blind-
ing are not documented at all (21 CFR
314.111{a) (5) (i) (@) (3) and (4)), Com-
parability of the groups regarding ancil-
lary therapy (sitz baths, analgesics, etc.)
was not shown. No numerical data have
been submitted to the Agency nor have
they been presented in the publication.
Instead there i5 a simple listing of the
siginficance of various measurements,
The only figure presented in the publica- -
tion has an abscissa that is unlabeled
but has values of 0 to 60, Although the
figure purports to show data from the
whole group studied. data on only 40
of the 44 Chymoral patients and on 24
of the 35 placebo patients who were sub-
jected to mediolateral episiotomy and
had & labor longer than 8 hours were
taken into account. These exclusions are
not explained and bias on the part of the
analyst cannot be excluded (21 CFR
314.111(a) (5) (D (a) (4)), The sponsor's
clalm that Chymoral was found to be
significantly superior to the placebo in
the reduction of edema, ecchymosis, and
pain on sitting on all days is not sup-
ported by values given In this same
figure. The entire study Is grossly lack-
ing in the details necessary for scientific
eval)uation (21 CFR 314.111(a) (5) (i)
@)). :

Hobbins, Hutcherson. and Little con-
ducted 3 large studies of similar design.
Hobbins treated 150 primiparous women
and Hutcherson and Little submitted re-
sults from 156 and 160 primiparous and
from 333 and 351 multiparous women
respectively, whom they treated after
midline or medioldteral episiotomy, The
total number of women on Chymoral or
on placebo In each study was approxi-
mately the same. The Investigators eval-
uated edema, ecchymosls, ambulation,
pain on sitting, and pain on walking on
a 5~-point scale according to thelr actual
severity. They also graded the success of
treatment as excellent, good, fair, or poor.
In addition, they were asked to guess on
the basis of the clinical course whether a
patient received Chymoral or placebo.
The physician's evaluation of the success
of treatment and his opinion as to the
identity of the drug used were not ana-
lyzed. Although a copy of the medication
code used has not been supplied to the
FDA and the details of blinding are not
therefore fully known (21 CFR 314.111
(a) (5) (iD) (@) (3)), we do know that the
medication was supplied in individually
numbered bottles and the code remained
with the sponsors throughout the study,
a generally good method of blinding. Al-
though they are offered as evidence of
the effectiveness of Chymoral, these
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three large, properly randomized, appar-
ently well-blinded studies do not indicate
that Chymoral provides any benefit in
the treatment of edema, ecchymosis, or
pain ‘following midline or mediolateral
episiotomy,

The sponsor reported that chi-square
analysis was performed but this data was
not presented, Instead results are pre-
sented using an arbitrary “severity in-
dex" developed after the protocol for the
study was written. Such post-hoc meth-
ods of analysis inevitably raise the pos-
sibility of bias on the part of the analyst
of data (21 CFR 314.111(a) (5) di) (@)
(4)). For a given subgroup (e.g., primip-
arous patients with midline episiotomy),
the “severity index" is the sum of the
corrected number of patients (corrected
for unequal numbers recefving drug and
placebo) with a particular severity of a
symptom (e.g., ecchymosls) on a given
day, multiplied by the severity grade of
the symptom, multiplied by the numeri-
cal value of the post-partum day on
which the symptom was observed. This
method gives very great weight to a
single patient who does poorly with re-
spect to all parameters throughout the
study and tends to magnify small dif-
ferences if they are present late in the
study. Use of such an unusual technigue
must be justified. The sponsor did not
hesitate to ignore the results of this mode
of analysis when it revealed a significant
advantage for placebo.

Even using the severity index analysis,
the results illustrate very well the fact
that if enough sub-groups are analysed,
it is not unlikely that occasional “gignifi-
cant"” differences will be found; some-
times these favor placebo. In no case,
however, are these differences reproduci-
ble in the present studies. For example,
the Hobbins study found significant ad-
vantage for Chymoral with respect to
ambulation, pain on walking, and pain
on sitiing in primiparas with medio-
lateral episiotomy and a placebo advan-
tage with respect to edema, ecchymosls,
and ambulation in primiparas with mid-
line episiotomy. Hutcherson found no
differences at all in primiparous patients.
On the other hand, Little found an ad-
vantage for Chymoral with respect to
edema in primiparas with midline proce-
dures, the precise opposite of Hobbins’
finding, and on ecchymosis In primiparas
with mediolateral episitomy, a finding no
other Investigator confirmed, Hutcher-
son found significant advantage for pla-
cebo on walking pain in multiparas with
mediolateral episiotomies and an ad-
vantage for Chymoral on sitting pain In
multiparas with midline procedures.
None of those findings were confirmed
by Little, who instead found an advan-
tage for Chymoral on walking pain in
muliiparas with midline operations. It is
obvious that these results fail to support
the effectlveness of Chymoral. When
conventional statistical analysis was ap-
plied to the symptoms for which an ad-
vantage for Chymoral was reported, no
significant differences, with one excep-
tion, were found; the one significant dif-
ference (ambulation by primiparas after
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mediolateral episiotomy on the second
post-partum day in the Hobbins study)
was not confirmed in the Hutcherson or
Little studies,

The studies have deficiencies, In addi-
tion to the unjustified methods of anal-
ysis, that render them less than adequate
and well-controlled. The dates on the
case reports indicate that the numbered
medications were not given to the pa-
tlents consecutively, as was specified in
the protocols, but were dispensed in a
haphazard way. This practice can dis-
rupt randomization if not all bottles are
glven out (21 CFR 314.111(a) (5) (iD) (@)
(2) () ). There are no data correspond-
ing to 21 medication numbers from the
Hutcherson study; the last medication
given was 510, while only 489 patients are
reported. Because medications were not
given consecutively it cannot be deter-
mined whether the missing numbers
were given out and results omitted or

ly not given out. There are, similarly,
numbers from the Little

sl.udy In at least four cases in the
Hutcherson study and one in the Little
study, the number written with ink on
the report did not agree with the num-

‘ber printed on the tear-off portion of

the Iabel which was aflixed on the report.
A mix-up of the medication may have
occurred and the assessment of the re-
spective patient’s response may have
been recorded In the wrong group (21
CFR 314.111(a) (5) (ib) (@) (3)).

3. UROLOGIC SURGERY

Gillis treated 21 patients with Chy-
moral and 21 others with placebo after
urologic surgery (phimosectomy, epidid-
ymous cysts, orchiopexy, hydrocele, hy-
pospedias, castration, ete.). The number
of days required for each patient to be-
come symptom-free from edema and/or
hematoma was recorded and, based on
his experience, the investigator graded
the overall results on the third post-
operative day as good or bad. He con-
cluded that the Chymoral patients
became symptom-free on the average
within 2.8 days while the placebo pa-
tients required 4.4 days. The overall re-
sponse of 80 percent of the Chymoral
patients was rated as “good result,” while
the overall response of 62 percent of the
placebo patients was rated as a “bad
result.” This study cannot be considered
to be adequate and well-controlled as de-
fined in 21 CFR 314.111(a) () for the
following reasons. Information regarding
blinding is rudimentary, and adequate
steps were not taken to minimize bias on
the part of the subjects or the observer-
analyst (21 CFR 314.111(a) (5) (i) (@)
(3) and (4)). The groups were not com-
parable regarding the condition treated.
There were seven epididymous cysts, one
associated with prostatectomy, in the
placebo group but only two such cysts In
the Chymoral group; and there were
eight phimosectomies in the Chymoral
group but only three in the placebo
group. In addition, comparability regard-
ing severity and length of operational
procedure was not shown (21 CFR
314.111(a) (5) (11) (@) (2) i) ). There
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was an inconsistency in grading as shown
by the fact that the investigator graded
a case of hydrocele which became free of
symptoms in 12 days as a “good result”
in the Chymoral group, while he graded a
similar case in the placebo group as n
“poor result.” In addition, he graded two
placebo cases of epididymous cyst which
became free of symptoms within 3 days
as a “‘poor result” while a resolution of
symptoms within 5 days for all other
cases was considered as a “'good result.”
Such inconsistencies suggest observer
bias (21 CFR 314.111(a) (5) i) (a) (3)
and (4)), .

4. PODIATRIC SURGERY

Frank treated 41 patients with Chy-
moral and 45 others with placebo after
podiatric surgery. Edema and ecchymosis
were evaluated together on the basis of
“as expected,” “more than expected.”
and *“less than expected.” He found a
highly significant difference favoring
Chymoral. The study is not adequate and
well-controlled, however, for seyeral
reasons, There is insufficlent and con-
tradictory information regarding the
blinding conditions. The sponsor claims
in his report that the medication was
supplied in individual consecutively num-
bered containers. However, in an earlier
submission (October 30, 1964) it Is stated
that the medication bottles were labeled
only as A and B. Such a simple code can
be broken down without difficulty and,
for practical purposes, constitutes no
blinding at all. Consequently it cannot be
ascertained that the methods used mini-
mized bias on the part of the subjects
and/or on the part of the observer (21
CFR 314.111 (a)(5) () (a)(3)), Com-
parability of the groups regarding age,
sex, type of operation, and severity of
procedure was not shown (21 CFR
314.111(a) (5) (11 (2) (i#) ), Data for in-
dividual patients are not shown and
there is little numerical data of any kind
provided. There is no recording of the
actual severity of symptoms and no rec~
ord of the anticipated severity of symp-
toms (eg., days of edema, degree of
ecchymosis). The study is thus almost
wholly lacking in the details needed to
permit scientific evaluation (21 CFR
314111 (8) (5) Ut} ().

Craig treated 29 patients with sprained
ankles with Chymoral and 31 others with
placebo. Edema was evaluated by meas-
uring the water volume displacement,
caliper diameter, horizontal and diagonsal
circumferences, and the dorsiflexion of
the injured ankles. Edema and bruising
evaluated by sight, pain, and the clinical
return to function were also recorded.
The investigator found that the swelling
resolved faster in the Chymoral group
as shown by volume displacement and by
the measurements of the diagonal and
horizontal circumferences. The measure-
ments of the caliper diameter, the visual
evaluation of edema and brulsing, and
the information about pain, on the other
hand, revealed no significant differences
between the two groups. Craig found, in
addition, that Chymoral reduced the re-
covery perjod and the reduction was sig-
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nificant on the fourth to eighth post-
injury days. This study cannot be con-
sidered adequate and well-controlled. In-
formation about blinding conditions is
nelther sufficient nor adequately docu-
mented. No copy of the code or case re-
ports has been submitted to the Agency.
It appears that the distribution of the
Chymoral and the placebo tablets into
bottles and preparation of the code was
done locally. Such an arrangement
clearly cannof assure that bias on the
part of the observer-analyst Is eliminated
(21 CFR 314.111(a) () (i (@) (3) and
(4)). Sixty patients were éntered into
the trial, but the data from only 50 were
analyzed. Since there are no case re-
ports it is impossible to tell the impact
on randomization of dropping these pa-
tients or to determine whether the drop-
ping of the patients favored one group or
the other, but the reported differences
between placebo and Chymoral were
clearly small enough to have been af-
fected. The various criteria used to assess
the improvement of edema gave contra-
dictory results since the changes in the
caliper diameter and the visual appear-
ance did not corroborate the circumfer-
ential and volume displacement meas-
urements. The latter two measurements
are claimed by the investigator to be
more sensitive, but they are also prob-
ably more subject to error. Circumfer-
ence measurements, unlike caliper meas-
urements, are affected by the tension ap-
plied to the measuring tape, Measure-
ments of water volume dispiacement can
have an error of #+ 30 g. even when the
limb is marked to help produce identical
immersions. This was shown by Opsahl
in a study of accidental injuries sup-
ported by Armour but not included in the
October, 1973 submission. The Craig
study did not mention the use of such
limb markings.

5, ACUTE TRAUMATIC INJURIES

Kestler treated 59 pairs of patients
who had suffered acute traumeatic in-
Juries or had been subjected to elective
orthopedic surgery with Chymoral (one
member of the pair) or with placebo (the
other member of the palr). Edema and
inflammation were assessed prior to
treatment and twice thereafter: overall
clinical results and speed of recovery were
also evaluated. The investigator found
the drug exerted a highly significant ef-
fect on all of the parameters. The study
fails to meet the requirements of an ade-
quate and well-controlled investigation
for several reasons, The method and level
of blinding are not fully described or
documented. It is not stated whether the
investigator was supplied with a copy of
the code from the beginning of the study
or whether the bottles came in pairs, It
is not known whether the investigator
himself tabulated and analyzed the data.
Although the report is unclear it appears
likely that there were only two bottles
of medication, one containing the enzyme
and the other containing the placebo.
Such a simple arrangement Is decoded
easlly. Consequently it cannot be ascer-
tained that bias in the evaluation of the
symptoms or in their analysis was mini-
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mized (21 CFR 314.111(a) (5) (4D (@) (3)
and (4) ). Comparability of the groups re~
garding age, sex, or severity of procedure
is not shown (21 CFR 314.111(a) (5) (1)
(@) (2) (#i1)) and in fact, pretreatment
edema and inflammation were more se-
vere in the placebo group according to
the data offered. The quality of observa-
tion in the study is called into question by
the investigator's characterization of
the recovery rate of 76 percent of the pla-
cebo patients as slow and their relative
clinical evaluation as poor. Such poor re-
sults should not be observed in a conven-
tionally-treated group of patients, most
of whom should recover at a normal rate.
Since the placebo could not be harmful,
it must be concluded either that the in-
vestigator simply was unable to assess
accurately the normal rate of recovery
or that bias on his part was not elimi-
nated (21 CFR 314.111(a) (5) (iD) (a) (3)).

Shafiroff treated 106 patients with
Chymoral and 989 others with placebo
after accidental injury (mainly fractures
of extremities) in a “matched group"”
study. The investigator graded swelling,
on & 5-point scale, ecchymosis and hema-
toma on a 4-point scalé, supplied photo-
graphs of injured parts and, in the cases
of fractures, he also supplied x-ray pic-
tures; he made circumferential measure-
ments of affected and contralateral parts
for comparison and answered a question
on whether he thought that the patients
were on Chymoral or on placebo on the
basis of the rate of symptom-disappear-
ance and the overall condition. From all
this information, the sponsor reported
only the fact that most physicians had
guessed right about which patients were
on Chymoral and which were on placebo.
Coples of the reports were not submitted.
Apparently, although this cannot be veri-
fied without the actual data, the results
of the study indicated that none of the
evaluated symptoms was improved by the
drug. As presented, the study lacks de-
talls needed to permit scientific evalua-
tion (21 CFR 314.111(a) (5) (1D (¢) ), but
appears to indicate that Chymoral was
not more effective than a placebo.

6. FOOTBALL INJURIES

Buck treated 25 athletes with Chy~
moral and another 26 athletes with
placebo, while Phillips treated 33 athletes
with Chymoral and 28 others with
placebo after they sustained injuries
(hematomata, strains, and sprains)
while playing football. The investigators
recorded the days required to recover
from sprains and/or strains and from
hematomata and also the total recovery
period until the athletes were fit to play
football again. The results of the Buck
study indicated that Chymoral speeded
up the total recovery rate and the recov-
ery from sprains, but the results of the
Phillips study showed no significant dif-
ferences in any of the measured param-
eters, When the results of the two studies
were combined, Chymoral was found to
accelerate significantly the recovery from
hematomata, but not the recovery from
sprains. These studies fail to meet the
requirements of adequate and well-con-
trolled studies for several reasons. Infor-

mation about blinding conditions is
inadequate. It is not stated whether the
investigator was supplied with a copy of
the code from the beginning of the study
or who tabulated and analyzed the data.
Copies of the random code or of case
reports have not been submitted to the
Agency. Thus it cannot be ascertained
whether bias on the part of the observer-
analyst was minimized (21 CFR 314.111
(a) (5) (iD) (a) (3) and (4)), Comparabil-
ity of the groups in each study regarding
ancillary therapy (infrared and short
waves, ultrasonics, hydro-therapy, ete.)
is not mentioned but is of obvious impor-
tance and is recognized as important by
the Investigators, who noted that the
average recovery period was shorter in
the Phillips trial where ancillary therapy
was used more frequently (21 CFR
314.111(a) (5) (D) (@) (2) (ii)), It is not
possible, therefore, to attribute beneficial
effects to the enzymiec preparation when
the contribution of any ancillary therapy
has not been properly evaluated.

7. SCIATICA

Gaspardy et al. gave Chymoral to 15
patients suffering from sciatica for 1
week and placebo for the second week.
They alzo treated 15 other patients in
reverse order, first with placebo and then
with Chymoral. They found that the pa-
tients showed considerable improvement
in a number of symptoms (muscle spasm,
rigidity, sensitivity to pressure, scoliosis,
and straight leg raising) when they were
receiving the enzyme preparation. This
study cannot be considered adequate and
well-controlled. Case reports needed for
full evaluation have not been supplied
(21 CFR 314.111(a)(5) (ii) (c)). Condi-
tions of blinding were inadequately de-
scribed and were undocumented. It is not
clear whether there were only 2 bottles of
medication or 60. A copy of the code has
not been submitted to the Agency (21
CFR 314.111(a) (5) (i) (@) (3) and (4)).
In addition the group which received
placebo first was minimally evaluated
(64 out of a possible 105 times) dur-
ing the second week. Such lack of data
invalidates any comparison with this
period and abolishes the cross-over char-
acter of the study. If the study then
is treated as a conventional two-group
parallel study, the male/female ratio in
the two groups was sufficiently different
to render them not comparable (21 CFR
314.111(a) (5) (i) (@) (2) (D)),

Two additional studies were submitted
in the annual report of March 27, 1874:
Rathgeber treated 28 Bantu workers from
a South African plantation suffering
from tenosynovitis of the forearm (Cane
Cutters' Disease) with placebo and 30
others with Chymoral. He reported that
enzyme treatment reduced “the normal
symptoms associated with inflammatory
edema’ and the period of disability, This
study clearly lacks details needed for
scientific evaluation (21 CFR 314.111(a)
(5) (1D (¢) ). Coples of case reports have
not been submitted. In addition, no pro-
tocol has been provided and the condi-
tions of blinding are not at all described.
This study therefore doess not meet the
requirements of 21 CFR 314.111(a) (5)
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(i) ta) regarding the submission of a
protocol and 21 CFR 314.111(a) (5) (D)
(a)(3) regarding the description and
documentation of the steps which were
taken to minimize blas on the part of the
patients, observers and analysts and can-
not be considered adequate and well-
controlled. In addition, the reported data

do not demonstrate an adventage for
Chymoral over placebo. Comparison of
various symptoms of inflammation in the
placebo and the experimental groups did
not reveal significant differences, with
one exception. A significant difference In
swelling was detected on the 6th day.
Constdering that it is difficult to assess
the presence of swelling in the exposed
rough forearms of manual workers, the
reliability of this parameter as 8 measure
of the effectiveness of the treatment is
questionable. Four other parameters of
inflammation, pain, the full use and
movement of the forearm, the number of
days off work, and crepitus, showed no
significant drug effect. As discussed in
other sections of this notice, a difference
in & single parameter of inflammation
on one day only, in the face of no dif-
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ference on any other day, or in any other
parameters, is of little significance unless
the finding is a consistent, repeatable
one.

Hambury and co-workers completed a
study in England involving the use of
differential skin temperature measure-
ments in the evaluation of the use of
Chymoral for the control of post-
traumatic edema, The sponsor claims
only that the results “tend to support the
contention that Chymoral Is effective in
speedily reducing inflammatory edema”.
The protocol, case reports or tables,
analysis and other supportive data are
not provided, This study is, on its face,
lacking In sufficient details to permit
scientific evaluation (21 CFR 314.111(a)
(5) (i) () ).

Otuner Praceso-CoxtroLuren, Dovsnte-
Brmwo TaiaLs

Review of previous submissions re-
veals that the sponsor has supported at
Jeast six additional placebo-controlled,
double-blind studies which, according to
the sponsor, do not support efficacy of
Chymoral. Those studies are summarized
in the table below,

Placcbo-controlled, double-biind clinical studies au;por(«l by the sponsor bul not included
97,

in the October 24, 1

, submission

Number of »
Princlpal Investigator and aMiistion Condition treated puthonts Biudy  (sponsor’s
————————— peciod  volues)
Chymonl Placebo
Havener, W. I .. Ophihalutle SUIRery . oo s 97 1985 N.A,
Tarsitano & Wooten, U.8, Alf Voree  Orel smgery (mpacted Srd mol) 100 (lotal) 1060 N8B,
Base Clinie, lhnzoul m 3
Berg«. (.hh. S TN L8 l'lmutmnsy .................. - 2 42 1 N8
W Ust IH“ x;uuv. A mcnednnuh:!'mmww :g {:&:ﬁ% lwm E.g
burrms. (_nle C .n.. o - 7
Opsabl, 1. C., Boston, Mess. oo Amm’umnm ................ 27 (W 1906 N5,

N.8.=Not significant (p<0.08). Raw data were not submitied from sny of these studies,

SUMMARY

The Armour Pharmaceutical Co., has
thus supported at least 27 placebo-
controlled, double-blind clinical studies
to study the effectiveness of Chymoral in
reducing the infammatory reaction
caused by surgical or accidental trauma.
Fifteen of these were said to provide evi-
dence of such effectiveness and at least
7 studies did not, in the view of the in-
vestigators, support the efficacy claim.
Results from at least b studies conducted
after 1971 have never been reported.

Review of the studies said to show ef-
fectiveness indicates that all fail to meet
the requirements of adequate and well-
controlled investigations in several re-
spects or do not provide evidence of ef-
fectiveness. Four studies (Hobbins,
Hutcherson, Little, Shafiroff), when ap-
propriately analyzed, do not provide evi-
dence for the effectiveness of Chymoral
but rather indicate that Chymoral was
not more effective than a placebo. The
remaining 11 studlies (both Lie studies,
Soule, Gillis, Frank, Craig, Kestler, Buck,
Gaspardy, Rathgeber, Hambury) failed
to provide sufficient information and the
necessary documentation regarding the
blinding conditions, i.e. the steps taken
to minimize bias in the selection of sub-
jects, on the part of the observer and on

the part of the analyst as specified by 21

CFR 314.111(a) (5) (1D (@) (2) &), and 21
CFR 314.111 (a) (5) ({i)(a) (3) and (4)
respectively. The studies suffered from a
variety of other serious defects. There
was clear non-comparability of the
placebo and Chymoral group regarding
the nature of the conditions treated in
1 study (Gillls) and sex distribution in
another (Gaspardy). In other stadies
there was insufficient information to as-
sess the comparability of the groups re-
garding age and sex (Kestler, Frank) , the
type and/or severity of surgical proce-
dure or injury (Kestler, Frank, Gillis) or
use of ancillary therapy (Soule, Buck)
as required by 21 CFR 314.111(a) (5) (1)
(@) (2) (iii) . In several cases results were
reported that indicated either observer
bias or very wunreliable observations
(Gillls, Kestler), while in others meth-
ods of unestablished accuracy and var-
iability were used (both Lie studies,
Craig) (21 CFR 314.111(a)(5) (D) (@)
(3)). A serles of studies of large num-
bers of patients using good blinding
techniques (Hobbins, Hutcherson, Little)
utilized an arbitrary and unjustified
method of statistical analysis (21 CFR
314.111(a) (5) (i1) (@) (5) ) which appar-

ently produced a number of reportedly
“significant” differences between groups,
some favoring Chymoral and some fav-
oring placebo. In 2 of these studies
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(Hutcherson, Little), large numbers of
medication bottles were unaccounted
for, apparently because they were dis-
tributed to patients in & haphazard se-
quence rather than in numerical order as
planned in the protoeol. It cannot there-
fore be ascertained whether or not the
missing medication was used and not
reported. In 1 study (Soule) cases were
excluded from analysis without explana-
tion while in another (Craig) there is in-
sufficient data to determine whether ex-
clusion of certain patients might have
affected the results of the study. In 5
studies (Soule, Frank, Shafiroff, Rath-
geber, Hambury) details needed for
scientific evaluation are wholly lacking
(21 CFR 314.111(a) (5) A () ),

ABSoRPTION STUDIES

The October 24, 1973 submission con-
tains five reprints and two typescripts
which have been submitted to provide
evidence that the proteolytic enzymes
can be absorbed from the gastrointesti-
nal tract. Pour of the studies (Ambrus,
et al., Cahn and Levy, Winsor, and Mil-
ler) were reviewed by the NAS-NRC
panels.

Haverback, et al. studied binding of
added (in vitro) trypsin and chymotryn-
sin to the plasma proteins.” The study
deals neither with the ebsorption of these
enzymes from the gastrointestinal tract
nor with their biological or clinical ac-
tivity and is irrelevant to the scope of
this review.

Ambrus, et al. studied absorption of
Chymoral in patients, but the study was
neither placebo-controlled nor double-
blind (21 CFR 314.111(a) (5) (1) (a)(3)
and (4)). Significant increases in the
levels of the N-acetyl L-tyrosine ethyl
esterase (ATEE) activity, which was
used as a measure of chymotrypsin ac-
tivity in the blood, were found only fol-
lowing ingestion of 10 tablets of Chy-
moral, all at once, after a fast of 12
hours. This dosage is 5 to 10 times greater
than the so-ca'led therapeutic dose,
which Is not usually given after such a
long period of fasting. Significant In-
creases in the levels of trypsin (which is
present in Chymoral in an amount 6
times greater than chymotrypsin) ac-
tivity were not observed even after the
large dosages. No beneficial effects on the
patients’ inflammatory reactions
(thrombophlebitis) were detected.

Miiler's review article does not provide
original evidence.

The Winsor and Levy and Cahn studies
deal neither with intestinal absorption
nor with clinical conditions. They are,
therefore, not relevant to the question
of whether the enzymes in Chymoral can
be absorbed from the gastrointestinal
tract.

Margetts, et al. described studies per-
formed in three unnamed hospitals des-
ignated as Hospital A, Hospital B, and
Hospital C. The studies In Hospital A
(laminectomies) and C (total hip re-
placement, chlolecystectomy, resection of
colon, hernia repair, etc.), although
controlled, were not double-blind. Thus
they cannot be considered adequate and
well-controlled since steps were not
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taken to minimize bias on the part of
the observers and on the part of the sub-
jects (21 CFR 314.111(a) (5) (1) (a) (3)
and (4)), The studies in Hospital B
(gynecological surgery, 12 patients) al-
though placebo-controlled and double-
blind, do not meet the requirements of an
adequate and well-controlled study in
that there is no information regarding
the age and procedure comparability be-
tween the two groups (21 CFR 314.111
(a)(5) (i) (a)(2) (i) ). There is no in-
formation on whether or not the investi-
gators were supplied with & copy of the
code from the beginning of the study.
Most important, the authors’ reported
finding that ingestion of Chymoral re-
verses the normally observed increase in
serum trypsin inhibitors and Iin anti-
trypsin following surgery, is not sup-
ported by the data. Analysis of the means
and standard deviations given in the pub-
lication shows that significant differences
were not observed.

Fisher, et al. reported that oral admin-
istration of Chymoral after surgery
(hernia repairs, 18 male patients on
Chymoral and 13 others on placebo) re-
sulted in a greater Increase in serum
antitrypsin and trypsin inhibitory capac-
ity than was observed after the admin-
istration of the placebo, ie., the exact
opposite of what was reported in the pre-
vious study. The study cannot be con-
sidered as adequate and well-controlled
for the following reasons: (1) numeri-
cal values for the levels of the inhibitors
are not given, and whether or not the
observed differences were significant as
claimed cannot be evaluated; and (2) in-
formation was not provided about
whether or not the Investigator was sup-
plied with a copy of the code from the
beginning of the study or information
about the comparability of the groups
regarding age and severity of condition
or procedure (21 CFR 314.111(a) (5) (D)
(a) (2) (iti) and (3)). Since the Margetts
and Fisher studies, despite opposite re-
sults, are both cited as evidence that the
proteolytic enzymes are abeorbed, there
apparently Is confusion as to what the
significance of the level of serum trypsin
inhibitors and antitrypsin is with regard
to absorption.

Thus, the 7 studies do not provide sub-
stantial evidence that the proteolytic en~
zymes are absorbed from the gastroin-
testinal tract. One of the studies (Am-
brus, et al) was neither placebo-con-
trolled nor double-blind. Two other
studies (Margetts, et al. and Fisher, et
al.) contradicted each other, in addition
to having flaws. Of the remaining studies,
3 were Irrelevant (Haverback, Winsor,
Cahn and Levy) and 1 (Miller) was a re-
view which did not provide original in-
formation. It should be added that
demonstration of absorption of the pro-
teolytic enzymes from the gastrointes-
tinal tract would in no way constitute
evidence that the drugs are effective
treatment for any condition.

Chymoral is & combination containing
trypsin and chymotrypsin. In view of
this, the data submitted are further in-
adequate in that none of the studies were
designed to demonstrate that the re-
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quirements for fixed combination pre-
seription drugs (21 CFR 300.50) have
been met.

VI. ORENZYME ENTERIC COATED TABLETS
(TRYPSIN~CHYMOTRYPSIN)

In October 1973, Merrell-National
Laboratories submitted data Intended to
show that Orenzyme was effective. This
included reprints and/or full reports on
12 pre-DESI clinical studies, a brief and
insufficiently detailed description, with-
out case reports, of 3 post-DESHI stud-
ies, the Okum review, affidavits of 6 in-
vestigators and 4 independent experts
(Drs. Sucker, Ireton, Martin, and
Okum), and letters of recommendation
from 2 other experts (Drs. Lasagna and
Watanabe). The resuits of 17 previously
reported studies, all with negative re-
sults, were not included in the October
1973 submission. In addition the results
of 4 additional recent studies (Boutselis,
Hummel, both on episiotomy, and Ash-
brook and Greenspan, both on hemor-
rhoidectomy) have never been provided
at all. Two of the 15 studies reported as
supporting a claim of effectiveness (Kor-
bel, Krause) had no placebo group and a
third (Cunningham) was single-blind.
Although in the 1973 submission Dr.
Okum and the sponsor described the
Cunningham study as double-blind, Dr.
Okum pointed out in his 1970 aflidavit, as
did Drs. Ireton and Martin'in theirs, that
National Laboratories had advised him
that it should be considered single-blind.
These 3 studies cannot be considered as
providing substantial evidence of effec-
tiveness because in evaluating such sub-
jective and often hard-to-measure symp-
toms and signs as pain, swelling, and in-
flammation, steps must be taken to mini-
mize bias on the part of the observers
and/or subjeets as clearly specified in 21
CFR 314.111(a) (5) (iD) (a)(3) and (4).
The remaining 12 clinical studies, which
were placebo-controlled and double-
blind, are summarized below. All are con-
cerned with the effect of Orenzyme on
the inflammatory reaction assoclated
with surgical procedures or athletic in-
juries. Two of the studies (Bare and
Fine, Deitrick) were reviewed by the
NAS/NRC Panels.

