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highlights

SUNSHINE ACT MEETINGS ..................... 44328

NATIONAL LUPUS WEEK

Presidential proclamation...

EMPLOYEE STOCK OWNERSHIP PLANS

Labor/EBSO sets forth requirements and defines ‘'stock

ownership plan” and “qualifying employer security"

(Part IV of this issue)...

Treasury/IRS issues fmal tomporary and proposed ragu

lations (3 documents) (Part IV of this issue)... o
44394

ELECTRONIC PRODUCTS

HEW/FDA provides for exemptions from radiation safety
standards for products intended for U.S. gavemment use;
effective 10-3-77... 3

PETROLEUM ALLOCATION
FEA clarifies entitlements treatment of exchanges for
Strategic Petroleum Reserve; effective 8-30-77. ............

COASTAL ENERGY IMPACT PROGRAM
Commerce/NOAA publishes guidelines for environmental
impact assessments (Part V of this issue)....................

FOOD STAMP PROGRAM

USDA/FNS announces public hearings on 10-4, 10-11,
10-13 and 10-18-77 to discuss operations and proce-
dures prior to proposed legislative reforms . .

HEAT PUMPS
FEA proposes to develop test procedures; comments by
e B T e e s N R S

NITRATES AND NITRITES IN POULTRY
PRODUCTS

HEW/FDA requests data by 11-1-77 and publishes
statement of policy (Part Il of thisissue)....................

FOOD ADDITIVES

HEW/FDA amends regulations to provide for safe use of
polypropylene glycol as a plasticizer for polystyrene
plastics intended to contact food; effective 9-2-77;
objections by 10-3-77... h rvor X

FOOD INGREDIENTS

HEW/FDA announces opportunity for public hearing on
safety of certain food ingredients and for interested
persons to submit written requests for oral presentation

by 10-3-77 (2 documents). ...............cccoevecronan-n 44284,

RADIOLOGICAL HEALTH

HEW/FDA amends performance standard for diagnostic

Xray systems and their m.jor componcnts effective
3 {0 D 7 e SRS SRS il S R ISR A 2N
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR

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

Monday Tuesday Wednesday Thursday Friday
NRC USDA/ASCS NRC USDA/ASCS
DOT/COAST GUARD USDA/APHIS DOT/COAST GUARD USDA/APHIS
DOT/NHTSA USDA/_Ft;S DOT/NHTSA _uéMJFNs
DOT/FAA USDA/REA DOT/FAA USDA/REA
DOT/OHMO csC DOT/OHMO csc
DOT/OPSO ~ LABOR DOT/OPSO LABOR
HEW/ADAMHA HEW/ADAMHA
HEW/CDC HEW/CDC
HEW/FDA ' HEW/FDA
HEW/HRA HEW/HRA
HEW/HSA HEW/HSA
HEW/NIH = HEW/NIH
_HéW/PHs HEW/PHS

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

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

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

J‘-’:‘,\ Published dally, Monday through Friday (no publication on Saturdays, ‘Sundays, or on official Federal

F = holidays), by the Office of the Federal Register, National Archives and Records Service, General Services

Administration, Washington, D.C. 20408, under the Federal Register Act (40 Stat. 500, as amended; 44 US.C.,

Ch. 15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution

’*“:'un ‘0& is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402,

The FroeraL RecisTen provides a uniform system for making avallable to the public regulations and legal notices Issued

by Federa! sgencies. Thess Include Presidential prociamations and Executive orders and Federal agency documents having

general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency

documents of public interest. Documents are on file for public inspection in the Office of the Federal Reglster the day before
they are published, unless earlier filing 1s requested by the issuing sgency.

The FrorraL RroisTer will be furnished by mall to subscribers, free of postage, for $5.00 per month or 850 per year, payable
in sdvance. The charge for individual coples is 756 cents for each issue, or 75 cents for each group of pages 4s actuaily bound.
Remit check or money order, made payable to the Superintendent of Documents, U8, Government Printing Ofice, Washington.
D.C. 20402,

There are no restrictions on the republication of material appearing in the Froraal REGISTER,

Phone 523-5240

federal register
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INFORMATION AND ASSISTANCE

Questions and requests for specific information may be directed to the following numbers. General inquiries

may be made by dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue: PRESIDENTIAL PAPERS:
Subscription orders (GPO)............ 202-783-3238 Executive Orders and Proclama- 523-5233
Subscription problems (GPO)........ 202-275-3050 tions.
“Dial - a - Regulation" (recorded 202-523-5022 Weekly Compilation of Presidential 523-5235
summary of highlighted docu- Documents.
WEIRE 8ppesing iin next Cay s Public Papers of the Presidents.... 523-5235
issue).
Scheduling of documents for 523-5220 Index i s 523-5235
publication. 8 PUBLIC LAWS:
oD of SouTTents dphearinig 523-5240 | pyplic Law dates and numbers...... 523-5237
the Federal Register. 2 5235237
COMTECHIONS ... oecorerrrmcoreeecsieseses 523-5286 SHP LAWS. ..oocoacismasesicensanaomnnineeese
Public Inspection DesK................. 523-5215 U.S. Statutes at Large.......cocoueeeee 523-5237
FindIng - AIUS - ol ot iniires 523-5227 Index ... o 523-5237
Public Briefings: “How To Use the 523-5282 | y.s. Government Manual.................. 523-5230
Federal Register.” -
Code of Federal Regulations (CFR).. §523-5266 | Automation g
FInAing AldS.. .. i iaisssvmasmsasuons 523-5227 I T e R s A 523-5240
HIGHLIGHTS—Continued

NEW ANIMAL DRUGS

HEW/FDA provides for safe and effective use of a
phenylbutazone tablet used to treat certain inflammatory
conditions in dogs; effective 9-2-=77. .. . .. @ riramriiriiaan
HEW/FDA establishes that drugs containing chloroform
are “new animal drugs'” end must be subject of an
approved new animal drug application for marketing;
(i (e T 0 D S e e sl MR e S e S

NEW DRUGS

HEW/FDA rescinds proposal to withdraw approval of
tranylcypromine sulfate tablets; effective 9-2-77...... 3
HEW/FDA adds tranylcypromine sulfate to list of drugs
which may remain on market pending completion of
DA N R U IS S o cacaatinns siisrsinises idors roheshonmesaniisns s doss s
HEW/FDA offers opportunity for hearing on less-than-
effective indications for certain antilipemic drugs; hear-
O R OB U L O e o o vectesy i sasemsayapey Fovanssarsaroons
HEW/FDA proposes to withdraw approval of new drug
application for combination drug containing syrosingo-
pine and hydrochlorothiazide; hearing requests due
10-3-77

HEALTH MANPOWER
HEW/HRA publishes annual update of low-income levels
which determine ehgtblllty for repayment of loans for
health professions... St

ANTIBIOTIC DRUGS

HEW/FDA clarifies packaging requirements for drugs
intended for parenteral use; effective 10-3-77................
HEW/FDA approves certification of vidarabine mono-
hydrate ophthalmic cintment; effective 9-2-77 . ..............

SACCHARIN
HEW/FDA extends comment period on proposed re-
stricted use; comments by 10-3-77........ A SRR

44226

44225

44278

.. 44289

ADULT EDUCATION PROGRAMS

HEW/OE proposal prescribing new maintenance of
effort requirements and provisions for waivers; com-
ments by 10-17-77 (Part VI of this issue). ...................

MINIMUM WAGES

Labor/ESA publishes general wage determination
decisions for Federal and federally assisted construction
projects, and index as of 8-5-77 (2 documents) (Part
VIR 200 T8 T ) R eme ot N TN S 44410,

CHARACTER SETS FOR OPTICAL RECOGNITION
Commerce/NBS solicits comments by 12-1-77 on pro-
posed revision of Federal Information processing
LT T B AR T R RS R S SR .

TELEVISION RECEIVERS FROM JAPAN
ITC publishes notice of termination of prelummary
investigation B e SR B LI RB S S 55

MEDICARE
HEW/HCFA announces economic index for 6-77 thru
G780 STBCENG Tdod J L s s ividome i st s b vostaasty s sss s bED

HEALTH PLANNING
HEW/HRA publishes notice of determination of popula
tion of health service areas..

OIL IMPORTS

FEA proposes to amend Guideline for granting exception
relief for persons importing residual fuel oil into District
1 cOMMENTS DY O=22=T7 . oo ivieresesiessstasshars s sassns

TARIFFS OF COMMON CARRIERS OF PROPERTY
ICC revises regulations governing the construction, filing,
and posting of tariffs by motor common property carriers
and certain water carriers; effective 10-5-77. ................
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HIGHLIGHTS—Continued

ANTIHISTAMINE DRUGS

HEW/FDA revokes certain marketing exemptions, an-
nounces conditions for marketing, and offers opportunity

for hearing on less-than-effective indications; hearing
requests by 10-3-77 (4 documents)................... 44273-44281

EDUCATION ASSISTANCE PROGRAMS

HEW/OE announces closing dates for receipt of applica-
tions for Gifted and Talented Model Projects, 11-21-77;
Handicapped Children's Early Education Program,
11-9-77; Handicapped Research and Demonstration,
Field Initiated Studies Program, 12-7-77; and Fulbright-

Hays Training Grants, 11-4-77 (4 documents).... 44270-44272
HEARINGS—
DOD/AF: M=X Buried Trench Construction and Test
e o D (- By g MR OO S e S B e 44263
HEW/FDA: Butylated Hydroxyanisole, 9-26-77.......... 44282
Review Panel on New Drug Regulation, final report,
LN Ky iy AR e T PRI OO St TR TR, 44283
MEETINGS—
USDA/FSQS: Expert Panel on Nitrites and Nitrosa-
oo S { S e B AL R A A © 44217
Commerce/DIBA: Telecommunications Equipment
Technical Advisory Committee, 9-20-77............ 44257
Weather Modification Advisory Board; 9-23 thru
v o o e e O B e K S e D e 44260
DOD: Defense Science Board Task Force on Cruise
Missiles, 9=19 and 9-20=77.......ccccrrmercrsmesrirmrrarrsres 44264

EPA: Science Advisory Board Executive Commmee,
Subcommittee on Scientific Criteria for Environ-
mental Lead, 10=T=77......eiiiomieeasrmsmmmsnsnicanmanas 44266

FEA: Fourth Anthracite Coal Conference, 9-15-77...... 44266

HEW/ADAMHA: Alcohol Research Review Committee,

1026 thru 10=28=77......oocooeereimressiirainseasamniesses 44268
Alcohol Training Review Committee, 10-13 thru

(23 |- 5 e s S AN (00 i SO Pk D e 44268
Board of Scientific Counselors, 10-27 and

> 3 Ty R B S S S o L O P 44268
Clinical Projects Research Review Committee, 10-27

R R O Y e e A e s 44268

Crime and Delinquency Review Committee, 10-5

T8 (8 Lo T RN S A o bRy I P s X R N Bk 44268
Drug Abuse Prevention Review Committee,

oL Y e e Ay T+ 3 b 44268
Drug Abuse Training Center Review Committee,

oy TR Ty M R A e 2 44268
Interagency Committee on Federal Activities for

Alcohol Abuse and Alcoholism, 10-18-77............ 44268
Mental Health Services Research Review Committee,

RO A ] O o iy o> e ot abos v s bmaass ok snsmuss 44268
Metropolitan Mental Health Problems Review Com-

mittee, 10-13 thru 10-15-77. ......covviinrrviiinriaien 44268
Personality and Cognition Research Review Com-

mittee, 10-16 thru 10-18-77... 44268

Preclinical Psychopharmacology Research Roview
Committee, 10-27 and 10-28-77..
NIH: Division of Research Grants, 11-14 and
B 00 4 O R S e S S e S s 44290
National Diabetes Advisory Board, 10-19-77......
OE: National Advisory Council on Indian Education,

o3 b S i Doy oot Sl B ot vt ) et 272
National Advisory Council on Women’s Educa-
tional Programs; 9-18 thru 9-20-77.............. 44272
PHS/CDC: National Institute for Occupational
Safety and Health Committee, 10-20 and
b (3 272 B o Ao S AR v CER S S WO 4 A 44 44290
HUD/Secy.: Task Force on Housing Costs; 10-5 thru
b L A R e o S e 35 O RS S 44313
Interior/NPS: Golden Gate National Recreation Area i
Advisory Commission, 9-24-77. .. 44322
Labor/PWBP: Advisory Council on Employee Welfare
and Pension Benefit Plans; 9-20-77........cccccvveianrnnen 44298
LSC: Board of Governors Regulations Committee,
G G e i o P o B N 44323
SEPARATE PARTS OF THIS ISSUE
L s U g L v e g 7 O M T T, S 44367
Part 111, HEW/FDA. .. o R PO 44375
Part IV, Treasury/lRS and Labor/EBSO .... 44383

Part V, Commerce/NOAA.... .........ccceens
Part VI, HEW/OE.... ...
Part VII, Labor/ESA
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THE PRESIDENT
Proclamation
Lupus Week, National ... ...
EXECUTIVE AGENCIES

AIR FORCE DEPARTMENT

Notices

M-X Buried Trench Construction
and Test Project; public hear-
ing and availability of environ-
mental impact statement.______ 44263

AGRICULTURAL MARKETING SERVICE

Rules
Lemons grown in Ariz. and Calif. 44213
Pears, plums, and peaches (fresh)

grownin Calif. 44214
Proposed Rules
Milk marketing orders:
Inland Empire; termination of
N e el e L sk A 44243
Inland Empire; hearing. ... 44243

Potatoes (Irish) grown in Colo... 44242

AGRICULTURAL STABILIZATION AND
CONSERVATION SERVICE
Rules
Rural environmental programs,
National:
Forestry incentives program;
cost-sharing with same owner Sis1s
2

AGRICULTURE DEPARTMENT

See also Agricultural Marketing
Service; Agricultural Stabiliza-
tion and Conservation Service;
Animal and Plant Health In-
spection Service; Food and Nu-
‘trition Service; Forest Service;
Rural Electrification Adminis-
tration.

Rules

Procurement; architect-engineer
B OB s e s sl s s . 44236

ALCOHOL, DRUG ABUSE, AND MENTAL
HEALTH ADMINISTRATION
Notices
Meetings:
Advisory Committees; October. 44268
Advisory Committees; Septem-
e X e R S

ANIMAL AND PLANT HEALTH
INSPECTION SERVICE
Rules

Livestock and poultry quarantine:
2017 T T G R s I

BLIND AND OTHER SEVERELY HANDI-
CAPPED, COMMITTEE FOR PURCHASE
FROM

Notices

Procurement list, 1977; additions
and deletions (2 documents) .. 44260,

44261
CIVIL SERVICE COMMISSION
Rules
Excepted service:
Community Services Adminis-
RO . s S e 44233

Noncareer executive assignments:

contents

Federal Energy Administra-
tion

Notices

Civil Service Commission. ..
Equal Employment Opportunity
Commission (4 documents) .. 442!52:i

COMMERCE DEPARTMENT

See also Domestic and Interna-
tional Business Administration;
National Oceanic and Atmos-
pheric Administration.

Notices

Committees: establishment, re-
newals, terminations, etc.: .
State and Local Area Statistics
Census Advisory Committee

et al.; termination. ...

COPYRIGHT OFFICE, LIBRARY OF
CONGRESS

Proposed Rules

Copyright owners and broadcast-
ing entities:

Noncommercial performances
of nondramatic literary or
musical works; notice of ob-
Jection, service of - oo

CUSTOMS SERVICE

Proposed Rules

Country of origin marking:
Radios, stereo systems, televi-
sion sets, ete.; change of posi-
tion relating to marking; ex-

44260

44247

44246

DEFENSE DEPARTMENT
See aljo Alr Force Department.
Notices

Meetings:
Science Board task forces;

DISEASE CONTROL CENTER
Notices

Meetings:
Safety and Occupational Health
Study Section. .. ..

DOMESTIC AND INTERNATIONAL
BUSINESS ADMINISTRATION

Notices

Meetings:

Telecommunications Equip-
ment Technical Advisory
Ot ee s e e s

Scientific articles; duty free
entry.

National Cancer Institute .. .. 44253

National Institutes of Health_ _ 44253

Rush-Presbyterlan-St. Luke's
Medical Center et al.._.._..

44200

8t. Francis Hospital et al. ... 44256
University of California-San
Diegoiet Al St O DTSl 44257
University of Chicago........ 44258
University of Florida. .. ... 44259

EDUCATION OFFICE

Proposed Rules
Adult education programs, State:
Effort maintenance require-
ments
Notices

Applications and proposals, clos-
ing dates:
Fulbright-Hays training grants_ 44270
Gifted and talented programs. . 44270
Handicapped children's early

education program. . ....... 44271

Handicapped research and i
demonstration . 44271

Handicapped research and
demonstration; correction.. 44272

Audit appeals:
North Carolina. . oo . 44272
Meetings:

Indian Education National Ad-
visory Council. . . _.__ 44272

Women's Educational Pro-
grams National Advisory
017 | A Py B AT AR N 44272

EMPLOYEE BENEFITS SECURITY OFFICE
Rules
Fiduciary responsibility:
Employee stock ownership ¢
plans; loan exemptions. .. __ 44384~
EMPLOYMENT AND TRAINING
ADMINISTRATION
Notices
Employment transfer and busi-

ness completion determina-

tions; financial assistance ap-

DUCAIONS i e e e e} 44296

Unemployment, compensation,
emergency:

Federal supplemental or ex-
tended benefits; “on" and
“off" indicators; various
(22777 T o s B, S 44206

EMPLOYMENT STANDARDS

ADMINISTRATION

Notices

Index to general wage determina-
tlon decisions and modifica-
2 ey iy = W gy 44488

Minimun wages for Federal and
federally-assisted construction;
general wage determination de-
cisions, modifications, and

supersedeas decisions__________ 44410

ENVIRONMENTAL PROTECTION AGENCY

Rules
Alr quality implementation plans;
various States, ete.:

*TY ) PR el e S 44234
Massachusetts . oo . 44235
Notices
Afr pollution; ambient air moni-
toring reference and equivalent
T T S St L S SN 44264

Meetings:
Science Advisory Board; Scien-
tific Criteria for Environ-
mental Lead Subcommittee. . 44266
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Pesticides; specific exemptions and
experimental use permits:
Maryland Department of Agri-
culture 44265
Penwalt Corp.etal. ... ... 44266
Stauffer Chemical Co.etal_ ... 44266

ENVIRONMENTAL QUALITY COUNCIL

Notices
Environmental statements; avail-
ARG A e e e

FEDERAL ENERGY ADMINISTRATION

Rules
Petroleum allocation regulations,
mandatory:

Strategic petroleum reserve; en-
titlements treatment of ex-
changes

Proposed Rules
Administrative procedures and
sanctions, oil:

Exception relief grants, import
PORRIRLIONS o s e iy om e ey

Energy conservation program,
appliances:

44218

44244

44246

Energy conservation plans; envi-
ronmental negative deter-
minations:

Meetings:
Anthracite Coal Conference. ... 44266

FEDERAL HOME LOAN BANK BOARD

Notices

Applications, ete.:
Tri-County Savings & Loan
Association 44287

FEDERAL INSURANCE ADMINISTRATION

Rules
Flood Insurance Program, Na-
tional:
Special hazard areas__________ 44234
Special hazard areas, map cor-
rections (13 documents) .. 44368
44372

FEDERAL RESERVE SYSTEM

Notices

Applications, ete,:
Colrxr:mumty Banks of Filorida,

44267

c.
New Virginia Bancorp. ... e 44267

FISH AND WILDLIFE SERVICE

Rules
Public access, entry, use,
recreation:

Charles M. Russell Nationsl
Wildlife Range and UL Bend
National Wildlife Refuge (2
documents)

Proposed Rules
Public access, entry, use, and
recreation:
Ruby Lake Natlonal Wildlife
Refuge, Nev.; clarification. ..
Notices
Endangered and threatened spe-
cies permits; application (6
documents) .o . 4431444320

and

44241

44250

CONTENTS

Marine mammal applications,
ete.:
California Department of Fish

44314

FOOD AND DRUG ADMINISTRATION

Rules
Animal drugs, feeds, and related

products:
(0703 (e o1 {11y + 1 R SR 44225
Food additives: irradiation and
radiation sources. . .. -em-—= 44227
Phenylbutazone tablets and
DOITIBEE - e o oA - 44226

Tetracycline; CFR correction.. 44227
Biological products:

Blood and blood products:
standards; normal serum al-
bumin (human) and plasma
protein fraction (human);
extension of time. oo o e

Food additives:

Plasticizers in polymeric sub-
stances

Resinous and polymeric zoat-
Ve, el S A SR Sk et SR

Human drugs:

Antibiotic drugs for parenteral
use; packaging. - o cceeaeee

Vidarabine monohydrate oph-
thalmic ointment. . . . .-

Organization and authority dele-
gations:

Radiological Health Bureau Di-
rector and Deputy Director:
electronic products. . ... oo

Radiological health:

Electronic products: exemp-
tions from radiation safety
performance standards......