Stupies ConceaNgpd Wirs Sureicar Pro-
CEDURES

1. RHINOPLASTY

Adamson treated 9 patients with Or-
enzyme and 10 others with placebo after
rhinoplasty, starting the treatment 48
hours before the operation. Edema was
evaluated by measuring the distances
from ear to ear through the upper lip and
from cheek to check through the glabella
with a paper tape calibrated in 0.5-cm.
units and also by estimating its severity
on & 4-point scale on postoperative days
1, 8, and 6, Also evaluated on a 4-point
scale were pain, ecchymosis, the inci-
dence of bleeding, and the rate of heal-
ing. The sponsor reported that the ear-
to-ear measurements on the sixth post-
operative day showed a significant differ-
ence between the placebo and the Oren-
zyme groups which favored the enzymic

preparation. All other measurements, as
well as the subjective evaluations of the
symptoms, revealed no significant differ-
ences. The study cannot be considered as
providing substantial evidence of effec-
tiveness. The claimed effect was observed
on a single day and was confined to one
of numerous parameters. A different
method of evaluating the same symptom,
edema, as well as the evaluation of all
other symptoms on all other days showed
no effect of Orenzyme, Original data have
not been submitted and the tables show
only the differences between postopera-
tive measurements and preoperative
values. There was apparently no attempt
made to determine the accuracy and re-
producibility of the measurements such
as by carrying out multiple measure-
ments of the same patient. Measure-
ments are given in 4-cm. units. One-
half of the differences between postop-
erative and preoperative measurements
observed on the sixth postoperative day,
when the favorable effect is claimed to
have been observed, were of the order of
£0.25 em,, e, smaller than the smallest
marking on the measuring tape used, or
were zero, Differences of this magnitude
between measurements of 25 to 30 em.
(the distance from ear to ear) appear
clearly meaningless considering the com-
plex shape of the face and the pliability
of soft tissues.

It is also not clear that measurements
were all made on the sixth day; a note
on the tables of measurements indicates
that either the day 6 value or the larger
of the day 5 or day 7 value was used.
There is no way to tell which values are
which. Obviously, the small differences
observed could have been affected by dif-
ferences in the day of measurement.

It is significant that a larger (55
patients compared to only 19 in the
earlier study) subsequent study by the
same Investigator was judged as “incon-
clusive."” In addition, a similar study
with 26 patients (Brown) was also “in-
conclusive.,” Inconclusive presumably
means that no significant differences at
all were seen.

2, ORAL SURGERY

Schneider treated 41 patients with
Orenzyme and 39 others with placebo
before (1 day) and after removal of im-
pacted teeth. Edema was evaluated ac-
cording to its actual severity and also
according to the investigator's expecta-
tions on the first postoperative day.
Swelling was also graded a week after
the operation. The investigator found
that swelling was absent or minimal in
80, percent of the Orenzyme-treated
patients as compared to 28 percent of
the placebo patients. He further found
that only 11 percent of the Orenzyme
patients experienced extensive swelling
while 65 percent of the placebo patients
did so. This study cannot be considered
adequate and well-controlled. Blinding
conditions were not adequate, making
decoding easy (21 CFR 314.111(g) (5)
(i) (a) (3) and (4)). There were only
four numbered envelopes containing the
medication, two with placebo and two
others with Orenzyme; it is not clear
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who prepared the code, but it appears
to have been the investigator. A remark
in the publication suggests a breakdown
of blinding: “No attempt was made to
grade the degree of pain but it seemed
to be considerably less in the trypsin
group.” How this could be stated if pain
was not evaluated during the study and
the trypsin-treated patients were not
\dentified until the study was over is not
clear. In addition it is not clear whether
or not the groups were comparable re-
garding age and sex (21 CFR 314.111(a)
(5) (41) (@) (2) (3ii) ).

Leuin treated 57 patients with Oren-
zyme and 57 others with placebo starting
one day after oral surgery. A formal
protocol was never written and case re-
ports were never submitted to the com-
pany. Leuin evaluated (1) edema accord-
ing to its actual severity on the first
postoperative day, before the medica-
tion was initiated, and on the fifth post-
operative day, and (2) the degree of heal-
ing on the fifth day according to the ap-
pearance of the wound. The Investigator
found that 82 percent of the Orenzyme-
treated patients were discharged on the
fifth postoperative day with their healing
rated good or excellent compared to only
58 percent of the placebo patients. In
addition, he found that 93 percent of the
Orenzyme patients had only slight or no
edema by the same day, while only 74
percent of the placebo patients did so.
The study fails to meet the requirements
of an adequate and well-controlled study
for several reasons. In view of the in-
vestigator's known feeling that the drug
was effective, blinding conditions are ex-
tremely important. However, no copy of
the code has been submitted and it is
not known who made the code, who as-
signed the patients, and what the re-
lationship of these persons was to the
investigator. Consequently, there is no
assurance that bias in the assignment of
the patients into groups (21 CFR 314.111
(a) (5) (1)) (@) (2) (i)) and bias on the
part of the observer and analyst (the in-
vestigator himself tabulated and ana-
lvzed the data) was minimized (21 CFR
314.111(a) (BY (i) (@) (3) eand (4)).
Treatment and control groups were not
demonstrated to be comparable (21 CFR
314.111(a) (3) (1)) (@) (2) ({i) ). There is
no information regarding sex and age
comparability of the groups. Moreover,
the groups were clearly not comparable
regarding their operative procedure,
There were almost twice as many ex-
tractions and alveolectomies of single
arch with multiple impactions (11 versus
6) and almost twice as many cysts and
tumors (7 versus 4) in the placebo group
as there were In the Orenzyme group.
The Orenzyme group had more than
twice as many (15 versus 7) simple pro-
cedures (plain Impactions). The greater
severity of the procedures or some other
factor in the placebo group resulted iin
33 percent of them having severe or mod-
ecrated severe edema on postoperative
day 1, before medication was statrted,
while only 23 percent of the enzyme
treated group had this degree of edema.
The reported difference between treat-
ment and placebo group is based on an
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analysis which fails to take into account
the initial severity of surgical injury.

Feinman and his associates conducted
two studies, one in their office (24 pa-
tients on Orenzyme and 24 on placebo)
and another in a clinic (38 patients on
Orenzyme and 36 on placebo), of the
effect of Orenzyme on the post-operative
symptoms of oral surgery. They evalu-
ated predicted and actual edema and
ecchymosis and found that-Orenzyme
reduced both syvmptoms significantly in
the office patients but showed no effect
on the same symptoms in the clinic
patients. The overall study falls to meet
the requirements of an adequate and
well-controlled study. Comparability of
the groups regarding age and sex was
not shown (21 CFR 314.111(a) (5) (iD) (a)
(2) (3#H) ) and in addition, the initial ran-
domization was jeopardized in the office
study by a faflure of many patients to
return for all postoperative follow-up.
Although there were 24 patients in each
group, only 12 Orenzyme patients (50
percent loss) were seen on day 1, and
only 14 placebo patients (40 percent loss)
were seen on days 1 and 3. The missing
patients were not evaluated at all. The
lack of scores of such a large number of
patients renders any quantitative evalu-
ation of the results unreliable (21 CFR
314.111(a) (5) (iD (@) (4)). Finally, the
reported success of the office part of the
study was not confirmed by the eclinic
study. To explain the different results,
the authors suggest that the surgical
procedures which were performed on the
clinic patients were less traumatic and
that postoperative tissue reactions in
these patients were minimal. However,
analysis by the Agency showed that the
office and clinic groups treated with
Orenzyme had comparable edema and
ecchymosis on all days. The office and
clinic placebo groups also did not differ
significantly with respect to their degree
of edema. The only difference was in the
degree of ecchymosis, where the office
placebo group was worse than all the

ther groups. The difference may indi-
gate that the office placebo group was
subjected to more traumatic procedures
than the other groups, in which case it
was not comparable to its experimental
(office-Orenzyme) group to begin with;
alternatively, evaluation of ecchymosis
of the office-placebo group may have
been unreliable, in which case the meth-
ods of observation can be questioned
(21 CFR 314.111(a) 5) (D (@) (3)). It Is
also possible that the different results
in the office study resulted from distor-
tions due to the many misséd patient
observations.

3. EPISIOTOMY

Bare and Fine treated 38 women with
Orenzyme and 36 others with a placebo
after right mediolateral episiotomy.
Medication was begun approximiately
14 hours before induction of labor, Per-
ineal edema, pain at the episiotomy site,
pain on walking, and the rate of healing
were evaluated. The frequency of cathe~
terization was also recorded. The inves-
tigators found that Orenzyme decreased
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edema and both types of pain during all
three post-partum days to a significant
extent but had no effect on the frequency
of catheterization or the rate of healing.
The study fails to meet the requirements
of an adequate and well-controlled study
for several reasons. The steps which were
taken to minimize bias on the part of
the subjects and on the part of the
observers and/or analysts were not suf-
ficent (21 CFR 314.111(a) (5) (i1) (@) (3}
and (4)). There were only four bottles
of medication, two containing Orenzyme
and two containing placebo, each with
a different colored label. Such a simple
combination is susceptible to premature
decoding, It is not stated whether or not
the sealed explanation of the code was
sent to the investigators at the begin-
ning of the study and a copy of the code
has never been submitted to FDA., It ap-
pears that the investigators themselves
tabulated and analyzed the data., The
randomization process is not wholly
clear. Case record forms were color-
coded and Interleaved in a random fash-
ion; patients were assigned by giving
them the record from the top of the pile.
They would then receive the drug from
the color-matched bottle, However, it
also appears that patient numbers 1076
to 1084 consecutively received Orenzyme
and 1020 to 1036 received placebo. It Is
not clear how this could happen if
patients were randomly assigned (21
CFR 314.111¢a) (5) (i) (@) (2) (i) ), It is
also important that Bare was subse-
quently unable to confirm his positive
result.

Bare treated 46 postpartum women
with Orenzyme and 42 others with pla-
cebo after right mediolateral episiotomy,
as in his first study, starting the treat-
ment 18-24 hours before induction of
Jabor. Edema and pain (pain while in
bed, pain while sitting, and pain on
walking) were evaluated. Also recorded
were the number of analgesic tablets
taken by the patient. The results ana-
lyzed by the sponsor showed no signifi-
cant differences between the two groups
in any of the parameters. Blinding con-
ditions were much more secure in this
study. Medication was supplied in indi-
vidually coded bottles, one for each pa-
tient, and data analysis was done by
the sponsor.

Rubinstein conducted a two-part study
on the effect of Orenzyme on the symp-
tomatology of median episiotomy. In
the first part he treated 20 women with
Orenzyme and 16 others with placebo
starting 5-8 hours before Induction of
Jabor or before parturition in cases with
slow labor. In the second part he treated
21 patients with Orenzyme and 24 others
with placebo starting 24-27 hours before
induetion of labor or parturition. Edema,
pain at rest, and pain on walking were
evaluated. In the first part of the study
he found no significant differences be-
tween the groups in any of the param-
eters. In the second part, the investigator
found that Orenzyme reduced pain at
rest on the second postpartum day and
pain on walking on the second and third
postpartum days. He concluded that an
adequate antepartum priming period was
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necessary for the Orenzyme effect to be
demonstrated. The study cannot be con-
sidered to be adequate and well-con-
trolled for the following reasons. The
level and methods of blinding used were
not adequately documented (21 CFR
314.111(n) (5) (ii) (a) (4) ). Copies of the
random code and case reports have not
been submitted, The investigators used a
sealed, fear-off bottle label to contain
identification, & good method, but there
is no assurance that the tear-off portions
of the bottle Iabels were not opened be~
fore the completion of the study and the
tabulation of the results, since no pro-
vision was taken by the sponsor to re-
quest their return unopened. Conse-
quently there is no assurance that blind-
ing was maintained throughout the
study (21 CFR 314.111(8) (5) (i) (@) ()
(£)). Moreover, comparability of the
experimental groups regarding type of
delivery (plain vagi—al, low or high for-
ceps), extent of episiotomy, degree of
hemorrhage or anclllary therapy (aspi-
rin, codeine) has not been d or
demonstrated (21 CFR 314.111(a) (5) (iD)
(a)(2) i),

Hennessey ftreated 24 primiparous
women with Orenzyme, 24 others with
Chymoral, and a third group of 24 women
with placebo starting 8 hours before right
mediolateral episiotomy. Edema, pain at
rest, and pain on movement were evalu-
ated according to their actual severity.
Also recorded were the number of anal-
gesic tablets taken by each group. When
the results of Orenzyme and Chymoral
were combined, the enzymes were found
to be superior to the placebo regarding
pain on movement and analgesic medi-
cation required (fewer analgesic tablets
were requested by the women on the en-
zymic preparations) . Edema and pain at
rest were unaffected, When the Oren-
zyme results were. compared alone to
those of the placebo, the drug was found
superior only regarding the number of
analgesic tablets taken. The study fails
to meet the requirements of an adequate
and well-controlled study. The levels and
methods of blinding in order to elim-
inate bias on the part of the subjects
and on the part of the observer and an-
alyst were not adequately described nor
documented. Coples of the protocol, code,
or case reports have not been submitted;
it is not stated whether or not the in-
vestigator was supplied with a copy of
the code from the beginning. The com-
parability of the groups regarding age
duration of labor, extent of eplslotomy
type of parturition (plain vaginal, low
or high forceps), and degree of hemor-
rhage was not shown (21 CFR 314.111(a)
(5) (iD) (@) (2) (##) ). The study is thus
lacking in the detalls which permit sci-
entific evaluaton (21 CFR 314.111(a) ()
(e,

Silverberg treated 99 puerperal women
with Orenzyme and 98 others with place-
bo after middle or right mediolateral
episiotomy. Edema, pain in bed, pain at
sitting, and pain on walking were evalu-
ated using numerical scales. In addition,
the investigator graded the overall re-
sponse of the patients as excellent,; good,
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falr, or poor, the two first classifications
denoting sad ry results while fair

-and poor denoted unsatisfactory results.

Analysis of his scores by the sponsor in-
dicated that Orenzyme had no significant
effect on any of the measured parameters
in patients who were subjected to a mid-
dle-line episiotomy. The sponsor claims
however, that the drug had a significant
effect on edema on the first, third, and
fourth postpartum days on women who
were subjected to the right mediolateral
variety (28 on Orenzyme, 16 on placebo).
The sponsor claimed no significant effect

-on pain either in bed, sitting, or walking.

This study cannot be considered ade-
quate and well-controlled. The steps tak-
en to minimize bias on the part of the ob-
server and analyst have not been ex-
plained (21 CFR- 314.111(a) (5) (i) (@)
(4)). The number of patients in each of
the groups of the women who were sub-
Jected to the right mediolateral episl-
otomy on which the sponsor claims that
Orenzyme exerted a statistically signifi-
cant effect, were very unequal (28 ver-
sus 16) . Although it is clalmed that “data
were stratified rding to episiotomy
site", the uneq numbers indicate that
the randomization procedure for patient
allocation apparently did not stratify ac~
cording to the type of episiotomy per-
formed. There is therefore no assurance
at all that Orenzyme and placebo pa-
tient groups who had a right mediolateral
episiotomy were selected in such a way as
to make them comparable (21 CFR
314111 () (5) (D) (@) (2) (i) ). Alterna-
tively, there may have been such strati-
fication, but records were omitted from
the analysis. Case reports were not sub-
mitted. Data were presented as mean
scores or as percentages of patients with
a given score without reference to stand-
ard deviations or the number of patients
the value is based upeon. The study thus
lacks the details needed for scientific
evaluation (21 CFR 314.111(a) (5) 4
(¢)). Using the data available and the
total number of patients in the study (28
Orenzyme, 16 placebo), and using the
sponsor’s usual technique of comparing
the number of satisfactory scores (0 and
1) with the number of unsatisfactory
scores (2 and 3), FDA’s analysis of the
edema scores for days 1, 3, and 4 showed
no significant difference favoring Oren-
zyme. Thus, there appears to have been
either a mistake In the sponsor’s calcula-
tions or exclusion of patients from the

without explanation (21 CFR
314.111¢a) (5) dD) (@) (€)), In either case
the claim of effectiveness is not sup-
ported.

4. HEMORRHOIDECTOMY

Trimpi treated 228 patients after elec-
tive hemorrhoidectomy but he reported
results from only 203 patients (96 pati-
ents treated with Orenzyme and 107
others treated with placebo)., He arbi-
trarily divided the patients into groups of
167 and 61 patients for “reasons of ad-
ministrative expediency,” a reason which
is not further explained. Redness, pain,
edema, and ecchymosls were evaluated
according to the actual severity on the

first and second days and also after 1, 2,
and 4 weeks postoperatively, The rate of
healing (fast, normal, slow) and the
time the patient was able to return to full
activity and work were also evaluated.
In the first group, 167 patients, results
of men and women were analyzed sepa-
rately, while in the second part the re-
sults of all 61 patients were combined
and analyzed together. Of the six sepa-
rate parameters observed on 5 different
occasions, broken down further by sex
in the first part of the study, the sponsor
claims only one result significantly favor-
ing Orenzyme: one week after the op-
eration 92 percent of the male patients
who were taking Orenzyme had either
mild or no pain at all, compared to 75
percent of the placebo patients. No other
comparisons in the first part and no com-
parisons in the second part showed any
significant difference. Such a single ob-
servation is, as discussed earlier, without
significance unless it is repeatable. When
multiple parameiers are at
many intervals, there is a high probabil-
ity that a “significant” difference will be
discovered for some parameter at some
time. By definition, there is a 5% chance
that any single parameter at any time
will show an apparent significant (p less
than 0.05) difference due to chance even
when a drug does not really have any
effect. Put in another way, there is a
95% chance that no such difference will
be observed. If two independent param-
eters are looked at the chance is only
(95%) x (95%), or about 90% that no
such difference will be seen. For n dif-
ferent Independent parameter-time pe-
riod combinations, the likelihood of not
finding an apparent difference is (0.95)*,
In the present case the parameter-time
period combinations number more than
20 and therefore the likellhood of not
finding at least one-difference due to
chance alone Is much less than 50%.
While pain, ecchymosis, edema, redness,
and rate of healing, measured on suc-
cessive days, are not fully independent
measurements, it is clear that Trimpl's
ohservation of an advantage for Oren-,
zyme with respect to pain only, for males
only, and at one observation period only,
does not in any way provide evidence of
effectiveness. The study is much more
reasonably interpreted as showing no ef-
fect of Orenzyme at all. The study also
cannot be considered adequate and well-
controlled. The level of blinding and pro-
cedures for blinding are not documented
(21 CFR 314.111(a) (5) (did(a) (4)). It
also appears that the results of at least
24 patients have been excluded from the
analysis, which might compromise ran-
domization, The arbitrary division of re-
sults, after completion of the study.
into two groups for purposes of analysis
requires explanation and is a procedure
which could have Introduced analyst bias
(21 CFR 314.111(8) () ) (a) (4)),
Results of two additional studies of
hemorrholdectomy apparently begun in
1971 and 1972 (Ashbrook, Greenspan)

have not yet been reported to the Agency.
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StUunIiEs CONCERNED WITH ATHLETIC
INJURIES

Four studies on this subject were sup-
ported by the sponsor (Deitrick, Nicholas,
Van Slyke, and Best) .

Deitrick treated 11 football players
with Orenzyme and 18 others with
placebo after they sustalned injuries.
Edema, pain, and the degree of func-
tional impairment were evaluated. The
investigator also estimated the days that
each of the injured athletes would be un-
able to participate in the activities of
the team and at the end he compared
the actual days of non-participation with
this estimate. He found that Orenzyme
on the average reduced the period of dis-
ability to 33 percent of the estimated time
while the placebo reduced this to only
73 percent. The study fails to meet the
requirements of an adequate and well-
controlled study. The steps taken to
minimize bias on the part of the subjects
and on the part of the observer-analyst
were inadequate (21 CFR 314.111(a) (5)
(ii) (@) (3) and (4)). There were only six
bottles of medication: three containing
Orenzyme and three confaining placebo.
A sealed envelope with the code was pro-
vided from the beginning of the study to
be opened in cases of emergency or at the
end of the investigation. In addition, the
number of subjects In each group was
sufficiently unequal (11 versus 18) to
ralse questions regarding how random-
jization was carried out. The scores on the
actual severity of edema and paln, and
the degree of impairment were not analy-
zed by the Investigator. The Agency's
statistical analysis of these data for ac-
tual disability days, plain, edema, and
degree of functional impairment shows
that there were no significant differences
in any of the measured parameters,
although there was a trend favoring
placebo for each. As noted earlier, the
use for analysis purposes of the investi-
gator's expectations is a procedure of un-
documented accuracy (21 CFR 3814.111
(@) (B) (i) (a)(3)) and In many In-
stances introduces error. The finding of
no difference between groups in the ac-
tual clinical measurements of injury and
recovery (pain, edema, impairment), but
a difference in how patients progressed
compared to what had been expected,
suggests that the investigator's estimates
are inaccurate. This study is thus best
interpreted as showing that the enzyme
did not have any effect, and that the com-
parison between actual and expected dis-
ability is simply an invalid measurement,
either because of bias or inherent inac-
Curacy.

Nicholas treated 46 football players
either with Orenzyme (23) or with
placebo (23) for Injuries (sprains,
strains, contusions, and dislocations)
sustained during practice or playing,
Together with the team trainer he esti-
mated the expected days of Inability of
each injured athlete to participate in the
activities of the team and then com-
pared this estimate to the actual days of
non-participation. His results Indicated
no significant difference between the two
groups. The level of blinding in this study

FEDERAL REGISTER,
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was high and conformed to FDA regula-
tions. Medication was supplied in indi-
vidual code-numbered bottles. The iden-
tity was printed In a sealed tear-off part
of the label which, when treatment was
started was attached to the case record
form. Only forms with an intact label
were analyzed by the sponsor.

The studies of Best (37 players on
Orenzyme and 38 on placebo) and Van
Slyke (50 players on Orenzyme and 48 on
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placebo) were not included in the Octo~
ber 31, 1973 submission. Both studies
failed to show any significant effect In
favor of Orenzyme,

The sponsor has supported at least
17 placebo-controlled, double-blind stu-
dies which do not support eficacy of
Orenzyme. These studles were not men-
tioned in the 10/31/73 submission. Those
studies are summarized in the table
below.

Placeho-controlled, double-blind uu(hen supported by the sponsor bul not reported i the
ol. 81, 1978, submzssion

Privcipal fnvestigator and
aflilistion

Adamson, Norfolk, Va
Brown, Hﬁmlo Wash
Hronman, Phlhdf]phlb. Pa.
Griflith, D.D.
Hunter,
Hospit

T., Jefferson Univ. Haa
al

Ruarus, un;ouyn. N .\' ........... vmmw-;nnu to flngers... [

Levin, Arll

Griffith, M.

Joffe,  iarbison  Ave, Clinke,
Phlladelphin, Pa.

F LT —

Code.,
Shenuan,
llmplml
ak

Colle’s

tremities.
tectomy.

"rmkocrl‘;uph)‘

TMonsfiedd  Generl Episiatamy’. .,

trunk).
Rest, . l"oothdl injury.

— Thrombuphlcblu
do

Condition treated

Traama of extremities.... ...
Industrinl accldents of ex- M

Elctive surgery (neck and

+=A \oinl of nt least 20 patienis was treated.
N8, = Not siguificant (p>0.05),

SUMMARY

Merrell National Laboratories has thus
supported at least 33 placebo-controlled
double blind studies of Orenzyme, Seven-
teen of the studies not reported in the
October 1973 submission, fail, in the view
of the sponsor, to support the effective-
ness of Orenzyme. Four recent studies
have never been reported to the Agency
and were not included by Merrell Na-
tional Laboratories in its list of studies
said to provide substantial evidence
of effectiveness, Of the 12 studies in-
cluded in the October 1973 submission, 2
(Bare, Nicholas) gave clearly negative
results, as did one part of a third (Fein-
man office study), Three more (Trimpi,
Silverberg, Deitrick) are best interpreted
as providing negative results although
the sponsor contends that they provide
evidence of effectiveness, The sponsor
contends that 7 studies are adequate and
well-controlled and provide substantial
evidence of effectiveness (Adamson,
Schneider, Leuin, Feinman, Bare and
Fine, Cunningham, and Deitrick) and
that others offer supportive evidence
(Rubinstein, Hennessey), Each of these
studies is, however, seriously flawed. In
varjious studies, double~blinding condi-
tions were absent (Cunningham), too
simple, rendering decoding easy
(Schneider, Bare and Fine, Deitrick), or
inadequately described and without doc-
umentation (Hennessey, Leuin, Rubin-
stein, Silverberg, Trimpl) so that it is
not possible to assess the level of blinding
and to rule out bias on the part of the
subjects, observers and analysts (21 CFR

Nnmls«o{mu"nu )
—_— Study (spotsor’s
period yolues)

Oren-  Placebo

2 1904 Lo 1905 ..
+ 1965,

B dow

" e NB:

lmtow‘o. wes N8B,

9 e nrnes INCOUCIUSIVE,
9 g s,

lnmm-l lusive.

. Breast blopay radical mas- g 2

o B L
Bofare l'n17

190 (o 1970 ..
38 19,
-

314.111(8) (5) (1) (@) (3) and (4)). In 2
instances (Bare and Fine, Deitrick)
there was doubt regarding the assign-
ment of subjects to drug and treatment
groups in a bias free manner (21 CFR
4111 B AD (@ 2 GH ), In  two
other instances, drug and placebo groups
were not comparable, in one case be-
cause they were subjected to different
surgical procedures (Leuin), in the other
because of a 40-50% drop-out rate
(Feinman office study), while there was
inadequate information to assess com-
parabllity In three others (Schneider,
Hennessey, Rubinstein) (21 CFR 314.111
(&) (5) (ii) (@) (2) (§i1) ), One study util-
fzed a method of measurement whose
reliability was not established and was
contradicted by other measurements in
the same study (Adamson); that in-
vestigator was subsequently unable to
confirm his positive findings. Bare also
was unable to confirm an initial positive
result, Feinman found & positive result
only in the study he conducted which
had a 40-50% drop-out rate, and three
investigators (Nicholas, Best, Van Slyke)
were unable to confirm Deitrick's re-
ported positive finding (Deitrick’s ré-
:}nu; as noted, are best considered nega-
ve).

The studies of Orenzyme supported by
Merrell-National not only fail to provide
substantial evidence of effectiveness,
they indicate strongly that Orenzyme is
not more effective than a placebo in
treating any condition studied. At least
22, and probably 26 (if the unreported
studles gave negative results) of 33 stud-
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ies fall to support effectiveness. The re-

7 are not adequate and well-
controlled and their results have not
been reproducible, in some cases not
even by the same investigator.

Orenzyme is a combination containing
trypsin and chymotrypsin. In view of
this, the data submitted are further in-
adequate In that none of the studies were
designed to demonstrate that the re-
quirements for fixed combination pre-
scription drugs (21 CFR 300.50) have
been met,

OKUM REVIEWS AND SUPPORTING
AFFIDAVITS

Dr. Okum apparently reviewed only
studies which, according to the sponsors’
criteria, supported their efficacy claims.
He discusses only data supplied by sum-
maries and does not appear to have gone
bevond these Into actual case reports. He
has ignored (or had no knowledge of)
all data with unfavorable results and has
little to say about many obvious method-
ological deficiencies, His review and the
testimonial support of the other experts
does not alter the conclusions reached
by the Director of the Bureau of Drugs.

On the basis of all the data and infor-
mation available to him, the Director of
the Bureau of Drugs is unaware of any
adequate and well-controlled clinical in-
vestigation, conducted by experts quali-
fied by scientific training and experience,
meeting the requirements of section 5056
of the Federal Food, Drug, and Cosmetic
Act (21 US.C. 366) and 21 CFR 314.111
ta) (5}, and, for those products which
are combinations, 21 CFR 300.50, demon-
strating the effectiveness of any of the
drug products listed above. Those prod-
ucts which are combinations are Oren-
zyme, Chymoral, Chymolase, Wilzyme,
and Haugase.

Therefore, notice is given to the hold-
er(s) of the new drug application(s) and
to all other interested persons that the
Director of the Bureau of Drugs proposes
to issue an order under section 505(e) of
the Federal Food, Drug, and Cosmetic
Act (21 US.C. 356(e)), withdrawing ap-
proval of the new drug application(s)
(or if indicated above, those parts of the
application(s) providing for the drug
product(s) listed above) and all amend-
ments and supplements thereto on the
ground that new information before him
with respect to the drug product(s),
evaluated together with the evidence
available to him at the time of approval
of the application(s), shows there Is a
1ack of substantial evidence that the drug
product(s) will have the effect it purports
or Is represented to have under the con-
ditions of use prescribed, recommended,
or suggested in the labeling.

In addition to the holder(s) of the new
drug applicationt(s) specifically named
above, this notice of opportunity for
hearing applies to all persons who manu-
facture or distribute a drug product
which is is identical, related, or similar
to a drug product named above, as de-
fined in 21 CFR 310.6. It is the responsi-
bility of every drug manufacturer or dis-
tributor to review this notice of opportu-
nity for hearing to determine whether

NOTICES

it covers any drug product he manufac-
tures or distributes. Any person may re-
quest an opinion of the applicability of
this notice to & specific drug product he
manufactures or distributes that may be
identical, related, or similar to a drug
product named in this notice by writing"
to the Food and Drug Administration,
Bureau of Drugs, Division of Drug Label-
ing Compliance (HFD-310), 5600 Fishers
Lane, Rockville, MD 20852.

In addition to the ground(s) for the
proposed withdrawal of approval stated
above, this notice of opportunity for
hearing encompasses all issues relating to
the legal status of the drug products sub-
Ject to it (including identical, related, or
similar drug products as defined in
§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 provi-
sions of the act pursuant to the exemp-
tion for products marketed prior to June
25, 1938, contained in section 201(p) of
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 310, 314), the applicant(s) and
all other persons subject to this notice
pursuant to 21 CFR 310.6 are hereby
given an opportunity for a hearing to
show why approval of the new drug ap-
plication(s) should not be withdrawn
and an opportunity to raise, for admin-
istrative determination, all issues relat-
ing to the legal status of a drug product
named above and of all identical, related,
or similar drug products.

If an applicant or any other person
subject to this notice pursuant to 21 CFR
310.6 elects to avail himself of the op-
portunity for a hearing, he shall file (1)
on or before August 25, 1975, a written
notice of appearance and request for
hearing. and (2) on or béfore September
22, 1975, the data, information, and
analyses on which he relies to justify a
hearing, as specified in 21 CFR 314.200.
Any other interested person may also
submit comments on this notice, The pro-
cedures and requirements governing this
notice of opportunity for hearing, a no-
tice of appearance and request for hear-
ing, a submission of data, information,
and analyses to-justify a hearing, other
comments, and a grant or denial of hear-
ing, are contained in 21 CFR 130.14 as
published and discussed in detail in the
Froesan Recister of March 13, 1974 (39
FR 9750), recodified as 21 CFR 314.200
on March 209, 1974 (39 FR 11680),

The failure of an applicant or any
other person subject to this notice pur-
suant to 21 CFR 310.6 to file timely writ-
ten appearance and request for hearing
as required by 21 CFR 314.200 constitutes
an election by such person not to avail
himself of the opportunity for a hearing
concerning the action proposed with re-
spect to such drug product and a waiver
of any contentions 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 initiate appro-
priate regulatory action to remove such
drug products from the market. Any new
drug product marketed without an ap-
proved NDA is subject to regulatory ac-
tion 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 con-
clusively appears from the face of the
data, Information, and factual analyses
in the request for the hearing that there
is no genuine and substantial issue of
fact which precludes the withdrawal of
approval of the application, or when a
request for hearing is not made in the
required format or with the required
analyses, the Commissioner will enter
summary judgment against the per-
son(s) who requests the hearing, making
?ndmgs and conclusions, denying a hear-
ng.