X-ray systems; performance
BN RN e e tre o avr e

Proposed Rules
Food, human drugs, animal drugs,
eto.:
Saccharin and its salts: exten-
sfonoftime. . .
Notices
Food additives:
Nitrates and nitrites in poultry
products; inquiry. . _____ 44375
GRAS or prior-sanctioned ingre-
dients; hearings (2 documents) . 44284,
44286

44228

44222
44222

44225
44223

44222

44228
44230

GRAS status, petitions:
Butylated hydroxyanisole; hear-
ing

44282
44282

Trigiyceride mixture of caprylic

and capric acids; withdrawn.
Human drugs:

Antihistamines; efficacy study
implementation exemption
revocation oo

Antihistamines; pyronil, neo-
hetramine hydrochloride, and
theruhistin tablets and theru-
histin syrup; eflicacy study
implementation exemption
POV OOR O L

Antihistamines used in allergy:
eflicacy study, hearing. .. ..

Antihistaminie preparations,
oral or rectal; efficacy study,
TV T A L e e 44275

Antilipemic drugs, certain;
eflicacy study, hearing .. __

44281

44281
44273

Syrosingopine and hydrochlo~
rothiazide: proposed approval
withdrawal; hearing.....---

Tranyleypromine sulfate; effi-
cacy study implementation.. 44286

Tranyleypromine sulfate; re-
scinds proposed withdrawals
Of APDIOVALL & e i rrmitorors

New Drug Regulation Review

Panel Final Report; hearing. .. 44283

FOOD AND NUTRITION SERVICE
Notices

Food stamp program; hearings.. 44251
FOOD SAFETY AND QUALITY SERVICE

Rules
Minimum cooking requirements
* for cooked roast beef. ..

Notices

44279

44288

. Meetings:

Expert Panel on Nitrites and
Nitrosamines & e oee oo 4

FOREST SERVICE

Notices
Environmental statements: avail-
ability, ete.:
Toiyabe National Forest, Cen-
tral Nevada Planning Unit,
Nev

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See also Alcohol, Drug Abuse, and
Mental Health Administration;
Disease Control Center; Educa-
tion Office; Food and Drug Ad-
ministration; Health Resources
Administration; National Insti-
tutes of Health; Social Security
Administration.

Notices

Aged and disabled; supplementary

medical insurance:
July 1977 through June 1978
economic Index. . oo
Organization, functions, and au-

thority delegations:
Management Analysis and Sys-
tems Office; correction.... ..

HEALTH RESOURCES ADMINISTRATION

Notices

Health professions and nursing
student loans: “Low-income
levels” for loan repayment._____

Health service areas:
Population determination. ...

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

44291

See also Federal Insurance Ad-
ministration.

Notices

Meetings:
Advisory Committee.. . ... ...

INTERIOR DEPARTMENT

See also Fish and Wildlife Sery-
ice; Land Management Bureau;
National Park Service,
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Notices
Environmental statements; avail-
ability, ete.:

Alunite Project, Utah .. .. ... 44323
INTERNAL REVENUE SERVICE
Rules
Excise taxes:
Employee  stock ownership
73 T R S s St 44388
" Employee stock ownership
plans; temporary regula-
T T e s AN GRS el e 44304
Proposed Rules
Excise taxes:
Employee stock ownership
L e P R S e M 44396
INTERNATIONAL TRADE COMMISSION
Notices
Import investigations:
Television recelvers from Ja-
', T W AR S S S A 44323

INTERSTATE COMMERCE COMMISSION
Rules
Motor carriers:

Freight and passenger tariffs
and schedules; construction,
posting, and filing____.______

Proposed Rules
List of forms; revision of appreci-
ation procedures. ... ... _..__ 44249
Notices
Agreements under sections 5a and
bécapplieauons for approval,
ete,:

Southern Motor Carriers Rate

Conference, Inc,, et al. . _._._
Pblvix:;.h section applications for re-

Railroad car service rules, manda-
tory; exemptions (4 docu-
MENIEY =L L e et 44324, 44325
Railroad freight rates and
charges; various States, etc.:
Louisiana

JUSTICE DEPARTMENT
See Parole Commission.

LABOR DEPARTMENT

See also Employee Benefits Secu-
rity Office; Employment and
Training Administration; Em-
ployment Standards Adminis-
tration; Occupational Safety
and Health Administration;
Pension and Welfare Benefit
Programs Office.

Notices

Industry study reports for adjust-

ment assistance eligibility:

Ferrochromium, low-carbon ... 44306
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CONTENTS

Adjustment Assistance:
Anna-Rubina, InC oo ceeccaaaas
Anwelt Corp. et al. e 44298

ARy PNty €Ot oo ivtens 44299
Avalon Dyeing Finishing Co.,

N T L e e pren et e 44209
Bethlehem Steel Corp, (2 doc~

RIRENLE) e e e e A 44300
Boulet Sportswear, Ltd_ .. ... 44301
Capitol Garter Co., InCov e 44302
(o Ve B0y | - R I A s S 44303
Curlee Clothing Co., InCo ..~ 44303
Dell Knitwear, INC. - ccceeeo - 44304

Kiddy Kraft Manufacturing... 44305

Lilyette Brassiere Co., Inc..... 44306
McLouth Steel CO- - - cvaees 44308
) T T e L R T L 44307
Quaker Trouser Co- evceveveeea 44309
Rockwell International . __.. 44309
Shapiro, L. K., Associates, Inc.,

o] e RS S S A 44305
True Form Foundations. ... _. 44310

United States Steel Corp. (3
documents) ___________ 44310, 44311
Whitinsville Spinning Ring Co. 44312
Wondering BoOY. . ceecncenreea- 44313
Woodbury Manufacturing Co.. 44313

LAND MANAGEMENT BUREAU

Notices

Applications, ete.:

New Mexico (2 documents). ... 44314
Opening of public lands:

Oregon; correction. .. ... 44314

LEGAL SERVICES CORPORATION

Notices

Meetings:
Board of Directors, Regulations
OIS o s

LIBRARY OF CONGRESS
See Copyright Office.

MANAGEMENT AND BUDGET OFFICE

Notices
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reminders

(The items in this list were editorially complled as an ald to Feoxrar Rzoisten users. Inclusion or exclusion from this 1ist has no legal
significance. Since this list Is Intended as a reminder, It does not incl ude effective dates that oocur within 14 days of publication.)

Chase Lake National Wildlife Refuge,
Rules Going Into Effect Today N.D.; open to deer hunting.... 39392;
8-4-77

= FHLBB—Federally-chartered savings and
INTERIOR/FWS—Arrowwood National loan associations; authority to serve as

Wildlife Refuge, N.D.; open to deer custodians over individual retirement
huRtings.2oinss . 39391; 8-4-77 SCCOMNRE. o i 39088; 8-2-77
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presidential documents

Title 3—The President
PROCLAMATION 4518

National Lupus Week, 1977

By the President of the United States of America

A Proclamation

The medical challenge which the disease lupus erythematosus presents is the sub-
ject of many research projects in hospitals and medical centers throughout the United
States, The disease most often strikes during its victims’ most active and productive
years, and can affect many organs of the body with inflammation and changes in
structure and function.

The cause of lupus still eludes investigators, but promising leads into its relation-
ship to the immune system, as well as to other factors, may yield new understanding
of the origin of this chronic inflammatory disease, which afflicts an estimated fifty
thousand new victims annually.

The Federal Government is supporting an aggressive program of research into
the cause and treatment of lupus, which, it is hoped, will ultimately lead to its preven-
tion or control. Genetic studies suggesting the role of heredity in the occurrence of
lupus have begun to provide important information. The study of immunity, the body’s
ability to resist disease, is now pointing the way to an understanding of the relationship
to Jupus of abnormal immune reactions of the body. Although a cure must await fur-
ther knowledge of the basic cause, presently available forms of treatment can frequently
delay the often grave consequences of the disease.

In recognition of the seriousness of lupus and America’s commitment to its con-
trol, the Congress, by joint resolution approved July 25, 1977, has requested the
President to issue a proclamation designating the week of September 18 through 24,
1977, as National Lupus Week and calling for its appropriate observance.

NOW, THEREFORE, I, JIMMY CARTER, President of the United States of
America, do hereby designate the week of September 18 through 24, 1977, as National
Lupus Week. T invite the Governors of the several States and the Commonwealth of
Puerto Rico, the Mayor of the District of Columbia, the chief officials of local govern-
ments, the medical profession, and the people of the United States to observe that
week with appropriate ceremonies and activities.

IN WITNESS WHEREOF, I have hercunto set my hand this thirty-first day of -

August, in the year of our Lord nincteen hundred seventy-seven, and of the Inde-
? 7 J P,
pendence of the United States of America the two hundred and second.

oy G

[FR Doc.77-25864 Filed 8-31-77 ;4 :42 pm)
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rules and requlations

REGISTER issue of each month.

This section of the FEDERAL REGISTER contains regulatory documents having general
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

licability and legal effect most of which are

L

Title 7—Agriculture

CHAPTER Vil—AGRICULTURAL STABILI-

ZATION AND CONSERVATION SERVICE

AGRICULTURAL ADJUSTMENT), DE-
ARTMENT OF AGRICULTURE

PART 701—NATIONAL RURAL ENVIRON-
MENTAL PROGRAMS FOR 1975 AND
SUBSEQUENT YEARS

Forestry Incentives Program

AGENCY: Agricultural Stabilization and
Conservation Service, Department of
Agriculture.

ACTION: Final rule.

SUMMARY: The purpose of this rule is
to revise the regulations concerning cost-
sharing with the same landowner more
than once on the same acreage. Previous
rules allowed cost-sharing only once ex-
cept where plantations were heavily
overtopped by hardwood sprouts, This
rule would allow repetitive timber stand

improvement measures on the same
acreage where recommended by the sery-
ice forester as sound silvicultural prac-
tice.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT.

Robert J. Mondloch, (ASCS) (202-447-

8221),
SUPPLEMENTARY INFORMATION:
The Forestry Incentives Program pro-
vides cost-sharing for landowners to re-
forest or improve existing stands of for-
est trees. Previous rules allowed cost-
sharing only once on the same acreage
with the same landowner, except where
plantations needed release from hard-
wood sprouts, This rule has been found
to be too restrictive and silviculturally
unsound. Direct seeding is an economical
way of reforestation yet frequently re-
quires thinning within 3 years., Succes-
sive thinnings in a dense stand may be
the only feasible way of treatment, Thin-
ning followed by a later pruning Is a
common and sound practice. The winter
planting season is rapidly approaching.
Accordingly, it is hereby found and de-
termined that compliance with notice,
public procedure, and 30-day effective

date provisions of § U.S.C, 553 is imprac-
ticable and contrary to the public inter-
est.

Accordingly, 7 CFR
amended to read as follows:

§ 701.41 Restoration of practices.

(a) Cost-sharing may be authorized
under the program only for the estab-
lishment or installation of the practices
contained in this part. Cost-sharing may
not be authorized for repeating any of
the practices in this part with the same
owner on the same acreage, except as
provided in paragraph (b) or (¢) of this
section,

(b) Cost-sharing may be authorized
for the replacement, enlargement, or
restoration of practices for which cost-
sharing has been allowed under the pro-
gram only if all of the following condi-
tions exist;

(1) Replacement or restoration of the
practice is needed to solve the problem;

(2) The failure of the original practice
was not due to the lack of proper main-
tenance by the current operator; and

(3) The county committee belicves
that the replacement or restoration of
the practice merits consideration under
the program to an equal extent with
other practices,

{c) Cost-sharing may be suthorized
for timber stand improvement measures
carried out in repetitive steps where, in
the judgement of the forester, the stand
treatment warrants such silvicultural
practice,

(Sec. 4, 49 Stat. 164, Secs. 7-15, 16(a), 16(f),
18A, 17, 49 Stat. 1148, as amended, 71 Stat.
176, 71 Stat, 426, 72 Stat, 864, 75 Stat, 233, 86
Stat. 676; (16 US.C. 5903-5900, 380p(a),
590pA, 590q); Secs. 1001-1000, 87 Stat. 241
(16 US.C. 1501-1510).)

Signed at Washington, D.C.. on Au-
gust 23, 1977.

§70141 is

Ray FITZGERALD,
Administrator, Agricultural
Stabilization and Conserva-
tion Service.

|FR Doc.T7-25292 Flled 9-1-77;8:45 am]

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

({Lemon Reg. 108}

PART 910—LEMONS GROWN IN
CALIFORNIA AND ARIZONA

Limitation of Handling

AGENCY': Agricultural Marketing Serv-
ice, USDA.

ACTION: Final rule.

SUMMARY: This regulation establishes
the quantity of California-Arizona
lemons that may be shipped to fresh
market during the weekly regulation
period September 4-10, 1977. This reg-
ulation is needed to provide for orderly
marketing of fresh lemons for the reg-
ulation period because of the production
and marketing situation confronting the
lemon Industry.

EFFECTIVE DATE: September 4, 1977,
FOR FURTHER INFORMATION CON-
TACT:

Charles R. Brader, Deputy Director,
Fruit and Vegetable Division, Agricul-
tural Marketing Service, U.8, Depart-
ment of Agriculture, Washington, D.C.
20250, (202-447-3545),
SUPPLEMENTARY INFORMATION:
Findings. (1) Pursuant to the amended
marketing agreement and Order No. 9810,
as amended (7 CFR Part 910), regulating
the handling of lemons grown in Cali-
fornia and Arizona, effective under the
applicable provisions of the Agricultural
Marketing Agreement Act of 1837, as
amended (7 U.S.C. 601-6874), and upon
the basis of the recommendations and in-
formation submitted by the Lemon Ad-
ministrative Committee established
under the amended marketing agree-
ment and order, and upon other avail-
able information, it Is found that the
limitation of handling of such lemons, &s
provided in this regulation will tend to
effectuate the declared policy of the act.
(2) The need for this regulation to
limit the quantity of lemons that may be
marketed during the specified week stems
from the production and marketing sit-
uation confronting the lemon industry,
(1) The committee has submitted its
recommendation for the quantity of
lemons it consider advisable to be
handled during the specified week. The
recommendation resulted from con-
sideration of the factors covered in the
order. The committee further reports the
demand for lemons is very similar to
last week, good on size 140's and smaller,
but poorer on larger sizes. Average f.o.b.
price was $6.73 per carton the week end-
ed August 27, 1977, compared to $6.65
per carton the previous week. Track and
rolling supplies at-165 cars were up 15
cars from last week,
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(ii) Having considered the recom-
mendation and information submitted
by the committee, and other available
information, the Se-retary finds that the
quantity of lemons which may be handled
should be established as provided in this
regulation.

(3) It is further found that it i{s im-
practicable and is contrary to the public
interest to give preliminary notice, en-
gage in public rulemaking procedure, and
postpone the effective date until 30 days
after publication in the FebEraAL REGISTER
(5 US.C. 553), because the time inter-
vening between the date when informa-
tion upon which this regulation is based
became available and the time when it
must become effective to effectuate the
declared policy of the act is Insufficient.
A reasonable time is permitted, for prep-
aration for the effective time; and good
cause exists for making the regulation
effective as specified. The committee held
an open meeting during the current week,
after giving due notice, to consider sup-
ply and market conditions for lemons
and the need for regulation. Interested
persons were afforded an opportunity to
submit information and views at this
meeting. The recommendation and sup-
porting information for regulation dur-
ing the period specified were promptly
submitted to the Secretary after the
meeting was held, and information con-
cerning the provisions and effectivetime
had been provided to handlers of lemons.
It is necessary, to effectuate the declared
policy of the act, to make this regulation
effective as- specified. The commitiee

meeting was held on August 30, 1977.
§ 910,408 Lemon Regulation 108.

CR);- B2 ™

(b) Order. (1) The quantity of lemons
grown in California and Arizona which
may be handled during the period Sep-
tember 4, 1977, through September 10,
1977, is established at 200,000 cartons.

(2) As used iIn this section, “handled"”
and “carton(s)" have the same meaning
as when used in the amended marketing
agreement and order.
(Secs. 1-19, 48 Stat, 31, as amended; 7 US.C.
601-674.)

Dated: August 31, 1877.

CHarLEs R. Braoer,
Deputy Director, Fruit and Veg-
etable Division, Agricultural
Marketing Service,

[FR Doc.77-26018 Filed §-1-77;12:04 pm]

[Pear Reg. 7, Amdt. 1}

PART 917—FRESH PEARS, PLUMS, AND
PEACHES GROWN IN CALIFORNIA

Grade, Size, and Container

AGENCY: Agricultural Marketing Serv-
ice, USDA.

ACTION: Final rule.

SUMMARY: This amendment Increases
the percentage of size 165 fresh Bartlett
and Msax-Red (Max-Red and Red
Bartlett) varieties of pears grown in

RULES AND REGULATIONS

California which may be shipped, effec-
tive August 29, 1977. The amendment
takes into consideration the marketing
gituation facing the California pear in-
dustry, and is consistent with the size
composition of the estimated crop.

EFFECTIVE DATE: August 28, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Charles R, Brader, Deputy Director,
Fruit and Vegetable Division, Agri-
cultural Marketing Service, US. De-
partment of Agriculture, Washington,
D.C, 20250, (202-447-3545).

SUPPLEMENTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and Order No.
917, as amended (7 CFR Part 917), reg-
ulating the handling of fresh pears,
plums, and peaches grown in California,
effective under the Agricultural Market-
ing Agreement Act of 1837, as amended
(7 US.C. 801-674) , and upon the basis of
recommendations and information sub-
mitted by the Pear Commodity Com-
mittee, established under the marketing
agreement and order, and other avail-
able information, it is found that the
regulation of handling of pears, as pro-
vided In this amendment will tend to
effectuate the declared policy of the act,

Amendment of the regulation is neces-
sary to permit pear handlers to ship a
larger percentage of 165 size pears, be-
cause of the large amount of small sized
pears, partioularly in the Lake District,
and as estimates of total fresh shipments
are reduced. The commitiee now esti-
mates total 1977 season fresh Bartlett
pear shipments at 3,400 carlots, com-
pared with 4,210 estimated earlier, The
amendment should result in increased
shipments because it would increase the
amount of size 165 pears permitted to
be shipped to 17.647 percent, from the
current 5.263 percent.

It is further found that it Is impractl-
cable and is contrary to the public inter-
est to give preliminary notice, engage
in public rulemaking procedure, and
postpone the effective date of this
amendment until 30 days after publica-
tion in the Feperar Recister (5 US.C.
553), because the time intervening be-
twen the date when information upon
which this amendment s based became
available and the time when this nmend-
ment must become effective in order to
effectuate the declared policy of the act
is insufficlent, and this amendment re-
leves restrictions on the handling of

The provisions in paragraph (2)(2) of
§917445 Pear Regulation 7 (42 FR
35937) are hereby amended to read as
follows:

§ 917445 Pear Regulation.
» - » » -

(a) - "

(2) Any box or container of Bartlett or
Max-Red (Max-Red Bartlett, Red Bart-
lett) varieties of pears unless such pears
are of a size not smaller than the size
known commercially as size 150: Pro-
vided, That & handler may ship, during

pears which are smaller
wn commercially as size
smaller pears are not
the size known commer-
from any shipping point, a
165, and (i) the quantity of

tity of suc

(Secs. 1-19, 48 Stat. 31, as amended, (7 US.C.
601-874) .)

Dated: August 28, 1977, to become ef-
fective August 29, 1977.
CHARLES R. BRADER,
Depuly Director, Fruit and
Vegetable Division, Agricul-
tural Marketing Service,
| FR Doo¢. 77-25680 Mlled 8-1-77;8:45 am)

Title 9—Animals and Animal Products
CHAPTER |—ANIMAL AND PLANT
HEALTH INSPECTION SERVICE, DE-
PARTMENT OF AGRICULTURE
BCHAPTER C—INTERSTATE TRANSPORTA.
TION OF ANIMALS (INCLUDING POULTRY)
AND ANIMAL nooucg:

PART 73—SCABIES IN CATTLE
Areas Quarantined

AGENCY: Animal and Plant Health In-
spection Service, USDA.

ACTION: Final rule.

SUMMARY: The purpose of these
amendments is to quarantine portions of
Monterey and San Benito Counties In
California because of the existence of
cattle scables. Psoroptic cattle scabies
was confirmed in Monterey and San
Benito Counties, California, by Veteri-
nary Services Laboratories. Therefore, in
order to prevent the dissemination of
cattle scabies it is. necessary to quaran-
tine the infested areas.

EFFECTIVE DATE: August 29, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Dr. Glen O. Schubert, Chief Staff Vet~
erinarian, Sheep, Goatls, Equine and
Ectopdarasites Staff, USDA, APHIS,
VS, Federal Building, Room 737, 6505
Belcrest Road, Hyattsville, MD 20782,
(301) 436-8322.

BUPPLEMENTARY INFORMATION:
These amendments quarantine portions
of Monterey and San Benito Counties in
California because of the existence of
cattle scables. The restrictions pertain-
ing to the interstate movement of cattle
from quarantined areas as contained in
9 CFR Part 73, as amended, will apply to
the areas quarantined.

Accordingly, Part 73, Title 9, Code of
Federal Regulations, as amended, re-
stricting the interstate movement of
cattle because of scables, is hereby
amended as follows:

In §73.1a, a new paragraph (d) is
added to read:
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§ 73.1a Notice of quarantine.

(d) Notice §s hereby given that cattle
in certain portions of the State of Cali-
fornia are affected with scables, a conta-
gious, infectious, and communicable dis-
ease; and, therefore, the following areas
in such State are hereby quarantined be-
cause of said disease;

1. That portion of Monterey County com-
prised of secs, 25, 26, 27, 28, 29, 32, 33, 34,
35, and 38, T.156 8. R. 5. E.

2. That portion of Monterey County com-
prised of secs. 1, 2, 8§, 4, 5, 8, 9, 10, 11, 12,
13, 14, 15, 16, 22, 23, 24, 25, 26, and 27,
T.168,R.5 E.

3. That portion of Monterey County com-
prised of secs. 17, 18, 19, 20, 29, 30, 31, and
32, T.16S5,R.6E.

4, That portion of Monterey County com-
prised of secs. 5,7, 18, and 19, T. 16 S, R. G E.

5. That portion of S8an Benito County com-
prised of secs, 15, 16, 21, 22, 38, 33, and 34, T.
168, R.6E

» - - - .
(Secs. 4-7, 23 Stat. 32, as amendoed: secs. 1
and 2, 32 Stat. 791-702, as amended; secs.
1-4, 33 Stat, 1264, 1265, as amended; secs.
3 and 11, 76 Stat. 130, 182; (21 USC. 111~
113, 115, 117, 120, 121, 133-126, 134D, 1841);
37 FR 28464, 28477, 38 FR 10141)

The amendments impose certain fur-

ther restrictions necessary to prevent the
interstate spread of cattle scabies and

must be made effective immediately to
accomplish their purpose in the public
interest. It does not appear that public
participation in this rulemaking proceed-
ing would make additional relevant in-
formation available to the Department.

Accordingly, under the administrative
procedure provisions In 5 US.C. 553, it
is found upon good cause that notice and
other public procedure with respect to
the amendments are impracticable and
contrary to the public interest, and good
cause is found for making the amend-
ments effective less than 30 days after
publication in the FEDERAL REGISTER.

Done at Washington, D.C., this 29th
day of August 1977.

Norz~The Animal and Plant Health In-
spection Service has determined that this
document does not contain & major proposal
requiring preparation of an Infiation Impact
Statement under Executive Order 11821 and
OMB Circular A-107.

Pierre A. CHALOUX,
Deputy Administrator,
Veterinary Services.

IFR Doc,77-25602 Piled 9-1-77;8:45 am|

PART 78—BRUCELLOSIS

Subpart D—auiﬁynaﬂon of sBrucollosb
Areas, Specifica Approved Stockyard:
and Slaughtering Esub“shmenum S

BRUCELLOSIS AREAS

AGENCY: Animal and Plant Health In-
spection Service, USDA.

ACTION: Final rule.

SUMMARY: The Animal and Plant
Health Inspection Service is amending

RULES AND REGULATIONS

its Brucellosis Regulations. These
amendments update the Brucellosis
regulations by providing the current
status of various counties and States
which have been designated Certified
Brucellosis-Free Areas, Modified Certi-
fled Brucellosis Areas, or Noncertified
Areas for purposes of interstate move-
ment of cattle and bison from such areas,
This action is required because of the
change in the Brucellosis status of the
areas affected.

EFFECTIVE DATE: September 2, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Dr. A. D. Robb, U.S. Department of
Agriculture, Animal and Plant Health
Inspection Service, Veterinary Serv-
ices, Hyattsville, Maryland. Room 805,
(301-436-8713).

(b) Specific Counties Within States.

SUPPLEMENTARY INFORMATION:
The amendments delete the following
areas from the list of Modified Certified
Brucellosis Areas in § 78.21 and add such
areas to the list designated as Certified
Brucellosis-Free Areas in § 78.20 because
it has been determined that they now
come within the definition of a Certified
Brucellosis-Free Area In § 78.1(1) : Butte
and Clark Counties in Idaho: Decatur,
Monroe, and Sioux Counties in Iowa;
and Barber, Brown, Chase, Clark, Ells-
worth, Gray, Hamilton, Kearny, Kiowa,
Meade, Ness, Pottawatomie, Pratt,
Rawlins, Republic, Rooks, Rush, Saline,
Shawnee, Stanton, and Wichita Counties
in Kansas.

Accordingly, §§ 78.20, 78.21, and 78.22
of Part 78, Title 9, Code of Federal Regu-
lations, designating Certified Brucel-
losis-Free Areas, Modifled Certified
Brucellosis Areas, and Noncertified
Areas, respectively, are amended to read
as follows:

§ 78.20 Certified Brucellosis-Free Arcas.

The following States, or specified por-
tions thereof, are hereby designated as
Certified Brucellosis-Free Areas:

(a) Entire States.

Arizona, Callifornia, Connecticut, Dela-
ware, Hawail, Indiana, Maine, Maryland,
Massachusetts, Michigan, Minnesota, Mon-
tana, Nevada, New Hampshire, New Jersey,
New York, North Carolina, North Dakota,
Ohlo, Oregon, Pennsylvania, Rhode Island,
South Carolina, Vermont, Virginia, Wash-
ington, West Virginia, Wisconsin, Virgin
Islands,

Alabama, Dale, Geneva.

Arkansas, Baxter, Benton, Boone, Bradley,
Calhoun, Carroll, Clay, Cleveland, Columbia,
Dallas, Drew, Fulton, Garland, Grant, Greene,
Johnson, Madison, Marion, Monroe, Mont-
gomery, Newton, Ouachita, Plke, Searcy,
Sharp, Stone, Unlon, Woodruff,

Colorado, Adnms, Alamosa, Arapahoe, Ar-
chuleta, Baca, Bent, Boulder, Chaffee, Chey-
enne, Clear Creek, Conejos, Costilla, Crowley,
Custer, Delta, Denver, Dolores,  Douglas,
Eagle, Elbert, E! Paso, Fremont, Garfield,
Gilpin, Grand, Gunnison, Hinsdsle, Huer-
fano, Jackson, Jefferson, Klows, Kit Carson,
Lake, La Piata, Larimer, Las Animas, Lincoln,
Logan, Mineral, Moffat, Montezuma, Mon-
trose, Morgan, Otero, Ouray, Park, Phillips,
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Pitkin, Prowers, Pueblo, Rlo Blanco, Rio
Grande, Routt, Sagunche, San Juan, San
Miguel. Sedgwick, Summit, Teller, Washing-
ton, Weld.

Florida. Baker, Bay, Brevard, Calhoun, Cit-
rus, Dixie, Escambin, Franklin, Gadsden,
Gulf, Hamilton, Holmes, Jackson, Leon, Lib-
erty. Monroe, Okaloosa, Orange, Santa Rosa,
Seminole, Taylor, Wakulla, Walton, Wash-
Ington,

Georgla. Appling, Atkinson, Bacon, Banks,
Brantley, Bryan, Bulloch, Burke, Butts, Cam-
den, Candier, Charlton, Chatham, Chatta-
hooches, Clarke, Clayton, Cook, Crawford, De
Kalb, Echols, Efingham, Evans, Fannin,
Franklin, Glascock, Glynn, Qreene, Haber-
sham, Jeff Davis, Johnson, Jones, Lanier,
Laurens, Liberty, Long, McIntosh, Monroe,
Peach, Rabun, Richmond, Schley, Screven,
Stephens, Taylor, Telfalr, Toombs, Treutlen,
Twiggs, Upson, Ware, Washington, Wayne,
Wheeler, White, Wilkinson.

Idaho. Ada, Adams, Bear Lake, Benewah,
Blaine, Bolse, Bonner, Boundary, Butte,
Camas, Canyon, Clark, Clearwater, Custer,
Idaho, Kootenal, Latah, Lemhi, Lewis, Nez
Perce, Owyhee, Payette, Power, Shoshane,
Valley, Washington, Yellowstone National
Park.

Illinofa. Adams, Alexander, Bond, Boone,
Brown, Bureau, Calhoun, Carroll, Cass,
Champaign, Christian, Clark, Clay, Clinton,
Coles, Cook, Crawford, Cumberland, De Kalb,
De Witt, Douglas, Du Page, Edgar, Edwards,
EfMingham, Fayette, Ford, Franklin, Pulton,
Gallatin, Greene, Grundy, Hamilton, Han-
cock, Hardin, Henderson, Henry, Iroquofs,
Jackson, Jasper, Jefferson, Jersey, Jo Daviess,
Johnson, Kane, Kankakee, Kendall, Knox,
Lake, La Salle, Lawrence, Lee, Livingston,
Logan, Macon, Macoupin, Madison, Marion,
Marshall, Mason, McDonough, McHenry, Mc~
Lean, Menard, Mercer, Monroe, Montgomery,
Morgan, Moultrie, Ogle, Peoria, Perry, Platt,
Pike, Pope, Pulaskl, Putnam, Randolph,
Richland, Rock Island, St Clair, Sallne, San-
gamon, Schuyler, BScott, Shelby, Stark,
Stephenson, Tazewell, Union, Vermilion,
Wabash, Warren, Washington, Wayne, White,
Whiteside, Will, Williamson, Winnebago,
Woodford.

Jowa. Adalr, Adams, Audubon, Benton,
Black Hawk, Boone, Bremer, Buchanan,
Buena Vista, Butler, Calhoun, Carroll, Cass,
Cedar, Cherokee, Chickasaw, Clarke, Clay,
Clinton, Dallas, Davis, Decatur, Des Molnes,
Dickinson, Dubuque, Emmet, Fayette, Floyd,
Franklin, Fremont, Oreene, Grundy, Hamil-
ton, Hancock, Hardin, Henry, Howard, Hum-
boldt, Ida, Town, Jackson, Jasper, Johnson,
Keokuk, Kossuth, Lee, Linn, Louisa, Lucas,
Lyon, Madison, Mahaska, Marion, Marshall,
Mills, Mitchell, Monona, Monroe, Montgom-
ery. Muscatine, O'Brien, Osceola. Page, Palo
Alto, Pocahontas, Polk, Pottawattamie,
Poweshilek. Plymouth, Scott, Shelby, Sioux,
Tama, Taylor, Van Buren, Wapello, Warren,
Washington, Webster, Winnebago, Winne-
shiek, Woodbury, Worth, Wright.

Kansas. Barber, Brown, Chase, Cheyenne,
Clark, Commanche, Doniphan, Ellsworth,
Ford, Gove, Graham, Grant, Gray, Greeley,
Hamliiton, Haskell, Hodgeman, Johnson,
Kearny, Kiowa, Lane, Logsn, Marshall,
Meade, Ness, Norton, Pawnee, Phillips, Potta-
wiatomie, Pratt, Rawlins, Republic, Riley,
Rooks, Rush, Saline, Scott, Shawnee, Sheri-
dan, Stanton, Thomas, Trego, Wallace,
Washington, Wichita

Kentucky. Bell, Breathitt, Campbell, Clay,
Edmonson, Floyd, Harlan, Johnson, Kenton,
Knott, Knox, Lawrence, Lee, Leslie, Letcher,
Lewis, Magoffin, Martin McCreary, Menifee,
Morgan, Owsley, Pendleton, Perry, Pike,
Robertson, Trimble, Whitley, Wolfe.

Missisxippd, Alcorn, Hancock, Harrison
Jackson, Stone, Tishomingo.

Missouri. Audraln, Dunklin, OGasconade,
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Hickory, Jackson, Laclede, Lowis, Moniteau,
Montgomery, Perry, Platte, Pulaski, St. Louls,
Schuyler, Shelby.

Nn,n“ Mexico. Bernalillo, Catron, Colfax,
Dona Ans, Grant, Harding, Lincoln,
Los Alamos, Luna, McKinley, Otero, Rio Ar-
riba, Sandoval, San Juan, Sants PFe, Sierrs,
Socorro, Taocs, Torrance,

South Dakota, Aurora, Beadle, Bennett,
Bon Homme, Brookings, Brown, Brule, Buf-
falo, Butte, Campbell, Charles Mix, Clark,
Clay, Codington, Corson, Custer, Davison,
Day, Deuel, Dewey, Douglas, Edmunds, Fall
River, Faulk, Grant, Gregory, Haakon, Ham-
1in, Hand, Hanson, Harding, Hughes, Hutch-
inson, Hyde, Jackson, Jerauld, Kingsbury,
Lake, Lawrence, Lincoln, Lyman, Marshall,
MoCook, McPherson, Meade, Metlotte, Miner,
Minnehaha, Moody, Pennington, Perkins,
Potter, Roberts, Sanborn, Shannon, Spink,
Sully, Todd, Tripp., Turner, Unlon, Wal-
worth, Weshabaugh, Yankton, Ziebach.

Tennessee. Anderson, Blount, Campbell,
Carter, Clalborne, Davidson, Fentress, Grain-
gor, Oreene, Grundy, Hamblen, Hancock, Jef-
ferson, Johnson, Knox, Lake, Lewis, Meigs,
Morgan, Perry, Polk, Roane, Robertson, Scott,
Sequutchle, Sevier, Suilivan, Unicol, Unlon,
Van Buren, Warren, White.

Teras. Brewster, Childress, Comal, Crane,
Ector, Gray, Hansford, Hartley, Hemphill,
Irion, Jeff Davis, Kerr, Kimble, Lipscomb,
Liano, Loving, Mason, Newton, Peccs, Rea-
gan, Roberts, Sterling, Terrell, Val Verde,
Ward, Winkler.

Utak. Beaver, Carbon, Daggett, Davis, Du-
chesne, Emery, Garfield, Grand, Iron, Juab,
Kane, Millard, Morgan, Plute, Rich, Salt
Lake, San Juan, Sanpete, Sevier, Bummit,
Tooele, Ulntah, Utah, Wasatch, Washington,
Wayne, Weber.