All submissions pursuant to this notice
shall be filed in quintuplicate with the
Hearing Clerk, Food and Drug Adminis-
tration (HFPC-20), Room 4-65, 5600 Fish-
ers Lane, Rockville, MD 20852.

All submissions pursuant to this notice,
except for data and information pro-
hibited from public disclosure purguant
to 21 US.C, 331(j) or 18 U.S.C. 1905, may
be seen in the office of the Hearing Clerk
during regular business hours, Monday
through Friday.

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec, 505, 52 Stat, 1052-
1053, as amended; 21 U.S.C. 355), and
under authority delegated to the Direc-
':’.leot the Bureau of Drugs (21 CFR

A21),

Dated: July 18, 1975,

J. Ricuarp Crour,
Director, Bureau of Drugs.

[FR Doc. 7510202 Flled 7-23-75;8:45 am |

| Docket No. 76G-0081)
PFIZER, INC.

Filing of Petition for Affirmation of GRAS
Status; Correction

In FR Doc. 75-15523 appearing at page
25502 In the FEDERAL REGISTER of
Monday, June 16, 1975, the symbol g was
inadvertently omitted from the word
“g-alanine” in the 16th line of the first
paragraph. The line should read “dro-
chloride, L-arabinose, and g-alanine in™.

Dated: July 18, 1875.
Sam D, Fixe,

Associate Commissioner for
Compliance.

[FR Doc.756-10187 Flled 7-23-75;8:45 am]

National Institutes of Health

COMMITTEE TO COORDINATE
TOXICOLOGY AND RELATED PROGRAMS

Meeting

The DHEW Committee to Coordinate
Toxicology and Related Programs (com-
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posed wholly of full-time employees of
HEW) will hold a meeting for the discus-
sion of the scientific results of a number
of chronic toxicology-carcinogenicity
studies on nitrilotriacetic acid (NTA).
The meeting will be held August 13, 1975,
from 9:30 a.m. to 2:30 p.m. in Building 1,
wilson Hall, National Institutes of
Health, Bethesda, Maryland. The entire
meeting will be open to the public.

The Committee has scheduled overview
presentations, To the extent time per-
mits, others may comment on these pres-
entations or present their views on this
issue. Written comments will be also con-
sidered if received by August 23, 1975.
Background information is available
prior to the meeting.

Since attendance by the public will be
limited to space available, it is requested
that individuals wishing to attend or
wishing background material please
notify Ms. Horne at the National In-
stitute of Environmental Health Sci-
ences. Research Triangle Park, North
Carolina 27709, telephone (919) 549-
8411, ext. 3213; FTS (919) 549-3213 In
advance.

Dated: July 18, 1975.

R. W. LaAMONT-HAVERS,
Deputy Director,
‘National Institutes of Health.

[FR Doc,75-10104 Piled 7-23-75.8:45 am]

Office of Secretary
{Contract No. HEW SA8004-75]

ADMINISTRATIVE AND LEGISLATIVE
USES OF THE TERM ‘POVERTY’

Contract Award

Pursuant to Section 606 of the Com-
munity Services Act of 1974 (PL 93-644),
42 U.S.C. 2046, this agency announces
the award of Contract No. HEW SA
8094-75 to Ellen Elizabeth Krause, 2964
Newark Street NW. Washington, D.C,
20008, for the preparation of & technical
paper entitled “Administrative and Leg-
islative Uses of the Term ‘Poverty.”” The
paper will be used as a technical ap-
pendix to the study of the relative meas-
ure of poverty which is required by Sec-
tion 823 of the Education Amendments
of 1974. The estimated cost of this con-
tract is $7,560.00 and the Intended com-
pletion date is August 31, 1975,

Dated: July 18, 1975.

Wirriam A, MORRILL,
Assistant Secretary for
Planning and Evaluation.

|FR Do¢.756-19260 Filed 7-23-75;8:45 am)

{Contraot No, HEW-100-75-0158]

TECHNICAL & EDITORIAL SUPPORT FOR
THE STUDY ON THE RELATIVE MEAS-
URE OF POVERTY

Contract Award

Pursuant to Section 608 of the Com-
munity Services Act of 1974 (Pub. L. 93—
644) 42 US.C. 2046, this agency an-
nounces the award of Contract No.
HEW-100-75-0158 to Mathematica In-

NOTICES

corporated, 2021 L Street NW,, Suite 405,
Washington, D.C, 20036 for a project en-
titled “Technical & Editorial Support for
the Study on the Relative Measure of
Poverty.” The purpose of this project is
to provide technical assistance, including
basic statistical and economic skills, and
editorial support for the production of a
report and technical appendices. The es-
timated cost of this contract is $55,000.00
and the intended completion date is De-
cember 24, 1975.

~Dated: July 18, 1975.

Wirriaxm A, MORRILL,
Assistant Secretary jor
Planning and Evaluation.

|FR Doc 76-19267 Filed 7-23-75;8:45 am|

DEPARTMENT OF THE INTERIOR
Bureau of Land Management
SOUTH WHITE TANK UNIT; ARIZONA
Reservation of Forage

Under the authority of the Act of
June 28, 1934 (48 Stat. 1269; 43 US.C
316R), as amended, and supplemented,
and pursuant to 43 CFR 4111.3-1(h), all
animal unit months of forage on the fol-
lowing listed national resource lands
hereby named, and to be hereinafter re-
ferred to as the South White Tank Unit,
be reserved for use by wildlife on a
yearlong basis.

GILA AND SALT Riven BASE MERIDIAN

T.IN,R. 3W.
Sec. 3, SWi:
11, NWYNEY, NI NW, SWENWY,
w

Sec.
T.1N,.R. " i
Sec. 11, NEY SEY,, B1LSEY;

Sea. 12, NEY,, NEWUNWI,, SIUNWY, Si.
T.2N,.R.3 W,

Sec. 4, all;

Sec. b, all;

Sec. 6, all;

Sec. 7, all;

-
RESERERES:
nEezEzEEE BE

BEERERERERC RRRDCERERRREREE!
23

:

1 and 2, N1, N1, SWi4:
ts 3 & 4, N, NEYUNEWSWI,

g
)

*
2

mately 18,202 acres of national resource
lands in Maricopa County.
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The national resource lands are inside
the former Arizona Grazing District No.
3 (Maricopa) established under Seec. 1
of the Act of June 28, 1934 and adminis-
tered under Sec. 3 of the same Act,

Arizona Grazing Districts No. 2 (King~
man) and No. 3 (Maricopa) were com-
bined in 1966 to form the present Arizona
Grazing District No. 2 (Phoenix).

The national resource land within this
area is outside the service areas of any
recognized Class I or Class I1 base waters.

No livestock operation presently ex-
ists within the boundary of the described
lands.

The unit qualifies as Ephemeral-
Perennial Range as to the physical cri-
teria specified in the Ephemeral Range
Special Rule of December 6, 1968.

This area is within the habitat of resi-
dent wildlife species (Desert mule deer),

The reservation made by this order
does not change the status of the affected
lands other than to reserve all available
forage for wildlife. This order is subject
to the provisions of Public Law 92-195
(16 U.S.C. 1331-1340).

Interested persons may submit written
comments, suggestions or objections with
respect to the wildlife forage reservation
to the District- Manager, Phoenix Dis-
trict, Arizona, on or before August 15,
1975, If no adverse comments or objec-
tions are received in the time allowed,
this order will become final without
further publication in the FenzraL ReG-

« ISTER,

Dated: July 18, 1975.

RiLEY E. FOREMAN,
District Manager.

[FR Doc.75-19272 Filed 7-23~-75;8:46 am|

INM 26112, 26113, 26114, 26115, 20110, 26143]
NEW MEXICO
Applications
JoLy 18, 1975.

Notice is hereby given that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 US.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
§%6), El Paso Natural Gas Company has
applied for six 4% inch natural gas pipe-
line rights-of-way across the following
lands:
Nrw Mex1co PRINCIPAL MERIDIAN, NEW MEXTOO
T.8IN,R.1I0W,

Sec. 3, Lots 6 and 8;

Sec. 8, Lot 1.
T.26N..R.12W,,

Sec. 17, SEY, NEY, NEY SEY;, and S, 8B

Sec. 20, NY4NEY, and NE{LNW:

Sec, 21, NWILNEY and NIgNWi,.

These pipelines will convey natural gas
across 2.410 miles of national resource
lands in San Juan County, New Mexico,

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the applications should be approved, and
if so, under what terms and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
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ager, Bureau of Land Management, 3550
Pan American Freeway, NE, Albu-
querque, NM 87107,

FRrep E, PADILLA,
Chief, Branch of Lands
and Minerals Operations.

[ FR D00.75-10268 Filed 7-23-75:8:45 am]

[NM 26133)
NEW MEXICO
Application

JuLy 18, 1975,

Notice is hereby given that, pursuant
to section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
576) , El Paso Natural Gas Company has
applied for two 4 inch natural gas pipe-
line rights-of-way across the following
land:

NEwW MEXICO PRINCIPAL MERIDIAN,
New Mzxico

T. 26 S, R, 27 E, Sec.
NELSWI4 and SWIL8Wi.

This pipeline will convey natural gas
across .721 miles of national resource
lands in Eddy County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved, and
if s0, under what terms and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
ager, Bureau of Land Management, PO.
Box 1387, Roswell, NM 88201.

Frep E. PADILLA,
Chief, Branch of Lands
and Minerals Operations.

[FR Doc.75-10269 Filed 7-23-75;8:45 am |

12, SEYuNWY,

[NM 26109]
NEW MEXICO
Application

Jury 16, 1975.

Notice is hereby given that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
576), Northwest Pipeline Corporation
has applied for a cathodic protéction
station right-of-way across the following
land:

New Mex1co PriNcrran Mermmaan, New MexIco

T.30N. R, TW.
Sec. 1,10t 6,

The cathodic protection station will be
used to convey natural gas across .061
miles of national resource land in Rio
Arriba County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved, and
if so, under what terms and conditions,

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
ager, Bureau of Land Management, 3550
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Pan American Freeway, NE, Albuquer-
que, NM 87107,

Frep E. PADILLA,
Chief, Branch of Lands
and Minerals Operations.

[FR Doc¢,76-19270 Filed 7-23-75:8:45 am|

[NM 28117]
NEW MEXICO

Application
JuLy 16, 1975.

Notice is hereby glven that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
576), El Paso Natural Gas Company has
applied for one 4% inch natural gas
pipeline right-of-way across the follow-
ing land:

NEw Mexrco PRINCIFAL MERIDIAN, NEw Mexico

T.28N . R.TW,
Sec. 18 SEMNWY.

This pipeline will conyvey natural gas
across 177 miles of national resource
land in Rio-Arriba County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved, and
if so, under what terms and conditions,

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
ager, Bureau of Land Management, 3550
Pan American Freeway, NE, Albuquer-
que, NM 87107,

Frep E. PADILLA,
Chief, Branch of Lands
and Minerals Operations.

[FR Doc.75-19271 Plled 7-23-75;8:45 am|]

-~

|Wyoming 51481]
WYOMING
Application

JuLy 17, 1975.

Notlce is hereby gliven that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920, as amended (30 US.C. 185,
Northwest Pipeline Corporation has ap-
plied for a natural gas pipeline right-of-
way across the following lands:

SixrH PriNciran Mmnwiax, Wyosming
T.20N..R. 114 W,

Bec. 16:

Seo. 20;

Sec. 82.

The pipeline will convey natural gas
frdn a well in sec, 16, T. 20 N, R. 114 W,
to an existing mainline in sec. 32, T. 20
N., R. 114 W. in Lincoln County, Wyo-
ming.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved and,
if so, under what terms and conditions.

Interested persons desiring to express
their views should send their name and
address to the District Manager, Bureau
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of Land Management, P.O. Box 1869,
Rock Springs, WY 82001,
GLENNA M. LaANE,
Acting Chief, Branch of Lands
and Mineral Operations.

IFPR Doc.75-19182 Plled 7-23-75;8:45 am |

[Colorado 21667
COLORADO
Proposed Withdrawal and Reservation of
Lands

Jury 17, 1975.

The Forest Service, United States De-
partment of Agriculture, has filed an
application, Serial Number Colorado
21667, for the withdrawal of the public
lands described below, from location and
entry under the mining laws only, sub-
Ject to valid existing rights, pursuant to
asuthority of Executive Order 10355.

The applicant wishes to assure tenure
of the lands for protection of their iden-
tified values as part of a travel influence
zone adjacent to United States Highway
that has been recommended for scenic
highway designation.

All persons who wish to submit com-
ments, suggestions, or objections in con-
nection with the proposed withdrawal
may present their views in writing no
later than 30 days from the date of this
notice, to the undersigned officer of the
Bureau of Land Management, Depart-
ment of the Interior, Colorado State Of-
fice, Room 700, Colorado State Bank
Building, 1600 Broadway, Denver, Col-
orado 80202,

If circumstances warrant, a public
hearing will be held at a convenlent
time and place, which will bé announced.

The determination of the Secretary on
the application will be published in the
FeDERAL REGISTER, A separdte notice will
be sent to each Interested party of record.

The lands involved in the application
are scattered blocks of National Forest
Land within the following legal subdi-
visions:

T.837TN,R.8 W, NMPM.

Scc. 8: EWGEY

Bec. 9: WiWi

Sec. 17: E.NEY;, S{HEWLSWY, NELSEY,,

N14SEY 8B

Sec, 18: SEYSEYBEY,

Sec. 19: SUNEY

Sec. 20: SEY4SEY,

Soc. 30: EILNEY
T.3TN.R.OW,

Sec, 1:10t8

Se0. 2: SELNEY, NEI SEY, EY%SEYSE!Y

Sec, 11: EREKL B

Sec. 12: BWIINWI, WLSW, BLNEYK

SW14, NWSE)

Sec. 13! NW',.SWV. SYSW

Bec. 24: BV, WY,

Sec. 25: EGNELSW;, NEKLSELESWY
T.38N,R.OW,,

Sec. 1: SWYNWI, NWSW4

Sec. 24: B NW,, N%LSW14, SELL8W,

Sec. 25: SE8W I,

Sec. 36: N, NWY, SWILNWY%, NWKSW,

S%8SW
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T, 39 N.. R. 8 W, (Protraction Diagram No.
27, dated 11/12/64)
So0. 5: WHNWI, NURWKLSWY
Sec. 6: NEY, NELNWY, SeNWI, N%
SWiL, NG NILSEY
Sec, 7T: West 20 chains
T.99N,R,OW,,
Sec. 12: SYNEYUSWY, SEYNEYSEY.
S51,8SEY%
8e0, 13: WK NEINEY, W NEY, WILSEY,,
Wi SEYSEY
Sec, 24: WHLEKLNEY, WYRNEY '
Sce. 25: WWNEY, EMELUNELNWY ex-
cludlngMB 20762
Sec, 86: NELSWIY, WiLSWL excluding
MS. 1779
T.40 N, R, 8 W., (Protraction Diagram No. 27,
dated 11/12/64)
Sec. 31: EWNEY, SB%NWI;.NE% SWY
Nt%. EWXNELSWI,, SEESWISEY
NW1, excluding Coal Bank Pass
Wlthdnwul NESWY, WiLswWy,

A strip of ‘land 200 feet on either side of
the centerline of U.S, Highway 550 cross-
ing  through the {following described
lands:
T.40N,R.8 W,
See. 21: WK NEY, SENWIY, SWi; ex-
cluding Deer Croek Withdrawal
Hee, 28: NLNWY,
Sec. 20: NEY, B{UNWY, SLSWI, Wi
SEY%
Also a strip of land 200 feet from center-
line on north side of U.S, Highway 550
and 400 feet from centerline on south
side of U.S. Highway 550 through the fol-
lowing described lands:

TN, R.8W,,

Sec, 12: ELSWI,, NILSEY, SWIYSEY

Sec, 13: BYUNWY, SKSWIUNWY., NY%
8W4 except for Molas Pass Withdrawal

Sec. 14: S8LSILNEY, SEENWY, NiL8Wi4,
SWKSWIY, NKUNILSEY excopt for East
Lime Withdrawal

Sec, 18: SYSWI;, NEYSEY, SKSEY

Sec, 22: N NUNWY, NWYKSEK

The net area of National Forest Land to-
tals 4,382 acres.

Evererr K. Weeoiw,
Chief,
Branch of Land Operations,

[FR DoC.75-19180 Filed 7-23-75;8:45 am |

| Wyoming 51482)
WYOMING
Application
Jory 17, 1975.
Notice is hereby given that, pursuant
{o Section 28 of the Mineral Leasing Act
of 1920, as amended (30 US.C, 185),
Northwest Pipeline Corporation has ap-
plied for a natural gas pipeline right-of-
way across the following lands:
Sixrm PuNciran Memipman, Wyosmixo

T.I0N.R 113 W,

sec. 12;

soe, 14,

The pipeline will convey natural gas
from a well in sec. 1, T. 19N, R. 113 W.
to an existing mainline is sec. 23, T. 19 N,
R, 113 W. in Lincoln County, Wyoming.

The purpose of this notice i5 to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved and,
if 80, under what terms and conditions.
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Interested persons desiring to express
their views should send their name and
address to the District Manager, Bureau
of Land Management P.O. Box 1869,
Rock Springs, WY 82901,

GLENNA M. LANE,
Acting Chief, Branch of Lands
and Minerals Operations.

|FR D00.76-19181 Filed 7-23-75;8:45 am]

Office of the Secretary
z [Int. Fes. 75-62]
MISSISQUOI WILDERNESS AREA

Availability of Final Environmental
Statement

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1969, Public Law 91-190, the Department
of the Interior has prepared a final envi-
ronmental statement for the Proposed
Missisquol Wilderness Area, Franklin
County, Vermont.

The proposal recommends that ap-
proximately 620 acres including Shad Is-
land, in Missisquof National Wildlife
Refuge, located in Franklin County, Ver-
mont, be designated as wilderness within
the National Wilderness Preservation
System.

Copies of the final statement are availl-
able for inspection at the following loca-
tions:

Regional Director, US, Fish and Wildlife
Service, 500 Gold Avenue, SW., Albuquer-
que, New Mexloo 87102,

Refuge Manager, Misslsquol National Wild-
life Refuge, Route 2, Swanton, Vermont

05488,

US. Fish and Wildlife Service, Branch of
Environmental Coordination, Room 2252,
18th & C Streets, NW. Washington, DC.
20240,

Single copies may be obtained by writ-
ing the Chief, Branch of Environmental
Coordination, US. Fish and Wildlife
Service, Department of the Interior,
Washington, D.C. 20240,

Dated: July 18, 1975.

Stantey D. DoREMUS,
Dcputy Assistant Secretary
of the Interior.

|FR Doc.76-19181 Filed 7-23-75;8:45 am]

Bureau of Reclamation
[Int. Des. 75-40)

FOUR CORNERS POWERPLANT AND
NAVAJO MINE, NEW MEXICO; PRO-
POSED MODIFICATIONS

Availability of Draft Environmental
Statement

Pursuant to section 102(2) (C) of the
National Environmental Policy Act of
1969, the Department of the Interior has
prepared & draft environmental state-
ment on proposed modifications to the
air pollution control, solid waste disposal,
and water discharge systems of the Four
Corners Powerplant and a proposed ad-
dition of 3,224 acres to the present lease
of the Navajo Mine. Written comments
may be submitted to the Regional Di-
rector (address below) within 45 days af-
ter the date of this announcement,

31017

Copies are avallable for inspection at
the following locations:

Office of Assistant to the Commissioner—
Ecology, Room 7620, Bureau of Reclama~-
tion, Department of the Interlor, Wash-
ington, D.C, 20240, Telephone (202) 343~
40901,

Division of Engineering Support, Technical
Services and Publications Branch, ELR
Center, Denver, Colorado 80225, Telephone
(803) 234-3008.

Oflice of the Regilonal Director, Bureau of
Reclamation, Federal Bullding, 125 South
State Street, Salt Lake Oity, Utah 84111,
Telophone (801) 524-5502.

Project Construction Engineer, P.O, Box 28,
1006 Municipal Drive, Farmington, New
Mexico 87401, Telephone (505) 326-1794.

Single coples of the draft environ-
mental statement may be obtained on re-
quest to the Commissioner of Reclama-
tion or to the Regional Director. Please
refer to the statement number above.

Dated: July 18, 1975.

StaNLEY D. DOREMUS,
Deputy Assistant Secretary
of the Interior,

[FR Doc.76-19190 Filed 7-23-75:8:45 am |

|Int. Des. 75-41)

SUGAR PINE DAM; PROPOSED
RESERVOIR & CONDUIT

Availability of Draft Environmental
Statement

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1969, the Department of the Interior has
prepared a draft environmental state-
ment for the proposed Sugar Pine Dam,
Reservolr, and Conduit in Placer County,
California.

The draft environmental statement de-
scribes the proposed construction of the
175-foot-high Sugar Pine Dam, the 7,000~
acre-foot capacity reservoir, and 18 miles
of buried pipeline. The proposed proj-
ect will supply about 2,800 acre-feet an-
nually of domestic and agricultural water
to the project area, Written comments
may be submitted to the Reglonal Di-
rector (address below) within 45 days of
this notice.

Copies are avallable for inspection at
the following locations:

Office of Assistant to the Commissioner—
Ecology, Room 7620, Bureau of Reclamn~
tion, Department of the Interlor, Washing-
ton, D.C. 20240, Telephone (202) 343-4901.

Division of Engineering Support, Technioal
Services and Publications Branch, E&R
Center, Denver Federal Center, Denver,
Colorado 80225, Telophone (303) 234-3004.

OfMce of the Regional Director, Bureau of
Reclamation, 2800 Cottage Way, Sacramen-
to, California 95825, Telephone (916) 484-
4702,

Singl; copies of the draft statement
may be’obtained on request to the Com-
missioner of Reclamation or the Regional
Director. Please refer to the statement
number above,

Dated: July 21, 1975,

SranrLey D, DorREMUS,
Deputy Assistant Secretary
of the Interior,

|FR Do0.75-19189 Flled 7-23-75;8:45 am|]
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DEPARTMENT OF COMMERCE
Bureau of the Census

NUMBER OF EMPLOYEES, PAYROLLS, RE-
CEIPTS, GEOGRAPHIC LOCATION, CUR-
RENT STATUS AND KIND OF BUSINESS
FOR THE ESTABLISAMENTS OF MULTI-
ESTABLISHMENT COMPANIES

Determination for Surveys

In conformity with Title 13, United
States Code, sections 181, 224, and 225
and due notice of consideration having
been published on June 13, 1975 (40 FR
25243), I have determined that a 1975
Company Organization Survey is needed
to update company and establishment
changes to the multiestablishment com-
panies in the Standard Statistical Estab-
lishment List. The survey is designed to
collect information on the number of
employees, payrolls, receipts, geographic
location, current status and kind of busl-
ness for the establishments of multi-
establishment companies. The data will
have significant application to the needs
of the public and to governmental agen-
cies and are not publicly available from
non-governmental or governmental
sources.

Report forms will be furnished to firms
included In the survey and additional
coples of the forms are available on re-
quest to the Director, Bureau of the
Census, Washington, D.C, 20233.

I have, therefore, directed that a sur-
vey be conducted for the purpose of col-
lecting these data.

Dated: July 18, 1975,

ViNcENT P, BARABBA,
Director,
Bureau of the Census.

[FR Doc.75-19076 Filed 7-23-75:8:45 am )

Domestic and International Business
Administration

STATE UNIVERSITY OF NEW YORK ET AL.

Applications for Duty-Free Entry of
. Scientific Articles .

The following are notices of the re-
celpt of applications for duty-free entry
of scientific articles pursuant to Section
6(c) of the Educational, Scientific, and
Cultural Materials Importation Act of
1966 (Public Law 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 pur-
poses for which the article is intended to
be used is being manufactured in the
United States. Such comments must be
filed in triplicate with the Director, Spe-
cial Import Programs Division, Office of
Import Programs, Washington, D.C.
20230, within 20 calendar days after
the date on which this notice of appli-
cation is published in the Federal Reg-
ister.

Amended regulations issued under
cited Act, as published in the March 18,
1975 issue of the Federal Register, pre-
scribe the requirements applicable to
comments,

A copy of each application is on file,
and may be examined during ordinary
Commerce Department business hours

NOTICES

at the Special Import Programs Divi-
sion, Department of Commerce, Wash-
ington, D.C. 20230.

DOCKET NUMBER: 75-00566-33-
46040. APPLICANT: State University of
New York at Binghamton, Department
of Blological Sclences, Vestal Parkway
East, Binghamton, N.¥Y. 13901, ARTI-
CLE: Electron Microscope, Model FM
201C, MANUFACTURER: Philips ~
fronic Instruments NVD, The N:
lands, INTENDED USE OF ARTIC, ..
The article is intended to be used for a
variety of ultrastructural studies in dif-
ferent organisms by graduate students,
stafl members, and faculty of the De-
partment of Biological Sciences. The
main areas of research to be pursued are
the following:

1. Comparative ultrastructure of
mammalian and amphibian liver.

2. Glomerular lesions occurring in
rodents with renal disease.

3. Mitochondrial development in insect
flight muscle.

4. Subunit structure of F, ATPase.

5. Morphological purity of sub-cellular
fractions from porcine thyroid gland.

6. Ultrastructure of the photosynthetic
apparatus of Cyanobacteria (blue-green
algae).

7. Fine structure of the cell membrane
of iron-oxidizing Thiobacilli.

8. Morphology of the vaginal and
uterine linings of the mouse during the
estrous cycle and pregnancy.

9. Ultrastructural response of blue-
green algae to environmental param-
eters,

10. Ultrastructural changes in chlorel-
la vulgaris when cell growth is uncoupled
from cell division.

APPLICATION RECEIVED BY COM-
mgsrom OF CUSTOMS: June 18,

DOCKET NUMBER: 75-00567-33-
90000, APPLICANT: CORNELL Uni-
versity, Section of Blochemistry, Molecu-
lar & Cell Biology, Wing Hall, Ithaca,
New York 14853. ARTICLE: 6kW Rotat-
ing Anode X-Ray Generator & Acces-
sories, MANUFACTURER: Rigaku Denki
Co. Ltd., Japan. INTENDED USE OF
ARTICLE: The article is intended for
structural studies of biological materials,
such as ordered single crystals of hemo-
globin and other proteins. The standard
techniques of protein crystallography
will be employed to collect X-ray dif-
fraction data from these crystals. The
objective of this research is to under-
stand, In molecular terms, how these
complex biological molecules work, and
to increase data collection capacity
greatly. APPLICATION RECEIVED BY
COMMISSIONER OF CUSTOMS: June
18, 1975.

DOCKET NUMBER: 75-00568-99-
90000. APPLICANT: Bayfront Medical
Center, Inc., 701 Sixth Street South, St,
Petersburg, Florida 33701. ARTICLE:
EMI Scanner System. MANUFACTUR-
ER: EMI Limited, United Kingdom. IN-
TENDED USE OF ARTICLE: The article
is intended to be used for training in
medical education. APPLICATION RE-
CEIVED BY COMMISSIONER OF CUS-

TOMS: June 18, 1975,

DOCKET NUMBER: 75-00569-33-
46070. APPLICANT: Wagner College, De-
partment of Bacteriology, 631 Howard
Avenue, Staten Island, New York 10301.
ARTICLE: Scanning Electron Micro-
scope, Model HHS-2R. MANUFAC-
TURER: Hitachi, Itd., Japan. IN-
TENDED USE OF ARTICLE: The article
is Intended to be used for topographical
analysis of certain members of the En-
terobacteriaceae during the log and neg-
ative accelerated growth phases. Topo-
graphical analyses at 50 Angstroms res-
olution of the delicate surfaces and sur-
face structures will permit the collection
of data relative to shape, size, undula-
tions, projection, contours, pitting and so
forth. Another study will involve the
method of phage attachment to bacterial
surfaces. The article will also be used in
the course Bacteriology 188: Scanning
Electron Microscopy o comprehensive in-
troduction to the theory and practice of
scanning electron microscopy in the ex-
aminations of the structure and proper-
ties of materials such as biological speci-
mens, metals fiber, polvmers and so forth.
APPLICATION RECEIVED BY COM-
MISSIONER OF CUSTOMS: June 18,
1975.

DOCKET NUMBER: 75-00570-01~
77040. APPLICANT: New York State De-
partment of Health, Division of Labora-
tories and Research, New Scotland Ave-
nue, Albany, N.Y. 12201. ARTICLE!: Mass
Spectrometer. Model MS-30, MANUFAC-
TURER: AEI Scientific Apparatus Ltd.
United Kingdom. INTENDED USE OF
ARTICLE: The article is intended to be
used for studies of epoxy and phenolic
metabolites of polychlorinated biphenyl
(PCB) arising from metabolism by liver
microsomal mixed functional oxidases of
commercially produced PCB plasticizer
mixtures, Investigations will be con-
ducted (a) to determine the metabolites
and intermediates produced in liver me-
tabolism of PCB, (b) to determine which
oxidase is responsible for metabolism of
PCB and (¢) to determine whether the
metabolites characterized are implicated
in the toxicity of PCB preparations. In
another research project, phenolic and
alcoholic metabolites of “warfarin” pro-
duced by liver metabolism In the rat
and human will be studied in pursuit of
the following:

(a) elucidation of the path of detoxi-
fication of warfarin in rodents,

(b) a search for possible substitutes
for warfarin for rodent control and also
in human medicine, and

() elucidation of the mechanism of
liver mixed functional oxidase metab-
olism of aromatic compounds. Organic
constituents of lake and stream water
extracted from large volumes of natural
waters at different pH and with different
extracting solvents will also be investi-
gated. APPLICATION RECEIVED BY
COMMISSIONER OF CUSTOMS: Juno
18, 1975.

DOCKET NUMBER: 75-00571-00-
19000, APPLICANT: University of Mi-
ami, Rosenstlel School of Marine and
Atmospheric Science, 4600 Rickenbacker
Causeway, Miami, Florida 33149, ARTI-
CLE: Temperature Control for Densi-
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tometer. MANUFACTURER: Techneu-
rop, Canada. INTENDED USE OF ARTI-
CLE: The article 1s intended to be used
to control the temperature of a densim-
eter unit which is being used to study the
characteristics of the density of all the
constituents of sea water. APPLICA-
TION RECEIVED BY COMMISSIONER
OF CUSTOMS: June 18, 1975.
DOCEKET NUMBER: 75-00572-33-
90000. APPLICANT: Washington Uni-
versity, Department of Radiology, 510
South Kings highway, St. Louis, Missouri
63110. ARTICLE: EMI Scanner Body
System (Prototype Design). MANUFAC-
TURER: EMI Limited, United Kingdom.
INTENDED USE OF ARTICLE: The
article Is Intended to be used in the study
of diseases and tumors of the chest,
abdomen and extremities in patients. In
particular, the subtle absorption differ-
ence between normal and abnormal
tissue will be determined and charted by
the article, In addition, the article will
be used with training residents In Radl-
ology, fellows in Nuclear Medicine and
Radiation Physics at the Mallinchkrodt
Institute of Radiology, Washington Uni-
versity School of Medicine, Barnes Hos-
pital and St. Louls Children’s Hospital,
APPLICATION RECEIVED BY COM-
MISSIONER OF CUSTOMS: June 18,

1975.