Wyoming. Albany, Big Horn, Campbell,
Carbon, Converse, Crook, Fremont, Goshen,
Hot Springs, Johnson, Laramie, Natrons, Ni-
obrara, Park, Platte, Sheridan, Sublette,
Sweetwater, Teton, Ulnta, Washakie, Weston.

Puerto Rivco. Adjuntas, Aguads, Agundilla,
Aguss Buenas, Albonito, Anasco, Arrovo, Bar-
celoneta, Barranguitas, Bayamon, Cabo Rojo,
Caguas, Canovanas (Lolza), Catano, Cayey,
Ceiba, Clales, Cidra, Coamo, Comerio, Corozal,
Culebra, Dorado, Fujardo, Guanica, Guay-
ama, Guaynabo, Guayanilia, Gurabo, Hor-
miguercs, Humsacso, Isabela, Jayuya, Juana
Diag, Juncos, Lajns, Lares. Las Marias, Lu-
quillo, Manati, Maricao, Maunabo, Mayaguesz,
Moca, Morovis, Naranjito, Orocovis, Patillas,
Penuelss, Ponce, Quebradilies, Rincon, Rio
Grande, Rio Pledras, Sabana Grande, Salloas,
S8an German, San Juan, San Lorenzo, San
Sebastian, Santa Isabel, Toa Alta, Toa Baja,
Trujillo Alto, Utundo, Vega Alta, Vega Baja,
Vieques, Villalba, Yabucoa, Yauco.

§ 78.21 Modified Certified Brucellosis
Arecas.

The following States, or specified por-
tions thereof, are hereby designated as
Modified Certified Brucellosis Areas:

(a) Entire States.

Alaska, Loulsiana, Nebraska, Oklahomas.

(b) Specific Counties Within States.

Alabama, Autauga, Baldwin, Barbour, Bibb,
Blount, Bullock, Butler, Calhoun, Chambers,
Cherokee, Chilton, Choctaw, Ciarke, Clay,
Cieburne, Coffee, Colbert, Conecuh, Coosa,
Covington, Crenshaw, Cullman, Dallas, De
Kalb, Eilmore, Etowah, Escambis, Fayette,
Frankiin, Greene, Hale, Henry, Houston,
Jackson, Jefferson, Lamar, Lauderdale, Law-

Monroe, Montgomery, Morgan, Perry.
ens, Pike, Randolph, Russell, 8t. Clair, Shelby,
Sumter, Talladega, Tallapooss, Tuscaloosa,
Walker, Washington, Wilcox, Winston.
Arkanses. Arkansas, Ashley, Chicot, Clark,
Cleburne, Conway, Cralghead, Crawford, Crit-
tenden, Cross, Faulkner, Franklin

Desha, > A
Hempstead, Hot Spring, Howard, Independ-
ence, Izard, Jackson, Jefferson, Lafayette,
Lawrence, Lee, Lincoln, Little River, Logan,
Lonoke, Miller, Mississippl, Nevada, Perry,
FPhilllps, Polnsett, Polk, Pope, Prairle,
Pulaski, Randolph, Saline, Scott, St. Francis,
Sebastian, Sevier, Van Buren, Washington,
White, Yell.

Colorado, Mesa, Yuma.

Florida. Alachus, Bradford, Broward, Char-
lotte, Clay, Colller, Columbia, Dade, De Soto,
Duval, Plagler, Gilchrist, Glades, Hardee,
Hendry, Hernando, Highlands, Hillsborough,
Indian River, Jefferson, Lafayette, Loake, Lee,
Levy, Madison, Manatee, Marion, Martin,
Nassau, Okeechobes, Osceola, Palm Beach,
Pasco, Pinellas, Polk, Putnam, §t. Johns, St,
Lucle, Sarssota, Sumter, Suwanee, Union,
Volusin.

Georgia. Baker, Baldwin, Barrow, Bartow,
Ben Hill, Berrien, Bibb, Bleckley, Brooks, Cal-
houn, Carroll, Catoosa, Chattooga, Cherokee,
Clay, Clinch, Cobb, Coffes, Colquitt, Colum-
bla, Coweta, Crisp, Dade, Dawson, Decatur,
Dodge, Dooly, Doughierty, Douglas, Early, El-
bert, Emanuel, Payette, Floyd, Forsyth, Pul-
ton. Glimer, Gordon, Grady, Gwinnett, Hall,
Hincock, Haralson, Harris, Hart, Heard,
Henry, Houston, Jrwin, Jackson, Jasper, Jef-
ferson, Jenkins, Lamar, Lee, Linooln,
Lowndes, Lumpkin, Macon, Madison, Marion,
McDufMme, Meriwether, Miller, Mitchell, Mont-
gomery, Morgan, Murray, Muscogee, Newton,
Oconee, Oglethorpe, Paulding, Pickens,
Plerce, Pike, Polk, Pulaski, Putnam, Quit-
man, Randolph, Rockdale, Seminole, Spaid-~
ing, Stewart, Sumnter, Talbot, Tallaferro,
Tattnall, Terrell, Thomas, Tift, Towns,
Troup, Turner, Union, Walker, Wilton, War-

ren, Webster, Whithield, Wilcox, Wilkes,
‘Worth.
Jdoho. Bannock, Bingham, Bonneville,

Caribou, Cassia, Elmore, Franklin, Fremont,
Gem, Gooding, Jefferson, Jerome, Linooln,
Madison, Minidoks, Oneida, Teton, Twin
Falls.

Iiinotls. Massac,

Jowa. Allamakee, Appancose, Cerro Gordo,
Clayton, Crawford, Delawnre, Guthrie, Harrl-
son, Jefferson, Jones, Ringgold, Sac, Story,
Union, Wayne.

Kansas, Allen, Anderson, Atchison, Barton,
Bourbon, Butler, Chautaugqua. Cherokee,
Ciay, Cloud, Coffey, Cowley., Crawford, De-
catur, Dickinson, Douglas, Edwards, Elk, El-
s, Finney, Pranklin, Geary, Greenwood, Har-
per, Harvey, Jackson, Jeflerson, Jewell, King-
man, Labette, Leavenworth, Lincoln. Linn,
Lyon, Marion, McPherson, Miami, Mitchell,
Montgomery, Morris, Maorton, Nemaha, Ne-
osho, Osage, Osborne, Ottawa, Reno, Rice,
Russell, Sedgwick, Seward, Sherman, Smith,
Stafford, Stevens, Sumner, Wabaunsee, Wil-
son, Woodson, Wyandotte.

Kentucky. Adair, Allen, Anderson, Ballard,
Barren, Bath, . Boone, Bourbon, Boyd, Boyle,
Bracken, Breckinridge, Bullitt, Butler, Cald-
well, Calloway, Carlisle, Carroll, Carter,
Casey, Christian, Clark, Clinton, Crittenden,
Cumberland, Daviess, Elllott, Estill, Payette,
Fleming, Franklin, FPulton, Gallatin, Garrard,
Grant, Graves, Orayson, Green, Greenup,
Hanoock, Hardin, Harrison, Hart, Henderson,
Henry, Hickman, Hopkins, Jackson, Jefferson,
Jessaming, Larue, Laurel, Lincoln, Livingston,

‘ 8cott,

Logan, Lyon, Madison, Marion, Marshall, Ma-
son, McCracken, McLean, Meade, Mercer,
Metoalfi

Nelson, Nicholas,
Powell, Pulask!, Rockcastle, Rowan, Russell,
Sheldby, Stmpson, Spencer, Taylor,
Todd, Trigz, Union, Warren, Washington,
Wayne, Webster, Woodford,

Misstssippt. Adams, Amite, Attala, Benton,
Bolivar, Calhoun, Carroll, Chickasaw, Choc~
taw, Clairborne, Clarke, Clay, Coahoma, Co-
piah, Covington, De Soto, Forrest, Frankiin,
Georges, Greene, Grenada, Hinds, Holmes,
Humphreys, Issaquena, Itawamba, Jasper,
Jefferson, Jefferson Davis, Jones, Kemper,
Lafayette, Lamar, Lauderdale, Lawrence,
Leake, Leo, LeFlore, Lincoin, Lowndes, Madi-
son, Marion, Marshall, Monroe, Montgomery,
Neshoba, Newton, Noxubee, Oktibbeha,
Panola, Pearl River, Perry, Pike, Pontotoc,
Prentlss, Quitman, Rankin, Scott, Sharkey,
Simpscn, Smith, Sunfiower, Tallahatchle,
Tate, Tippah, Tunica, Unlon, Walthall, War-
ren, Washington, Wayne, Webster, Wilkinson,
Winaton, Yalobusha, Yazoo.

Missouri. Adair, Andrew, Atchison, Barry,
Barton, Bates, Benton, Bollinger, Boone, Bu-
chanan, Butler, Caldwell, Callaway, Camden,
Cape Gilrardeau, Carroll, Carter, Cass, Cedar,
Chariton, Christian, Clark, Clay, Clinton,
Cole, Cooper, Crawford, Dade, Dallas, Daviess,
De Kalb, Dent, Douglss, Franklin, Gentry,
Greene, Grundy, Harrison, Heary, Holt,
Howard, Howell, Iron, Jasper, Jefferson, John.
son, Knox, Lafayette, Lawrence, Linecoln,
Linn, Livingston, Macon, Hadlson, Marles,
Marion, McDonald, Mercer, Miller, Mississip~
pl. Monroe, New Madrid, Newton, Nodaway,
Oregon, Osage, Ozark, Pemiscot, Pettls,
Phelps, Pike, Polk, Putnam, Rails, Randolph,
Ray, Reynolds, Ripley, St. Charles, 8t. Clalr,
St. Francols, St. Genevieve, Saline, Scotland,
Scott, Shannon, Stoddard, Stone, Sulilvan,
Taney, Texas, Vernon, Warren, Washington,
Wayne, Webster, Worth, Wright.

New Mexico. Chaves, Curry, De Baca, Eddy,
Guadalupe, Lea, Mora, Quay, Roosevelt, San
Miguel, Union, Valencis,

South Dakota. Jones, Stanley.

Tennessee. Bedford, Benton, Bledsoe, Brad-
ley, Cannon, Carroll, Cheatham, Chester.
Cilay, Cocke, Coffee, Crockett, Cumberland,
Decatur, DeKaldb, Dickson, Dyer, Fayette,
Franklin, Gibson, Gilles, Hamilton, Harde-
man, Hardin, Hawkins, Haywood, Henderson,
Heary, Hickman, Houston, Humphreys, Jack-
son, Lauderdale, Lawrence, Linocoln, Loudon,
Maocon, Madison, Marfon, Marshall, Maury,
McMinn, McNalry, Monroe, Montzomery,
Moore, Oblon, Overton, Pickett, Putnam,
Rhea, Rutherford, Shelby, Smith, Stewart,
Summner, Tipton, Trousdale. Washington,
Wayne, Weakley, Williamson, Wilson.

Teras., Anderson, Andrews, Angelina, Ar-
ansas, Archer, Armatrong, Atsscosa, Austin,
Bailey, Bandera, Bastrop, Baylor, Bee, Bell,
Bexar, Blanco, Borden, Bosque, Bowle, Bra-
zoria, Brazos, Briscoe, Brooks, Brown, Burla-
son, Burnet, Caldwell, Cathoun, Callahan,
Cameron, Camp, Carson, Cass, Castro, Cham-
bers, Cherokee, Clay, Cochran, Coke, Cole-
man, Collin, Collingsworth, Colorado, Co-
manche, Concho, Cooke, Coryell, Cottle,
Crockett, Crosby, Culberson, Dallam, Dallas,
Dawson, Deaf Smith, Delta, Denton, De Witt,
Dickens, Dimitt, Donley, Duval, Eastland,
Edwards, Eilis, El Paso, Erath, Palls, Fannin,
Fayette, Fisher, Floyd, ¥Foard, Fort Bend,
Franklin, Freestone, Frio, Galnes, Galveston,
Garza, Glllesple, Glasscock, Gollad, Gonzales,
Grayson, Gregg, Grimes, Gaudalupe, Hale,
Hall, Hamilton, Hardeman, Hardin, Harris,
Harrison, Haskell, Hays, Henderson, Hidalgo,
Hill, Hockley, Hocd, Hopkins, Houston,
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Marion,

gorda, Mavorick, Medina, Menard, Midland,
Milam, Mills, Mitchell, Montague, Mont-
gomery, Moore, Morris, Motley, N es,
Navarro, Nolan, Nueces, Ochiltres, Oldham,
Orange, Palo Pinto, Panola, Parker, Parmer,
Polk, Porter, Presidlo, Rains, Randall, Real,
Rod River, Reeves, Refugio, Robertson, Rock«
wall, Runneis, Rusk, Sabine, San Augustine,
San Jacinto, San Patriclo, San Saba,
Schleicher, Sourry, Schackelford, Shelby,
Sherman, Smith, Somervell, Starr, Stephens,
Stonewall, Sutton, Swisher, Tarrant, Taylor,
Terry, Throckmorton, Titus, Tom Green,
Travis, Trinity, Tyler, Upshur, Upton, Uvaide,
Van Zandt, Victoria, Walker, Waller, Wash-
ington, Webb, Wharton, Wheeler, Wichita,
Wilbarger, Wiliacy, Williamson, Wilson, Wise,
Wood, Yoakum, Young, Zapata, Zavala.

Utah. Box Elder, Cache,

Wyoming, Lincoln.

Puerto Rico. Arecibo, Camuy,
Hutillo, Las Pledras, Naguabo,

§ 78.22 Noncertified Areas.

The following States, or specified por-
tions thereof, are hereby designated as
Noncertified Brucellosis Areas:

(8) Entire States.

(b) Specific Counties Within States,

Missouri. Morgan.

{Secn. 4-7, 23 Stat. 32, as amended; soes, 1 and
2, 32 Stat, 791-792, as amended:; sec. 3, 33 Stat.
1265, as amended; sec, 2, 65 Stat. 693; and
secs, 3 and 11, 76 Stat. 130, 132 (21 USC.
111-118, 114a-1, 115, 117, 120, 121, 125, 134b,
1341): 87 PR 28464, 28477; 38 FR 10141, 9§
CFR 7825.)

The amendments impose certain re-
sirictions necessary to prevent the spread
of brucellosis in cattle and relieve certain
restrictions presently imposed. They
should be made effective promptly in
order to accomplish their purpose In the
public interest and to be of maximum
benefit to persons subject to the restric-
tions which are relieved. It does not
appear that public participation in this
rulemaking proceeding would make addi-
tional relevant information avalilable to
the Department.

Accordingly, under the administrative
procedure provisions of § US.C. 553, it
is found upon good cause that notice and
other public procedure with respect to
the amendments are impracticable, un-
necessary, and contrary to the public in-
terest, and good cause is found for mak-
ing them effective less than 30 days after
publication in the FEDERAL REGISTER.

Done at Washington, D.C., this 29th
day of August 1877.

Nore.~The Animal and Plant Health In-
spection Service has determined that this
document does not contain s major proposal
requiring preparation of an Infiation Impact

Carolina,

Statement under Executive Order 11821 and’

OMB Circular A-107.

Pieare A. CHALOUX,
Deputy Administrator,
Veterinary Services.

[ FR Doc.77-26003 Plled 9-1-77:8:45 am|

RULES AND REGULATIONS

CHAPTER Ill—FOOD SAFETY AND
ITY SERVICE MEAT AND POUL
SPECTION DEPARTMENT OF AGR!CUL-
TURE

SUBCHAPTER A—MANDATORY MEAT
INSPECTION

PART 318—ENTRY INTO OFFICIAL ESTAB-
LISHMENTS; REINSPECTION AND
PREPARATION OF PRODUCTS
Minimum Cooking Requirements for

Cooked Beef Roast
AGENCY: Food BSafety and Quality
Service, USDA.

ACTION: Final rule.

SUMMARY : This rule establishes the re-
quirement that all cooked beef roast be
cooked to a minimum intérnal tempera-
ture of 145" F., (63* C.). There has been
increasing evidence in recent months
that Salmonella food poisoning has been
caused by consumption of cooked beefl
roast. Heating cooked beef roast to the
required temperature will destroy the
Salmonella food poisoning organisms.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Dr. R. Engel, Director, Scientific Serv-
ices, Meat and Poultry Inspection
Program, Food Safety and Quality
Service, US. Department of Agricul-
ture, Washington, D.C. 20250 (202-
447-2320).

SUPPLEMENTARY INFORMATION:
BACKGROUND

Recent outbreaks of human salmonel-
losis Involving the consumption of com=
mercially produced cooked beef roast
have been carefully Investigated and
evaluated by the  epidemiologists and
laboratories of local, State, and Federal
agencies. The data produced supports the
following conclusions; -«

1. The physical nature of raw beef
roasts i3 such that the penetration of
microorganisms, including Salmonella
into the deepest portions of the roasts
may occur. Gaps in intermuscular fascia,
knife cuts and deep folds are some of
the physical features that contribute to
such penetration. Deep inoculation of
Salmonella bacteria and other microor-
ganisms may also occur during boning,
packing, defrosting and precook han-
dlign of the raw roasts or by the flow of
natural julces during the cooking
process.

2, There is presently no minimum tem-
perature requirement for all beef roasts
cooked during processing, Consequently,
some cooking procedures currently in use
do not assure the death of Salmonella
bacteria in the interior of cooked beef
roasts. In investigating some recent cases
of human salmonellosis, Food Safety
and Quality Service employees have con-
ducted epidemlological studies and fol-
low-up laboratory examinations of
cooked beef roasts. They have discovered
the same species of Salmonella in the
interior of the roasts and in the human
subjects. Results of these studies are

i 44217

avallable from Dr. R. Engel. (RA)

3. The faflure of current cooking pro-
cedures for this product to kill all Sal-
monella bacteria has resulted in a sig-
nificant public health hazard. In the last
24 months alone commercially produced
cooked beef roast has been incriminated
as the product responsible for 10 out-
breaks involving a conservatively esti-
mated 110 cases of human salmonellasis.

4. A minimum temperature of 145"F,
(63" C.) in all parts of each beef roast is
necessary to assure the death of all Sal-
monella bacteria that may be present.
This conclusion is supported by numer-
ous scientific papers on the time-temper-
ature relationships required to kill Sal-
monella bacteria in foods. Some of these
references are:

Angelott! et al. 1950. Time-temperature ef-
fects on salmonellse and staphylocoocc! in
foods, 1. Behavior in broth cultures and
refrigerated foods. Technical Report F 50-2.
U S. Dept. of Health, Ed. and Wel.; Public
Health Service; Ch., O.