DOCKET NUMBER: 75-00573-33-
46070, APPLICANT: University of Illi-
nois at Medical Center, College of Den-
tistry, Department of Oral Pathology,
808 8. Wood Street, Rm. 386 DMP, Chi-
cago, IL, 60612, ARTICLE: Stereoscan
Scanning Electron Microscope, Model

S4-10. MANUFACTURER: Cambridge

Scientific Instruments, Ltd., United
Kingdom. INTENDED USE OF ARTI-
CLE: The article is intended to be used
for fine structural and elemental anal-
ysis of virions and virus-associated par-
ticles In salivary gland and oral mucosa
during the development of viral infec-
tions of salivary glands and oral mucosa.
Mice will be infected with Murine Sali-
vary Gland Virus (MSGV) and the
progress of infection and developing cell
damage accompanied by the early ap-
pearance and growth of viral and virus-
associated bodies will be monitored. Ele~
mental analysis of particles which have
been stained with heavy metals, partic-
ularly osmium, will be carried out using
the EDAX Energy Dispersive Analysis

X-Ray System. The article will also be

used in courses in oral biology and path-
ology to correlate fine structural and
other morphologic evidence” of patho-
genic agents including the principal
categories of microorganisms with
knowledge of the development of tissue
damage and of the mechanisms of re-
pair, APPLICATION RECEIVED BY
COMMISSIONER OF CUSTOMS: June
18, 1975.

DOCKET NUMBER: 75-00574-33-
40640. APPLICANT': State of Florida De-
partment of Citrus, 1115 E. Memorial
Blvd, P.O. Box 148, Lakeland, Florida
33802. ARTICLE: Electron Microscope,
Model EM 201. MANUFACTURER:
Philips Electronic Instruments NVD, The
Netherlands, INTENDED USE OF AR-

NOTICES

TICLE: The article is intended to be
used to study the ultrastructure of citrus,
particularly organelles such as mito-
chondria and chloroplasts, and tissues
suspected of being infected with virus or
virus-like agents. Specifically the follow-
ing studies will be made: (a) ultrastruc-
tural studies of the interface between
parasites and citrus roots, leaves, and
fruits to follow the sequence of events in
the host and parasite during the very
early stages of penetration, (b) ultra-
structural studies of citrus virus to de-
termine morphology and size, (¢) ex-
amination of citrus and insect cuticles
for pores which could allow movement of
wax materials and chemicals, (d) studies
to determine the location and produc-
tion site of wax-lipid materials in citrus
and insect surfaces during ontogeny
using electron dense staining techniques,
and (e) determination of sites of pesti-
cide residue degradation. The article will
also be available to graduate students for
instructional and research purposes. AP-
PLICATION RECEIVED BY COMMIS-
SIONER OF CUSTOMS: June 18, 1975,

DOCKET NUMBER: 75-00575-00-
46040. APPLICANT: U.S. Geological
Survey, National Center, Stop 859,
Reston, Virginia 22092. ARTICLE: Heat-
ing Holder & Power Control Unit.
MANUFACTURER: JEOL Ltd., Japan.
INTENDED USE OF ARTICLE: The ar-
ticle is intended to be used to study the
kinetics, microstructural changes and
thermal parameters of symmetry transi-
tions and phase transformations in
geologic materials (both terrestrial and
extraterrestrial origin) and appropriate
synthetic analogs. The materials to be
studied are natural silicates, oxides, sul-
phides, and other inorganic compounds
and possibly natural materials which oc-
cur within inorganic aggregates. AP-
PLICATION RECEIVED BY COMMIS-
SIONER OF CUSTOMS: June 18, 1975,

DOCKET NUMBER: 75-00576-33~
90000. APPLICANT: C. S. Wilson Me-
morial Hospital, (Chandler Leasing Div.,
Pepsico Corp.) 33-57 Harrison Street,
Johnson City, New York 13700. AR-
TICLE: EMI Scanner with Magnetic
Tape Storage System. MANUFAC-
TURER: EMI Limited, United King-
dom. INTENDED USE OF ARTICLE:
The article is intended to be used in the
identification and definition of the logis-
tical impact of installation of an EMI
Scanner System. The effect of the
amortization of the expensive machine
on the hospital cost structure will be
studied. Since the article is designed for
use in the head only, it will be possible
to isolate the case material to neurologi-
cal and psychiatric patients. In this con-
nection, referral patterns will be eval-
uated in comparison with those of major
medical centers where virtually all of
the cases are first evaluated by neuro-
scientists and psychiatrists. The article
will also be used by residents during as-
signments in neurology and neurosurgi-
cal services. APPLICATION RECEIVED
BY COMMISSIONER OF CUSTOMS:
June 18, 1975.

DOCKET NUMBER: 75-00577-33~
46040. APPLICANT: The Rockefeller

21019

University, York Avenue and 66th Street,
New York, N.Y, 10021. ARTICLE: Elec-
tron Microscope, Elmiskop 102 and ac-
cessories. MANUFACTURER: Siemens
AQG, West Germany. INTENDED USE OF
ARTICLE: The article is intended to be
used for studies in which chemical, bio-
chemical, and ultrastructural ap-
proaches will be combined to provide
information concerning problems of
colon carcinogenesis and other problems
of basic biological concern. The primary
concern is the elucidation of the mecha-
nism of the regulation of gene expression
by non-histone acidic nuclear proteins
found associated in a very specific way
with certain cell activities, Other appli-
cations include the interactions of DNA
with cyclic AMP-binding non-histone
proteins during hormone stimulation and
electron microscopic studies of the anti-
biotic-synthesizing enzymes for tyroci-
dine. The article will aiso be used to
provide instruction to graduate students
in the use of the electron microscope for
high resolution work. APPLICATION
RECEIVED BY COMMISSIONER OF
CUSTOMS: June 19, 1975.

DOCKET NUMBER: 75-00578-10-
47205, APPLICANT: National Aeronau-
tics and Space Administration, Lewis
Research Center, 21000 Brookpart Road,
Cleveland, Ohio 44135. ARTICLE: Ni-
tric Oxide Monitor. MANUFACTURER:
York University, Canada. INTENDED
USE OF ARTICLE: The article is in-
tended to be used for monitoring ambi-
ent concentrations of nitric oxide In the
atmosphere from an aircraft in the alti-
tude range from 20,000 to 40,000 feet,
APPLICATION RECEIVED BY COM-
thSSSIONER OF CUSTOMS: June 19,
1 i

DOCKET NUMBER: 75-00579-98-
29000, APPLICANT: Brandels Univer-
sity, 415 South Street, Waltham, Mass.
02154. ARTICLE: Superconducting Sole-
noid Magnet, MANUFACTURER: Cana-
da Superconductor and Cryogenics, Ltd.,
Canada. INTENDED USE OF ARTI-
CLE: The article is intended to be used
by physics PhD candidates to carry out
experimental studies of the behavior of
antiferromagnets and other materials in
the presence of very high magnetic flelds,
These experiments constitute an im-
portant test of recent theoretical ad-
vances in the physics of solids. The ar-
ticle will also be used In research courses
in solid state physics designed for stu-
dents to gain mastery of nuclear reso-
nance, high magnetic field and other
techniques. APPLICATION RECEIVED
BY COMMISSIONER OF CUSTOMS:
June 19, 1975.

DOCKET NUMBER: 75-00580-01-
74600. APPLICANT: University of Cali-
fornia, Davis, Department of Applied
Science, Davis, California 95616, AR-
TICLE: High Speed Digital Correlator
and Probability Analyser System. MAN-
UFACTURER: Precislon Devices and
Systems (UK) ILtd, United Kingdom,
INTENDED USE OF ARTICLE: The
article Is intended to be used to study
the orlentational dynamics of dye mole-
cules, cleaved and intact S-1 moieties
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of myosin molecules, isolated and em-
bedded lipid proteins, and vesicular sys-
tems In an environment as nearly that of
the living system as possible. In the ex-
periments, the time dependent nature
of these molecules and systems will be
monitored by detecting the orizntational
fluctuation of the fluorescent intensity
from these molecules to gain further in-
sight into the basic mechanisms involved
in the contraction of muscles. APPLI-
CATION RECEIVED BY COMMIS-
STONER OF CUSTOMS: June 24, 1975.

DOCKET NUMBER: 75-00581-33-
46040. APPLICANT: University of Michi-
gan, Department of Anatomy, Medical
School, Medical Science Bldg, 1I, Ann
Arbor, Michigan 48104. ARTICLE: Elec-
tron Microscope, Model Elmiskop 101.
MANUFACTURER: Siemens AG, West
Germany. INTENDED USE OF ARTI-
CLE: The article is intended to be used
mainly in-the investigation of microcir-
culatory beds of mammals. Specifically,
the article will be used to study:

(a) the transendothelial movement of
exogenous ultrastructural tracers,

(b) the interendothelial cell junctions,
and

(¢) the Intraendothelial vesicle-~vesicle,
vesicle-plasmalemma, and vesicle-micro-
tubule-microfilament interactions.

The research projects combine light
microscopy, microphotography and elec~
tron microscopy to first identify the ram-
ifving vascular branches (the sizes of
which range from 5 micra to 100 micra)
by in vivo light microscopic observation,
and subsequently, to fix, embed, and sec-
tion the branches for electron micros-
copy. The article will also be used in the
education and training of graduate and
postgraduate students, as well as faculty
in the Department of Anatomy and in
other departments of the medical school.

APPLICATION RECEIVED BY COM-
MISSIONER OF CUSTOMS: June 24,
1975.

DOCKET NUMBER: 75-00582-33-
90000, APPLICANT: Saint John's Hos-
pital and Health Center, 1328 22nd
Street, Santa Monica, Californin 90404.
ARTICLE: EMI Scanner System with
Diagnostic Display Console. MANUFAC-
TURER: EMI Limited, United Kingdom.
INTENDED USE OF ARTICLE: The ar-
ticle is intended to be used to study its
use and determine its range of accuracy
in the identification of in
tumor masses as opposed to the relia-
bility of the same processes being iden-
tified on Cercbral Anztogruphy and
Pneumoencephalography. In particular,
the article will be used to study meta-
static brain tumors with each person in
this category having both Cerebral
Anglography and EMI Scanning con-
ducted. The article will also be used to
update a course in Neuroradiology for
resident training. In addition, the article
will be used in studying space occupying
lesions of the orbits in conjunction with
research studies by the Saint John's
Southern California Lion’s Eye Institute.
APPLICATION RECEIVED BY COM-
MISSIONER OF CUSTOMS: June 24,
1975,

NOTICES

DOCKET NUMBER: 75-00583-65-
46070. APPLICANT: University of Cali-
fornia, Lawrence Livermore Laboratory,
P.O. Box 808, Livermore, CA 94550, AR~
TICLE: Stereoscan Eleciron Scanning
Microscope, Model 5180 and Accessories.
MANUFACTURER: Campridge Scientif-
ic Instruments Ltd., United Kingdom.
INTENDED USE OF ARTICLE: The ar-
ticle will be used for the evaluation of a
variety of different materials such as var-
jous types of glass and metal used in
fabrication laser targets, solidified gases,
organic crystalline solids and glass and
other materials used in constructing
solid state laser systems. APPLICATION
RECEIVED BY COMMISSIONER OF
CUSTOMS: June 24, 1975.

DOCKET NUMBER: 75-00584-33-
90000. APPLICANT: Harper Hospital,
3990 John R, Detroit, Michigan 48201.
ARTICLE: EMI Scanner System with
Magnetic Tape Storage System. MANU-
FACTURER: EMI Limited, United King-
dom. INTENDED USE OF ARTICLE:
The article is intended fo be used for

“investigative work in the fields of Oph-

thalmology, Neurology, and Neurosur-
gery. Patients studied with the article
and the scannings so obtained will be
compared with the radionucleoid scan-
ning. Correlation of EMI scans will also
be done with vascular anglography. Par-
ticular investigation will be carried out
in seizure disorders. The value of the
EMI scanning in acute intracerebral
hemorrhage and traumsa will be under-
taken. Definitive investigation onof orbits
will be done in conjunction with people
from Kresge Eye Institute. Correlation of
ultrasonic investigation and EMI scan-
ning will also be done. APPLICATION
RECEIVED BY COMMISSIONER OF
CUSTOMS: June 24, 1975,

DOCKET NUMBER: 75-00585-56—
54100. APPLICANT: U.S. Department of
Commerce—NOAA, National Marine
Fisherles Service, Office of Resource Re-
search, Fishery Téchnology Group, 3300
Whitehaven Street, NW., Washington,
D.C. 20235. ARTICLE: Mark I Prototype
Undulating Océanographic Recorder.
MANUFACTURER: The Plessey Co. Ltd.,
United Kingdom. INTENDED USE OF
ARTICLE: The article is intended to be
used to replace & Continuous Plankton
Recorder established in the North At.lm-
tic and North Sea which will:

(a) Sample the plankton over an ex-
tended range of depth (instead of the
present single depth).

(b) Measure and record, in situ, a
number of physical parameters of vital
importance in marine ecology as well as
in physical oceanography and meteor-
ology.

The article will allow the progress from
the descriptive to the Interoretive and
predictive phases of plankton research.
When the UOR system becomes fully
operational an orderly phase-in to the
ongoing CPR survey will take place.
APPLICATION RECEIVED BY COM-
MISSIONER OF CUSTOMS: June 24,
1975.
(Catalog of Federal Domestic Assistance

Program No. 11.105,

Duty-Free Educational and Secientific
Materials.)
A. H. STUART,
Director,
Special Import Programs Division.

PR Doc.75-10255 Plied 7-23-76:8:45 nn|

Decision on Application for Duty-Free
Entry of Scientific Article

The following is a decision on an ap-
plication for dutv-free entry of a scien-
tific article pursuant to Section 6(c) of
the Educational, Scientifie, and Cultural
Materials Importation Act of 1966 (Pub-
e Law 89-651, 80 Stat. 897) and the
regulations issned thereunder as amend-
ed (40 F.R. 12253 ct seq, 15 CFR 701,
1974

A copy of the record pertaining to this
decision is avallable for public review
during ordinarv business hours of the
Department of Commerce, at the Office
of Imrort Programs, Department of
Commerce, Washineton, D,C. 20230,

DOCKET NUMBER: 75-00442-00-
77040. APPLICANT: U.S. Department of
Agricu'ture, USDA-APHIS, Administra-
tive Services, Room 624-A, Federal Cen-
ter Buflding, Hveattsville, Maryland
29782. ARTICLE: WF 055 Multiple Peak
Monitor Svstem for Mass Spectrometer,
MANUFPACTURFR: AEI Scientific Ap-
paratus Ltd, United Kingdom. IN-
TENDED USE OF ARTICLE: The article
is Intended to be used to enable one to
“git" on a small number of peaks for the
purpose of monitoring the magnltude of
these peaks only.

COMMENTS: No comments have been
recelved with respect to this application.

DECISION: AppYeation approved. No
in<trument or apraratus of equivalent
scientific value to the forelgn article, for
such purposes as this article is intended
to be used, Is being manufactured in the
United States.

REASONS: The application relates to
a compatible accessory for an instrument
that had been previously imported for
the use of the applicant institution. The
article is belng furnished by the manu-
facturer which produced the Instrument
with which the artic'e is intended to be
used and Is pertinent to the applicant’s
PUrnoses,

The Department of Commerce knows
of no similar accessorv being manufac-
tured in the United States, which Is in-
terchangeable with or can be readily
adapted to the Instrument with which
the farelgn article is intended to be used.
(Catalog of Federal Domestic ‘Assistance Pro-
gram No,_11.105, Importation of Duty-Free
Educational and Scientific Materials. )

A. H. Stuany,
Director,
Special Import Programs Division.

|FR Doc75-19256 Filed 7-23-75;8:45 am]

GROSSMONT DISTRICT HOSPITAL
Decision on A for Duty-Free
Entry m Article

The following is a decislon on an ap-

Importation of plication for duty-free entry of a scien-
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tific article pursuant to Section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-
lic Law 89-651, 80 Stat. 897) and the
regulations  issued thereunder as
amended (40 F.R. 12253 et seq, 15 CFR
701, 1974.) ¥

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C.. 20230,

DOCKET NUMBER: 76-00430-33-
90000. APPLICANT: Grossmont District
Hospital, P.O, Box 158, La Mesa, Cali-
fornia 92041, ARTICLE: EMI Scanner
System. MANUFACTURER: EMI Lim-
ited, United Kingdom. INTENDED USE
OF ARTICLE: The article is intended to
be used for analysis of the human brain,
skuill, orbits, and phantom studies and
tissue equivalent material, taking advan-
tage of the computerized tomographic
analysis which will allow resolution of
extremely small differences in absorp-
tion of different soft tissue and soft
tissue equivalent material, These inves-
tigations  will enable physicians to de-
tect earlier the location of strokes,
tumors, arteriovenous malformations,
and hemorrhages in a noninvasive fash-
ion which has no mobidity or mortality.
The article will also be used in tech-
nician training for radiology technolo-
gists and the analyses obtained will be
used in various neuroradiologic confer-
ences.

COMMENTS: No comments have
been received with respect to this appli-
cation. DECISION: Application ap-
proved, No Instrument or apparatus of
equivalent scientific value to the foreign
article, for such purposes as this article
is intended to be used, was being manu-
factured in the United States at the
time the foreign article was ordered
(July 3, 1974). REASONS: The foreign
article is a newly developed system
which is designed to provide precise
transverse axial tomography. The De-
partment of Health, Education, and
Welfare (HEW) advises in its memo-
randum dated July 1, 1975 that the non-
invasive methodology of the article is
pertinent to the applicant's intended
purposes. HEW also advises that it
knows of no domestic instrument of
equivalent scientific value to the for-
eign article for the applicant's intended
purposes which was being manufactured
in the United States at the time the
article was ordered. The Department of
Commerce knows of no other instrument
or apparatus of equivalent scientific
value to the foreign article, for such
purposes as this article is intended to
be used, which was being manufactured
in the United States at the time the
article was ordered.

(Catalog of Federal Domestic Assistance
Program No. 11.105, Importation of Duty-
Free Educational and Scilentific Materials.)

A. H. StuarT,
Director,
Special Imports Programs Division.

[FR Do0.75-19257 Piled 7-23-75;8:45 am]

FEDERAL

NOTICES

DHEW, NIH—BETHESDA

Decision on :?plicatlon for Duty-Free
Entry of Scientific Article

The following is a decision on an appli-
cation for duty-free entry of a scientific
article pursuant to Section 6(c) of the
Educational, Scientific, and Cultural Ma-
terials Importation Act of 1966 (Public
Law 89-651, 80 Stat. 897) and the regu-
lations issued thereunder as amended (40
F.R. 12253 et seq, 16 CFR 701, 1974.)

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C, 20230.

DOCKET NUMBER: 75-00541-33-
90000. APPLICANT: DHEW, National
Institutes of Health, 9000 Rockville Pike,
Bethesda, Maryland 20014. ARTICLE:
EMI Scanner System. MANUFAC-
TURER: EMI Limited, United Kingdom.
INTENDED USE OF ARTICLE: The
article is intended to be used to recon-
struct tomographic sections of the skull
and cranial contents in patients for the
purpose of investigating a variety of dis-
eases, particularly patients with endo-
cranial disease, such as brain tumors,
epllepsy or movement disorders, and pa-
tients with cancer elsewhere in the body
and a suspicion of metastatic extension
to the brain. The objectives of these in-
vestigations will form the basis for treat-
ment of endocranial pathology demon-
strated by the article. The article will also
be used to follow ventricular size in pa-
tients with movement disorders on drug
protocols, and to evaluate the response
of intracranial tumors primary or meta-
static, to various chemotherapeutic
protocols.

COMMENTS: No comments have been
received with respect to this application.
DECISION: Application approved. No
instrument or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article is intended
to be used, was being manufactured in
the United States at the time the foreign
article was ordered (January 24, 1975).
REASONS: The foreign article is a newly
developed system which is designed to
provide precise transverse axial x-ray
tomography. We find that the sensitivity,
precision, and accuracy of the article is
pertinent to the applicant’s intended
purposes.

The Department of Commerce knows
of no comparable domestic instrument
of equivalent scientific value to the for-
eign article for applicant’s intended uses
which was being manufactured in the
United States at the time this article was
ordered. Moreover, the Department of
Commerce knows of no other instrument
or apparatus of equivalent scientific
_value to the foreign article, for such pur-
poses as this article is Intended to be
used, which was being manufactured in
the United States at the time the article
was ordered.
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(Catalog of Federal Domestic Assistance
Program No, 11.105, Importation of Duty-
Free Educational and Scientific Materials,)

A. H. STUART,
Director,
Special Import Programs Division.

|FR Doc¢.75-10268 Filed 7-23-75,8:45 am |

TEXAS A & M UNIVERSITY, ET AL,

Application for Duty-Free Entry of
Scientific Articles

In the Notice of Application for Duty-
Free Entry of Sclentific Articles appear-
ing at page 4794 in the FepERAL REGISTER
of Thursday, February 22, 1973, the fol-
lowing amendment is hereby made to re-
flect more fully the intended uses of the
article.

Docket number: 73-00368-01-77030.
Applicant: University of New Hampshire,
Durham, N.H, 03824, Article: NMR Spec-
trometer System, Model JNM-MH-100.
Manufacturer: JEOL Ltd., Japan. In-
tended use of article: The article is In-
tended to be used for research in struc-
tural stereochemistry and to carry out
necessary laboratory work in the follow-
ing chemistry courses:

(1) Chemistry 548 and Chemistry 652,
Organi¢c Chemistry—with emphasis upon
the basic reactions of organic chemistry,
including synthesis and preparations.

(2) Chemistry 708, Introduction to Re~-
search Techniques—with emphasis upon
available research tools.

(3) Chemistry 755, Advanced Organic
Chemistry—with emphasis upon more
advanced synthetic methods and struc-
ture.

Application received by Commissioner
of Customs: February 1, 1875.

(Catalog of Federal Domestic Asslstance Pro-
gram No. 11.105, Importation of Duty-Free
Educational and Scientific Materials.)

A. H. STUART,
Director,
Special Import Programs Division.

{FR Doc,75-19193 Flled 7-23-75;8:456 am|

Maritime Administration
[ Docket No. §-456]
COVE TANKERS CORP.
Application

Notice is hereby given that application
has been filed under the Merchant Ma-
rime Act, 1936, as amended (the Act),
for operating-differential subsidy with
respect to bulk cargo carrying service in
the U.S. foreign trade, principally be-
tween the United States and the Union of
Soviet Socialist Republics, to expire on
December 31, 1975, unless further ex-
tended, or until completion of voyages in
progress on that date.

Inasmuch as the applicant, and/or re-
lated persons or firms, employ or may
employ ships in the domestic intercoastal
or coastwise service, written permission
of the Maritime Administration under
section 8057a) of the Act will be required

24, 1975
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if its application for operating-differ-
ential subsidy is granted.

Applicant has requested written per-
mission involving the domestic inter-
coastal or coastwise services for its owned
vessel MOUNT EXPLORER and its bare-
boat chartered vessel MOUNT NAVIGA-
TOR to engage in the domestic service
under MSC or private charterers, as well
as the right to move either vessel from
one domestic trade to another, and/or
from a forelgn trade(s) to a domestic
trade(s).

Such wrilten permission is now re-
quired under § 805(a) notwithstanding
the fact that a voyage in the proposed
service on which the vessel engaged in
domestic Intercoastal or coastwise trade
would not be eligible for subsidy.

Any person, firm, or corporation hav-
ing any interest (within the meaning of
section 805(a)) in such application and
desiring to be heard on issues pertinent
to section 805(a) and desiring to submit
comments or views concerning the appli-
cation must, by close of business on Au-
gust 1, 1975, file same with the Secre-
tary, Maritime Administration, in writ-
ing, in triplicate, together with petition
for leave to Intervene which shall state
clearly and concisely the grounds of in-
tl:rue:tt and the alleged facts relied on for

If no petitions for leave to intervene
are received within the specified time or
if it 1is determied that petitions filed do
not demonstrate sufficlent interest to
warrant a hearing, the Maritime Admin-
istration will take such action as may be
deemed appropriate.

In the event petitions regarding the
relevant section 805{(a) issues are re-
ceived from parties with standing to be
heard, a hearing will be held, the purpose
of which will be to receive evidence under
section 805(a) relative to whether the
proposed operation (a) could result in
unfair competition to any person, firm,
or corporation operating exclusively in
the coastwise or Intercoastal service, or
(b) would be prejudicial to the obfects
and policy of the Act relative to domestic
trade operations.

(Catalog of Federal Domestic Assistance
Program No. 11604 Operating-Differential
Subsidles (ODS) )

By order of the Assistant Secretary for
Maritime Affairs.

Dated: July 21, 1975.

James S. Dawsow, Jr.,
Secretary.

PR Doc.75-19305 Filed 7-23-75;8:45 am ]

National Oceanic and Atmospheric
Administration

MARINE PETROLEUM AND MINERALS
ADVISORY COMMITTEE

Meeting Postponement
The planned July 22-23, 1975 meeting
of the Marine Petroleum and Minerals
Advisory Committee (the “Committee™)
announced in the Federal Register on
June 19, 1875 (Vol. 40, No. 119, Page

NOTICES

25838) has been postponed until Septem-
ber 22-23, 1975.

The postponement is necessary because
of additional time required for the Com-
mittee’s Working Group on Impact of
Offshore Oil and Gas Development and
Working Group on International Ocean
Investment Conditions to complete their
reports to the full Committee. No sub-
stantive changes in the plans for the
meeting are anticipated; however, a re-
vised notice will be published in the Fed-
eral Register, regardless, during the last
week in August.

Dated: July 21, 1975.

Taeopore P. GLEITER,
Assistant Administrator for Ad-~
ministration, National Oce-
anic and Atmospheric Admin-
istration.

[ FR D0c.75-19174 Flled 7-23-75:8:45 am |

United States Travel Service
COUNCIL OF REGIONAL TRAVEL
EXECUTIVES

Meeting

Notice is hereby given that, pursuant to
a resolution adopted on July 1, 1975
whereby the Council of Regional Travel
Executives (CORTE) requested a meet-
ing with officials of the United States
Travel Service to present CORTE's views
as to the essential elements of a Feder-
ally-sponsored domestic tourism pro-
gram, a presentation will be made by
CORTE on July 28, 1975, at 10:00 am.,
in room 4830, Department of Commerce,
14th Street and Constitution Avenue,
NW., Washington, D.C. 20230.

Davip N. PARKER,
Acting Assistant Secretary for
Tourism, Department of Commierce.

|PR D00.75-10446 Filed 7-28-75;11:10 am]

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Federal Disaster Assistance Administration
[FDAA-476-DR; NFD-275)

MINNESOTA
Major Disaster and Related Determinations

Pursuant to the authority vested in the
Secertary of Housing and Urban Devel-
opment by the President under Executive
Order 11795 of July 11, 1874, and dele-
gated to me by the Secretary under De-
partment of Housing and Urban Devel-
opment Delegation of Authority, Docket
No. D-74-285; and by virtue of the Act
of May 22, 1974, entitled “Disaster Rellef
Act of 1974" (88 Stat. 143); notice is
hereby given that on July 17, 1975, the
President declared a major disaster as
follows:

I have determined that the damage in
certain areas of the State of Minnesota
resulting from severe storms, tornadoes,
and flooding beginning about June 28,
1975, is of sufficient severity and magni-
tude to warrant a major disaster declara~
tion under Public Law 93-288. I therefore

declare that such & major disaster exists
in the State of Minnesota.

Notice is hereby given that pursuant to
the suthority vested in the Secretary of
Housing and Urban Development under
Executive Order 11795, and delegated to
me by the Seeretary under Department
of Housing and Urban Development Dele-
gation of Authority, Docket No. D-74-
285, T hereby appoint Mr. Robert E. Con-
nor, HUD Region V, to act as the Federal
Coordinating Officer for this declared
major disaster.

1 do hereby determine the following
areas of the State of Minnesota to have
been adversely affected by this declared
major disaster:

The Countles of:

Beltrami Norman
Clay Pennington
Itascn Polk
Kitwon Rosean
Muarshall Wilkin

And the Following Areas of Becker
County:

Atlanta Township

Spring Creek Township

Wallworth Township
(Catalog of Federal Domestic Assistance No.
14.701, Disaster Assistance.)

Dated: July 17, 1975.

Taomas P. Dunne,
Administrator, Federal
Disaster Assistance Administration.

| PR Doc756-19280 Piled 7-23-756,8:45 am|

[Docket No. PI-642]
Federa! Insurance Administration
NATIONAL FLOOD INSURANCE

PROGRAM

Final Flood Elevation for the Town of
Nashville, Brown County, Indiana

The Federal Insurance Administrator,
in accordance with Section 110 of the
Flood Disaster Protection Act of 1973
(P.L. 93-234), 87 Stat. 980, which added
Section 1363 to the National Flood Insur-
ance Act of 1968 (Title XIII of the Hous-
ing and Urban Deyelopment Act of 1963
(PXL. 90-448), 42 US.C. 4001-4128, and
24 CFR Part 1917 (Section 1917.10),
hereby gives notice of his final determi-
nations of flood elevations for the Town
of Nashville under Section 1917.8 of Title
24 of the Code of Federal Regulations,

The Administrator, to whom the Sec-
retary has delegated his statutory su-
thority, has developed criteris for flood
plain management in flood-prone areas.
In order to continue participation in the
National Flood Insurance Program, the
Town must adopt flood plain manage-
ment measures that are consistent with
these criteria and refiect the base flood
elevations determined by the Secretary
In accordance with 24 CFR Part 1010,

In accordance with Part 1917, an op-
portunity for the community or individ-
uals to appeal this determination to or
through the community for a perfod of
ninety (90) days has been provided. Pur-
suant to Section 1917.8, no appeals were

recelved from the community or from

FEDERAL REGISTER, VOL 40, NO. 143—THURSDAY, JULY 24, 1975




individuals within the community,
Therefore, publication of this notice is
in compliance with Section 1917.10.

Final flood elevations (100-year fiood)
are listed below for selected locations.
Mape and other information showing the
detailed outlines of the flood-prone areas

NOTICES

and the final elevations are avallable for
review at the Brown County Planning
and Zoning Office, Nashville,
Accordingly, the Administrator has de-
termined the 100-year (1.e., flood with one
percent chance of annual occurrence)
flood elevations as set forth below:

Sonree of Nooding Location

wid Fark Salt Creck

Eust corporate Hmits. ...