Baird-Parker, AC. et al. 1070. The effect of
water activity on the heat resistance of
heat sensitive and heat resistant strains
of salmonellae. J, App, Bact. 83, 515-522.

Moran, AB. 1975. Report on beef cooked to
temperature lower than 145° F. Parts one,
two and three. USDA, APHIS, MPL Unpub-
lished.

Ng.. H. et al. 10656. Heat resistance of Sal-
monella: the uniqueness of Salmonella
senftenberg 776 W. App. 1. Micro, 17, No.
1 (78-832).

Bayne, HG. et al. 1964, Heat reaistance of
Salmonella typhimurium and Salmonelia
senftenderg 775-W In chicken meat. Poul-
try Sci 43:1302-1303.

Of the 10 outbreaks mentioned In para-
graph 3 above, six have been discovered
since the beginning of August. Of the
conservatively estimated 110 cases of
salmounellosis, 54 have been discovered
since the first of August, Most of this
great increase in the number of cases
found results from intensive Federal-
State investigation into the incidence
of human salmonellosis following the
consumption of this product.

The Administrator has now deter-
mined that an imminent health hazard
exists. Therefore, under the authority
contained in the Federal Meat Inspection
Act (21 US.C. 601 et seq.), he hereby
amends Part 318 of the Federal Meat In-
spection Regulations (8 CFR Part 318)
to add & new § 318.17 to read as follows:

§ 318.17 Cooking requirements for
cooked beef roast.

Cooked beef roast shall be prepared
by a cooking procedure that produces a
minimum temperature of 145 F. (63°
C.) in all parts of each roast.

(Section 21, 84 Stat, 1264, 21 US.0. 621; 42
FR 350625, 35631.)

Immediate regulation of this problem
is required in order to protect the public
health. Further, it does not appear that
additional relevant information would be
made available by public participation fn
rulemaking proceedings on this amend-
ment. Accordingly, it is found upon good
cause under the administrative procedure
provisions of 5§ US.C. 553, that notice

and other public procedure with respect
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to this amendment are impracticable,
unnecessary, and contrary to the public
interest, good cause is found for making
this amendment effective less than 30
days after publication in the FepERAL
REGISTER,

Norz~The Food Safety and Quality Serv-
ice has determined that this document does
not contain a major proposal requiring prep-
aration of an Infiation Impact Statement
under Executive Order 11821 and OMB Circu~
lar A-107.

Done at Washington, D.C,, on Au-
gust 31, 1977.
ROBERT ANGELOTTI,
Administrator,
Food Sajety and Quality Service.

[FR Doc.77-25808 Filed 9-1~77:8:45 am]

Title 10—Energy

CHAPTER II—FEDERAL ENERGY
ADMINISTRATION

PART 211—MANDATORY PETROLEUM
ALLOCATION REGULATIONS

Amondmcnu Clarifying Entitiements Treat-
ment of Exchanges for the Strategic
Petroleum Reserve
AGENCY: Federal Energy Administra-
+ tion.

ACTION: Final rule.

SUMMARY: The Federal Energy Ad-
ministration (FEA) hereby adopts
amendments to the domestic crude oil
allocation (entitlements) program to
clarify the entitlements treatment of
exchanges or matching purchase and
sales transactions which the Federal
Government enters into in connection
with the acquisition of crude oil for
storage in the Strategic Petroleum Re-
serve (8PR). This rule provides that re-
finers or other firms which enter into
exchanges or matching purchase and
sales transactions with the Federal Gov-
ernment for the delivery of crude oil
for storage in the SPR shall not re-
ceive entitlements for the delivery of
that crude ofl. In such cases, the entitle-
ments shall be issued to the refiner or
other firm from which the Federal Gov-
ernment purchases imported crude oil
for purposes of satisfying its obligation
pursuant to the exchange or matching
purchase and sale transaction.

EFFECTIVE DATE: Date of Issuance, as
set forth below.

FOR FURTHER INFORMATION CON-
TACT:

Deanna Willlams (FEA Reading
Room), 12th and Pennsylvania Ave-
nue NW, Room 2107, Washington,
D.C. 20461 (202-586-8161).

Allen Hoffard (Media Relations), 12th
and Pennsylvania Avenue NW., Room
3104, Washington, D.C. 20461 (202-
566-9833) .

Michael E, Carosella (SPR Program
Office), 1726 M Street NW., Room 330,
g:ghmmon. D.C. 20461 (202-634-

).
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Douglas Mclver (Entitlements Pro-
gram Office); 2000 M Street NW.,
Room 61281, Washington. D.C. 20461
(202-254-8660),

Michael Palge or Fred Wolgel (Office
of General Counsel), 12th and Penn-
sylvaniza Avenue NW. Washington,
D.C. 20461 (202-566-9565—Paige) ;
(202-566-2454—Wolgel) .

SUPPLEMENTARY INFORMATION:
I. BacxarouND
II. D1scussIoN or COMMENTS
III. AMENDMENTS ADOPTED
L. BACKGROUND

On August 3, 1977, FEA issued a notice
of proposed rulemaking and public hear-
ing which amendments to the
domestic crude oil allocation (entitle-
ments) program to clarify the entitle-
ments treatment of exchanges or match-
ing purchase and sales transactions hav-
ing the same effect as exchanges which
the Government enters into in connec-
tion with the acquisition of crude oil for
the SPR (42 FR 30990, August 8, 1977).
Under the provisions of & final rule
adopted on April 25, 1977, refiners or
other firms receive entitlements for sales
of imported crude oil for storage in the
SPR (42 FR 21761, April 29, 1977).

In its August 3 notice, FEA explained
that in many Instances it will be less ex-
pensive and more efficient to acquire
crude oil for the SPR through exchanges
or matching purchase and sales transac-
to acquire crude oil only
through direct purchases. Because there
has been uncertainty as to which firm
would receive entitlement issuances for
sales of crude oil to the SPR where such
sales are in connection with an exchange
or matching purchase and sale transac-
tion, FEA issued the August 3 notice to
propose a rule to clarify the entitlements
treatment in such instances.

The August 3 notice of proposed rule-
making basically provided that refiners
or other firms which enter into exchanges
or matching purchase and sales transac-
tions with the Federal Government for
the delivery of crude ofl for storage in
the SPR would not earn entitlements for
the delivery of that crude oil. The pro-
posal provided that the entitlements
would be earned by the refiner or other
firm from which the Federal Govern-
ment purchases crude oil for purposes of
satisfying its obligation pursuant to the
excha.ngue or matching purchase and sale

on.

II. DiscussioN oF COMMENTS

FEA recelved five comments in re-
sponse to the August 3 notice. Four of
the comments supported the proposal.
The fifth comment argued that the ad-
Jjustment to crude oil runs to stills made
by the firm selling the replacement oil to
the Government should be limited to the
volume of crude oil actually delivered
into the SPR. For example, if firm A de-
livered 99,000 barrels of crude oil for
storage in the SPR pursuant to an ex-

change agreement with the Government,
and the Government purchased 100,000
barrels of crude oil from firm B for deliv-
ery to firm A, firm B would be permitted
to include only 89,000 barrels in its crude
oil runs to stills if this suggestion was
adopted. FEA does not believe that it is
equitable to treat firms selling crude ofl
to the Federal Government for redelivery
to another firm on & basis any different
than firms selling crude oil directly for
storage in the SPR. Accordingly, FEA
has determined not to adopt this sugges-
tion.

III. AMEXDMENTS ADOPTED

The amendments adopted today sare,
with one exception discussed below, as
proposed In the August 3 notice of pro-
posed rulemaking. Section 211.67(d) (8)
is amended to provide that a refiner will
not earn entitlements for delivery of
crude oil to the Federal Government for
storage in the SPR, where that delivery is
part of an exchange or part of a match-
ing purchase and sale transaction which
has the same effect as such an exchange.
In such cases, the entitlements shall be
earned by the refiner or other firm from
which the Government purchases im-
ported crude oil for purposes of satisfying
its obligation pursuant to the exchange
or matching purchase and sale transac-
tion. The entitlement issuances to such
refiner or other firm shall be on the same
basis as those with respect to refiners or
other firms from which imported crude
oil Is acquired for storage in the SPR.
Section 211.67(d) (7) is also amended to
provide the same entitlements treat-
ment as described above for firms other
than refiners that enter into exchange
agreements or matching purchase and
sales transactions with the Federal
Government,

An example of the application of the
amendments adopted would be as fol-
lows: the Government would contract to
receive 100 barrels of crude oil delivered
to the SPR in the month of July from
firm A, In exchange for which the Goy-
ernment would deliver 100 barrels of im-
ported crude oil to firm A in September.
In September, the Federal Government
would purchase 10 barrels of imported
crude ofl from firm B to be delivered to
firm A and thus fulfill the Government's
obligation under the exchange agree-
ment. Under the amendments adopted
today, firm B would earn entitlements for
delivering 100 barrels of imported crude
oil to the Government for redelivery to
firm A on the same basis as if the im-
ported crude oil were delivered to the
Federal Government for storage in the
SPR. Under the reporting procedures de-
scribed in the April 25 final rule, firm B's
September sale to the Government would
be reported in October as an adjustment
to firm B's August crude oil runs to stills.

In the August 3 notice of proposed
rulemaking, FEA stated that the pro-
posed amendments would not affect the
treatment of crude ofl exchanges or
matching purchase and sales transac-
tlons under §211.67(g). Under § 211.67
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(g), no domestic crude oil is deemed
transfered {n an exchange or matching
purchase and sale transaction in which
only quality and location differentials
are given effect in the calculation of the
exchange ratio. The amendments
adopted today will permit the Federal
Government to acquire domestic crude
ofl for storage in the SPR, in those
limited cases where that domestic crude
oil is not purchased directly, but is ac-
quired through an exchange for im-
ported crude oil purchased by the Gov-
ernmment, It is important to note here
that the FEA Is currently in the process
of evaluating whether or not domestic
crude oll should be purchased directly
for storage in the SPR,

The amendments adopted today do not
limit the Government to exchanges and
matching purchase and sales transac-
tions in which only quality and location
differentials are given effect, and pro-
vide that in any case where a refiner or
other firm delivers crude oil to the SPR
pursuant to an exchange or matching
purchase and sale transaction, no do-
mestic crude ofl shall be deemed to have
been transferred. Thus, refiners and
other firms who enter into exchanges or
matching purchase and sales transac-
tions with the Federal Government will
be deemed to retain the domestic crude
oil given up in such transactions even
where such agreements refiect factors
other than quality or location differen-
tials. The provisions of §211.67(g)(2)
have been incorporated by reference, so
that refiners or other firms will include
the yolumes of domestic crude oil given
up in such transactions in their crude
oil receipts at the time such volumes
would be included in a firm’s crude oll
receipts under the provisions of § 211.67
(g) (2), Section 211.67(g)(2) generally
provides that the volume of domestic
crude ofl given up in an exchange are
included in a firm's crude oll receipts at
the time the crude oil acquired pursuant
to the exchange would have constituted
a crude ofl receipt.

The FEA has determined that the
August 3 notice of proposed rulemaking
does not contain & major proposal re-
quiring preparation of an Inflationary
Impact Statement under Executive
Order 11821 and OMB Circular A-107.
(Emergency Petroleum Allocation Act of 1073,
Pub, L. §3-159, as amended, Pub, I, 93-511,
Pub. L. 94-90, Pub, L 94-133, Pub. L 04-163,
and Pub, L. 94-385; Federal Energy Adminis-
tratlon Act of 1074, Pub. L, 03-275, as
amended, Pub, L. 94-163, us amended, Pub,
L. 94-385; Energy Policy and Conssrvation
Act, Pub, L. §4-163, as amended, Pub, L. 984~
385; E.O. 11700, 30 FR 23186.)

In consideration of the foregoing, Part
211 of Chapter II, Title 10 of the Code
of Federal Regulations, Is amended as
sef forth below.

Issued In Washington, D.C., August
30, 1977,

Eric J, Fyar,
Acling General Counsel.

Section 211.67 is amended by adding

the following at the ends of the first sen-
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tences of subparagraphs (6) and (T) of
paragraph (d) :
§ 211.67 Allocation of domestic crude

oil.
- - - » -

(d) Adjustments to volume of crude oil
runs to stills.

(8) * * *:and provided further, that,
in any case where the United States Gov-
ernment acquires crude oil for storage in
the Strategic Petroleum Reserve pursu-
ant to an exchange or matching pur-
chase and sale transaction, the refiner
from which that crude ofl is acquired for
storage In the Strategic Petroleum Re-
serve shall not be eligible for any entitle-
ment issuances under this subparagraph
(6), nor shall any domestic crude oll be
deemed to have been transferred by that
refiner in that exchange or transaction
and such retained volumes of domestic
crude ofl shall be included In its crude
oil receipts under the provisionsof § 211.-
67(g) (2}, but a refiner or firm other than
a refiner from which the United States
Government acquires imported crude oil
for purposes of satisfying its obligation
pursuant to that exchange or transaction
shall be eligible for entitlement issuances
on the same basis as refiners from which
imported crude oll is acquired for stor-
age in the Strategic Petroleum Reserve.

(7) * * *; and, provided further, that,
in any case where the United States Gov-
ernment acquires crude ofl for storage
in the Strategic Petroleum Reserve pur-
suant to an exchange or matching pur-
chase and sale transaction, the firm from
which that crude oil is acquired for stor-
age in the Strategic Petroleum Reserve
shall not be eligible for any entitlement
Issuances under this subparagraph (7),
nor shall any domestic crude oil be
deemed to have been transferred by that
firm in that exchange or transaction of
such retained volumes of domestic crude
oil shail be included in its crude ofl re-
ceipts under the provisions of § 211.67(g)
(2), but a refiner or firm other than a
refiner from which the United States
Government acquires imported crude oll
for purposes of satisfying its obligation
pursuant to that exchange or transac-
tion shall be eligible for entitlement is-
suances on the same basis as refiners
from which imported crude oil is ac-
quired for storage in the Strategic Petro-
leum Reserve,

[FR Doc.77-25741 Plled §-1-77;8.45 am|]

Title 20—Employees’ Benefits

CHAPTER 111—SOCIAL SECURITY ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

|Regulations No. 5, further amended)

PART 405—FEDERAL HEALTH INSUR-
ANCE FOR THE AGED AND DISABLED

Subpart P—Certification and Recertifica-
tion; Requests for Payment Replacement
céfh.t:st. Stolen or Forged Medicare

s

AGENCY: Health Care Financing Ad-
ministration, HEW.
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ACTION: Final rule.

SUMMARY: This rule provides proce-
dures for the replacement of lost, stolen,
or forged Medicare checks. It also pro-
vides that state law will govern reclama-
tion proceedings to recover the amounts
of checks paid to unauthorized persons.
The rule is necessary because (1) the
Medicare law does not include any direc-
tions as to the procedures to follow in
these situations and (2) checks issued
by Medicare fiscal intermediaries and
carriers are not covered by Federal law
and regulations governing checks issued
by the Treasury of the U.S. The rule is
intended to provide procedures in regula-
tion form to reimburse beneficiaries for
their Medicare checks which have been
lost, stolen, or destroyed and to protect
the Medicare trust funds from theft or
fraud.

DATES: The smendmernts will be effec-
tive October 3, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Stanley Katz, Division Director, 6401
Security Boulevard, Baltimore, Md.
21235, telephone 301-594-9319.

SUPPLEMENTARY INFORMATION:
On February 20, 1976, a Notice of Pro-
posed Rulemaking was published in the
FeperAl REecisTER (41 FR 7785). The
Notice made known proposed amend-
ments to Subpart P, Regulations No. 5
{20 CFR Part 405) regarding replace-
ment of lost, stolen, or forged Medicare
checks.

The amendments relate principally
to Medicare checks drawn on commer-
cial banks rather than the Treasury
of the United States, and provide for:
(1) Issnance of new checks by the
Health Care Financing Administration's
(HCFA’s) Medicare fiscal intermediaries
and carriers if the original checks have
been lost, stolen, or paid to unauthor-
fzed persons; (2) reclamation proceed-
ings to recover the proceeds of checks
paid to unauthorized persons; and (3)
issuance of substitute checks, if the orig-
inal checks have not been negotiated, for
example because they were mutilated or
destroyed.

Since checks issued by Medicare fiscal
intermediaries and carriers to disburse
title XVIII health insurance program
funds are drawn on commercial banks,
rather than the Treasury of the United
States, they are not subject to Federal
law and regulations governing Treasury
checks. These regulations, therefore, pro-
vide that the HCFA rather than the
Treasury Department, will coordinate in-
vestigations to determine whether Medi-
care checks issued by Intermediaries and
carriers were paild to unauthorized per-
sons as a result of a forged endorsement,
These investigations may include analy-
§is of all types of evidence of unauthor-
ized negotiation in addition to that relat-
ing to the endorsement jiself. The
amendments also provide that appro-
priate State laws will be utilized in the
reclamation proceedings to recover the

proceeds of forged checks or checks pald
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to unauthorized persons. The desired re-
sult of the amendments will be more
prompt reimbursement to beneficiaries
by the HOFA of Medicare checks which
have been lost, stolen or destroyed. Under
ordinary circumstances, a check may be
replaced following an administrative de-
termination that a check was lost, stolen
or paid on a forged or unauthorized en-
dorsement, The title of Subpart P of Part
405 is being revised to encompass the
scope of the new amendments.

Interested persons were given 30 days
from the date of publication in the
FEpERAL REGISTER to submit data, views
or arguments with regard to the pro-
posed changes. Comments and sugges-
tions received with regard to this No-
tice of Proposed Rule Making (NPRM),
responses thereto, and changes in the
g;loposed amendments are summarized

oW :

Three comments were received in re-
sponse to the proposed amendments:

1. The first suggested that the require-
ments in the amendments for settlement
of & claim prior to the recovery of the
check be changed to provide that the
payee must not knowingly have partici-
pated, either directly or indirectly, in
the proceeds of the negotiation or pay-
ment. The amendments published un-
der NPRM stated that the payee must
not have participated either directly or
indirectly in the proceeds of the negotia-
{ion or payment, and did not distinguish
between “knowing” and “unknowing”
participation In the proceeds. The sug-
gested change was not adopted. Since a
payee who participated in the proceeds
has already benefited from the program
payment, settlement in the payee's favor
would permit payment in excess of the
benefit amount due, rather than provide
protection against the loss of the pro-
ceeds of the check.

2. The second comment requested that
§ 405.1696 be revised to provide that cor-
porate trustees appointed by the vari-
ous State courts to act in a representa-
tive capacity for payees be authorized to
sign claims based only upon information
and belief. If a payee is deceased or in-
competent, the authorized representative
may file a claim for replacement or re-
issuance of a lost, stolen, destroyed, or
forged check issued on behalf of the
payee based upon the representative’s
best information and bellef, Therefore,
paragraphs (b) and (¢) of §405.1698
have been amended to clarify the limi-
ted responsibility of an authorized rep-
resentative in this respect.

3. The third comment suggested that
consideration should be given to estab-
lishing maximum time periods for the
check replacement and reclamation pro-
cedures set forth In §§ 405.1606 (&), (b),
and (¢) and 405.1697. It is not feasible to
adopt this proposal because the length
of time required to complete an investi-
gation and the time required by the
HCFA to verify forgery will vary con-
siderably based upon the particular cir-
cumstances in each case. It is the intent
of the amendments that carriers and
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intermediaries issue replacement checks
and make settlement as soon as the safe-
guards against abuse in §§ 405.1696 (b)
and (¢) are met.

4. Some editorial changes have been
made. “Health Care Financing Admin-
istration” or “HCFA" has been substi-
tuted for “Social Security Administra-
tion" or “SSA." This reflects the Reor-
ganization Order of the Secretary of
Health, Education, and Welfare (42 FR
13262) of March 9, 1977, which trans-
ferred the Bureau of Health Insurance,
SSA and delegations pertaining to the
Bureau from the Commissioner of SSA
to the Administrator, Health Care Fi-
nancing Administration. The Bureau is
responsible for administering the Medi-
Care program.

After due consideration of the com-
ments received, the nts are
hereby adopted as revised and set forth
below.

(Secs. 206(a), 1102, 1814, 1815, 1816, 1833,
1842, 1871, 1872, and 1874; 53 Stat. 1368, as
amended, 49 Stat, 047, as amended, 79 Stat,
204, as amended, 79 Stat. 207, 70 Stat. 302,
as amended, 70 Stat, 309, as amended, 79 Stat.
831, and 79 Stat. 332; 42 U.S.0. 405(a), 1302,
1305¢, 1395g, 1395h, 1395), 1305u, 1395hh,
130511, and 1395kk.)

(Catalog of Federal Domestic Assistance Pro-
grams No. 13.800, Hesith Imsurance for the
Aged—Hospital Insurance; No. 13.801, Health
Insurance for the Aged—Supplementary
Medical Insurance.)

Nore~—The Health Care Financing Ad-
ministration has determined that this docu-
ment does not contain a major proposal re-
quiring preparation of an Economic Impact
Statement under Executive Order 11821 (No-
vember 27, 1974) as amended by Executive
Order 11049 (December 31, 1878) and OMB
Circular A-107,

Dated: July 27, 1977,

RoBERT A, DERZON,
Administrator, Health Care,
Financing Administration,
Approved: August 30, 1977,

HALE CHAMPION,
Acting Secretary of Health,
Education, and Welfare.

Part 405 of Chapter III of Title 20 of
the Code of Federal Regulations is
amended as set forth below.

1. The title of Subpart P of Part 405
which presently reads “Certification and
Recertification; Requests for Payment"
is revised to read as follows:

Subpart P—Certification and Recertifica-
tion; Claims and Benefit Payment Re-
quirements; Check Replacement Pro-
cedures

2. New $§405.1695 through 405.1687
are added to read as follows:

§ 405.1695 Replacement of U.S. Gov-
ernment checks that are lost, stolen,
defaced, mutilated, destroyed, or
paid on forged endorsements,

The Treasury Department is responsi-
ble for the Investigation and settlement
of claims in connection with Treasury
checks issued on behalf of the Health

Care Financing Administration (HCFA\
when HCFA serves as fiscal intermediary
(see £8§ 405.651, 405.654) for direct deal-
ing Medicare providers. The HCFA will
forward reports of lost, stolen, defaced,
mutilated, destroyed, or forged Treasury
checks to the Tredsury Department dis-
bursing center responsible for issuance
of the check. Replacement or reclamation
of such Treasury checks will be under-
taken in accordance with Treasury De-
partment regulations (31 CFR Parts 235,
240 and 245).

§ 405.1696 Replacement of intermedi-
ary and carrier checks that are lost,
stolen, defaced, mutilated, destroyed,
or paid on forged endorsements.

(a) The Health Care Financing Ad-
ministration (HCFA) is responsible for
coordinating the investigation and set-
tlement of claims in connection with in-
termediary and carrier checks, including
che determination that a check endorse-
ment has been forged. Those checks
which are suspected of having a forged
endorsement will be analyzed by the
HACFA and a determination will be made
concerning the authenticity of the en-
dorsement, A payee dissatisfled with
such & determination may obtain an in-
dependent administrative review upon
request, HCFA will forward reports con-
cerning lost, stolen, defaced, mutilated,
destroyed, or forged carrier and inter-
mediary checks to the issuing office of
the Medicare Intermediary or carrier.

(b} The carrier or intermediary will
make settlement in favor of the payee
prior to the recovery of the amount of
the check (see § 405.1697) if the facts In
the case establish:

(1) That the check is still outstanding
and has not been paid; or

(2) That the check has been paid on
a forged endorsement of the payee's
name, and:

(i) The payee has not participated
either directly or indirectly in the pro-
ceeds of such negotiation or payment,
and

(ii) The payee states in writing, after
examining the check or copy thereof,
that the endorsement on the check is
not the payee’s: or the payee's author-
ized representative states in writing, af-
ter examining the check or copy thereof,
that the endorsement on the check is not
the payee’s to the best of the representa-
tive's knowledge or belief.

(¢) If the check has not been paid, the
carrier or intermediary will enter and
maintain a stop payment order against
the check, and will issue another check
In those -cases where the beneficiary or
his authorized representative requests
another check in place of a defaced, mu-
tilated, or destroyed check, the carrier
or Intermediary will obtain any remains
of the check available and issue a sub-
stitute check.

§ 405.1697 Reclamation proceedings in
enses of forgery of intermediary and
carrier checks,

Checks issued by Medicare fiscal in-
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termediaries and carrlers to disburse title
XVIII health insurance program pay-
ments are drawn on commercial banks
and not the Treasury of the United
States: and for this reason, such checks
are not subject to the Federal laws and
Treasury Department regulations which
govern Treasury checks. When the
Health Care Financing Administration
determines that a check has been paid
on a forged endorsement, the intermedi-
ary or carrier will make settlement in
favor of the payee pursuant to § 405.1696
(b) (2), and the Medicare intermediary
or carrier will take appropriate action to
recover the amount of the forged check
%n accordance with the applicable State
aw.

[FR Doc.77-25714 Plled 6-1-77;8:45 am|

[Reg. No. 16]
PART 416—SUPPLEMENTAL SECURITY
INCOME FOR THE AGED, BLIND, AND
DISABLED

Subpart K—Income and Exclusions
Subpart L—Resources and Exclusions

EXCLUSION OF JUDGMENT PAYMENTS TO
MEeMBERS OF THE GRAND RIVER BAND OF
OTTAWA INDIANS

AGENCY: Social Security Administra-
tion, DHEW.

ACTION: Final rules.

SUMMARY: The amendments to Regu-
lations No. 16, Subparts X and L of Title
20 of the Code of Federal Regulations (20
CFR) concern an exclusion of per capita
judgment payments made to, or held in
trust for, members of the Grand River
Band of Ottawa Indians from considera-
tion as Income or a resource under the
Supplemental Security Income (8SSI)
program. The amendments are required
by section 6 of Pub. L. 94-540, effective
October 18, 1976, and exclude from con-
sideration as income or a resource funds
received or held in trust pursuant to a
judgment in Indian Claims Commission
docket numbered 40-k. The purpose of
gxe amendments is to reflect this exclu-
on.

EFFECTIVE DATE: The amendments
shall be effective September 2, 1877,
ADDRESSES: Although the Notice of
Proposed Rule Making is being dispensed
with for the reasons cited in the Supple-
mentary Information section, considera-
tion will be given to any data, views, or
arguments pertaining thereto which are
submitted in writing to the Commission-
er of Social Security, Department of
Health, Education, and Welfare, P.O.
Box 1585, Baltimore, Md. 21203, on or be-
fore October 17, 1977.

Copies of all comments receive in re-
sponse to this notice will be avaliable for
public inspection during regular business
hours at the Washington Inquiries Sec-
tion, Office of Information, Social Secu-
rity Administration, Department of
Health, Education, and Welfare, North

RULES AND REGULATIONS

Building, Room 4146, 330 Independence
Avenue SW., Washington, D.C. 20201.

FOR FURTHER INFORMATION CON-
TACT:

Mr. 8. J. Welssman, Legal Assistant
Social Security Adm ration, 6401
Security Boulevard, 1timore, Md.
21235, telephone: 301—594-7341.

SUPPLEMENTARY INFORMATION:
Pub. L. 94-540 provides for the disposi-
tion of funds appropriated by the Act of
October 21, 1968 (82 Stat. 1190, 1188),
to pay a judgment to the Grand River
Band of Ottawa Indians in Indian Claims
Commission docket numbered 40-K. The
judgment funds are to be distributed on
a per capita basis to, or held in trust
for, persons determined to be eligible by
the Secretary of the Interior.

Section 6 of Pub. L. 94-540 further pro-
vides that the funds distributed per capi-
ta or held in trust shall not be considered
income or resources or otherwise utilized
as a basis for denying or reducing the
financial assistance or other benefits to
which such household or member would
otherwise be entitled to under the So-
cial Security Act or any other Federal or
federally assisted program.

Thus, such payments will not be con-
sidered as income or a resource for SSI
benefit purposes. The amendments, in
accordance with the statutory exclusion,
will prevent SSI benefit reduction for
eligible Grand River Band of Ottawa In-
dians and allow a limited number to be-
come eligible for SSI benefits. *

These amendments to the regulations
are being published in final because they
are substantive rules which grant an cx-
clusion of certain income and resources
as required by section 6 of Pub, L. 84-540.
Thus, the Notice of Proposed Rule Mak-
ing is being dispensed with because a de-
lay in implementing these amendments
would be impracticable, unnecessary, and
contrary to the public interest (5 US.C.
553(b) (B)),

Accordingly, 20 CFR 416.1146(b) and
416.1236(a) (2) are being revised to re-
flect the exclusion in Pub. L. 94-540.
(Secs. 1102, 1611, 1612, 1613, 1631, Soclal Secu-
rity Act, 40 Stat. 647, as amended, 88 Stat,
1466, 86 Stat. 1468, 88 Stat. 1470, and 88 Stat.
1475 (42 US.C. 1302, 1882, 1382a, 1383,
1883); sec. 6, Pub, L. 94-540, 80 Stat, 2604)

(Catalog of Federal Domestic Assistance Pro-
gram No. 13.807, Supplemental Security In-
come Program.)

Norx.~The Social Security Administration
has determined that this document does not
contain a major proposal requiring prepara-
tion of an Infiation Impact Statement under
Executive Order 11821 and OMB Circular
A-107,

Dated: July 22, 1977,

Dox WORTMAN,
Acting Commissioner of
Soctal Security.

Approved: August 27, 1877.

HALE CHAMPION,
Acting Secretary of Health,
Education, and Wellare.
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Part 416 of Chapter III of Title 20 of
the Code of Federal Regulations is
amended as set forth below:

1. Section 416.1146 is amended by re-
vising paragraph (b) to read as follows:

§416.1146 Exclusions from
provided by other statutes.

For the purpose of § 416.1145(a), pay-
ments or benefits provided under a Fed-
eral statute other than title XVI of the
Social Security Act where exclusion from
income is required by such statute in-
clude:

- » - - -

(b) Judgment payments to members
of the Blackfeet and Gros Ventre Tribes
of Indians under the provisions of Pub. L.
92-254 (86 Stat. 65, 25 U.S.C. 1264) ; and
judgment payments distributed to mem-
bers of the Grand River Band of Ottawa
Indians in Indian Claims Commission
docket numbered 40-K under the provi-
sions of Pub. L. 94-540 (80 Stat. 2503).

2. Section 416.1236 is amended by re-
vising paragraph (a)(2) to read as
follows:

§ 416.1236 Exclusions from resources:
provi by other statutes,

(a) For the purpose of §4186.1210()),
payments or benefits provided under a
Federal statute other than title XVI of
the Social Security Act where exclusion
from resources is required by such statute
include:

» - - - -

(2) Judgment payments to members of
the Blackfeet and Gros Ventre Tribes of
Indians under the provisions of Pub. L.
92-254 (86 Stat. 65, 25 US.C. 1264 ; and
judgment payments distributed to, or
held in trust for, members of the Grand
River Band of Ottawa Indians in Indian
Claims Commission docket numbered
40-K under the provisions of Pub. L. 84~
540 (90 Stat. 2503). i

|FR Doc,77-25670 Piled 9-1-77:8:45 am/

income;

Title 21—Food and Drugs

CHAPTER |—FOOD AND DRUG ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER A—GENERAL

PART 5—DELEGATIONS OF AUTHORITY
AND ORGANIZATION

Subpart B—Redelegations of Authority
from the Commissioner of Food and
Drugs

ELecTrRONIC PRODUCTS

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This document amends the
regulations for delegations of authority
regarding exemptions from performance
standards and prohibited acts for certain
classes of electronic products, and in ad-
dition, amends a regulation to correct a
reference to the Public Health Service
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Act. This regulation will provide for a
more timely and orderly decisionmaking
process.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Robert L. Miller, Office of Administra-
tion (HFA-340), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockviile, Md, 20857 (301-443-
4978,

SUPPLEMENTARY INFORMATION:
The amendment to § 587 gives the Dep-
uty Director of the Bureau of Radiologi-
cal Health the same authorities as those
granted to the Director of the Bureau of
Radiological Health concerning exemp-
tions from performance standards for
electronic products and adds & new dele-
gation of authority to the Director and
Deputy Director of the Bureau relating
to exemptions from prohibited acts. Sec-
tion 591 is being revised to correct &
typographical error in the reference to
the Public Health Service Act,

Further redelegation of the authority
delegated Is not authorized. Authority
delegated to a position by title may be
exercised by a person officially designated
to serve in such position in an scting
capacity or on 8 temporary basis, unless
prohibited by a restriction written into
the document deslgnating him as “aoct-
ui:gl." or unless it is not legally permis-
sible.

Therefore, under the Public Health
Service Act, as amended by the Radiation
Control for Health and Safety Act of
1968 (secs. 354 through 360F, 82 Stat.
1173-1186 (42 U.S.C. 263b through 263n) )
and under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1), Part 5 Is amended by revising
§§ 587 and 5.91 to read as follows:

§ 5.87 Exemption of electronic products
from performance standards and pro-

hibited acts,

The Director and Deputy Director of
the Bureau of Radiological Health are
authorized to exempt from performance
standards any electronic product in-
tended for use by departments or agen-
cles of the United States under section
358(a) (5) of the Public Health Service
Act, and to exempt an electronic product
or class of products from all or part of
the provisions of section 360Bia) of the
Public Health Service Act under section
360B(b) of that sct, -

§5.91 Dealer and distributor direction
to provide data to manufacturers of
electronic products.

The Director and Deputy Director of
the Bureau of Radiological Health and
the Director of the Division of Compli-
ance of that Bureau are authorized to
direct dealers and distributors of elec-
tronjc products to furnish information
on first purchasers of such products to
the manufacturer of the product under

section 360A(f) of the Public Health
Bervice Act.

RULES AND REGULATIONS

Effective date: This regulation shall be
effective September 2, 1977,

(Secs. 354 through 360F, 82 Stat, 1173-1188
(42 US.C. 263b through 263n).)

Dated: August 25, 1977,

WarLiam F, RANDOLPH,
Acting Associate
Commissioner for Compliance,

|FR Doc.T7-25676 Filed 9-1-77;8:45 am |

SUBCHAPTER B-—FOOD FOR HUMAN
CONSUMPTION

[Docket No. 75F-0207]

PART 175—INDIRECT FOOD ADDITIVES:
ADHESIVE COATINGS AND COMPONENTS

Subpart C—Substances for Use as
Components of Coatings

RESINOUS AND POLYMERIC COATINGS

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule,

SUMMARY: The agency is amending
the food additive regulations to provide
for the use of a copolymer as a modifier
of resinous and polymeric coatings for
food-contact articles. This order is based
on a petition proposing such a regulation.

DATES: Effective September 2, 1997.
Objections by October 3, 1977,

FOR FURTHER INFORMATION CON-

TACT:
John J. McAuliffe, Bureau of Foods
(HFF-334), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 € St. SW,,
Washington, D.C. 20204 (202-472-
5690).

SUPPLEMENTARY INFORMATION:
Notice was given in the FEpERAL REGISTER
of September 3, 1975 (40 FR 40568), that
& food additive petition (FAP 5B3059)
had been filed by the law firm of Keller
and Heckman, 1150 17th St. NW., Wash-
Ington, D.C., 20036, on behalf of Mon-
santo Co.,, proposing that §175.300
Resinous and polymeric coatings (21 CFR
175.300) «(formerly € 121.2514, prior to
recodification published in the FEperaL

Reaister of March 15, 1977 (42 FR
14302)), be amended in paragraph (b)
13) (xx) to provide for the safe use of a
copolymer of 2-ethylhexyl aerylate and
ethyl acrylate as a component of resin-

ous and polymeric coatings for food-con-
tact articles.

The Commissioner of Food and Drugs,
having evalueted data in the petition

and other relevant materinl, concludes

that § 175.300 should be amended as set
forth below.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 409(¢) (1),
72 Stat. 1786 (21 U.S.C, 348(¢c) (1)) ) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 175 is
amended In §175.300(b) (3) (xx) by al-
phabetically inserting 8 new item in the
list of substances, to read as follows:

§ 175300 Resinous and polymeric
contings,
(b) L
(3) LI
(xx) Acrylics-and their copolymers as
the basic polymer:

2-Ethylhexyl acrylate-ethyl acrylate co-
polymers prepared by copolmerization of
2-thelhexyl acrylate and ethyl acrylate In a
7/3 weight ratio and having a number aver-
age molecular weight range of 5800 to 6,500
and a refractive index, nu®™ (40 perceént in
2.24-trimethyl pentane of 1.4130-14100;
for use as & modifier for nylon resins comply-
ing with § 177.1500 of this chapter and for
phenoclic and epoxy resins listed In paragraph
(b} (3) (vi) and (vill) of this section, respec-
tively, at a level not to exceed 1.5 percent of
the coating.