<o West corporate lumits.. ...
- Jefleryon St (Bxtended) ........

Elewation Width from bank of stream to 100yt

feot above  flood boundary facing downstroam

mean sen

fovel Left Right (feet)
i G0 435 [eet to carpo- 1,000
rle lmits,
601 Corporate limits.. 050

A o [ AREEEIS 430

Authority: National Flood Insurance
Act of 1968 (Title XIII of Housing and
Urban Development Act of 1968), effec-
tive January 28, 1969 (33 F.R. 17804, No-
vember 28, 1968) , as amended; 42 U.S.C.
4001-4128; and Secretary’s delegation of
authority to Federal Insurance Admin-
istrator 34 F.R. 2680, February 27, 1969,
as amended by 39 F.R. 2787, January 24,
1074,

Issued: July 10, 1975.

Faaxcis V, RElLLY,
Acting Federal
Insurance Administrator.

|FR D00.76-19220 Piled 7-23-75;8:45 am|

Office of Interstate Land Sales Registration
CASCADE MOUNTAIN RESORT
Hearing

Pursuant to 15 US.C, 1706(d) and 24
CFR 1720.180(d) .

Notice is hereby given that:

L. Scenic Developers, Inc., Dewey F.
Belton, President, its officers and agents,
herelnafter referred to as “Respondent,”
being -subject to the provisions of the
Interstate Land Sales Full Disclosure Act
(Pub. L. 90-448) (15 US.C. 1701 et
seq), received a Notice of Proceedings
and Opportunity for Hearing issued May
30, 1975, which was sent to the developer
pursuant to 15 US.C. 1706(d), 24 CFR
1710.45(b) (1) and 1720.125 informing the
developer of information obtained by the
Office of Interstate Land Sales Registra-
tion alleging that the Statement of Rec~
ord and Property Report for Cascade
Mountain Resort, located in Carroll
County, Virginia, contain untrue state-
ments of material fact or omit to state
material faets required to be stated
therein or necessary to make the state-
ments threrein not misleading.

2. The Respondent filed an Answer re-
ceived June 11, 1975, in response to the
Notice of Proceedings and Opportunity
for Hearing.

J. In sald Answer the Respondent re-
quested a hearing on the allegations con-
lained in the Notice of Proceedings and
Opportunity for Hearing,

4. Therefore, pursuant to the provi-
sions of 15 U.S.C. 1706¢(d) and 24 CFR
1720.160¢(d), IT IS HEREBY ORDERED
that a public hearing for the purpose of
laking evidence on the questions set forth
in the Notice of Proceedings and Oppor-
tunity for Hearing will be held befote

Judge James W. Mast, in Room 7146,
Department of HUD, 451 7th Street, SW.,
Washington, D.C., on September 3, 1975,
at 10:00 a.m.

The following time and procedure is
applicable to such hearing:

All affidavits and a list of all witnesses
are requested to be filed with the Hear-
ing Clerk, HUD Buflding, Room 10150,
Washington, D.C. 20410 on or before Au-
gust 27, 1975.

6. The Respondent is HEREBY NOTI-
FIED that failure to appear at the above
scheduled hearing shall be deemed a de-
fault and the proceedings shall be deter-
mined against Respondent, the allega-
tions of which shall be deemed to be
true, and an ORDER Suspending the
Statement of Record, herein identified,
shall be issued pursuant to 24 CFR
1710.45(b) (1),

This Notice shall be served upon the

Respondent forthwith pursuant to 24°

CFR 1720.440.
By the Secretary.
Dated: July 17, 1975.

James W. Masr,
Administrative Law Judge.

[FR Doc.75-10228 Flled 7-23-75;8:45 am}

[Order 75-7-88)

CiVIL AERONAUTICS BOARD
INTERNATIONAL AIR TRANSPORT
ASSOCIATION

Cargo Rates
Issued under delegated authority July
17, 1975.
In the matter of agreements adopted
by the Joint Traffic Conferences of the
International Air Transport Assoc. re-

lating to cargo rate matters; Agreement

C.AB. 25202 R-1 through R-13; Agree~
ment C.A.B. 25203 R-1 through R-10;
Agreement C.AB, 25204 R-1 through R~
10; Agreement C.A.B. 25207 R-1 through
R-6; and Agreement C.AB. 25220 R-1
through R-5. Agreements have been filed
with the Board, pursuant to section 412
(a) of the Federal Aviation Act of 1958
(the Act) and Part 261 of the Board's
Economic Regulations, between various
alr carriers, foreign air carriers, and
other carriers, embodied in the resolu-
tions of the Joint Traffic Conferences of
the International Air Transport Associa~-
tion (IATA). The agreements, adopted
at the 1975 Composite Cargo Traflic Con-
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ference held during May-June at Nice,
comprise most portions of the worldwide
cargo rate structure for effect October
1975 through September 1977 which con-
cern air transportation as defined by the
Act and are outlined below.

NORTH ATLANTIC

Major structural changes contem-
plated by Agreement C.A B, 25202 include
the replacement of U.S.-Europe 30,000
kg. specific commodity rates with 10,000
kg. containerized specific commodity
rates; establishment of 10,000 kg. com-
modity rates for several items to Beirut;
specification of rates and charges for new
type 2AA containers between the U.S.
and Europe; extension of rates and
charges for Types 1 and 2 containers to
all points in Europe where rates for Type
3 containers are currently applicable;
elimination of second pivot rates for con-
tainers; and imposition of new currency
discount factors on rates from certain
European and Middle Eastern countries,
Further, the agreement discontinues
minimum rates for cargo charters.

With respect to propdsed adjustments
in rates, U.S,-Europe/Middle East under
45 kg, and 45 kg. general commodity
rates and all US.-Africa general gom-
modity rates would remain at present
levels, U.S.-Europe 300 kg. and 500 kg.
general rates would be increased by 3
cents and 5 cents respectively and the
remaining U.S.-Middle East general rates
would be increased by 3 cents. With some
exceptions, U.S.-Europe/Middle East
specific commodity rates would be in-
creased 5 cents on September 1, 1975 with
an additional 5 cents increase in January
1, 1976, and U.S.-Africa commodity
rates would be increased 3 percent, Pres-
ent pivot weights and minimum charges
for containerized shipments would be
adjusted upwards resulting in net in-
creases In rates at the pivot weight rang-
ing from 3.2 to 5 percent and over pivot
rates would be decreased approximately
8 percent, Finally, the minimum charge
for any consignment would be increased
by two dollars to $31.

WEesTERN HEMISPHERE (TC1)

Changes envisloned under Agreement
C.AB, 25220 include a new resolution
specifically directed to governing the
meeting of non-IATA cargo rates and
practices; cancellation of the 100 kg, gen-
eral rate for all of TC1 and the 300 kg.
general rate between the US. and
Mexico; Introduction of rates and
charges for various types of containers
in certain markets; particularly in the
U.S.-Mexico market; and cancellation of
container rates in those markets where
no carrier has firm requirements for a
container program.

With respect to proposed rate adjust-
ments, US.-Mexico/Caribbean/Central
America as well as Intra-Caribbean gen-
eral rates would be increased by 8 per-

!The North Atiantic agreement would be
effective September 1075 through September
1077, In addition, no agreements on Mid
Atlantio cargo rates and composite matters
for worldwide application have been received,
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cent, U.S.~-Venezuela general rates would
be increased by 5§ percent, and U.S.-South
America (Long Haul) general rates would
be increased 10 percent northbound
while remaining at present levels for
southbound traffic, Specific commodity
rates would generally be increased 10
percent with individual exceptions, and
U.8.-Mexico/Caribbean container rates
and charges, as well as southbound Long
Haul container charges, would generally
remain at present levels. Southbound
Long Haul over pivot rates would be in-
creased 10 percent with specific increases
to northbound ‘container rates and
charges, Finally, minimum charges for
any consignment would in general be in-
creased $2, except in certain cases in the
U.S.-Mexico/Caribbean markets where
the Increase would be $1 and certain
Long Haul markets where the minimum
charge would remain at present levels.

NortH/CENTRAL PACIFIC

Agreement C.A.B. 25203 would replace
the present resolution governing the
meeting of non-IATA cargo and pas-
senger competition with a new resolution
speclfically addressed to cargo matters;
decrease the surcharge on Korean origi-
nations from 5 to 3 percent; impose an 18
percent surcharge on Burmese origina-
tions as well as currency discount fac-
tors on rates from Hong Kong, Singapore
and Malaysia; and discontinue the spe-
cific commodity rates under Resolution
590x * and the 200 kg. and 400 kg. gen-
eral commodity rates in all markets.

Regarding proposed rate adjustments,
minimum charges for any consignment
would increase by $3 to $21 for west
coast gateways and by $4 to $26 for in-
terior U.S. points. West coast-Tokyo un-
der 45 kg, 45 kg, and 100 kg. general
rates would remain at present levels
with a 5 cents decrease in the 300 kg.
rate and a 5 cents increase in the 500 kg.
rate. Other general rates from the west
coast to points beyond Tokyo would in-
crease 4 to 10 percent based upon mile-
age taper. Specific commaodity rates
between the US. and the Indian subcon-
tinent would increase 8 percent while
all other commodity rates with minimum
weights under 1,000 kgs. would increase
10 percent and over 1,000 kgs., 12 per-
cent, Certain commodity rates would
take lesser increases and a few such as
ftem 4416 would remain at present agreed
upon levels. Finally, present pivot
weights for containerized shipments
would . be decreased and minimum
charges increased for a net 3 to 11 per-
cent increase in rates at the pivot weight
in west coast-Tokyo container rates.

*The rates for the few items specified un-
der Roesolution 590x have since been incor-
porated into the structure under the general
provisions of Resolution 580 governing over-
all specific commodity rate matters.

S

NOTICES |

Container rates to other Asian points
beyond Tokyo would increase 6 to 21
percent based on the Tokyo rate plus
the 500 kg. general rate differential over
Tokyo. Over pivot rates would take simi-
lar increases.

Agreement C.AB. 25204 would in-
crease minimum charges for any con-
signment by $4 to $20 for west coast
and Alaskan points as well as Hawall
and by $5 to $26 for all other Western
Hemisphere points. General commodity
rates to/from Hawaili would be despeci-~
fied and instead constructed by means
of specified deductions from the Los An-
geles general rates. In addition, general
rates would increase 5 percent based
upon rates which include a 5 percent
fuel related increase disapproved by the
Board for an effective increase in gen-
eral rates from the US. of 10 percent.”
Similarly rates and charges for contain-
erized shipments would be increased by
amounts varying from 3.8 to 5.5 percent
for a net increase ranging from 8.8 to
10.5 percent from U.S. points, South-
bound (from the U.S.) specific commod-
ity rates would increase 10 percent, based
upon commodity rates which exclude the
disapproved fuel increase; and north-
bound commodity rates would increase
8 percent, except from Australin where
the increase would be 10 percent, Sev-
eral southbound commodity rates would
be canceled and certain northbound
rates would take lesser 5 or 6 percent
increases.

InTRA PaAciFic (TC3)

Insofar as transportation to/from U.S.
Pacific  territories is concerned, Agree-
ment C.A B, 25207 would increase mini-
mum charges for shipments by 1.25 UK.
pounds ($3.26) to 5.00 UX. pounds
($13.03) for Guam and by 55 UK. pence
($1.44) to 3.30 UK. pounds ($8.60) for
American Samoa.' General commodity
rates would be increased 8 percent and
5 percent and specific commodity rates
10 percent and 5 percent for Guam and
American Samoa respectively.

CARRIER JUSTIFICATION

The purpose of this order is to estab-
lish dates for submission of carrier just-
ification in support of the agreements
and comments from interested persons.
The carriers' justification should include
historical data as reported to the Board
in Form 41 reports by functional account
for total Atlantic, Western Hemisphere
or Pacific services for the year ended
March 31, 1975, adjusted to exclude op-
erations in market areas not covered by
an agreement and all scheduled passen-
ger and charter operations pertaining to
the market area covered by an agree-

" Order 74-12-23 (December 6, 1674) dis-
approved the 5 percent fuel related increase,

‘Based on 021b rates of exchange, 1 UK.
pound:-$2.6057.

ment so as to establish the present eco-
nomic status of cargo services in each
market area covered by the subject
agreements® The carriers will also by
expected to include a forecast for the
year ending September 30, 1976 (Augus:
31, 1976 for the North Atlantic agree-
ment) both including and excluding the
increased rates for which approval s
sought.*

In submitting their justification, car.
riers are requested to address certain
major points where the agreements
reached differ from the views of the
Board expressed in its policy statement
issued prior to the Nice Conference. Of
particular concern to the Board are the
significant increases in general rates. In
addition, a large number of specific com-
modity rates remain in the structure and
take lesser increases thus increasing the
discount spread from the general rates
Minimum charges for consignments are
increased significantly in most areas
and container rates for general cargo
often take higher increases than do the
bulk general and specific commodity
rates. Finally, in view of Pan American's
high earnings position in cargo services
in the South Pacific area, that carricr
must adequately explain the basis for
any rate increases in this area.

Accordingly, it is ordered, That;

1. All United States air carrier mem-
bers of the International Air Transport
Association shall file within fifteen calen-
dar days after the date of service of this
order, full documentation and economic
Justification for rates, charges and re-
lated conditions embodied in the subject
agreements;

2. Northwest Airlines, Inc. and Seca-
board World Airlines, Inc. shall file
within fifteen calendar days after date
of service of this order, data similar to
that required of the TATA carriers;

3. Comments and objections from
interested persons and parties shall be
submitted within thirty calendar days
after the date of this order;

® For example, a justification for the South
Pacific should exciude total North/Central
Paoclific operations and vice versa, the Norih
Atlantic should exclude Mid Atlantic opera-
tions, and the Western Hemisphere should
exclude Puerto Rico. In additlon Westorn
Hemisphere Justification should be further
broken down into geographic market area
eg., US.-Mexico, US-Caribbean, US.-Cen-
tral America and U.S.-South America,

*An example of the suggested formot,
which should also be used to set forth hils-
torical and forecast information relating to
trafic and capacity, is shown in the Appen-
dix. In addition, we would expect the fina!
columns giving the historical and forecas:
status of cargo services within an IATA mar-
ket area to be further divided into two col-
umns showing costs/revenues for all-carpo
and cargo carried on combination service
with an indication of the method of co«t
allocation between passenger and cargo op-
erations in combination service,
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4. Replies to submissions received In
response to ordering paragraphs 1 and 2
above and replies to comments received
pummnt to ordering paragraph 3 above
<hall be submitted within forty five cal-
endar days after the date of this order;

and

NOTICES

5. Insofar as air transportation as de-
fined by the Act is concerned, tariffs im-
plementing the subject agreements shall
not be filed in advance of Board approval
of the subject agreements,

This order will be published in the Fep-
ERAL REGISTER.
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By James L. Degcan, Chief,
Passenger and Cargo Rates Division

[seavr]

Bureat of Economics,

Epwin Z. HoLraxD,
Secretary.

Sample format for carrier submissions \—financial resulls—international Pacific division

Historlonl—Porecast year ending Sept. 30, 1975

Year Total North Bouth Paclic services

South Paclfio soheduled cargo seryice

eaded  Central, an
Mar, 31, Intra-Pacifie
19754 services

Total  pastenger services?

Beheduled  Other Seheduled cargo sorvice

Present rates

Froposed rates

All cargo  Belly

Total All cargo

Belly Total Allcargo Belly Total

Reventnes:
Total POASNEOr roventies
(cheduled) . ..o .ol
Expross (schoduled)
Freight (seheduled)
Madl (scheduled). .
Charter, IW‘
Chorter, frofght...
Other transport:
Overall transport
TOVODUES. oy eseersTIa
Nantransport rovenoss.
Overall opomuu
Tovenuo. ...

» v-vuommwma—mol
Malutenanoe—direc
.hnmumm—lnd!ml

Pussongor se

\ n ralt nod trafic secvic-

r m} n)(loﬂlﬂdnﬂ& heied

Genorsl and administra-
tion—transport rolated. .
Amortizstion of dovalop-
ment and preopersting
pansed, ofo. ...

Il P ociation, Might

Dy mrn’nlloh, other than
flizht oqunipment
Overall operating ex-

g s-wm (loss)
v n¢ Income and ex-

.uu- befors tar..,
tux af 48 percos!
1~ wetal omms—not ...
come afier Lax aud q)echl

1 Snmple s fy
? Asreported tn form 41,
! [neluding passenger and eargo charlers,

FEDERAL REGISTER,

r South Paclfic operstions—carriers will be expected to follow satme basle format for other geographic areas:

[FR Doc¢.75-19281 Flled 7-23-75;8:45 am]
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[Order 756-7-64 % Docket No, 25650]

INVESTIGATION OF THE LOCAL SERVICE
CLASS SUBSIDY RATE

Class Rate VII; Correction

Adopted by the Civil Aecronautics
Board at its office in Washington, D.C.,
on the 14th Day of July 1975,

On Page 1 of Appendix F--1 (Revised) *
the industry total figures for ad hoc ad-
Justments and net subsidy were inadvert-
ently misstated. These figures should
be—2.367 and 64,952, respectively.

By the Civil Aeronautics Board.

Dated: July 16, 1975.

[(seaL) EpwiIN Z. HOLLAND,
Seoretary.

[FR Doe.75-10279 Filed 7-23-75;8:45 am]

[Order 76-7-92; Docket No. 27571)
TEXAS INTERNATIONAL AIRLINES, INC.
Order Setting Application for Hearing

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.
on the 18th day of July, 1975.

By application filed March 3, 1875,
Texas International Airlines, Inc. (TXI)
has requested amendment of its certifi-
cate of public convenience and necessity
for Route 82 so as to delete Jonesboro,
Arkansas therefrom, By petition filed on
the same date, TXI requests that such
amendment be accomplished by show-
cause procedures.

In support of its petition for deletion
by show-cause procedures, TXI alleges,
inter alia, that from the beginning TXI
has provided Jonesboro with nonstop
service to and from Memphis—the city
with which it has its greatest community
of Interest; that Jonesboro has never
generated air traffic for TXI commensu-
rate with its potential; that Jonesboro's
low traffic level over the years has been
due to its proximity to and use of the
superior air service available at Mem-
phis; that Jonesboro is not isolated In
that it has access to vastly superior air
service at the Memphis Airport, located
78 miles away; that TXI's subsidy need
at Jonesboro was $250,240 or $49.52 per
passenger for the year ended September
30, 1974; and that this subsidy need s
higher than per-passenger subsidy costs
for other cities whose air services have
been deleted in the last few years.

The City of Jonesboro, Arkansas and
the Jonesboro Municipal Alrport Com-
mission have jointly filed an answer in
opposition to TXTI's petition for deletion
by show-cause procedures. The civic par-
ties allege, inter alia, that service at the
Memphis Alrport cannot provide a con-

' Published ot 40 FR (30306) 7-18-705.

"Filod ns part of the original document
published 40 FR 30306, July 18, 1975.

STXI cltes Orders 70-6-22, 72-4-06, 72-
4-97, 72-2-92, T2-6-33, and 74-12-125.

NOTICES

venient alternative for Jonesboro pas-
sengers; that there is no support for
TXI's claim that Jonesboro is not iso-
lated; that the decline in Jonesboro
traffic is due to poor service; that Jones-
boro has generated more traffic than any
local service point deleted by the Board
after hearing since January 1, 1972; and
that if good service is provided, Jones-
boro can support certificated operations
at a reasonable cost,

Upon consideration of the pleadings
and all the relevant facts, we have de-
cided to deny TXI's petition for deletion
by show-cause procedures, and to set for
hearing TXI's application for deletion
of Jonesboro. In view of the conflicting
contentions of the parties, we believe that
deletion by show-cause procedures would
be inappropriate, and that the disputed
facts and issues can best be resolved in a
full evidentiary hearing, at which all in-
terested parties are fully represented.’

The Issues to be considered at the hear-
ing should include the following ques-
tions: (a) Whether TXI's authority to
serve Jonesboro should be suspended or
deleted; (b) whether the long-term po-
tential for traffic generation favors sus-
pension for a temporary period rather
than deletion; (¢) whether the potential
exists for a commuter air carrier replace~-
ment service to Jonesboro's principal
communities of interest and, if so,
whether any suspension should be con-
ditioned upon the provision of such a re-
placement service; (d) whether TXI has
downgraded service at Joneshoro so as to
strengthen its case for deletion; (e)
whether the suspension or deletion of
TXI's service at Jonesboro would affect
TXI's ability to adequately and econom-
ically provide service to downline points;
and (f) whether the applicant should be
required to provide or guarantee free, re-
duced-rate, or full-fare limousine service
linking Jonesboro to the national air

transportation system at a nearby point..

Accordingly, it is ordered, That:

1. The application of Texas Interna-
tional Airlines, Inc, in Docket 27571 for
deletion of Jonesboro, Arkansas be and
it hereby is set for hearing before an Ad-
ministrative Law Judge of the Board at
a time and place to be hereafter desig-
nated;

2. The petition of Texas International
Airlines, Inc. for deletion by show-cause
procedures be and It hereby is denied;

3. A copy of this order shall be served
upon Texas International Airlines, Inc.;
Mayor, City of Jonesboro, Arkansas; Air-
port Manager, Jonesboro Municipal Alr-
port; Mayor, City of Memphis, Tennes-
see; Airport Manager, Memphis Interna-

 Our preliminary analysis leads us to con-
clude that any decision which the Board may
reach in this proceeding would not constitute
a major Federal action significantly affecting
the environment within the meaning of the
National Environmental Policy Act of 1069.
See Orders 74-7-35, July 8, 1074, pp. 10-11 and
T4-11-19, November 4, 1974, note 22, Our con~
clusion does not forecloge the presentation of
evidence by Interested persons directed to
this lssue.

tional Airport; Mayor, City of Litue
Rock, Arkansas; Governor, State of Ar.
kansas; Director, Arkansas Division of
Acronautics; and the Postmaster Gen.
eral; and

4. Motions or petitions seeking modi-
fication or reconsideration of this order
shall be filed no later than 20 days after
the date of service of this order ang
answers to such pleadings shall be file
no later than 10 days thereafter.

This order shall be published in the
FEDERAL RECISTER.

By the Civil Aeronsutics Board,

[sEAL] EpwiN Z, HOLLAND,
Secretary

|FR Doc.75-10280 Filed 7-23-75;8:45 nm

COMMISSION ON THE REVIEW of
THE NATIONAL POLICY TOWARD
GAMBLING

HEARINGS

Pursuant to the Provisions of the Fed.
eral Advisory Committee Act (Pub. L. 92-
463, 86 Stat., 770), notice is hereby given
that the Commission on the Review of
the National Policy Toward Gambling,
established under autherity of Section
Pub. L. 91-452, Part D, Sec. 804-808 of the
Organized Crime Control Act of 1970,
will hold hearings on August 18, 1975, in
Room 131, Legislative Building, 401 South
Carson Street, Carson City, Nevada; and
on August 19-21, 1975 in the Federa)
Building, Las Vegas, Nevada; and on Au-
gust 22, 1975, in Courtroom 1, Federal
Bullding, 230 N. 1st Avenue, Phoenix,
Arizona,

The purpose of the above-described
hearings is to elicit testimony from Fed-
eral, State and local Government officials,
as well as law enforcement representa-
tives as to the effectiveness of gambling
enforcement toward the element of or-
ganized crime in the United States,

The hearings of the Commission will
be open to the public, and interested per-
sons are invited to attend. The rules of
procedure for person or persons present-
ing matters to the Commission are the
same as those previously published by
this Commission in the FEpERAL Recisten

Dated: July 21, 1975,

James E. RircHIE,
Executive Director.

[FR Doc.75-10245 Plled 7-23-75;8:45 am)

CONSUMER PRODUCT SAFETY
COMMISSION

[Petition Nos. CP-74-8; HP-756-3)
AEROSOLS

Petition of Center for Science in the Public
Interest; Petition of PAM Club To Ban
Pmdocts Containing Certain Fluorocar-

I INTRODUCTION

The Consumer Product Safety Com-
mission has before it petitions filed by
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the Center for Science in the Public In-
terest (CSPI) and the PAM Club (PAM),
each of which seeks to have this Com-
mission take regulatory action concern-
ing self-pressurized products commonly
known as aerosols, Each petition to some
extent raises overlapping jurisdictional
and substantive questions and will be
discussed herein in a consolidated
{ashion.

In recent years there has been a pro-
liferation of products packaged in pres-
surized containers. These containers
have vtilized various propellant gases,
such as vinyl chloride monomer and cer-
tain fluorocarbons. Recently such aero-
sols have been subjected to Increasing
scrutiny because of allegations of harm-
ful properties associated with them. In-
cluded among these have been allega-
tons of injuries due to toxicity, carcino-
genicity, explosiveness, flammability,
and eye and skin Irritation, Also recent
allegations have been made that the re-
lease of fluorocarbons from aerosol cans
is associated with a diminution of the
ozone layer in the stratosphere.' Reports
and sclentific investigations on the
carcinogenic effect of vinyl chloride have
already led federal agencies, including
the Consumer Product Safety Commis-
sion, to ban products containing that
propellant. (See 16 CFR 1500.17(a) (10)
which bans self-pressurized products in-
tended or suitable for household use that
contain vinyl chloride monomer as an
ingredient or in the propellant.)

II. PETITIONS PENDING
The petitions seek the following relief;
A, CSPI

1. The Center for Science in the Public
Interest requests the Commission to take
the following action:

a. Investigate the Number and Amount
of Toric Substances Used. Injuries or
potential injuries are alleged to exist due
to the toxicity of aerosol spray, inducing
human tissue burns, respiratory injuries
to susceptible people, such as asthmatic
and heart patients, irritation and in-
flammation from excess spray, long-
term effect due to particle deposition in
the lungs or particle absorption into the
plood stream, and synergistic effect from
combined product sprays.

b. Investigate the Safety of Aerosol
Containers. Injuries are alleged to.occur
from explosion due to aceldental or de-
liberate placement of containers in or
near a heat source and also are alleged
to occur due to accessibility to children.

c. Investigate the Usefulness and Ac-
curacy of Aerosol Spray Labeling, Pos-
sible injuries are alleged to occur from
difficulty in applying a product as di-
rected on the label, eg., “apply hair
spray while avolding face.”

' The Commission presently has two peti-
tions before it filed by the Natural Resources
Defense Counoll and the City of Los Angeles
seeking to ban aerosols contalning fluoro-
carbons. As these petitions raise additional
Jurisdictional constderations, as well as
unique and complex substantive questions,
they will be the subject of a separate
decision,
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d. Investigate the Susceptibility by
Consumers to Misuse. Deaths are alleged
to occur from deliberate inhalation of
toxic contents of aerosols; and possible
injurious effects are alleged to occur
from pollution due to overuse in the
home.

e. Investigate the Manufacturers’
Honesty in Promotion of Products. Alle~-
gations are made that imply the supply-
ing of misinformation by manufacturers,
leading to incorrect use or handling of
aerosol spray products.

f, Public Information. It is recom-
mended that a public education program
be initiated on the dangers of household
sprays used in the home.

2, The CSPI also recommends regula-
tory actions:

a. That aerosol spray products not bhe
used in households.

b. That all toxic and unsafe aerosol
products be banned and recalled.

¢. That premarket testing of ingredi-
ents at manufacturers’ expense be
required.

3. CSPI recommends these interim
mMeasures:

a. Requiring child-proofing.

b. Requiring explosion-proof contain-
ers,

B. PAM

The PAM Club asks the Commission
to ban:

1. The product, “Pam",

2. All aerosols which have caused more
than three confirmed deaths as a result
of inhalation, and

3. Aerosols containing both “Freon-11"
and “Freon-12" in a mixture.

The product “Pam" is an aerosol used
to lubricate cooking surfaces, Petitioners
have alleged that “Pam” and similar
products are dangerous when used as
directed and lethal when the propellant
is concentrated and intentionally
inhaled.

III. JURISDICTION

At the threshold the Commission
must determine its authority to take the
regulatory actions petitioned for. The
jurisdictional problems are complex and
difficult to deal with because of the di-
versity of products being packaged and
sold In aerosol form. Today aerosol
packaging is utilized for products rang-
ing from hair sprays and foods to house-
hold cleaners, paints, and insecticides,
In providing regulatory authority over
these products Congress has traditionally
vested various federnl agencles with
Jurisdiction on a functional basls. Thus,
foods, drugs, and cosmetics are regulated
by the Food and Drug Administration
(FDA) pursuant to the Federal Food,
Drug, arc Cosmetle Act (FDCA), 21
U.S.C. 321 et seq., and economic poisons
(pesticides) are regulated by the Envi-
ronmental Protection Agency (EPA) un-
der the Federal Insecticide, Fungiclde
and Rodenticide Act (ZIFRA), 7 US.C.
135 et seq. Other products, including
those used In or about the household,
are subject to regulation by this Com-
mission under the Consumer Product
Safety Act (CPSA), 15 U.S.C. 2051 et seq.,

and the Federal Hazardous Substances
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Act (FHSA), 15 U.S.C. 1261 et seq. The
functional division of jurisdiction com-
pounds the Commission’s task where, as
here, the petitions raise questions wholly
separate from the active ingredients of
the products themselves. Both petitions
raise questions regarding the propellant
utilized in the aerosols, The CSPI peti- -
tion, In addition, raises questions con-
cerning the packaging and use of the
aerosols, Both CSPI and PAM raise the
issue of misuse.

A. PROPELLANTS

The authority of this Commission to
fake any action with respect to the pro-
pellants utilized In aerosols must be
found in two statutes under its admin-
istration—the CPSA, and the FHSA. The
CPSA, inter alia, authorizes the Commis~
sion to regulate “consumer products” by
issuing consumer product safety stand-
ards to deal with unreasonable risks of
injury or by banning products for which
a standard is not feasible, Under the
FHSA, hazardous substances are required
to bear cautionary labeling and, where
the nature or the degree of the hazard
is found to be so severe that cautionary
labeling cannot adequately protect the
public, such substances may be declared
banned hazardous substances.®

Both the FHSA and the CPSA are
drafted to exclude from CPSC jurisdic-
tion products which are foods, drugs,
cosmetics and pesticides, Section 2(1)2
of the FHSA provides “[tlhe term ‘haz-
ardous substance’ shall not apply to pes-
ticides subject to the . , . [FIFRA] nor to
foods, drugs, and cosmetics subject to
the . .. [FDCA1 .. ,"” 15 US.C. 1261(1)
(2). Under the CPSA the term “con-
sumer product” is defined as “any arti-
cle or component part thereof, produced
or distributed (1) for sale to a consumer
for use in or around a permanent or
temporary household or residence . . .
or (i) for personal use, consumption or
enjoyment of a consumer in or around a
. « . household or residence ...” 15 USC,
2052(a) (1), The Act specifically excludes
from the definition of “consumer prod-
uct,” inter alia, “economic poisons (as
defined by the , ., [FIFRA)),” 15 U.S.C.
2052(a) (1) (D) ; “food . . . as defined in
.« . the [FDCA] ,.."” 156 US.C, 2052(a)
(1) (I); and *‘drugs, devices, or cosmetics
(as such terms are defined in . . . the
IFDCALD),"” 156 US.C. 2052(a) (1) (H).