Any person who will be adversely af-
fected by the foregoing regulation may
at any time on or before October 3, 1977,
file with the Hearing Clerk, Food and
Drug Administration, Rm. 4-85, 5600
Fishers Lane, Rockville, MD 20857, writ-
ten objections thereto. Objections shall
show wherein the person filing will be
adversely affected by the regulation,
specify with particularity the provisions
of the regulation deemed objectionable,
and state the grounds for the objections.
If a hearing is requested, the objections
shall state the issues for the hearing,
shall be supported by grounds factually
and legally sufficient to justify the re-
lief sought, and shall Include a detailed
description and analysis of the factual
information intended to be presented in
support of the objections in the event
that a hearing is held. Five copies of all
documents shall be filed and should be
identified with the Hearing Clerk dockét
number found in brackets in the heading
of this regulation. Received objections
may be seen in the above office between
the hours of 9 am. and 4 p.m., Monday
through Friday.

Effective date: This regulation shall
become effective September 2, 1977.

(See, 400(c) (1), 72 Stat, 1786 (21 US.C.
348(c) (1)).)

Dated: August 26, 1977,

WiLrLiam F. RARDOLPH,
Acting Associate
Commissioner for Compliance.

|FR Doc.T7-25655 Plled 9-1-77,8:45 am |

|Docket No. T7P-0004) ;

PART 178—INDIRECT FOOD ADDITIVES:
ADJUVANTS, PRODUCTION AIDS, AND
SANITIZERS

Plasticizers in Polymeric Substances

AGENCY: Food and Drug Administra-
tion,

ACTION: Final rule,

SUMMARY : Based on a petition by Dow
Chemical U.S A, the agency is amending
the food additive regulations to provide
for safe use of polypropylene glycol as &
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plasticizer for polystyrene plastics in-
tended to contact food.

DATES: Effective September 2, 1977; ob-
jections by October 3, 1977.

ADDRESS: Written objections to the
Hearing Clerk (HFC-20), Food and
Drug Administration, Rm, 4-65, 5600
Fishers Lane, Rockville, MD 20857,

FOR FURTHER INFORMATION CON-
TACT:

John J. McAuliffe, Bureau of Foods
(HFF-334), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 C St. SW,,
Washington, DC 20204 (202-472-
5690) .

SUPPLEMENTARY INFORMATION:
Notice was given in the Feperat REcis-
rer of April 19, 1977 (42 FR 20347) that
& petition (FAP 6B-3233) had been
filed by Dow Chemical US.A., Midland,
MI 48640, proposing that § 178.3740
Plasticizers in polymeric substances
(21 CFR 178.3740) be amended to pro-
vide for safe use of polypropylene glycol
as & plasticizer for polystyrene plastics
intended to contact food.

The Commissioner of Food and
Drugs, having evaluated the data in the
food additive petition and other rele-
vant material, concludes that the regu-
lation should be amended as set forth
below.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 409(c) (1),
72 Stat. 1786 (21 U.S.C. 348(c) (1)) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 178 is
amended in § 178.3740 by alphabetically
inserting a new item in paragraph (b),
to read as follows:

§ 178.3740 Plasticizers in polymeric

substances.
- - . - -
(b) List of substances:
Substances Limitations
» - - - - L
Polypropylene giy- For use only In

col (CAS registry
No. 256322-89-4)
{minimum mean

polystyrene plastics,
identified in sec.
177.1640(8) (1), in an

molecular welght smount not to exceed
1,200), 8 pet by weight of
the finished food-
contact article,
L - - L -

Any person who will be adversely af-
fected by the foregolng regulation may
at any time on or before October 3, 1977
submit to the Hearing Clerk (HFC-20),
Food and Drug Administration, Rm.
4-85, 6600 Fishers Lane, Rockville, MD
20857, written objections thereto and
may make a written request for a public
hearing on the stated objections. Each
objection shall be separately numbered
and each numbered objection shall spec-
ify with particularity the provision of
the regulation to which objection is
made. Each numbered objection on
which a hearing is requested shall spe-
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cifically so state; failure to request a
hearing for any particular objection
ghall constitute a waiver of the right to
a hearing on that objection. Each num-
bered objection for which a hearing is
requested shall include a detailed de-
seription and analysis of the specific fac-
tual information intended to be pre-
sented in support of the objection in the
event that a hearing is held; failure to
include such a description and analysis
for any particular objection shall con-
stitute a waiver of the right to a hearing
on the objection. Four copies of all doc~
uments shall be submitted and shall be
fdentified with the Hearing Clerk docket
number found in brackets in the head-
ing of this regulation. Recelved objec-
tions may be seen in the above office
between the hours of 9 am. and 4 pm,,
Monday through Friday.

Effective dafe: This regulation shall
become effective September 2, 1977,

(Sec. 400(c) (1), 72 Stat. 1786 (21 US.C.
348(c) (1)) )

Dated: August 23, 1977.

WiLrLiam F. RANDOLPH,
Acting Associate
Commissioner for Compliance.

. IFR Doc.77-25424 Filed 9-1-77;8:45 am)

SUBCHAPTER D—DRUGS FOR HUMAN USE
|Docket No. 76N-0453]

ANTIBIOTIC DRUGS

Vidarabine Monohydrate; Vidarabine Mono-
hydrate Ophthaimic Ointment

aGENCY : Food and Drug Administra-
on.

ACTION: Final rule,

SUMMARY: This document amends the
antiblotic drug regulations to provide for
the certification of vidarabine monohy-
drate ophthalmic ointment. Pursuant to
section 507 of the Federal Food, Drug,
and Cosmetic Act, the manufacturer has
supplied suflicient data and information
to establish the safety and efficacy of
vidarabine monohydrate ophthalmic
ointment.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:
Joan Eckert, Bureau of Drugs (HFD-
140), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
MD 20857 (301-443-42900).

SUPPLEMENTARY INFORMATION:
The Commissioner of Food and Drugs,
having evaluated data submitted In ac-
cordance with regulations promulgated
under section 507 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 357,
as amended, with respect to providing for
the certification of vidarabine monohy-
drate ophthalmic ointment, concludes
that the data supplied by the manufac-
turer concerning the subject antiblotic
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drug product are adequate to establish
its safety and efficacy when used as
directed in the labeling and that the reg-
ulations should be amended in Parts 430,
436, and 455 (21 CFR Parts 430, 436, and
455) to provide for its certification.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 507, 59 Stat.
463, as amended (21 US.C. 357)) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Subchapter D
of Chapter I of Title 21 of the Code of
Federal Regulations is amended as
follows:

PART 430—ANTIBIOTIC DRUGS:
GENERAL

1. Part 430 is amended:
a. In § 430.4 by adding new paragraph
(a) (44), to read as follows:

§ 430.4 Definitions of antibiotic sub-
stances.

(a) .- "

(44) Vidarabine. Vidarabine is &
purine glycoside antiblotic substance
produced by the growth of Streptomyces
antibioticus, and each of the same sub-
stances produced by any other means is
a kind of vidarabine,

b. In §430.5 by adding new para-
graphs (a) (60) and (b) (60), to read as
follows:

§430.5 Definitions of master and work-
ing standards,

(a) o 9.0

(80) Vidarabine. The term “vidara-
bine master standard” means a specific
lot of vidarabine .that is designated by
the Commissioner as the standard of
comparison in determining the potency
of the vidarabine working standard.

(D) 9.9

(60) Vidarabine, The term “vidara-
bine working standard” means a spe-
cific lot of a homogeneous preparation
of vidarabine.

¢. In $4306 by adding new parga-
graph (b)(62) to read as follows:

§ 430.6 Definitions of the terms “unit™
and “microgram™ as applied to anti-
biotic substances.

- L - » -

(b) L )

(62) Vidarabine. The term ‘“micro-
gram” applied to vidarabine means the
vidarabine activity (potency) contained
in 1.0674 micrograms of the vidarabine
master standard.

PART 436—TESTS AND METHODS OF
ASSAY OF ANTIBIOTIC AND ANTIBIOTIC-
CONTAINING DRUGS

2. Part 436 is amended in § 436.33(b)
by alphabetically inserting a new Iitem
into the table to read as follows:

§ 436.33 Safety test.

(by = ==
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Teat dose Route of adm
drug Dmb‘:“ ; Jisted in Concentmation in. Velume in milliliters m&: (5] ofmh
< ireal mun“. :un units or milligrams of 10 be adninistered section
petivity per milliliter 10 each motise
» - - » - - -
Vidarabine. .. .ooevvnens DAL - oo e mmpenenens 0.5 Intraperitoneal.
- - - » - - »
- - . - . - -

PART 455—CERTAIN OTHER
ANTIBIOTIC DRUGS

3. Part 455 is amended:
&. In Subpart A by adding new § 455.-
80a to read as follows:

§ 455.90a Sterile vidarabine monohy-

drate.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Vidarabine monohydrate
{s the monohydrate form of 8-8-D-
arabinofuranosyl-9H-purin-6-amine. It
is & white to off-white powder. It is 50
purified and dried that:

() Its vidarabine content is not less
than 845 micrograms and not more than
985 micrograms of vidarabine per milli-

gram.

(1i) It is sterile,

(1i1) It passes the safety test.

(fv) Its loss on drying is not less than
5 percent and not more than 7 percent.

(v) Its specific rotation in dimethyl-
formamide at 25° C Is —60.5" £ 4.5°.

(vl) It passes the identity test for
vidarabine.

(2) Labeling. In addition to the label-
ing requirements prescribed by § 432.5(b)
of this chapter, this drug shall be labeled
“vidarabine”,

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of §431.1 of this chapter,
each such request shall contain:

(1) Results of tests and assays on the
batch for vidarabine content, sterility,
safety, loss on drying, specific rotation,
and identity.

(1) Samples required:

(a) For all tests except sterility: 10
packages, each containing approximately
500 milligrams.

(b)) For sterility testing: 20 packages,
each containing approximately 200
milligrams.

(b) Tests and methods of assay—(1)
Vidarabine content—{1) Apparatus and
reagents—(ag) Glass chromatographic
column, 1.0 centimeter internal diameter
and 30 centimeters long, with a coarse
fritted glass dise in the bottom and fitted
with a stopcock in the stem.

(b) Anion exchange resin: TRA 9504
(Rohm & Haas) or equivalent.

(¢) Borate buffer, pH 10: Dissolve
12.37 grams of boric acid in 900 milliliters
of distilled water. Adjust the solution to
pH 10 with 5N sodium hydroxide and
dilute to 1,000 milliliters with distilled
water,

(d) Propylene glycol—5 percent solu-
tion: Add sufficient distilled water to 50
milliliters of propylene glycol to make a
volume of 1,000 milliliters.

(e) Resin column: Soak 3 grams of the
anion exchange resin qvernight in 50
milliliters of borate buffer, pH 10. Slurry
the resin in the buffer and transfer mix-
ture into the chromatographic column.
Withdraw the buffer and wash the resin
with an additional 25 milliliters of borate
buffer, pH 10. Wash the buffer from the
resin by passing 25 milliliters of distilled
water through the chromatographic
column. Place a small pledget of glass
wool on top of the resin. -

(il) Preparation of vidarabine sample
and working standard solutions: Accu-
rately weigh approximately 30 milli-
grams of the vidarabine sample or work-
ing standard into & 100-milliliter volu-
metric flask, Add approximately 80 milli-
liters of distilled water and heat on a
steam bath for 15 minutes, Shake until
the powder is dissolved. Cool to room
temperature and dilute to volume with
distilled water.

(iii) Procedure. Support the resin
column in a vertical position and place
a 100-milliliter volumetric flask under
the tip. Transfer 4.0 milliliters of the
standard solution to the resin column.
Open the stopcock and allow the stand-
ard solution to enter the resin. Elute the
resin column with 5 percent propylene
glycol solution at a rate of approximately
1 milliliter per minute. Continue to col-
lect the eluate until volume reaches the
10-millfliter mark of the volumetric
flask. Using a suitable spectrophotometer
equipped with 1.0-centimeter cells and 5
percent propylene glycol solution as the
blank, determine the absorbance of the
eluted working standard solution at the
absorbance peak at approximately 255
nanometers. Treat each sample solution
in & similar manner, Calculate the

vidarabine content as follows:

Migrogram pee milligram =
where:

Ay Absorbanee of the eluted sample solution at 255 nm;

Ax X weight of staodard in milligrams X potenoy of standard in micrograms pee milligmm
4 Az X weighi of sumple in oullligrama

Ay Absorbance of the eluted working standard solution at 256 nm.

(2) Sterility. Proceed as directed in
§436.20 of this chapter, using the
method described in paragraph (e) (2) of
that section, except use 100 m
in lieu of 300 milligrams.

(3) Safety. Proceed as directed in
§ 436.33 of this chapter, except observe
the mice for 14 days.

(4) Loss on drying. Proceed as directed
in § 436.200¢e) of this chapter.

(5) Specific rotation. Using & solution
containing 10 milligrams of vidarabine
per milliliter in dimethylformamide and
2 polarimeter tube 1.0 decimeter in
length, proceed as directed in § 436.210
of this chapter, except determine the
specific rotation at 365 nanometers.

(6) Identity. Proceed as directed in
§ 436211 of this chapter, using the 0.5
percent potassium bromide disc prepared
as described in paragraph (b) (1) of that
section.

b. In Subpart D by adding new § 455.-
350 to read as follows:

§ 455.390 Vidarabine monohydrate oph-
thalmic ointment.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Vidarabine monohydrate
ophthalmic ointment contains in each
gram Vvidarabine monohydrate equiva-
lent to 28.11 milligrams of vidarabine in
a suitable and harmless base. Its potency
is satisfactory if it is not less than 980 per-
cent and not more than 120 percent of
the number of milligrams of vidarabine
that it is represented to contain. It is
sterile. It passes the test for metal par-
ticles. The vidarabine monohydrate used
conforms to the standards prescribed by
§ 455.90aca) (1).

(2) Labeling. In addition to the label-
ing requirements prescribed by § 432.5 of
this chapter, this drug shall be labeled
“vidarabine ophthalmic olntment”,

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of §431.1 of this chapter,
each such request shall contain:

(1) Results of tests and assayson:

(@) The vidarabine monohydrate used
in making the batch for vidarabine con-
tent, sterility, safety, loss on drying,
specific rotation, and identity.

(b) The batch for vidarabine content,
sterility, and metal particles.

(i) Samples required:

(a) The vidarabine monohydrate used
in making the batch: 10 packages, each
containing approximately 500 milli-

grams.
(b) The batch:
(1) For all tests except sterility: A
minimum of 16 immediate containers.
(2) For sterility testing: 20 immediate
~containers, collected at regular intervals
throughout each filling operation.
(b) Tests and methods of assay—(1)
Vidarabine content. Proceed as directed
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in § 455.90a(b) (1); except, prepare the
sample as follow.: Accurately weigh ap-
proximately 1 gram of the ointment into
a 100-milliliter volumetric flask. Add ap-
proximately 80 milliliters of distilled
water and heat on a steam bath for 15
minutes. Shake to dissolve the vidara-
bine. While the ointment is still liquid,
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add 10 milliliters of heptane. Swirl gent-
1y to dissolve the ointment. Cool to room
temperature and add sufficient distilled
water to raise the heptane layer into the
constricted portion of the flask. Aspirate
off the heptane layer and discard it
Bring the water layer to mark with dis-
tilled water. Calculate the percent vi-
darabine content as follows:

Ay X welght of standard In milligrams X pe

y of standard in micrograms per milligram

Percent vidambine =
where:

A= Absorbance of the eluted sample solution st
Ay~ Absorbance of the eluted

As X weight of otntroent tn miliigrams X 10

255
standard solution st 2585 nm.,

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described in paragraph (e)(3) of that
section,

(3) Metal particles. Proceed as di-
rected in § 436.206 of this chapter.

Since the conditions prerequisite to
providing for certification of this drug
have been complied with and as the mat-
ter is noncontroversial, the Commis-
sloner finds for good cause that prior
notice and public procedure are imprac-
ticable and unnecessary, and that the
amendment may become effective upon
the day of publication. Interested per-
sons may, on or before October 3, 1977
file with the Hearing Clerk (HFC-20),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, Md.
20857, written comments, in quadrupli-
cate and identified with the docket num-
ber found in brackets in the heading of
this document. Comments received may
be seen In the office of the Hearing Clerk
between the hours of 9 am. and 4 p.m.,
Monday through Friday. Any changes in
this regulation justified by such com-
ments will be the subject of a further
amendment,

Effective date. This regulation shall
be effective September 2, 1977.
g?o. 507, 50 Stat. 463, as amended (21 US.C.
7))
Dated: August 26, 1977,

Many A, McENIRY,
Assistant Director for Regula-
tory Aflairs, Bureau of Drugs.

[FR Doc,77-25422 Filed 9-1-77:8:45 am |

* |Docket No. 78N-0337]

PART 432—PACKAGING AND LABELING
OF ANTIBIOTIC DRUGS

Packaging of Antibiotic Drugs for
Parenteral Use

z&gENCY: Food and Drug Administra-
n.

ACTION: Final rule.

SUMMARY: This rule clarifies the
packaging requirements for drugs in-
tended for parenteral use, It provides for
single-dose and light-resistant contain-
ers and use of container materials other
than glass, In response to the need for
additional kinds of containers.
EFFECTIVE DATE: October 3, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Joan Eckert, Bureau of Drugs (HFD-
140), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
Md. 20857 (301-443-4292),

SUPPLEMENTARY INFORMATION:

The Commissioner of Food and Drugs
proposed in the the FEpERAL REGISTER Of
September 15, 1976 (41 FR 39328), that
§ 432.1 (21 CFR 432.1) be amended to
clarify the packaging reguirements for
drugs Intended for parenteral use.

The present description of containers
used for antibiotic drugs intended for
parenteral use provides only for con-
tainers of colorless, transparent glass
with closures through which hypoder-
mic needies may be introduced. But the
need for, or desirability of, additional
kinds of containers has become apparent,
In fact, some parenteral antibiotic drug
products have been approved for mar-
keting in ampules, prefilled syringes, and
amber-colored glass vials. The proposal
provided for such single-dose and am-
ber-colored containers and it removed
the restriction that excludes container
materials other than glass.

Interested persons were given 60 days
to submit written comments on the pro-

One comment came from a glass man-
ufacturer who felt that the term “light
amber color” was ambiguous and that
the container should conform to the
United States Pharmacopeia (US.P.)
light transmission standards for light-
resistant containers.

The Commissioner considers this com-
ment valid, but he finds that the termi-
nology “light-resistant as defined by the
US.P." 15 more appropriate than the
wording suggested in the comment. This
definition in the U.SP. takes into ac-
count the light transmission standards
suggested by the respondent, The Com-
missioner is revising the regulations ac-
cordingly.

A second comment concerned the addi-
tion of the words “labeled quantity" to
the part of the regulations that requires
each container to be filled with a suffi-
cient excess of drug. The respondent
Interpreted these words to mean that
each vial must be labeled with the num-
ber of doses contained therein.