It is clear from the drafting of the
statute as well as the legislative history
that this agency has been vested with
residual or “catechall” jurisdiction of haz-
ards associated with those products not
specifically exempted. Thus, hazards as-
sociated with “consumer products” such
as paints, household cleaners, and any
products used in or about the household
that do not fall within the definitions of
foods, drugs, cosmetics and pesticides
are unquestionably within CPSC juris-
diction. With respect to this category of

fUnder section 80(d), OPSA (15 USC.
2078(d) ) the Commiasion is required to in-
voke the FHSA as a source of authority to
eliminate a risk of Injury If such risk can be
ndequntely dealt with under that statute
before resorting to the CPSA.
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products,-the Commission believes that
CPSC jurisdiction clearly extends to the
delivery system or propellant utilized in
conjunction with such products, No
other federal regulation or statute ex-
tending to the propellant utilized with
this category of products can adequately
deal with the problems raised in the peti~
tione herein.

The Commission, having determined
that it has the requisite jurisdiction to
regulate the propellants utilized in con-
junction with those consumer products
subfect to its jurisdiction under CPSA
and FHSA, must address whether it has
jurisdiction over propellants utilized in
conjunction with foods, drugs, cosmetics,
or pesticides. The FDCA defines the term
“food” as “(1) articles used for food or
drink for man or other animals . . . and
(3) articles used for. components of any
such article,” 21 US.C. 321(0). (Empha-
gis supplied.) The term “drug” is defined
as “(A) articles recognized in the official
United States Pharmacopeia, official
Homeopathic FPharmacopeia of the
United States, or official National For-
mulary, or any supplement to any of
them: and (B) articles intended for use
in the diagnosls, cure, mitigation, treat-
ment, or prevention of disease in man or
other animals; and (C) articles (other
than food) intended to affect the struc-
ture or any function of the body of man
or other animals; and (D) articles in-
tended for use as a component of any
articles specified in clause (A), (B), or
(©) ..." 21 USC. 321(g) (1). (Empha~
sis supplied,) “The term ‘cosmetic’ means
(1) articles intended to be rubbed,
poured, sprinkled, or sprayed on, intro-
duced into, or otherwise applied to the
human body or any part thereof for
cleansing, beautifying, promoting attrac-
tiveness, or altering the appearance, and
(2) articles intended for use as a com-
ponent of any such articles; except that
such term shall not include soap,” 21
US.C. 321(1). (Emphasis supplied.)

The FDA has broadly interpreted the
term “component” and has utilized it to
take regulatory sction over aeérosol pro-
pellants when used in conjunction with
foods, drugs. and cosmetics. An asser-
tion of jurisdiction based in part on the
“component” authority has been upheld
in two recent court decisions involving
food contact surfaces. In the first case,
FDA determined that certain cardboard
wrapping containing a chemical that
might become part of food was a *“food
additive” and therefore a food for
regulatory purposes, This finding was
sustained in Natick Paperboard Corp. v.
Weinberger, 389 F. Supp. 794 (D. Mass.
1975). The Court, in reviewing the
legislative history of the FDCA, noted
that Congress intended FDA to “monitor
and regulate anything traveling in
interstate commerce which ultimately
would be ingested by human beings re-
gardless of the label appended thereto.”
389 P, Supp. at 797. The Court further
noted that remedial safety legislation
such as FDCA 1is to be lberally inter-
preted consistent with the act’s over-
riding purpose. Similarly, in US. v,
Articles of Food, 307 F, Supp. 371 (ED.
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Mich. 1974), another Court upheld FDA
regulation of pottery that contained lead
and was intended for use as dinnerware.

FDA has also interpreted its jurisdic-
tion broadly in the area of aerosols.
Thus, In two separate FEperaL REGISTER
notices on May 3, 1973 (38 FR 10956),
and March 7, 1973 (38 FR 6191), FDA
proposed regulations requiring, among
other things, that certain precautionary
1abeling appear on aerosol containers.
The May 3 notice, which has never been
finalized, was published under the au-
thority of the Federal Hazardous Sub-
stances Act, which as of that date was
administered by FDA' and applied to
fiuorocarbon rerosols intended or suit-
able for use in the houschold. The
March 7 notice, which was finalized
March 3, 1975, was published under the
authority of the Federal Food, Drug, and
Cosmetic Act and applied to aerosolized
food, drug, and cosmetic products.

Two things are significant about these
regulations. The first is that they pro-
posed labeling that warns consumers of
dangers assoclated with intentionally
inhaling the product, a hazard that is
associated primarily with the propeliant.
The second is that FDA carefully
published two separate notices under
two separate acts regulating some aero-
sols under one and some under another
although the same hazard was presented
by all. By these actions FDA made clear
that it interpreted the terms food, drugs,
and cosmetics as Including propellant
components when those products were
marketed in an aerosol form. FDA
further strengthened its interpretation
on August 26, 1974, when it banned the
use of vinyl chloride monomer as & pro-
pellant in drug, and cosmetic products
(39 FR 30830).

Apart from regulation, FDA In a com-~
munication to this agency,' expressed its
interpretation of the FDCA as including
propellants only when utilized in con-
junction with foods, drugs, and cos-
meties. This interpretation is supported
by an advisory opinion from the Depart-
ment of Justice * which monitors prob-
lems of conflicting jurisdiction among
federal agencles.

It is a touchstone principle that where
any ambiguity exists in a regulatory stat-
ute courts will look to, and give great
weight to, the Interpretation of a statute
by the agency charged with its admin-
istration. Udall v, Tallman, 380 US, 1
(1965). The Commission believes that
administrative agencies should recognize
this same principle through the doctrine
of comity when they are required to con-
strue the statutory scheme of a sister
agency. Indeed, section 28(c), CPSA, 15

*The Federal Hazardous Substances Act
was transferred to the Consumer Product
Safety Commission on May 14, 1073 by sec-
tion 80 of the Consumer Product Safety Act.

* Letter of Pebruary 17, 1975 from the FDA
General Counsel to the CPSC General Coun-~
seol avallable in the Office of the Secretary.

% Letter of June 10, 1975 from Wallace H.
Johnson, Assistant Attorney General, US,
Dept. of Justice, to Council on Environmen-
tal Quality, avallable In the Office of the
Secretary.
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U.S.C. 2078(¢c), establishes a pollcy of
cooperation among the various federq)
agencies regulating product safety in the
administration of their respective stat-
utory schemes.

FDA has clearly, consistently, and ;-
ambiguously asserted jurisdiction ove
food, drug. and cosmetic propellants, and
its interpretation is supported by the De.
partment of Justice, Its broad reading of
its authority has been supported by the
courts and acknowledged by Congress
The Commission, therefore, finds that it
lacks Jurisdiction to regulate any ho:-
ards associated with propellants used in
food, drug, and cosmetic products,

Similarly, the Commission also lacks
jurisdiction to regulate hazards associ-
ated with pronellants used In aero:o
pesticides. FIFRA defines an econom!c
poison broadly as “(1) any substance o
mixture of substances intended for pre-
venting, destroying . . . forms of plant
or animal life . . . which the Administra-
tor shall declare to be a pest, and (2,
any substance or mixture of substances
intended for use as a plant regulator
defoliant, or desiceant.” 7 U.S.C. 135(a).
There seems little room for doubt that
this definition is broad enough to encom-
pass propellants of aerosol pesticides
This interpretation is borne out by the
fact that on April 26, 1974, the Admin-
istrator of the Environmental Protection
Agency effectively banned the use of
vinyl chloride in pesticide products by
suspending registration for products con-
taining that propellant. 39 FR 14753,

The functional divisions of jurisdic-
tion over the various types of aerosol
products also precludes the Commission
from asserting jurisdiction over all aero-
sol propellants prior to inclusion in prod-
ucts intended for consumers. This Com-
mission’s jurisdiction under FHSA s
limited to those substances intended or
packaged In a form suitable for use in
the household. Bulk propellants not be-
ing so intended or packaged, are beyond
the anuthority of that Act. Under the
CPSA the term “consumer product” in-
cludes components of consumer prod-
ucts. However, bulk propellants which
are intended for use in foods; drugs, cos-
metics, or pesticides are not & component
of and cannot be considered consumer
products and are therefore not subject
to regulation under the CPSA,

B, MECHANICAL HAZARDS

CSPI's petition raises another juris-
dictional question. This question relates
to mechanical hazards associated with
the aerosol cans. Aerosol containers are
alleged to present certain mechanical
hazards such as the danger that they
may explode, that sharp exterior edges
may cut and injure the unwary con-
sumer, that the spray may go in a direc-

* The House Committee Report accompany -
ing the Consumer Product Safety Act in dis-
cussing the exclusion of food from the defi-
nition of consumer products states that it
“intends to exclude from application of this
bill all foods within the broad meaning given
to that term in section 201 of the Food, Drug.
and Cosmetic Act,” HR. Rep, No. 1158, 02d
Cong., 2d Sess, 28 (1972),
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tion other than that intended by the
consumer thereby causing injury, or
that young children may be exposed to
erlous personal injury or illness because
they may gain access to the contents,

As noted, supra, the Commission views
its authority under the CPSA as the
residual power to deal with risks of harm
associated with consumer products where
congress has not specifically vested
jurisdiction in another statutory scheme.
This interpretation accords with the leg-
islative history of the Consumer Product
safety Act. The Act was broadly drawn
to ensure that all consumer product
pazards would be regulated by one
agency except those “which are either
regulated under other safety laws or
which the Committee has yet to deter-
mine should be subjected to safety
regulation of the type envisioned by this
pil.” H.R. Rep. No. 1153, 92d Cong. 2d
Sess. p. 27 (1972),

Regarding the regulation of mechani-
cal hazards under the FDCA, there is no
explicit decision by FDA in the area.
There is; however, an interpretation by
FDA in a letter suggesting that FDA
may lack audthority to adequately regu-
late mechanical hazards assoclated with
food, drug, and cosmetic containers.”
Moreover, this letter suggests that it
would be approprigte for the CPSC to
assert jurisdiction in this area where the
FDCA Is deficlent. Certainly this inter-
pretation construes the FDCA in a man-
ner consistent with any reasonable inter-
pretation of the CPSA to provide maxi-
mum protection to consumers in aceord-
ance with Congréssional intent.*

Unlike the prppellant, the aerosol con-
tainer itsell does not normally mix with
or in any way become part of the con-
tents of the can.® In United States v.
Articles of Food, supra, the Court specif-
lcally pointed out that FDCA would not
provide jurisdiction to regulate pack-
aging where there is no migration:

It is Jkewise clear that ordinary pack-
aging or food holding devices from which
there is no migration are not subject to
the Act. 370 F. Supp. at 373.

Therefore it is reasonable to belisve that
the aerosol container itself is not a
“food," “drug,” or *‘cosmetic.”

It is true that FDA has interpreted the
FDCA to permit it to warn consumers of
dangers assoclated with exploding aero-
sol containers. 42 FR 8912 (March 3,
1975). However, this labeling authority
does not depend on FDA finding that the
container itself Is a food, a drug, or a
cosmetic. Rather it seems to be based on
the language of 21 U.S8.C. 321(n) which

" Letter of January 7, 1975, from PDA Gen-
eral Counsel to CPSC General Counsel avail-
able In the Office of the Secretary.

' See Wilderness Society v. Morton, 479 P,
2d 842 (D.C. Clr, 1973), cert. denied, 411 US,
917 (1973).

"1t is conceivable that under some extraor-
dinary clroumstances some portion of the
nerosol contalner might migrate into the
product itself thus making it unfit for hu-
man use or consumption. Were this to hap-
pen, the affected contalners would, of course,
be subject to regulation under the FDCA for
this hazard,
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provides that a food, drug, or cosmetic
article may be deemed misbranded if its
label is misleading in that it fails to re-
veal facts with respect to hazards asso-
ciated with use of the article. Since FDA's
ability to so label aerosols does not re-
quire the container itself to be a food,
drug or cosmetic, it does not preclude this
Commission’s setting standards to regu-
late the mechanical hazards of aerosol
containers,

Since the Consumer Product Safety
Act should be interpreted broadly and
since this Commission has the expertise
and authority to set safety standards to
reduce the mechanical hazards asso-
ciated with aerosol containers and since
the agency charged with interpreting the
FDCA has not interpreted its laws in any
way that would be inconsistent with this
Jurisdiction, the Commission finds that
it has Jjurisdiction to regulate the
mechanical hazards associated with all
aerosol containers that are intended for
sale to or use by a consumer notwith-
standing the fact that the contents are
foods, drugs, cosmetics or houshold sub-
stances, or that migration may occur.

Pesticides, however, are different since
Jurisdiction over packaging has been
specifically granted to EPA In a 1972
amendment to FIFRA. Therein EPA was
given authority:

*“(3) to establish standards (which
shall be consistent with those established
under the authority of the Poison Pre-
vention Packaging Act (Public Law 90-
601)) with respect to the package, con-
tainer, or wrapping in which a pesticide
or device is enclosed for use or consump-
tion, In order to protect children and
adults from serious injury or illness re-
sulting from accidental ingestion or con-
tact with pesticides or devices regulated
by this Act as well as to accomplish the
other purposes of this subchapter."” 7
U.S.C. 136W. (¢) (3) (1972),

To the extent that FIFRA has con-
ferred jurisdiction to EPA, the Commis-
sfon will not séek to extend its regula-
tory authority over mechanical hazards
or aerosol containers utilized for pesti-
cides, This is consistent with an earlier
Commission decision ™ to defer to EPA
responsibility for promulgating and en-
forcing PPPA regulations with respect to
pesticides."

IV. Dzcision

A, C5P1 PETITION

CSPI has requested wide-ranging ac-
tion by the Commission on aerosols,
much of which does not lend itself to
formal agency rulemaking." Neverthe-

W CPSC administrative decision regarding
regulatory policy, November 21, 1074,

It should also be noted that since the
PPPA explicitly grants suthority to the Com-~
mission to regulate foods, drugs and cos-
metics with respect to child-resistant pack-
aging, no jurisdictionsl question arises.

¥ Note that a “petition™ In this context
means a request for the Commission to Issue,
amend, or repeal a rule, 5§ US.C. 553(e): 15
US.C. 2069(a): 21 US.C. 701(e), All other
requests for agency action, such as requests
to conduct research, or to Institute informa-
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less, the Commission does believe the
petition raises many significant problems
with which it must deal.

Several of CSPI's requests deal with
the alleged toxicity of aerosol ingre-
dients, Specifically, CSPI asked the Com-
mission to inyestigate the number and
amount of toxic substances used in aero~
sols, and recommended that it ban the
use of aerosols in the home, that it re-
quire the recall of all toxic and unsafe
aerosols, and that it require premarket-
testing of aerosol ingredients at manu-
facturer's expense,

With respect to problems of aerosol
products within CPSC jurisdiction (see
section III A, Supra) that may present
long~term or chronic toxicity hazards to
consumers, the Commission has decided
to take whatever steps may be necessary
to develop test methods for the objective
evaluation of individual products. The
test methods presently specified by
FHSA and the regulations promulgated
thereunder are designed. primarily to
reveal hazards that are acute rather
than chronic in nature. While at one
time such testing may have been ade-
quate, as CSPI points out, the prolifer-
ation of nerosol products and reports of
long-term hazards associated with their
use leads the Commission to the conclu-
sion that it 15 necessary to develop guide-
lines and screening protocols that will
pinpoint ingredients or mixtures of in-
gredients that may produce adverse
chronic effects. The Commission is cur=
rently conducting applied inhalation re-
search to develop some of the basic
criteria for objectively evaluating prod-
ucts for potential acute and/or chronic
hazards. This type of research will con-
tinue until such generic tests can be
developed. The sub-chronic or chronic
inhalation tests to be developed will pro-
vide & means of evaluating aerosol prod-
ucts for their potential for causing harm-
ful effects to consumers.

Research and investigations are cur-
rently being conducted by the Commis-
sion in furtherance of this goal. The
Commission 15 sponsoring a contract
study to determine particle size and
chemical composition of typical aero-
solized products; to determine such prod-
ucts' distribution in the consumers’ im-
mediate environment under conditions
simulating use by consumers; to deter-
mine, in two animal specles, the deposi-
tion and metaholic fate of tracer-labeled
aerosols; and to determine long-term
effect of several chemicals found above
to be so deposited and retained in the
body. The Commizssion has entered into
a contract for a study of the effects
(mechaniam of action) of inhalation of
commonly used volatile solvents and pro-
pellants. The investigator for this study
is already under contract with anhother
federal agency, and has already provided
considerable data. This study should pro-
vide additional information on the car-
diovascular and pulmonary effects of

tion campaigns, while glven serlous con-
slderation, cannot be considered “petitions
in the legal sense.
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commonly used aerosol propellants and
solvents thus furnishing the Commis-
slon an improved basis for identifying
potentially dangerous chemicals in pres-
surized products. The Commission has,
via an interagency agreement with the
Bilomedical Laboratory, Toxicology Di-
vision, Edgewood Arsenal, Maryland,
initiated the following Inhalation studies
on vinyl chloride:

Lifetime cancer study In rats and
mice following short-term, low-level ex-
posures to vinyl chloride monomer,

A three-generation animal study of
the reproductive systems and processes
after exposure to the vinyl chloride
monomer.

The Commission has asked the National
Academy of Science/Nationnl Research
Council to organize and convene a series
of panels and sub-panels of experts to
perform the following tasks:

To evaluate the current toxicity fest
procedures for their reliability and ap-
plicability to the goals of the Consumer
Product Safety Commission; to recom-
mend additional research (priority)
needed to develop and/or validate test
procedures; and to update and expand
NAS/NRC Publication 1138, “Principles
and Procedures for Evaluating the
Toxicity of Household Substances,” and
where possible recommend methodology
applicable to CPSC procedures.

When reliable testing protocols have
been developed, the Commission antici-
pates promulgation of rules establish-
ing the test methods and supplement-
ing the existing definitions of the term
“toxic” under the FHSA,

As a practical matter, addition of ge-
neric tests for chronic health hazards to
the FHSA will require manufacturers to
test for those hnzards. The statutory
scheme of the FHSA contemplates pre-
market testing by manufacturers in that
the FHSA requires all products, includ-
ing aerosols, to bear cautionary labeling
if the products contain ingredients or
mixtures of ingredients that are toxic,
corrosive, irritants, strong sensitizers,
flammable or combustible or generate
pressure through decomposition, heat,
or other means, 15 US.C. 1261(p). The
statute itself prescribes some tests to de-
termine whether a product presents one
of those hazards. Also, as it proposes
doing for chronic hazards, the Commis-
sion has from time-to-time supplement-
ed these tests by regulation. While the
FHSA does not explicitly require manu-
facturers to test their products for these
unsafe characteristics, the sale of a mis-
branded product (ie., one not properly
labelel) is subject to criminal penalties
without regard to the manufacturer’s
specific Intent, 15 U.S.C. 1264. The Com-
mission believes this sanction, coupled
with the Commission's ability to seize
misbranded goods, results in widespread
premarket testing of products to deter-
mine whether they are required to be la-
beled under FHSA.

The Commission velieves that this re-
search program and the premarket test-
ing that will resulf from it are responsive
to the group of CSPI's requests dealing
with the toxicity of aerosols. To the ex-
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tent that CSPI requests a ban on the sale
of all serosols under CPSC jurisdiction,
the request is denied. Based on present
knowledge the Commission® cannot find
that a ban would be justified. This judg-
ment can of course be reversed at any
time new information is acquired which
shows that a ban of individual aerosol
products or of all aerosols is required to
protect the public.

CSPI also requested the Commission
to investigate the susceptibility of aero-
sols to misuse by consumers and to edu-
cate consumers to the hazards associ-

-ated with aerosols. The Commission,

based on available information con-
cludes that it lacks jurisdiction to reg-
ulate those products most commonly as-
soclated with intentional misuse. Never-
theless, because products it does regulate
may also be intentionally misused, the
Commission plans a comprehensive edu-
cation campalgn to alert consumers to
this danger. This campaign will also ad-
dress certain other aspects of the aerosol
problem such as the danger that con-
tainers may explode when improperly
dizposed of.

CSPI asked the Commission to investi-
gate dangers to children from the ac-
cessibility of aerosols and to require all
aerosols to have child resistant closures.
Certain products such as oven cleaners
containing sodium and/or potassium hy-
droxide, which the Commission'’s injury
data show to be particularly hazardous,
are salready required to have such
closures (16 CFR 1700.14(a)(5)). The
Commission has directed its staff to de-
termine which other aerosol products
present a hazard of serious personal in-
jury or illness to young children by
reason of the accessibility to their con-
tents. Any that are so identified will be
promptly considered for the institution
of rule-making procedures under the
PPPA. In this connection the Commis-
sion has also directed its staff to evalu-
ate its present test methods for hazards,
such as the test for eye frritancy, to de-
termine whether new methods are neces-
sary to adequately measure the risk of
injury posed by acrosolized preducts to
small children.

With respect to misdirection prob-
lems associated with aerosol containers
that present a risk of injury because of
inadequate means to properly direct the
spray, the Commission has decided to
take steps to seek prompt voluntary ac-
tion to correct the problems. In the event
that a voluntary commitment cannot be
obtained, the Commission will take
formal regulatory action.

CSPI requested the Commission to In-
vestigate the safety of aerosol containers
and to require explosion proof contain-
ers. The Commission's investigation
which included hearings held in Febru-
ary and March, 1974, and May, 1975, re-
view of death certificates furnished by
local jurisdictions and in-depth in-
vestigation of injuries reported by hos-
pital emergency rooms -through the
Commission’s National Electronic In-
jury Surveillance System (NEISS) as
well as other sources demonstrates that,
at this time, no unreasonable risk of in-
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jury Is assoclated with exploding aeroso)
containers. Therefore, this request i
denjed without prejudice.

Finally CSPI asks the Commission t,
investigate the usefulness and accurncy
of aerosol spray labeling and the honesty
of manufacturers in the promotion of
aerosol products. The Commission has
undertaken an investigation of consum-
ers' awareness of labeling on aerosolizeq
household products which are associated
with injuries to consumers. This study
will be used by the Commission stafl t,
determine whether existing labeling re.
quirements for aerosolized household
products could be improved to reduce or
eliminate risks of Injury assoclated with
those products.

With regard to misleading or deceptive
promotion (other than mislabeling) of
aerosolized household products; the Com-
mission notes that the Federal Trade
Commisslon is the agency of the federal
government with primary Jurisdiction
over such practices. Section 5 of the Fed.
eral Trade Commission Act authorize
the Federal Trade Commission to prevent
“unfair or deceptive practices” directed
toward consumers, The Commission
therefore believes this request would
g;ée appropriately be directed to the

B. PAM CLUB PETITION

PAM Is an aerosol product used for
the lubrication of cooking surfaces. Since
portions of such products inevitably be-
come commingled with the food being
cooked and because it is an edible sub-
stance, the Commission bellieves the prod-
uct to be a "“food” subject to regulation
under the Federal Food, Drug, and Cos-
metic Act, supra, The propellant, as dis-
cussed above, likewise becomes a “fo\u
subject to regulation under FDCA.

cordingly, because the CPSC lacks ﬂnl‘
Ject matter jurisdiction, the PAM Club
petition is denled insofar as it requests a
ban of the product “PAM",

The PAM Ciub petition further re-
quests the Commission to ban all aerosols
which have caused more than three con-
firmed deaths per year due to inhalation
and seeks n ban on all aerosols contain-
ing “Freon-11" and “Freon-12” mix-
tures.” ‘The Commission interprets thi:
request to apply to all aerosols regardies:
of whether they contain a food, dirug
cosmetic or pesticide. As noted above, the
Commission’s jurisdiction extends only
to propellants in aerosol products which
are not considered foods, drugs, cosmetics
or pesticides,

Regarding the part of the petition
which requests & ban on “specific nero-
s0l products which have caused more
than three confirmed deaths as a result
of inhalation of the propellant . . ., the
Commission believes this language is too
vague for regulatory purposes. More im-
portantly, however, the Commission dis-
agrees with the establishment of &«
“death count” approach to régulation of
product safety. It seems clear that the

= VFreon-11"

and “Freon-12" are trade
names of Dupont Corporation for certsln
finorocarbon compounds,
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petitioner’s intent Is to have the Com-
mission respond with regulatory action
before & substantial number of deaths
occur and that three deaths associated
with a specific problem Is an adequate
early warning signal. The Commission
intends to fully Investigate alleged prob-
lems with aerosol products under its ju-
risdiction when brought to its attention,
and to take action where warranted. A
specified number of deaths need not be
the criterion for initiating regulatory
action. Therefore the Commission denies
the specific request to ban an aerosol
product whenever three deaths have oc-
curred 8s a result of inhalation of the

propellant.

Regarding the portion of the petition
requesting & ban on “all aerosols con-
taining both Freon 11 and Freon 12 in
a mixture”, the Commission is unaware
of evidence that "“Freon-11" and/or
*Freon-12", when used in conjunction
with any product within CPSC’s juris-
diction, is being misused by intentional
inhalation to any extent réquiring reg-
ulation. Therefore, the Commission does
not at this time believe it is appropriate
or necessary to initiate regulatory action.

Accordingly, for the foregoing reasons,
the Commission finds that the petition
fails to present reasonable grounds for
the banning of any product within its
jurisdiction and therefore denies re-
quests for such bans without prejudice.

In taking this action the Commission
is not ignoring the increasing problem
associated with abuse of inhaling aero-
sols. As the Commission recognizes the
possibility that certain aerosol products
within its jurisdiction may pose the same
hazard as “PAM", it plans to undertake
a major information and education cam-
paign to inform consumers of this prob-
Jem. It is believed that this can be an
important step in eradicating misuse,
although it must be done with great cau-
tion as publicity can in fact aggravate
the problem.

Dated: July 18, 1875.

Sanye E. Dunw,
Secretary, Consumer Product
Safety Commission,

| PR Doc.75-10226 PFiled 7-23-75;8:45 am|]

ENVIRONMENTAL PROTECTION
AGENCY

|FRL 403-5; PP5G1528, T3]
BACILLUS THURINGIENSIS BERLINER

Extension of Temporary Exemption From
Requirement of a Tolerance

On July 29, 1974, notice was given (39
FR 27501) that the Environmental Pro-
tection Agency (EPA) had granted a
temporary exemption from the require-
ment of a tolerance for residues of the
microbial Insecticide Bacillus thurin-
giensis Berliner in or on the raw agricul-
tural commodity almonds to the Univer-
sity of California, Berkeley CA 94720.
This temporary tolerance exemption was
granted In response to a pesticide peti-
tion (PP 5G1528) filed by the University
of California effective July 23, 1974, until

NOTICES

July 23, 1975. An experimental use permit
was issued concurrently under the Fed-
eral Insecticide, Fungicide, and Rodenti-
cide Act.

The experimental use permit is being
extended to allow the University of Cali-
fornia to continue testing to obtain addi-
tional experimental data. Therefore, the
petitioner has requested a one-year ex-
tension of this temporary tolerance ex-
emption. This extension would permit
the marketing of the raw agricultural
commodity treated in accordance with
the experimental use permit. In addition,
the petitioner has requested that the ex-
tension provide for a temporary exemp-
tion for residues resulting from both the
pre-harvest and post-harvest application
of the microbial insecticide to almonds.
The data submitted in the petition and
other relevant material have been eval-
uated. It has been determined that such
an extension of the temporary tolerance
exemption will protect the public health.
Therefore, the temporary tolerance ex-
emption is extended as requested for the
microbial insecticide for distribution un-
der the University of California, Berke-
ley, name and on the condition that the
pesticide be used in accordance with the
experimental use permit with the follow-
ing provisions:

1. The total amount of the active in-
secticide to be used must not exceed the
quantity authorized by the permit,

2, The University must immediately
notify the EPA of any findings from the
experimental use that have a bearing on
safety. The University must also keep
records of production, distribution, and
performance and on request make the
records avallable to any authorized
officer or employee of the EPA or Food
and Drug Administration.

This temporary tolerance exemption
expires July 23, 1976. Residues remaining
in or on the raw argricultural commodity
almonds after the expiration date will
not be considered actionable if the pesti-

is legally applied during the term

Statutory Authority: Section 408(§) of
the Federal Food, Drug, and Cosmetic
Act [21 US.C. 346a(] 1.

Dated: July 18, 1975.

Epwin L. JORNSON,
Deputy Assistant Administrator
Jor Pesticide Programs.

[FR Doc.76-10145 Filed 7-23-75;8:45 am |

[FRL 403-6; OPP-33000,287]

NOTICE OF RECEIPT OF APPLICATIONS
FOR PESTICIDE REGISTRATION

Data To Be Considered in Support of
Applications

On November 19, 1973, the Environ-
mental Protection Agency (EPA) pub-
lished in the Feoerat Recister (38 FR
31862) its interim policy with respect to
the administration of Section 3(c) ()
(d) of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA), as

31031

amended. This policy provides that EPA
will, upon receipt of every application for
registration, publish in the FeperaL
REcisTER a notice containing the infor-
matfon shown below. The labeling fur-
nished by each applicant will be avail-
able for examination at the Environ-
mental Protection Agency, Room EB-31,
East Tower, 401 M Street, SW, Wash-
ington, D.C. 20460.

On or before September 22, 1975, any
person who (a) is or has been an appli-
cant, (b) believes that data he developed
and submitted to EPA on or after Octo-
ber 21, 1972, Is being used to support an
application described in this notice, (¢)
desires to assert a claim for compensa-
tion under Section 3(c¢) (1) (D} for such
use of his data, and (d) wishes to pre-
serve his right to have the Administra-
tor determine the amount of reasonable
compensation to which he Is entitled for
such use of the data, must notify the
Administrator and the applicant named
in the notice in the Froerar REcISTER of
his claim by certified mafl. Notification
to the Administrator should be addressed
to the Information Coordination Section,
Technical Services Division (WH-569),
Office of Pesticide Programs, 401 M
Street, SW, Washington DC 20460, Every
such claimant must include, at a mini-
mum, the information listed in the in-
terim policy of November 19, 1973.

Applications submitted under 2¢a) or
2(b) of the interim pdlicy will be proc-
essed to completion in accordance with
existing procedures. Applications sub-
mitted under 2(c) of the interim policy
cannot be made final until the 60 day
period has expired. If no claims are re-
ceived within the 60 day period, the 2(c)
application will be processed according
to normal procedure. However, if claims
are received within the 60 day period, the
applicants against whom the claims are
asserted will be advised of the alterna-
tives available under the Act. No claims
will be accepted for possible EPA adjudi-
cation which are received after Septem-
ber 22, 1975.

Dated: July 17, 1975.

Joux B. Ritcn, Jr.,
Director,
Registration Division.

Arruicarions Recziven (OPP-33000/287)

EPA File Symbol 15887-RL. Agricultural
Chemicals of Dallas, 3707 E Klest Bivd,
Dallas TX 75203, HI BRAND DURSBAN
HOUSEHOLD INSECTICIDE. Active Ingre-
dients: Chlorpyrifos [0,0-dlethyl O-{3.5.6-
trichlore - 2 - pyridyl) phosphorothioate |
0.5%.; Pyrethrins 0.17%; Piperonyl butoxido,
technical 0.2%; N-octyl bicycloheptene di-
carboximide 0.3%: Aromatic petroleum de-
rivative solvent 1.0%; Petroleum distillate
9790%. Method of Support: Application
proceeds under 2(¢) of interim policy.
PM12.

EPA Pile Symbol 8500-UTN, Agway Inc., Fer-
tilizer-Chemical Div,, Box 1333, Syracuse
NY 13201. AGWAY AGRAZINE 4L. Active
Ingredients: Atramine (2-chloro-4-ethyla-
mino-G-isopropylamino-s-triasine) 40.8%;
Related compounds 2.2%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy, PM25,
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EPA File Symbol 8500-UAO. Agway Inc., Fer-
tillzer-Chemical Div., Box 1333, Syracuse
NY 13201. CRABGRASS & POA ANNUA
CONTROL WITH BALAN. Active Ingrodi-
ents: (N-butyl-N-ethyl-a.aa-trifluoro-2.6-
dinitro-p-toluidine 1.15%. Method of Sup~
port: Application proceeds under 2(c) of
interim policy. PM25.

EPA Reg. No. 264-105. Amchem Products,
Ino, Brookside Ave., Ambler PA 10002.
BUTYRAC 200. Active Ingredients: 4-(24-
Dichlorophenoxy) butyric acid, dimethyl-

amine salt 25.0%. Method of Support: Ap-_

plication proceeds under 2(c) of interim
policy. Republished: Additional use. PM23.

EPA Pile Symbol 6125-EG. Bixon Chem. Co.,
50-10-87 11th Place, Corona NY 113665,
WEED KILLER C WITH DRIFT CONTROL.
Active Ingredients: Petroleum oll 96.00%:;
2.4-Dichlorophenoxyacetio acid isooctyl es-
ter 1.10%; Bromacil (5-bromo-3-sec-butyl-
8-methyl-luracil) 0.61%; Pentachlorophe-
nol 0.79%; Other chlorophenols 0.00%.
Method of Support: Application proceeds
under 2(¢) of interim policy. PM23,

EPA Pile Symbol 5887-RNT. Black Leaf Prod-
ucts Co., 667 N State St., Elgin IL 60120.
BLACK LEAF TOMATO AND VEGETABLE
SPRAY KILLS INSECTS. Active Ingredi-
ents: Pyrethrins 0.02%: Plperonyl butox-
ide, technlcal 025%: Rotenone 0.13%:
Other cube resins 026%: Petroleum Dis-
tillate 0.08%. Method of Support: Appli-
cation proceeds under 2(c) of interim
policy. PM17,

EPA File Symbol 21226-E, Cardinal Mainte-
nance Supplies, 327 Cory St., Montgomery
AL 36107, CARDINAL PINE ODOR 13 DIS-
INFECTANT, Active Ingredients: Isoprop-
anol 9.50%;: Pine oll 790%: Akyl (Cl4
58%, C16 28%, C12 14%) dimethyl benzyl
smmonium chloride 3.95%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM32.

EPA File Symbol 21226-R. Cardinal Mainte-
nance Supplies, 327 Cory St., Montgomery
AL 36107, CARDINAL PINE ODOR 6 DIS-
INFECTANT, Active Ingredients: Isopropa~
nol 4.95%; Pine ofl 3.95%; Alkyl (Cl14 58%,
C16 28%, C12 14%) dimethyl benzyl ame-
monium chloride 1.97%. Mothod of Sup-
port: Application proceeds under 2(c) of
interim policy. PM32.

EPA Filo Symbol 14150-G. Central Cleaning
Service & Supply, 1124 La Fayette Rd,,
Rossville GA 30741, PINE-ODOR DISIN-
FECTANT, Active Ingredients: Isopropanol
475%;: Pine oll 3.95%; Alkyl (Cl4 58%,
C16 28%, C12 14%) dimethyl benzyl) ame
monium ohloride 1.97%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy, PM32,

EPA File Symbol 14150-E, Central Cleaning
Service & Supply. LEMON ODOR DISIN-
FECTANT. Active Ingredients: Alkyl (Cl4
58%, C16 28%, C12 14%) dunothyl benzyl
ammonium chloride 2.00%: Essentlal olls
0.256%. Method of Support: Application
proceeds under 2(c) of interim policy.
PM31.

EPA File Symbol 14150-R. Central Cleaning
Service & Supply. MINT ODOR DISIN-
FECTANT. Active Ingredients: Alkyl (Cl4
58%, C16 28%, C12 14%) dimethyl benzyl
smmonium . chloride 20%;: Isopropanol
2.0%; Methyl salicylate 057, Method of
Support. Application proceeds under 2(c)
of Interim policy. PM31.

EPA Pilo Symbol 4450-UN. Chemex Chemical
& Coatings Co., PO Box 5072, Tamps FL
33675. CHEMEX PINE ODOR DISINFEC-
TANT. Active Ingredients: Isopropanol
4.75%;: Pine oll 3.05%; Alkyl (Cl4 58%,
C16 28%, ©C12 14%) dimothyl benzyl ame-
monium chloride 1.97%,. Method of Sup-
port: Application proceeds under 2(o) of
interim policy. PM32,

NOTICES

EPA FPilo Symbol 3282-UG. The d-con Co.,
Inc, 90 Park Ave., New York NY 10016,
NEW CHILD-GUARDIAN CAP D-CON
STAY/AWAY OUTDOOR FOGGER. Active
Ingredients: d-trans Allethrin (allyl homo-
10g of Cinerin I) 0.20%; Piperonyl butox-
ide, technical 0.50%; N-ootyl bicyclohep=
tene dicarboximide 0.50%; 2-Hydroxyethyl-
n-octyl sulfide 142%; Related compounds
0.08%. Method of Support: Application
proceeds under 2(c) of interim policy.
PM17.

EPA File Symbol 464-LEI. The Dow Chemical
Co., PO Box 1706, Midiand MI 48640,
BRUSH KILLER TX HERBICIDE. Active
Ingredients: 2.45-Trichlorophenoxyacetic
Acid, Butoxy Propyl Esters 69.2%. Method
of Support: Application proceeds under
2(c) of interim policy. PM23,

EPA File Symbol 464-LET. The Dow Chem-
fcal Co., PO Box 1706, Midland MI 48640,
BRUSH KILLER X HERBICIDE. Actlve In-
gredients: 24-Dichlorophenoxyacetic Acld,
Butoxy Propyl Esters 36.0%; 2.4,5-Trichlo-
rophenoxyacetic Acid, Butoxy Propyl Esters
34.1%. Method of Support: Application
;;mcda under 2(c) of interim policy.

EPA File Symbol 5736-LU. Dubols Chemicals,
Div. of Chemed Corp,, 3630 E Kemper Rd.,
Sharonville OH 45241, D-SLIME, ALGI-
CIDEBACTERIOSTAT. Active Ingredients:
n-Alkyl (7% C8, 65% C10, 53% C12, 19%
Cl4e, 85% C16, 6% C18)-13-Propanedl-
amine 150%; Isopropyl Alcohol 150%;
2,4.5-Trichlorophenol 9.5%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM32,

EPA Reg. No. 352-291. E. 1. du Pont de Ne-
mours & Co, Inc, Biochemicals Dept,
6054 Du Pont Bldg., Wilmington DE 10808,
MANZATE D MANEB FUNGICIDE. Active
Ingredients: Maneb (Manganese ethylene-
bisdithiocarbamate) 80%: (Manganese
equivalent as metallic 16.5% ). Method of
Support: Application proceeds under 2(c)
of interim pollcy, PM21,

EPA File Symbol 11604-TA, Dymon, Inc., 3401
Kansas Ave, Kansas City KS 66106, DC~
1250. Active Ingredients: Octyl Decyl Di-
methyl Ammonium Chloride 3.760%;: Di-
octyl Dimethyl Ammonium Chioride
1.875%: Didecyl! Dimethyl Ammonium
Chloride 1.876%; Alkyl (C14 50%, C12 40%,
C16 10%) BEenzyl Dimethyl Ammonium
Chloride 5.000%; Tetrasodium Ethylenedi«
amine tetraacetate 3.420%: Isopropyl Alco-
hol 3.000%; Ethyl Alcohol 1,000%. Method
of Support: Application proceeds under
2(b) of interim policy. PM3I1.

EPA File Symbol 11604-TL. Dymon, Ine¢., 3401
Kansas Ave,, Eansas City KS 66108, DC-425
CLEANER-DISINFECTANT. Active Ingre-
dients: Didecyl dimethyl ammonium chlo-
ride 425%; Tetrasodium ethylenediamine
tetrancetate 1.60%: Sodium carbonate
2.00%; Sodium metasilicate, anhydrous
0.50%. Method of Support: Application
proceeds under 2(b) of interim policy.
PM31,

EPA Filo Symbol 6621-A0. Eagle Chemical
Co., 28190 W Lake St,, Chicago IL 60612, IN-
DUSTRIAL SANITIZING SOFTNER. Active
Ingredients: n-Alkyl (60% Cl14, 30% C16,
5% Cl12, 5% 018) dimethyl benzyl ammo-
nium chlorides 3.25%; n-Alkyl (68% C12,
82% Cl4) dimethy! ethylbenzyl ammoni-
um chlorides 3.25%. Method of Support:
Application proceeds under 2(c) of interim
policy. PM31.

EPA File Symbol 56-UA. J. T. Eaton & Co,,
Ine., 10311 Meech Ave,, Cleveland OH 44105,
EATON'S WATER-SOLUBLE RAT &
MOUSE KILLER CONCENTRATE WITH
NATURAL SUGAR ADDED, Active Ingredi~
ents: Sodium Salt of Diphacinone 0.106%.
Meothod of Support: Application proceeds
under 2(¢) of interim policy. PMI11.

EPA Filo Symbol 270-RER. Farnam Compa.
niles, Inc,, 2230 E. Magnolia St., Phoenix Az
85036. FURA OINTMENT PLUS, Active In.
podumu Nitrofurazone 0.2%:; Dl-n—pwpyl
isocinchomeronate 1.0%; Pyrethring 029,
Piperonyl Butoxide Technical (equlvlucn:
to 040% (Butylcarbityl) (6-Propylpiper-
onyl) ether and 0.,10% of related com-
pounds) 0.5%. Method of Support: Appli.
cation proceeds under 2(c) of interim
policy. PMI17.

EPA Plle Symbol 1304-AE. Furst-McNess Co.,
120 E. Clark St., Freeport IL 61032, MCNESS
RABON LIVESTOCK DUST. Active Ingre-
dients: 2-chioro-1-(24.5-trichlorophenyl)
vinyl dimethyl phosphate 3.00%. Method
of Support: Application proceeds under
2(c) of interim policy. PM15,

EPA Flle Symbol 904-EUU. B. G. Pratt Div,
Gabriel Chemicals Ltd., 204 21st Ave,, Pat-
erson NJ 07500, PRATT EMULSIFIABLE
ROACH AND ANT REPELLENT CONCEN-
TRATE. Active Ingredients: 2-Hydroxy-
ethyl-n-octyl sulfide 4.76%;: Other related
compounds 025%;: N-octyl bicycloheptens
dicarboximide 10.00%; Petroleum distillate
75.00%. Method of Support: Apploation
proceeds under 2(c) of interim policy PM
17.

EPA File Symbol 35303-R. Garden Ol Alyvyn,
Ine., PO Box 450222, Miaml FL 33145. GAR-
DEN GUARD, Active Ingredients: Pyre-
thrins 0.0256%: Piperonyl Butoxide, Tech-
nical 0266%;. Rotenone 0.128%;: Other
cube extractives 0237%; Folpet: N-Tri-
chloromethylithio Phthalimide 0.700%;
Carbaryl; 1-naphthyl N-methylcarbamats
1.000%; Petroloum: Distillate 0.025%,
Method of Support: Application procecds
under 2(c) of interim policy. PM12,

EPA Filo Symbol 9764-A. Gro-Lyfe, a Div. of
Sungro Chem., Inc, PO Box 24632, Los
Angeles CA 90024, SUNBUGGER #6 SPRAY
CONCENTRATE. Active Ingredients: Mala-
thion 10.00%: Aromatic Petroleum Distil.
Iate 84.80%. Mothod of Support: Applica-
tion proceeds under 2(c) of interim policy.
PM16,

EPA File Symbol 5005-UUT, Helena Chemical
Co., 5100 Poplar Ave,, Sulte 3200, Memphis
TN 38137. DI-WORM, Active Ingredients:
Bacillus thuringiensis, Berliner 4,320 1.U.s
per mg. At least 6.75 billion viable spores
per gram 0.86%. Method of Support: Ap-
plication proceeds under 2(¢) of interim
* policy. PM17.

EPA Filo Symbol 334-UER. Hysan Corp., 910
W 38th St., Chicago IL 60600. PS 350
DOUBLE ACTION INSECT KILLER. Active
Ingredients: (5-Bensyl-3-furyl) methyl 2.2-
dimethyl-3-(2-methylpropenyl) eyclopro-
panccarboxylate 0350%: Related Com-
pounds 0,048%: Aromatic petroleum hy-
drooarbons 0464%. Method of Support:
Application proceeds under 2(c) of Interim
policy. PM17,

EPA File Symbol 12506-E. Mihelich's Nursery,
14300 Toepfer, Warren MI 48089. ANT AND
GRUB CONTROL. Active Ingredients:
Technical Chlordane 45%; Petroleum Hy-
drocarbon 45%. Method of Support: Appll-
cation proceeds under 2(c) of Interim
policy. PM15.

EPA File Symbol 12056-R. Mihelich's Nursery,
14300 Toepfer, Warren MI 48089. SUPFR
ANT AND GRUB CONTROL. Active Ingre-
dients: Technical Chlordane 75.00%; Pe-
troleum Hydrocarbon 20.00%;: Method of
Support: Application proceeds under 2(c)
of interim policy. PM15,

EPA Filo Symbol 9556-EL, Ortex Products
Inc, 560 Ferry St., Newark NJ 07105. OR-
TEX WINTERIZING TABLETS, Active
Ingredients: Trichloro-s-Triazinetrions
100%. Method of Support: Application
proceeds under 2(b) of interim policy.
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EPA Fille Symbol 9666-EE. Ortex Products
Ine.,, 560 Porry St, Newark NJ 07105. OR~
TEX POOL STAY WINTERIZER. Active
Ingredients: Trichloro-s-Triazinetrione
50%, Sodium Blcarbonate 50%. Method of
Support: Application proceeds under 2(b)
of intertm policy. PM34.

EPA File Symbol 8503-RE. Products Chemi-
cal Co,, 3045 E 87th St. Cleveland OH 44104,
PRO CHEM 200 GERMICIDAL CLEANER.
Active Ingredients: Didecyl dimethyl am-
monium chloride 4.6%; Tetrasodium ethyl-
enedimaine tetrancetate 2.09; Sodium car-
ponate 1.0%; Sodium metasilicate, anhy-
drous 0.5%. Method of Support: Applica-
tion proceeds under 2(b) of interim policy.
PM33,

EPA File Symbol 37206-E. Produoct-Sol, Inc.,
2010 Cole, Birmingham MI 48008, BIO-
DERM 400. Active Ingredients: 22-Dibro-
mo-3-nitrilopropionamide 10%. Method of
Support: Application proceeds under 2(c)
of Interim policy, PM25.

EPA Reg. No, 11273-3., Sandoz, Inc,, Crop
Protection, PO Box 1489, Homestead
33080. THURICIDE-HP, Active Ingredients:
Bacillus thuringiensis Berliner, potency of
16,000 International Units (at least 30 mil-
lion viable spores) per miligram 3.2%.
Method of Support: Application proceeds
under 2(c¢) of interim policy. PM17.

EPA File Symbol 11611-EA. 8halco Chem. Co.,
PO Box 2508, 2421 Lexington Ave., Toledo
OH 43608. SHAILCO 24-D SELECTIVE
WEED CONTROL, Active Ingredients: Iso-
octyl Ester of 24-Dichlorophenoxyacetic
acid 19.8%. Method of Support: Applica-
tion proceeds under 2(c) of interim policy.
PM23.

EPA Flle Symbol 11511-EG, Shalco Chem. Co.
SHALCO AMINE SELECTIVE WEED KILL-
ER, Active Ingredients: Dimeth
salt of 24-Dichlorophenoxyacetic acid
204%. Method of Support: Application
proceeds under 2(¢c) of interim polloy.
PM23.

EPA Pile Symbol 11511-GG, Shalco Chem. Co.
SHALCO 2,4-D SELECTIVE WEED KILLER,
Active Ingredients: Isoootyl Ester of 2.4-
Dichlorophenoxyacetic acid 30.69 . Method
of Support: Application proceeds under
2(c) of interim policy. PM23,

EPA Flle Symbol 11511-El, Shalco Chem.
Corp, SHALCO WEED KILLER AND SEMI-
SOIL STERILANT. Active Ingredients:
Petroleum BSolvent 94.94%; 2.4-Dichloro-
phenoxyacetic acld, isooctyl ester 1.00%:
Bromacil (5-bromo-8-sec-butyl-g-methyl-
uracil) 0.98%;: Pentachlorophenol 0.80%;
Other chlorophenols 0.09 % . Method of Sup-
port: Application proceed under 2(c) of
interim policy. PM24. b

EPA File Symbol 11511-EL, Shalco Chem,
Corp. SHALCO NON-SELECTIVE VEGETA-
TION KILLER. Active Ingredients! Petro-
loum Ol 98.10% ; Bromacil (5-bromo-3-sec~
butyl-8-methyluracil) 0.72%; Pentachloro~
phenol 0.86%; Other Chlorophenols 0,10%.
Method of Support: Application proceeds
under 2(c) of Interim policy. PM24.

EPA Flle Symbol 11511-EU, Shalco Chem.
Corp. SHALCO CONTACT VEGETATION
KILLER. Active Ingredients: Diquat di-
bromide [6,7-dihydrodipyrido (1.2-a:2°,1'-
©) pyrazinedilum dibromide)] 1.85%. Appli-
cation proceeds under 3(c) of lnterim pol-
foy. PM24, )

EPA File Symbol 35067-R. Summit Hill Labs.,
PO Box #1, Avalon NJ 08282. VETERINARY
UMBREL GEL. Active ents: (6-
Benzyl-8-furyl) methyl 2.2-dimethyl-3«(2-
methylpropenyl) cyclopropanecarboxylate
0.25%; Related compounds 0.03%. Method
of Support: Application proceeds under
2(¢) of interim policy. PM17.

EPA File Symbol 148-REGU. Thompson-
Hayward Chem. Co., PO Box 2382, Kansas
City K8 00110, PHOSMET 50-WP., Active

PL
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Ingredients: N-(mercaptomethyl)phthal-
imide, S-(0,0-dimethyl phosphorodithioate)
50%. Method of Support: Application pro-
ceeds under 2(¢) of Interim policy. PM16.

EPA File Symbol 148-REGO. Thompson=-
Hayward Chemical Co. METHOXYCHLOR
50 WETTABLE POWDER. Active Ingredi-
ents: Methoxychlor, Technlcal 50% . Meoth-
od of Support: Application proceeds under
2(¢) of interim policy. PM13.

EPA File Symbol 148-REGE. Thompson-
Haywanrd Chemical Co. BARBAN THE
POST-EMERGENCE WILD OAT HERBI-
CIDE. Active Ingredients: Barban (4~
chloro-2-butynyl m-chlorocarbanilate)
11.8%. Method of Support: Application
proceeds under 2(c) of interlm policy.

PM25,

EPA Flle Symbol 148-REUA, Thompeon-
Hayward Chemical Co. CAPTAN 50 WP,
Active Ingredients: N-|(trichloromethyl)
thio]-4-cyclohexens - 1,2 - dicarboximide
50% . Method of Support: Application pro-
ceeds under 2(c) of interim policy, PM21.

EPA File Symbol 148-REUL. Thompson=-
Hayward Chemical Co. CAPTAN 80-WP,
Active Ingredients: Captan: N-(trichloro=-
methylthio-4-cyclohexene - 1.2 - dicarbox-
imide) 80%. Method of Support: Applica-
tion proceeds under 2(¢) of interim policy.

GRANULAR HERBICIDE. Active Ingredi-
ents: simazine (2-chloro-4,6-bis-[ethyl-
aminoj-s-triazine) 4.0%. Method of Sup-
port: Application proceeds under 2(¢) of
interim policy. PM24.

EPA File Symbol 148-REUQ. Thompson=-
Hayward Chemical Co. SIMAZINE 80W
HERBICIDE. Active Ingredients: Simazine:
2-chloro-4,6-bis  (ethylamino) -s-trinzine
80% . Method of Support: Application pro-
ceeds under 2(c) of interim policy, PM24.

EPA Fille Symbol 148-REUE. Thompson-
Hayward Chemical Co. MANEB 80 WP, Ac~
tive Ingredients: Maneb (Manganeso eth-
ylenebisdithiocarbamate) 80%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM2l.

EPA File Symbol 148-RELR, Thompson=-
Hayward Chemlcal Co. DODINE 85-W
FRUIT FUNGICIDE. Active Ingredients:
Dodine (n-dodecy, dine acetate)
65.0%. Method of m-s; Application
proceeds under 2(c) of interim pollcy.

GRANULAR HERBICIDE. Active Ingredi-
ents: 2-Chloro-N-isopropylacetanilide 20%.
Mothod of Support: Application proceeds
under 2(c) of interim policy. PM26,

EPA Pilo Symbol 148-REUO. Thompson-
Hayward Chemical Co. PROPACHLOR 65
HERBICIDE. Active Ingredients: 2-chloro-
N-isopropylacetanilide 656%. Mothod of
Support: Application proceeds under 2(¢)
of interim policy. PM25.

EPA Flle Symbol 148-RELL. Thompson-Hay-
ward Chemiceal Co., TOXAPHENE TECH-
NICAL. Active Ingredients: Toxaphene
100%. Method of Support: Application
proceeds under 2(c) of interim policy.
PM12,

EPA File Symbol 148-REEO. Thompeon-
Hayward Chemical Co. ZINEB 75 WET-
TABLE POWDER FUNGICIDE. Active
Ingredionts: Zineb (Zine ethylene bisdi-
thiocarbamate) 756.09%. Method of Support:
Application proceeds under 2(c) of interim
pollcy. PM21.

EPA File Symbol 148-REGA. Thompson-
Hayward Chemical Co. MCPA ACID. Active
Ingredients: 2 - Methyl - 4 - chlorophenoxy
acetic acld 95.0%, Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM23,
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EPA File Symbol 148-REUR. Thompson-Hay -
ward Chemical Co. MANEB TECHNICAL,
Active Ingredients: Maneb: Manganese
ethylenebisdithiocarbamate 90.0% . Method
of Support: Application proceeds under 2
(c) of interim policy. PM21.

EPA File Symbol 148-RELE. Thompson-Hay~
ward Chemical Co. DODINE TECHNICAL.
Active Ingredients: Dodine (n-dodecyl-
guanidine acetate) 98.0%. Meothod of Sup-
port: Application proceeds under 2(¢c) of
interim policy, PM21,

EPA File Symbol 148-REUT. Thompson-Hay-
ward Chemical Co. CAPTAN TECHNICAL.
Active Ingredients: Captan: N-Trichloro-
methylthio-4-oyclohexene - 1, 2 - dicarbox-
amide §5.0%. Method of Support: Applica-
ton proceeds under 2(¢) of interim policy.
PM21.

EPA File Symbol 148-REGN. Thompson Hay-
ward Chemical Co. ZINEB TECHNICAL.
Active Ingredients: Zineb: Zinc ethylene-
bisdithiocarbamate 90%. Method of Sup-
port: Application proceeds under 2(c¢c) of
interim policy. PM21,

EPA Flle S8ymbol 148-REGR. Thompson-Hay-
ward Chemical Co. BARBAN TECHNICAL
Active Ingredients: Barban: 4-chloro-2-
butynyl n-chlorocarbanilate 89.0%. Method
of Support: Application proceeds under 2
(¢) of interim policy. PM25.

EPA File Symbol 148-REGL. Thompson-Hay~
ward Chemical Co. BARBAN TECHNICAL.
Active Ingredients: Simazine: 2-chloro-
4.0 - bis(ethylamino) - S - triazine 96.0%.
Method of Support: Application proceeds
under 2(c) of interim policy. PAX24,

EPA File Symbol 148-REEY. Thompson-Hay-
ward Chemical Co. AZINPHOSMETHYL
TECHNICAL. Active Ingredients: O,0-
Dimethyl 8- (4-0x0-1,23,-Benzotriazin-3
(4H) -y1) methyl phosphorodithioate 82.0%.
Method of Support. Application proceeds
under 2(¢) of interim policy. PM12.

EPA File Symbol 148-RELA. Thompson-Hay-
ward Chemical Co. SILVEX TECHNICAL.
Active Ingredients; Silvex: 2-(2.4.5-Tri-
chlorophenoxy)proplonic acid 08.0¢..
Mothod of Support: Application proceeds
under 2(¢) of Interim policy, PM23.

EPA Plle 8ymbol 148-RELN. Thompson-Hay-
ward Chemical Co, PROPACHLOR TECH-
NICAL. Active Ingredients: 2-Chloro-N-
isopropyl-acentanilide 095%. Method of
Support: Application proceeds under 2(¢)

of interim policy, PM25,

EPA File Symbol 148-REVN. Thompson-Hay~
ward Chemical Co. METHOXYCHLOR
TECHNICAL. Active Imgredients: 22-Bis-
{p-methoxyphenyl) - 1,1,1-trichloroethane
88.0%: Related Compounds 12.0%. Method
of Support: Application proceeds under
2(e) of Interim policy, PM13.

EPA File Symbol 148-REGI. Thompson-Hay-
ward Chemical Co. METHYL PARATHION
TECHNICAL, Active Ingredients: O0,0-
Dimethyl O-p-nitrophenyl phosphorothio-
ate 80.0%; Xylene 17.0%. Method of Sup-
port: Application proceeds under 2(c) of
interim pollcy. PMi12.

EPA Flle Symbol 148-REGT, Thompson-Hay-
ward Chomical Co. PARATHION TECHNI-
CAL. Active Ingredients: O0,0-Diethyl O-p-
nitrophenyl phosphorothioate  95.0%:
Xylene 2.0%. Method of Support: Applica-
tion proceeds under 2(c) of interim policy.
PM12.

EPA File S8ymbol 148-REGG. Thompson-Hay-
ward Chemical Co. PHOSMET TECHNICAL.
Active Ingredients: N-(Mereaptomethyl)
phthalimide 8-(0,-O-dimethyl phosphoro-
dithioate) 07.0%. Mothod of Support: Ap-
plication proceeds under 2(¢) of interim
policy. PM16.

EPA Pllo Symbol 148-RELU, Thompson-Hay~-
ward Chemieal Co. MALATHION TEOHNI-
CAL. Active Ingredients: Malathion 95%.
Method of Support: Application proceeds
under 2(c) of interim polloy. PM16,
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EPA File Symbol 148-RELG. Thompson-Hay-
ward Chemical Co. ENDOSULFAN TECH-
NICAL. Active Ingredients: Endosulfan:
Hexachlo! 2.4,3-benzo
dioxath ~J-oxide 950%. Method of
Support: Application proceeds under 2(c)
of interim policy, PM15,

EPA File Symbol 10873-UL Tifton Chem. Co,,
PO Box 5, Tifton GA 31794. TIFCHEM
LIQUID SULPHUR. Active Ingredients:
Sulphur 52.0%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM22,

EPA Pile Symbol 10485-RT. United Chemical
Corp,, 601 N Leech, PO Box 1489, Hobbs NM
88240, ALPHA 542 WATER TREATMENT
MICROBICIDE, Active Ingredients: Sodi-
um Pentachlorophenate 1185%;: Sodium
Salts of Other Chlorophenols 1.65%. Meth-
od of Support: Application proceeds under
2(e) of interim pollcy. PM24,

EPA Flic Symbol 1270-ROI. Zep Mfg. Co,, PO
Box 2015, Atlanta GA 30301, ZEP X-6875.
Active Ingredients: (5-Benzyl-3-furyl)
molhyl 22-dimethyl-8- (2-methylpropenyl)

late 0.350%; Related
Oompounds 0.0489%; Aromsatic peétroleum
hydrocarbons 0464%; d-Trans Allethrin
0.150%. Method of Support: Application
under 2(c¢c) of interim policy.

PM17.

[FR Doc.75X10146 Filed 7-23-75:8:45 am]

[PRL 403-2)
SCIENCE ADVISORY BOARD, ECOLOGY
ADVISORY COMMITTEE

~—

Meeting

Pursuant to Public Law 92-463, notice
is hereby given that a meeting of the
Ecology Advisory Committee of the Sci-
ence Advisory Board will be held begin-
ning at 1:00 p.m., August 15, 1975, in the
Conference Room, Corvallis Environmen-
tal Research Laboratory, 200 S'W. 35th
Street, Corvallis, Oregon.

This meeting is the fourth meeting of
the Ecology Advisory Committee. The
agenda includes the following topics: the
tussock moth as a problem of the Pacific
Northwest; the Alaska Pipe Line; the
acld precipitation problem; and status
report on the Ad Hoc Study Group eval-
uation of the Technical Bulletin on Ac-
ceptable Methods for the Utilization or
Disposal of Sludges.

The meeting is open to the public. Any
member of the public wishing to attend,
participate, or obtain additional infor-
mation, should contact Dr. J. Frances
Allen, Executive Secretary, Ecology Ad-
visory Committee, (703) 557-7720.

TroMas D. Barm,
Stafl Director
Science Advisory Board.

[FR Doc.75-10142 Filed 7-23-75,8:45 am |

[PRL 399-1]
UNDERGROUND INJECTION CONTROL

Designation of States Requiring Programs

Section 1422(a) of the Public Health
Service Act (“the Act'), as amended by
the Safe Drinking Water Act, P.L. 93~
523, provides that within 180 days of
enasctment of the Safe Drinking Water
Act the Administrator of the Environ-
mental Protection Agency shall list in the
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Federal Register “each State for which
in his judgment a State underzmund in-
Jjection control program may be neces-
sary to assure that underground injection
will not endanger drinking water
sources.” That 180-day period ended on
June 14, 1975. Section 1422(a) also pro-
vides that the list of States may be
amended from time to time,

It is anticipated that each of the 50
States, and possibly the District of Co-
lumbia or one or more of the territories
or possessions of the United States will
eventually be designated by the Admin-
istrator. However, the Administrator’s
judgment with respect to each State
must be a reasoned judgment based on
pertinent information.

The designation of States requiring
underground injection control programs
is directly related to the development of
regulations for State underground in-
jection control programs pursuant to
Section 1421 of the Act and to the assess-
ment of information on the incidence of
ground water poliution. The proposed
regulations for State programs are ex-
pected to be proposed for public com-
ment this fall. The development of those
regulations includes the collection of
data pertinent to the designation of
States requiring control programs. It
also involves statutory interpretation
pertinent to State designations.

The Agency's final review of the ne-
cessity of an underground injection con-
trol program with respect to each State
cannot be completed until the informa-
tion described above is considered. It is
anticipated that the desired additional
information will be available in time to
publish the list of States this fall. This
will be after publication of the proposed
State program regulations, but prior to
promulgation of those regulations. States
designated at that time will be able to
review and comment on the proposed
regulations with the knowledge that the
regulations will apply to their State
programs. The proposed scheduling will
enable States to understand the program

which would be applicable
and formulate plans for assuming pri-
mary program responsibility accordingly.

Dated: July 15, 1975.

Russery E, Train,
Administrator.
[FR Doc,75-10148 Piled 7-23-75;8:45 am)

FEDERAL COMMUNICATIONS
COMMISSION

CANADA-U.S.A. TV AGREEMENT OF 1952
Amendment of Table
Supplement No. 1

Jory 17, 1975.
(To the table of Canadian television
channel allocations within 250 miles
of the Canada-U.S.A. border, dated
December 6, 1974, as revised to Sep-
tember 12, 1874)

Pursuant to exchange of correspond-
ence between the Department of Com-
munications of Canada and the Federal
Communications Commission, Table A

of the Canadian-U.8.A. Television Agree-
ment has been amended as follows:

’ Channel No.
City and provi
Deleto Add
Dritish Columbia:
Femnle.....ocee..e

¥ LeLimitation of 1000 W madmum ERP ani
~ 1504 fLEHAAT.

3 Lw=Limitation R' KO8-TV, Ycllun
Baskatchoewnn, and CB ¥, Wlnn!g;g

* Jo=Limitation t ptou« CRC
!‘mu Edward lahnd and W

‘L= to protect OHC'I‘
Prince Edward Istand, and WMED-TV, (,uhh. Malne
his chansol shall nol prejudice the futare s

Moreoves, this
of channel 13 at Calaty, Mat
wlufo-uoo Lat, €540 N., bong

RN %
ng.

'Awuﬂnum site Jocation: Lat. 422700 N.
pwmlmnle #lte Jocation: Lat, 42°8718" N., g
?(mxhnaln site Jocation: Lat, 42°57°20" N,, Yong

“‘“%mw site Jocation: Lat, $2°08°28" N., lor
P o on: . o K.
» imate site Jocation: Lak. 42°00°09” N., Joog
BST

W,
?1 Xé;lél“ o~ mekcl CBROT, Ottawa, Oulario,
an
8 LwLimitation of 45 W tomard W D-TV, Calsls,
, miud nulmnm eflective radiated 1
W at 25° and 240° arimuth at 485 X AH *
thia channel shall not prejudies the future use of chann:|
13 at Calnds, Maine,
0 LwLimitation to protect CBWIT, The FPos,
)nnnoh. and CFSS-TYV, Cariyle Lake, saskatchew . .
M L= Limitation o pmwtn;mumu nqm\

Baskatchewin,
W L= Limitation to protect OBEST-1, Stranruer,
heowan.

Baskate
W Lo Limitation 1o proteet an allocation nt Baskatoo:,
Baskatehowan,

Further amendmenis to Table A will
be issued as public notices in the form
of numbered supplements or recapitu-
lated lists.

Coples of the basic Table of Alloca-
tions may be obtained from Downtown
Copy Center, 1730 K Street, NW., Wash-

ington, D.C. 20006, telephone (202)
452-1422,
[searl WAaALLACE E. JOHNSON,

Chief, Broadcast Bureau,
Federal Communications Commission.

[FR Doc.76-19243 Filed 7-22-75;8:45 am|

[Docket No. 20524, Pile No. BPH-0138;
Docket No. 20525, File No. BPH-9246]

BOULDIN CORP. ET AL.

Designating Applications for Consolidated
Hearing on Stated Issues

1. The Commission, by the Chief of the
Broadcast Bureau, acting pursuant to

FEDERAL REGISTER, VOL. 40, NO. T143—THURSDAY, JULY 24, 1975




delegated authority, has before it the two
above-captioned applications, which are
mutually exclusive in that they seek the
same channel in Huntingdon, Tennessee,

2. Because of the failure of Ernest
vickers, Jr., d/b as Magic Valley Broad-
casting Co., to submit a demographic
preakdown of Huntingdon, the Commis-
sion is unable to determine whether the
individuals consulted by the applicant
are representative of the composition of
the community. Additionally, the appli-
cant falled to contact any labor union
officials, students and women in its com-
munity leader survey. In light of the re-
quirements of questions and answers 9
and 13(b) of the Primer on the Ascer-
tainment of Community Prodlems by
Broadeast Applicants, an appropriate 1s-
sue will be specified.

3. Based on data submitted by the ap-
plicant, Ernest Vickers, Jr., will require
$120,920 to construct and operate the
proposed station for one year, itemized
as follows:

Bquipment oo e $30, 500
Miscellaneous items. .. oo 8, 146
Working capita) o i 36, 274
Principal payments on loan. . ...... 50, 000

Estimated interest on loan at 10
percent

The applicant states in the financial por-
tion of his application that he intends to
construct and finance the station out of
existing cash and operating reserves.
Nonetheless, he submits a letter from the
Farmer's and Merchant's Bank of Treze-
ment, Tennessee, extending him a one
year loan, renewable for an additional
twelve months, in the amount of
$100,000. Mr. Vickers' balance sheet, how-
ever, is undated and as such cannot be
relied upon. Moreover, If it were dated,
it would fail to show sufficient net cur-
rent liquid assets to meet the $129,020
requirement., Among other things, the
“listed stocks” are not sufficiently iden-
tified and current liabllities are not seg-
regated from long term llabilities as re-
quired by instruction 4(b) of section III
of the application. Finally, the bank loan
cannot be relied upon as it fails to state
the rate of interest and whether or not
any collateral will be required. See in-
struction 4(e) of section III. Accordingly,
a general financial issue will be specified.

4. Except as Indicated by the issues
specified below, the applicants are quali-
fied to construct and operate as proposed.
However, because the proposals are mu-
tunlly exclusive, they must be designated
for hearing in a consolidated proceeding
on the issues specified below.

5. IT IS ORDERED, That, pursuant to
section 309(e) of the Communications
Act of 1934, as amended, the applications
ARE DESIGNATED FOR HEARING IN
A CONSOLIDATED PROCEEDING, at a
time and place to be specified in a sub-
sequent Order, upon the following issues:

1. To determine the efforts made by
Emest Vickers, Jr., d/b as Magic Valley
Broadcasting Co., to ascertain the com-
munity needs and interests of the area
to be served and the means by which the
applicant proposes to meet those needs

NOTICES

and interests.

2. To determine whether Ernest Vick-
ers, Jr., d/b as Magic Valley Broadcasting
Co., is financially qualified to construct
and operate the proposed station.

3. To determine which of the proposals
would, on a comparative basis, betier
serve the public interest.

4. To determine in the light of the evi-
dence adduced pursuant to the foregoing
issues, which of the applications should
be granted.

6. IT IS FURTHER ORDERED, That
to avail themselves of the opportunity to
be heard, the applicants herein, pursuant
to section 1.221(c) of the Commission's
rules, in person or by attorney shall,
within twenty (20) days of the malling
of this Order, file with the Commission
in triplicate, a written appearance stat-
ing an intention to appear on the date
fixed for the hearing and present evi-
dence on the issues specified in this
Order.

7. IT IS FURTHER ORDERED, That
the applicants herein shall, pursuant to
section 311(a) (2) of the Communications
Act of 1934, as amended, and section
1.594 of the Commissions ‘rules, give no-
tice 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.

Adopted: July 8, 1975.
Released: July 17, 1975.

FepERAL COMMUNICATIONS
COoMMISSION,

WALLACE E. JOENSON,

Chief, Broadcast Bureau.

[FR Doc,75-19241 Flled 7-23-75;8:45 am|)

IseaLl

[Docket No. 20634, File No. BPH-8406; Docket
No. 205635, File No. BPH-8069 |

RAY SMITH, ET AL.

Designating ications for Consolidated
i Humon Stated Issues

1. The Commission, by the Chief of the
Broadcast Bureau, acting pursuant to
delegated authority has before it the ap-
plications of Ray Smith [(Smith] and
Camden Broadcasting Company, Inc,
[CBC], which are mutually exclusive in
that they seek the same channel in Cam-
den, Tennessee.'

1 Also before the Commission are a petl-
tion to deny the CBC application, filed by
Smith, and responsive pleadings thereto. This
petition raised identical allegations concern=-
ing both the CBC application and that of
QCarroll Broadcasting tion [Carroll],
the majority shareholder of which is the sole
shareholder of CBS, to assign the llcense for
station WEKTA(FM), McKenzie, Tennessce
(File No. BALH-2045). In the course of &
grant of the assignment application, the
Commission considered all the contentions
presented by Smith, and found them to be
without merit, Camden Broadcasting Com-~
pany, Inc, PCC 75-580 (Adopted May 20,
1076). As the Commission has previously
denied the petition, no further consideration
of 1t is warranted.

31035

2. Analysis of the financial data sub-
mitted by CBC reveals that the applicant
will require $43,692 for construction and
operation of the proposed facility for a
period of one year, without revenue,
itemized as follows:

Downpayment on equipment. ... ...
Payment on equipment balance.... 9,740

Interest on equipment balance...... 3,812
N e i s o i St i 3, 000
Tl e AR e e L — 1, 000
MISCOUADOOUS cecnccavcnreccnenaman 4, 000
Principal payment on bank loan.... 2,000
Interest payment on bank loan..... 800
Working capital (1st-year) ...o.... 10, 000

v USSR SR BT PGS 43, 602

To meet this requirement, CBC relies on
a $10,000 loan from the Bank of Cam-
den, and up to $30,000 in funds derived
from the existing operation of WFWL
(AM), Camden, Tennessee, lcensed to
CBC. However, the Commission cannot
verify the avallability of more than
$20,000 from the operation of WFWL,
as the cash flow of that station will not
support a commitment of more than this
amount. In addition, CBC has neglected
to submit the personal guarantee of
Michael R. Freedland, the president of
the corporation; the bank loan expressly
states that the guarantee of Mr. Freed-
land serves as the collateral for the
transaction. As such, this information
is to be associated with the application,
pursuant to the Instructions of section
III, paragraph 4(e) of FCC Form 301,
for without the requisite guarantee, the
Commission cannot conclude that the
funds to be supplied by the bank will be
available to the applicant. Thus, CBC
has demonstrated the avallability of but
$20,000 in order to defray anticipated
costs of $43,592 for the construction and
operation of the proposed station® Ac-
cordingly, an appropriate issue will be
designated concerning CBC’s financial
qualifications.

3. Except as indicated by the issties
specified below, the applicants are quali-
fied to construct and operate as pro-
posed. However, since the proposals are
mutually exclusive, they must be desig-
nated for hearing in a consolidated pro-
ceeding on the issues specified below.

4, Accordingly, IT IS ORDERED,
That, pursuant to section 309(e) of the
Communications Act of 1934, as amend-
ed, the applications 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, with respect to the
application of CBC:

a. Whether CBC will have avallable
the funds committed by the Bank of
Camden;

b. Whether, in the event that the loan
from the Bank of Camden is available
to CBC, the neceéssary additional funds
are available to CBC to meet the defi-

ciency in the proposal of the applicant;

3 We note that, even were the applicant’s
financial proposal fully satisfactory, CBC
would bhave s deficlency of $3,602 from that
roquired to construct and operate the facll-
ity, as proposed.
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c. Whether, in light of the“cv)idenc:
adduced pursuant to issues 1l(a), an
(b), above, CBC is financially qualified
to construct and operate its proposed
station.

2. To determine which of the proposals
would, on a comparative basis, better
serve the public interest.

3. To determine, in light of the evi-
dence adduced pursuant to the fore-
going issues which of the applications

1d be granted.

s.hg-u IT IS FURTHER ORDERED, That,
to avail themselves of the opportunity
to be heard, the applicants herein, pur-
suant to section 1.221(¢) of the Commis-
sion’s rules, in person or by attorney,
shall, within 20 days of the maliling of
this Order, file with the Commission In
triplicate, a written appearance stating
an intention to appear on the date fixed
for the hearing and present evidence on
the issues specified In this Order.

6. IT IS FURTHER ORDERED, That
the applicants herein shall, pursuant to
section 311(a)(2) of the Communica-
tions Act of 1934, as amended, and sec-~
tion 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.

Adopted: July 9, 1875.
Released July 17, 1975.

FepERAL COMMUNICATIONS
COMMISSION,

WaLrace E, JOHNSON,

Chief, Broadcast Bureau.

IFR Doc.75-19242 Filed 7-23-75;8:45 am)

[sEAL]

[FCC 75-843]

NOTIFICATION OF RESPONSIBILITY FOR
FULL AMOUNT OF ANNUAL LICENSE
FEES DUE

Stations Sold Since the Previous Payment
Juny 17, 1875.

The Commission has recelved inquiries
concerning a licensee’s responsibility for
the payment of annual fees if the sta-
tion has been sold during the period
since the previous payment of annual
license fees. In the Notice of Proposed
Rule Making in Docket No. 19658, the
fee in which the Commission
adopted the 1975 fee schedule, we said:

79, It is contemplated that under the
new fee schedule the party who is the
licensee of a broadcast station or the
owner of a cable system on the date the
annual fee falls due (the anniversary
date of expiration of license for broad-
cast station licensees, and April 1 for
cable television system owners) will be
liable for the entire fee regardless of
whether that party was the licensee or
owner for the entire year which the fee
covers. (37 Fed. Reg. 28574, at 28582,
adopted December 13, 1972).

Moreover, the foregoing policy has been
consistently applied since the broadcast

NOTICES

annual license fees were promulgated in
1970. (Eg., letter to Station WNJU-TV,
Linden-Newark, New Jersey, dated May
27, 1971, referred to In Broadcasting of
June 7, 1971, page 38.)

The licensee Is also responsible for the
payment of the recalculated annual fees
that are due August 1, 1975. At the time
that the Commission suspended the pay-
ment of annual license fees for broad-
cast stations pending a study of the effect
of the case of National Cable Television
Association, Inc. v, U.S., 415 U.S. 336
(1974), on broadcast annual fees, it
stated that the appropriate fee for the
period in suspension would be announced
after further proceedings. So broadcast
licensees were on notice of likely future
liability for the annual license fees for
the period that payment was suspended.
The parties should have provided for
reserves or other saving clauses, if de-
sired, against future lability in the con-
tracts of purchase and sale that were the
basis for the change of ownership appli-
cations.

Thus, on either the anniversary date
of the expiration of the license or August
1, 1975 (for the recalculated annual
license fees), as the case muy be, the
licensee shall remit the full amount of
the annual license fee that is due under
Section 1.1111 of the Commission's rules.

Action by the Commission July 186,
1875. Commissioners Wiley (Chairman),
Lee, Reid, Hooks, Quello, Washburn and
Robinson.

Feoenal COMMUNICATIONS
COMMISSION,
VixceNT J. MULLINS,
Secretary.

| PR Doc.75-19244 Flled 7-23-75;8:45 am |

FEDERAL ENERGY -
ADMINISTRATION

CONSOLIDATION OF ADMINISTRATIVE
PROCEDURES RELATING TO OIL' IMPORTS

Hearing

On July 1, 1975, the Federal Energy
Administration (FEA) issued proposed
regulations to abolish the Oil Import
Appeals Board effective August 1, 1975,
and consolidate its functions with the
Office of Exceptions and Appeals (40 FR
28481, July 7, 1995). No public hearing
was scheduled in connection with the
proposal, though FEA stated that it
would “provide such a8 hearing (postpon-
ing the effective date of these amend-
ments, If necessary) if a significant num-
ber of persons indicate that such a hear-
ing would be desirable.” Since issuance
of the notice of proposed rulemaking,
substantial interest has been shown in
this connection. FEA has, therefore, de-
termined that & hearing in this matter
would be appropriate. As a result of
scheduling requirements, it will be nec-
essary to postpone the effective date of
these amendments.

The public hearings will be held be-
ginning at 9:30 am., edst, on August
8, 1975, in room 2105, 2000 M Street,
N.W., Washington, D.C. Any person who
has an interest In these changes, or who
15 & representative of a group or class of

[sEaLl

persons which has such an Interest, may
make a written request for an oppor-
tunity to make oral presentation: Such 5
request should be directed to Executive
Communications, Room 3309, Federn]
Energy Administration, Box DP, the Fed-
eral Bullding, Washington, D.C. 20461,
and must be received before 4:30 p.n.,
e.ds.t., July 81, 1975, Such a request may
be hand delivered to Room 3309, Federa)
Building, 12th and Pennsylvania Ave-
nue, NW., Washington, D.C. between the
hours of 8 am. and 4:30 p.m., Monday
through Friday. The person making the
request should be prepared to describe
the interest concerned; if appropriate, to
state why he is a proper representative
of a group or class of persons which has
such an interest; and to give a concise
summary of the proposed oral presenta-
tion and a phone number where he may
be contacted through August 6, 1975
Each person selected to be heard will be
s0 notified by the FEA before 4:30 p.m
eds.t, August 4, 1975, and must submit
100 coples of his statements to Executive
Communications, FEA, Room 2214, 2000
M Street, N.W., Washington, D.C. 20461,
before 4:30 p.m., e.d.st, August 7, 1975.

An FEA official will be designated to
preside at the hearings. These will not he
judicial or evidentiary-type hearings.
Questions may be asked only by those
conducting the hearings, and there will
be no cross-examination of persons pre-
senting statements. Any decision made by
the FEA with respect to the subject
matter of the hearings will be based on
all information available to the FEA. At
the conclusion of all initial oral state-
ments, each person who has made an
oral statement will be given the oppor-
tunity, if he s0 desires, to make a re-
buttal statement. The rebuttal state-
ments will be given in the order in which
the initial statements were made and will
be subject to time limitations.

Any interested person may submit
questions, to be asked of any person mak-
ing a statement at the hearings to Ex-
ecutive Communications, FEA, beforc
4:30 pm., edst., August 5, 1075. Any
person who makes an oral statement and
who wishes to ask a question at the hear-
ings may submit the question, in writing,
to the presiding officer. The FEA or the
presiding officer, if the question is sub-
mitted at the hearings, will determinc
whether the question is relevant,-and
whether time limitations permit it to be
presented for answer.

Any further procedural rules needed
for the proper conduct of the hearings
;{m be amnounced by the presiding of -

cer.

A transcript 6f the hearings will be
made and the entire record of the henar-
ings, Including the transcript, will be re-
tained by the FEA and made availablc
for inspection in the Administrator’s
Reception Area, Room 3400, FEA, Fed-
eral Building, 12th and Pennsylvania
Avenue, NW., Washington, D.C. between
the hours of 8:00 am. and 4:30 p.m.,
Monday through Friday. Any person may
purchase a copy of the transcript from
the reporter,
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Issued in Washington, D.C. July 21,
1975.
Davip G. WiLsox,
Acting General Counsel,
Federal Energy Administration.

[FE Doc.75-19221 Piled 7-21-75;12:17 pm|

FEDERAL POWER COMMISSION
[Project No. 2146]
ALABAMA POWER CO.

lication f 1 of a Pro
Application orApprovato a Proposed

Jory 17, 1975.

Public notice is hereby given that ap-
plication for permission to grant an ease-
ment for & proposed 230 kV transmission
line has been filed under the FEDERAL
POWER ACT (16 U.S.C. T91a-825r) by
Alabama Power Company (correspond-
ence to Mr, 8. R. Hart, Vice President—
Engineering, Alabama Power Company,
600 North 18th Street, P.O. Box 2641,
Birmingham, Alabama 35291) to be lo-
cated partly within the project bound-
ary of constructed Coosa River Project
No. 2146, located on the Coosa River in
Flmore, Chilton, Coosa, Shelby, Talla-
dega, St. Clair, Calhoun, Etowah and
Cherokee Counties in Alabama and Floyd
County, Georgia. The project land over
which the proposed easement would be
granted is in Floyd County, Georgia.

The application seeks Commmission ap-
proval of & proposed easement to be
granted by Alabama Power Company to
Georgla Power Company to allow Geor-
gia Power Company to construct and
maintain a 230 kV transmission line
across the project’s Welss Reservolr in
Floyd County, Georgia. The proposed
Aninston-Plant Hammond transmission
line would cross the Big Cedar Creek arm
of the reservolr on an 87.5-foot wide, 1.83
acre right of way parallel and adjacent
to an existing Georgia Power Company
transmission line. No towers would be
located within the project boundary;
and, pursuant to a United States Army
Corps of Engineers’ permit, 2 minimum
clearance of 70 feet would be maintained
between the conductors and the reservolr
at normal pool level of 564 feet.

Any person desiring fo be heard or to
make any protest with reference to said
application should on or before August
27, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a
petition to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR £1.8 or § 1.10), All pro-
tests filed with the Commission will be
considered by it in determining the ap-
propriate action to be taken but will not
serve to make the protestants es to
the proceeding. Any person ing to
become & party to a proceeding or to par-
ticipate as a party in any hearing therein
must file a petition to intervene in ac-
cordance with the Commission’s Rules,
The application i5 on file with the Com-
mission and is available for public in-
spection,

Take further notice that, pursuant to

the authority contained in nnd conterred

NOTICES

upon the Federal Power Commission by
Sections 308 and 309 of the Federal
Power Act (16 U.S.C. § 825¢g, § 825h) and
the Commission’s Rules of Practice and
Procedure, specifically Section 1.32(b)
(18 CFR & 1.32(b)), as amended by Or-
der No. 518, a hearing may be held
without further notice before the Com-
mission on this application if no issue of
substance is raised by any request to be
heard, protest or petition filed subsequent
to this notice within the time required
herein and if the applicant or initial
pleader requests that the shortened pro-
cedure of § 1.32(b) be used. If an issue
of substance is so raised or applicant or
initial pleader fails to request the short-
ened procedure, further notice of hearing
will be given.

Under the shortened procedure herein
provided for, unless otherwise advised, it
will be unnecessary for applicant or ini-
tial pleader to appear or be represented
at the hearing before the Commission.

Mary B. K1op,
Acting Secretary.

{FR Doc.75-10163 Filed 7-23-75;8:45 am)

[Docket No. CP76-10]
ARKANSAS LOUISIANA GAS CO.
Application
JuLy 17, 1075.

Take notice that on July 8, 1975, Ar-
kansas Louisiana Gas Company (Appli-
cant), P.O. Box 1734, Shreveport,
Louislana 71151, filed in Docket No.
CP76-10 an application pursuant to
Section 7(c) of the Natural Gas Act for
a certificate of public convenience and
necessity authorizing the change of
natural gas with Michigan Wisconsin
Pipe Line Company (Michigan Wiscon=-
sin), all as more fully set forth In the
application on file with the Commission
and open to public inspection.

Applicant alleges that Michigan Wis-
consin and Applicant have available for
exchange in the proximity of each othef’s
pipeline system volumes of gas from gas
reserves which they own or have the
right to purchase. Applicant further al-
leges that Michigan Wisconsin and Ap-
plicant have entered into an exchange
agreement dated May 8, 1975, for the
mutual benefit of both parties that pro-
vides for a gas-for-gas exchange with
adjustments for the Btu content of the
gas. The proposed exchange points that
would be constructed are at the tailgate
of Applicant's plant in Custer County,
Oklahoma, which Michigan Wisconsin
wouid install own and operate, and at a
point in Caddo County, Oklahoma, which
Michigan Wisconsin would install and
own and Applicant would operate. Delly-
eries to Michigan Wisconsin would be
made at the Custer delivery point and
deliveries to Applicant would be made at
the Caddo delivery point. Deliveries
would not exceed 25,000 Mcf of gas per
day. The estimated cost of the proposed
facilities to effectuate the exchange, a
tap at each point of delivery, is stated to
be approximately $3,000, to be financed
from funds on hand.
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Any person desiring to be heard or to
make any protest with reference to said
application should on or before August 7,
1975, file with the Federal Power Com-
mission, Washington, D.C. 20426, a peti-
tion to intervene or a protest in accord-
ance with the requirements of the Com-
mission’s Rules of Practice and Procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be considered
by it in determining the appropriate ac-
tion to be taken but will not serve to make
the protestants parties to the proceeding.
Any person wishing to become a party to
a proceeding or to participate as a party
in any hearing therein must file a peti-
tion to intervene In accordance with the
Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections
7 and 15 of the Natural Gas Act and
the Commission’s Rules of Practice and
Procedure, a hearing will be held with-
out further notice before the Commis-
sion on this application if no petifion
to Intervene is filled within the time
required herein, if the Commission on
its own review of the matter finds that
a grant of the certificate is required by
the public convenience and necessity, If
a petition for leave to intervene is timely
filed, or if the Commission on its own
motion believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.

Mary B. Kiop,
Acting Secretary.
|FR Doc.75-10154 Flled 7-23-75:8:45 am|

ARKANSAS-MISSOURI POWER CO,
[Docket No, E-9002]
Further Extension of Procedural Dates
Jory 17, 1975.

On July 9, 1975, Stafl Counsel filed a
motion to defer the procedural dates
fixed by order issued November 29, 1974,
as most recently modified by notice
issued June 16, 1975. The motion states
that the parties have been notified and
haye no objection.

Since the proposed settlement has not
yet been filed, notice is hereby given that
the procedural dates in the above matter
are modified as follows:

Sei-;!,ce of Staff Testimony, August 19,
5.

Service of Intervenor Testimony, Sep-
tember 2, 1975,

Service of Company Rebuttal, Septem-
ber 19, 1975.
Hearing, September 30, 1975 (10 a.m.),
Est).
Kennern F, PLume,
Secretary.
[FR Doc.75-10155 Filed 7-23-76;8:45 am)
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[Project No, 2600]
BANGOR HYDRO-ELECTRIC CO,

Application for Use of Project Property
Juny 17, 1975.

Public notice is hereby given that ap-
plication was filed on February 24, 1975,
under the Federal Power Act (16 US.C.
791a~-825r) by the Bangor Hydro-Elec~-
tric Company (Correspondence to: Mr,
Earle R, Webster, Executive Vice Presi-
dent, Bangor Hydro-Electric Company,
33 State Street, Bangor, Maine 04401)
for Commission approval of a previously
unauthorized Use of Project Property for
Project No. 2600 on the Penobscot River
in the Towns of Enfleld and Howland in
Penobscot County, Maine.

Applicant proposes to lease a parcel
of project property to the Town of En-
field. This parcel, which contains ap-
proximately seven acres, is located on
the east bank of the Penobscot River
about 1000 feet below the project power-
house.

The Town proposes to develop the
parcel as a summer picnic site. Picnic
tables, benches, nature walks, and a sani-
tary facility will be provided.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before Au-
gust 25, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a
petition to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR § 18 or §1.10). All pro-
tests filed with the Commission will be
considered by it in determining the ap-
propriate action to be taken but will not
serve to make the protestants parties to
the proceeding. Any person wishing to
become a party to a proceeding or to par-
ticipate as a party in any hearing therein
must file a petition to intervene in ac-
cordance with the Commission’s Rules.
The application is on file with the Com-
mission and is available for public in-
spection.

Take further notice that, pursuant to
the authority contained in and confer-
red upon the Federal Power Commis-
sion by Sections 308 and 309 of the Fed-
eral Power Act (16 U.S.C. § 825g, § 825h)
and the Commission’s Rules of Practice
and Procedure, specifically Section 1.32
(b) (18 CFR § 1.32(b)), as amended by
Order No, 518, a hearing may be held
without further notice before the Com-
mission on this application if no issue of
substance is raised by any request to be
heard, protest or petition flled subsequent
to this notice within the time required
herein and if the applicant or Initial
pleader requests that the shortened pro-
cedure of § 1.32(b) be used. If an issue of
substance is so raised or mpplicant or
initial pleader falls to request the short-
ened procedure, further notice of hear-
ing will be given.

Under the shortened procedure herein
provided for, unless otherwise advised, it
will be unnecessary for applicant or ini-

NOTICES

tial pleader to appear or be represented
at the hearing before the Commission,

Mary B. K1op,
Acting Secretary.

[FR Doc/76-10166 Filed 7-23-75;8:45 am|)

[Project No. 2732)

CAROLINA POWER & LIGHT CO.
Application for Surrender of Preliminary
Permit

JoLy 17, 1975.

Public notice is hereby given that ap-
plication for surrender of preliminary
permit has been filed under the FED-
ERAL POWER ACT (16 US.C. 79la-
825r) by Carolina Power & Light Com-
pany (Correspondence to: William E.
Graham, Esquire, Vice President and
General Counsel, Carolina Power & Light
Company, P.O. Box 1551, Raleigh, North
Carolina 27602 and copies t6 Richard A.
Brown, Esquire, Wald, Harkrader &
Ross, 1320 Nineteenth Street, NW.,
Washington, D.C. 20036) for the pro-
posed Jackson County Pumped Storage
Project No. 2732, to be located in Jack-
son County, North Carolina on Caney
Fork, a tributary of the Tuskasegee
River; and Frady Creek, a branch of
Chastine Creek which is a tributary of
Caney Fork.

On June 18, 1974, the Commission is-
sued an order issuing preliminary permit
to Carolina Power & Light Company
(Permittee) to study the feasibility of
the proposed 1,000 mW Jackson County
Pumped Storage Project and affirmed
that order on February 19, 1975. The
Permittee seeks to surrender this permit
citing the following reasons: (1) Per-
mittee's analyses of gites for the Jack-
son County Pumped Storage Project
(Project No. 2732) and the Madison
County Pumped Storage Project (Proj-
ect No. 2734, preliminary permit issued
December 12, 1974) indicate the Jackson
County site is less well adapted for de-
velopment as a hydroelectric pumped
storage facility than the Madison County
site; (2) it is not necessary to pursue the
investigation and development of more
than one proposed site at this time due
to changes in Permittee’s generation plan
and deferral of several fossil and nuclear
units until the middle and late 1980's;
and (3) surrender of the permit will al-
low more expeditious investigation of the
apparently more adaptable Madison
County site.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before Septem-
ber 2, 1975, file with the Federal Power
Commission, Washington, D.C. 20426,
petitions to intervene or protests in ac-
cordance with the requirements of the
Commission’s Rules of Practice and Pro-
cedure (18 CFR 1.8 or 1.10). All protests
filed with the Commission will be con-
sidered by it in determining the appro-
priate action to be taken but will not
serve to make the protestants parties to

the proceeding. Persons wishing to be.
come parties to a proceeding or to partic.
ipate as a party in any hearing therein
must file petitions to intervene in accord-
ance with the Commission’s Rules. The
application is on file with the Commis.
sion and available for public Inspection,

Mary B. Kion,
Acting Secretary.

[PR Doc.75-19157 Piled 7-23-75;8:45 am)|

{Docket No, CP75-235]
CLAJON GAS CO.
Petition To Amend
Juny 17, 1975,

Take notice that on July 1, 1975, Cla-
jon Gas Co. (Petitioner), 1730 M Street,
N.W. Suite 501, Washington. D.C. 20036,
filed in Docket No. CP756-235 a petition
to amend the order of the Com