The intent of the proposed regulation
was not to require any labeling changes.
The words “labeled quantity” were added
merely to provide for vials containing
the antibiotic drug as a dry powder in
contrast with thoseé containing a solu-
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tion. All vials must be filled with a suf-
ficient excess of drug to enable the with-
drawal of the quantity the vial is labeled
to contain. The Commissioner has con-
sidered this comment and has concluded
that no change in the proposed
regulation is necessary.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 507, 512
(n), 59 Stat. 463 as amended, 82 Stat.
350-351 (21 U.S.C. 357, 360bin) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 432 is
amended in § 432.1 by revising paragraph
(b) to read as follows: \

§ 432.1 Packaging requirements.

‘b) If 1t is intended for parenteral use
and the container is glass, it shall be
transparent and colorless or light-
resistant as defined by the U.S.P. The
containers are closed either by fusion or
by application of suitable closures, in
such manner as to prevent contamins-
tion or loss of content. Multiple-dose
containers are closed by a substance
through which a hypodermic needle may
be introduced and withdrawn without
removing the closure or destroying its
effectiveness. Each container shall be
filled with a quantity or a volume in ex-
cess of that designated, which excess
shall be sufficlent to permit the with-
drawal and administration of the labeled
quantity or volume, whether adminis-
tered in single or multiple doses.

Effective date: This amendment shall
become effective October 3, 1877.

(Secs, 507, 512(n), 59 Stat. 463 as amended,
82 Stat. 350-351 (21 US.C, 357, 360b(n) ).)
Dated: August 26, 1977,

Wirtiax F. RaNpoLry,
Acting Associale
Commissioner for Compliance.

[FR Doe.77-25412 Filed 9-1-77,8:45 am|

|Docket No, 76N-0171]

PART 510—NEW ANIMAL DRUGS

Chloroform as an | ient of Drugs for
Animal Use; Final Order Establishing
New Animal Drug Status

tAn?ENCY: Food and Drug Administra-
n.

ACTION: Final rule,

SUMMARY: The document establishes
that animal drugs containing chloroform
as an ingredient are new animal drugs
and that they must be the subject of an
approved new animal drug application
for marketing, This action is taken be-
cause chloroform has been determined
to be a carcinogen.

EFFECTIVE DATE: October 3, 1977.

FOR FURTHER INFORMATION CON-
TACT:

David N, Scarr, Bureau of Veterinary
Medicine (HFV-214), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
La;xae. Rockville, MD 20857 (301-443-
3183).
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SUPPLEMENTARY INFORMATION:
In the FEpErAL Recister of November 30,
1976 (41 FR 52482), the agency issued
a proposal that all animal drugs con-
taining chloreform as an ingredient are
new animal drugs within the meaning of
section 201(w) of the Federal Food,
Drug, and Cosmetic Act or misbranded
under section 502 of the act (21 U.SC.
321(w), 352). Interested persons were
given till December 30. 1976, to submit
comments. No comments were received
in response to the proposal. Therefore,
the Commissioner of Food and Drugs is
establishing the regulation as proposed.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs, 301, 501,
502, 512, 701(a), 52 Stat. 1042-1043 as
amended, 1049-1050 as amended, 1055,
82 Stat. 343-351 (21 U.S.C. 331, 351, 352,
860b, 371(a)) and under authority dele-
gated to the Commissioner (21 CFR Part
5.1), Part 510 is amended to add § 510.-
413 to read as follows:

§ 510413 Chloroform used as an ingre-
dient (active or inactive) in animal

drug products,

(a) Chloroform has been used as an
ingredient in animal drug products such
as cough preparations, linaments, and
some pastes. Although considered safe
for many years, recent information has
become avallable associating chloroform
with carcinogenic effects in animals,
Studies conducted by the National Can-
cer Institute have demonstrated that the
oral administration of chloroform to
mice and rats induced hepatocellular
carcinomas (liver cancer) in mice and
renal tumors in male rats,

(b) Any drug product intended for use
in or on animals and containing chloro-
form as an Ingredient is deemed to be
either (1) a new animal drug within the
meaning of section 201(w) of the act,
and unsafe within the meaning of sec-
tion 512 of the act and adulterated under
section 501 of the act and subject to
regulatory action under sections 301, 501,
and 512 of the act; or 12) misbranded
under section 502 of the act, and there-
fore subject to regulatory action under
sections 301 and 502 of the act. Any ani-
mal drug product containing chloroform
in residual amounts from its use as a
processing solvent during manufacture
of the drug product, or from the syn-
thesis of a drug ingredient, is not, for
the purpose of this regulation, consid-
ered to contain chloroform as an in-
gredient.

{c) Any holder of an approved new
animal drug application for a drug prod-
uct containing chloroform as an ingredi-
ent shall submit to the Food and Drug
Administration on or before October 3,
1877, a supplemental application provid-
ing for a revised formulation removing
chloroform as an ingredient.

(1) The supplemental application shall
contain:

(1) A full Ust of articles used as com-
ponents and a full statement of the
composition of the drug product,

(i) The date that the composition of
the drug product will be changed.
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(i) Data showing that the change in
composition does not interfere with any
assay or other control procedures used
in manufacturing the drug product, or
that the assay and other control proce-
dures are revised to make them adequate.
- (iv) Dafa available to establish the
stability of the revised formulation and,
if the data are too limited to support a
conclusion that the drug will retain its
declared potency for & reasonable mar-
keting period, a commitment from the
applicant:

(a) To test the stability of marketed
batches at reasonable intervals;

(b) To submit the data as they be-
come available; and

(¢) To recall from the markel any
batoh found to fall outside the approved
specifications for the drug.

(v) Coples of the label and all other
labeling to be used for the drug prod-
uct—a total of nine copies if in final
printed form, three copies if in draft
form.

(2) If such drug product contains
more than 1 percent chloroform, the re-
vised formulation containing no chloro-
form shall not be marketed before the
receipt of written notice of approval of
the supplemental application by the Food
and Drug Administration.

(3) If such drug product now contains
1 percent or less chloroform, the revised
formulation containing no chloroform
may be marketed after submission of the
supplemental application but prior to the
receipt of written notice of its approval
by the Food and Drug Administration.

(d) Any sponsor of a “Notice of
Claimed Investigational Exemption for
a New Animal Drug" (INAD notice) for
an animal drug product containing
chloroform as an ingredient shall amend
the INAD notice on or before October 3,
1977, to revise the formulation removing
chloroform as an ingredient.

(e) The Commissioner will initiate
action to withdraw approval of a new
animal drug application or terminate an
INAD notice in accordance with the ap-
plicable provisions of s2ction 512 of the
act and Parts 511 and 514 of this chap-
ter upon failure of a holder of an ap-
proved new animal drug application or
sponsor of an INAD notice to comply
with the provisions of paragraph (c) or
(d) of this section.

(f) Any drug product intended for
animal use containing chloroform as an
ingredient that Is introduced or delivered
for introduction into interstate com-
merce following the effective date of
this regulation will be subject to regu-
latory action under sections 301, 501, 502,
and 512 of the act.

Effective date: October 3, 1977.

(Secs, 301, 501, 502, 512, 701(a), 52 Stat.
1042-1043 as amended, 1046-1050 as amended,
1065, 82 Stat. 343-351 (21 US.C. 331, 361,
853, 360D, 371(n)).)

Dated: August 25, 1977.

Wiiriam F. RANDOLPH,
Acting Associate Commissioner
Jor Compliance.

[FR Doc.77-25413 Filed 9-1-77;8:45 am]

GUlCHA:;“!ol !—*"’tlgll DRUGS, FEEDS,

PART 520—ORAL DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO CER-
TIFICATION

Phenylbutazone Tablets and Boluses

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: The animal drug regula-
tions are amended to reflect approval of
a new animal drug application filed by
Western Research Labs, Inc., providing
for the use of a 100 milligram phenyl-
butazone tablet for the relief of inflam-
matory conditions associated with a mus-
culoskeletal system of dogs. This appli-
cation reflects the National Academy of
Sciences/National Research Council
(NAS/NRC) evaluation of the product,

EFFECTIVE DATE: September 2, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Henry C. Hewitt, Bureau of Veterinary
Medicine (HFV-112), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers

?ane. Rockville, Md. 20857 (301-443-
430).

SUPPLEMENTARY INFORMATION:
In accordance with section 512(1) of the
act, Part 520 of the regulations is
amended to reflect approval of & new
animal drug application (NADA 102-
824V) filed by Western Research Labs.,
Inc., 301 South Cherokee St., Denver,
Colo. 80223.

This application concerns a product
which is similar to those evaluated by
the National Academy of Sciences/Na-
tional Research Council (NAS/NRC),
Drug Efficacy Study Group (see the Fep-
ERAL REGISTER of August 12, 1970 (35 FR
12790) ). The NAS/NRC report reviewed
certain drug products containing phenyl-
butazone marketed by Jensen-Salsbery
laboratories, specifically:

1. Jen-Sal Butazolidin Injectable, 20
percent (200 milligrams per milliliter).

2. Jen-8Sal Butazolidin Bolus (horses
only), 4 grams per bolus.

3. Jen-Sal Butazolidin Tablets (horses
only), 1 gram per tablet,

4, Jen-Sal Butazolidin Tablets (dogs
only), 100 milligrams per tablet.

The Academy evaluated these drugs
@s probably effectlve as & nonhormonal
anti-inflammatory agent for use in
horses and dogs. The Academy nofed
that:

1. The package insert implies the drug
results in permanent cures for certain
conditions. The Academy felt these state-
ments are not supported by adequate
documentation.

2. The analgesic activity of the drug
has not been documented. The Academy
notes this effect may be the result of the
drug's anti-inflammatory properties.

3. No controlled experimental studies
appear to have been performed in dogs
or horses.

4. The drug’s use in the treatment of
otitis externa in dogs is doubtful,
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5. mm&?&d for dosage in dogs
could be im

6. Package label for the injectable
drug does not state route of administra-
tion.

7. Evidence has not been supplied in-
dicating the boluses and tablets disinte-
grate In the gastrointesiinal tract to
produce the desired effects.

The Pood and Drug Administration
concurred in the Academy's evaluation
and concluded that additional labeling
information was required on the dosage
schedule to improve clarity, such as ref-
erence to frequency of administration
and maximum daily dose. It further
stated that veterinary drugs of this type
are prescription drugs and should bear
the veterinary prescription legend. Hold-
ers of NADA's were provided 6 months
to submit adequate documentation in
support of the labeling used.

Jensen-Salsbery Laboratories submit-
ted supplemental] NADA's providing for
safe and effective use of phenyibutazone
tablets, boluses, and injections in dogs
and horses. Their applications were ap-
proved by a regulation in the FebpEsaL
RecrsTeER of May 26, 1972 (37 PR 10662) .
These products were approved for the
relief of inflammatory conditions asso-
ciated with the musculoskeletal system
in dogs and horses, It is administered
orally to dogs at a dosage level of 20
milligrams per pound of body weight in
three divided doses daily with the maxi-
mum dally dosage of 800 milligrams. It
is administered orally to horses &t a
dosage level of 1 to 2 grams per 500
pounds of body welght dally, not to ex-
ceed 4 grams per day. Use of the drug
is limited to veterinary prescription use
and for nonfood animals only. It Is ad-
ministered intravenously at one-half the
oral dosage.

The current regulation for oral use of
phenylbutazone tablets and boluses in
dogs and horses is editorlally revised
to reflect that the drug has been NAS/
NRC reviewed, that the existing approv-
als comply with the evaluation, and that
submission of similar applications re-
flecting the same conditions of use and
dosage regimen need not include data
required by §514.111 (21 CFR 514.111),
but require submission of bioequivalency
and safety data.

In accordance with the freedom of in-
formation regulations and § 514.11(e) (2)
(1) of the animal drug regulation (21
CFR b14.11(e) (2) (11)), & summary of the
safety data and Information submitted to
support approval of this application is
released publicly. Thesummary is avail-
able for public examination at the office
of the Hearing Clerk (HFC-20), Food and
Drug Administration, Department of
Health, Education, and Welfare, Rm. 4-
65, 5600 Fishers Lane, Rockville, Md.
20857, between # a.m. and 4 p.m., Monday
éhrough Friday, except on Federal holi-

nys,

Therefore, under the Federal Food,
Drug, and Codmetic Act (sec. 512(1), 82
Stat, 347 (21 U.S.C. 360b(1))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1), Part 520
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is amended by revising §520.1720s, to PART 546—TETRACYCLINE ANTIBIOTIC

read as follows:
§ 520.1720a Phenylbutazone tablets and
boluses

(a) Specifications. Each tablet con-
tains 100, 200, or 400 milligrams, or 1
gram of phenylbutazone. Each bolus con-
tains 2 or 4 grams of phenylbutazone.

(b) Sponsor. See sponsor numbers in
§ 510.600(¢c) of this chapler, as follows:

(1) No. 017220 for use of 100- or 400~
milligram or 1-gram tablets, or 2- or 4-
gram boluses, in dogs and horses.

(2) No. 000010 for use of 100~ or 200~
milligram or 1-gram tablets in dogs and

horses.

(3) Nos. 000031, 000591, 000856,
000864, 011519, and 012518 for use of
100-milligram or 1-gram tablets in dogs
and horses.

(4) Nos. 000832 and 011510 for use of
100-milligram tablet in dogs.

(5) No. 011398 for use of 1-gram tab-
lets in horses,

(¢) Conditions of use—(1) Dogs—)
Amount. Twenty milligrams per pound
of body weight daily.!

(i) Indications for use. The drug is
used for the relief of inflammatory con-
ditions associated with a musculoskeletal
system.!

(111) Limitations. Administer in three
divided doses daily. Do not exceed a total
daily dose of 800 millizrams regardless of
body weight. Administer at a relatively
high dosage level for the first 48 hours
and then reduce gradually to a mainte-
nance dosage level with the lowest dosage
maintained at a level capable of produc-
ing the desired clinical response, Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.'

(2) Horses—{(1) Amount, One to two
grams per 500 pounds of body weight
daily.*

(1) Indications for use. The drug is
used for the relief of inflammatory con-
ditions associated with the musculoskel-
etal system.'

(iii) Limitations. Do not exceed a dalily
dosage of 4 grams per day. Administer at
a relatively high dosage level for the first
48 hours and then reduce gradually to a
maintenance dosage level with the lowest
dosage maintained at the level capable
of producing the desired clinical re-
sponse. Not for use in animals intended
for food purposes. Federal law restricts
this drug to use by or on the order of &
licensed veterinarian.'

Eflective date. September 2, 1977.
(Sec. 512(1), B2 Stat. 347 (21 U.S.C, 300b(1)).)
Dated: August 25, 1977.

Priuie D, Cazier,
Acting Director,
Bureau of Veterinary Medicine.

[FR Doc.77-25423 Flled 9-1-77;8:45 am |

*These conditions are NAS/NRC reviewed
and deemed effective Applications for these
uses need not include effectivencas data as
specified by § 514.111 of this chapter,

DRUGS FOR ANIMAL USE
CFR Correction

In Title 21 (Parts 500-599) of the Code
of Faderal Regulations, revised as of
April 1, 19%7, Footnote 1 in § 546.110¢ be-
ginning on page 305 and cited in para-
graphs () (5) Uif)(a) and (O and (v
(@) and (b) was inadvertently omitted
on page 307. It reads as set forth below:

' These claims are NAS/NRC reviewed and
are deemed effective. Applications for these
uses need not inciude the effectiveness data
specifed by § 514.111 of this chapter.

[ Docket No. 77N-0185]

PART 570—FO0OD ADDITIVES

Irradiation and Radiation Sources;
Republication

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This document republishes
the authority for irradiation in the pro-
duction, processing, and handling of
animal feed and pet food, This authority
was inadvertently omitted In the Food
and Drug Administration recodification
of regulations relating to animal feed
and pet food,

EFFECTIVE DATE: September 2, 1977.
FOR FURTHER INFORMATION CON-
TACT:

Robert S. Brigham, Bureau of Veteri-
nary Medicine (HFV-238), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600

Fishers Lane, Rockyville, MD 20857,
(301-443-6243).
SUPPLEMENTARY INFORMATION:

In a document published in the FeperaL
Recisten of March 15, 1877 (42 FR
14302), FDA recodified certain regula-
tions relating to feod for human con-
sumption. Among the regulations recod-
ified were those which concern frradia-
tion in the production processing, and
handling of food for human consump-
tion. The regulations were transferred
from former Part 121, which related to
food for human consumption as well as,
in certain instances, to animal feed and
pet food. In a companion document in
the same Issue of the Feoenan Reorstes
(42 FR 14091), the recodified regulations
that also pertained to animal feed and
pet food were transferred to Part 570,
which pertains fo animal feed and re-
lated products. However, the regulations
pertaining to authority for irradiation in
the production, processing, and handling
of animal feed and pet food were inad-
vertently omitted in the companion doc-
ument.

Since this document merely repub-
lishes the authority for {rradiation in the
production, processing, and handling of
animal feed and pet food, notice and
public procedure are not required,
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Therefore, Part 570 is amended by
adding new § 570.12 to read as follows:

§570.12 Trradiation in the tion,
rocessing, und handling of animal
ced and pet food.

Regulations providing for irradiation
in the production, processing and han-
dling of food in Part 178 of this chapter
are incorporated in Subchapter E as ap-
plicable to use in the production, proc-
essing, and handling of animal feed and
pet food.

Effective date: This amendment shall
be effective September 2, 1977,

Dated: August 26, 1877,

WiLLiam F. RANDOLPH,
Acting Assoclate
Commissioner for Compliance.

|FR Doc.77-25656 Piled 9-1-77:8:45 am |

SUBCHAPTER F—BIOLOGICS
| Docket. No. TTN-0047]

PART 640—ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

Normal Serum Albumin (Human) and
Plasma Protein Fraction (Human); Ex-
tension of Effective Date

AGENCY: Food and Drug Administra-
tion,

ACTION: Extension of effective date.

SUMMARY: This document extends the
time within which manufacturers must
comply with §§ 640.82(d) and 640.82(d)
concerning the sodium content of Nor-
mal Serum Albumin (Human) and Plas-
ms Prolein Fraction (Human). The
Commissioner has concluded that & 6-
month extension of the effective date will
provide sufficient time for manufactur-
ers to comply with the regulations and
relieve any undue hardships in imple-
menting the processing changes.

DATES: Effective September 2, 1977;
compliance with §§ 640.82(d) and 640.-
92(d) by February 28, 1978,

FOR FURTHER INFORMATION CON-
TACT:

Al Rothschild, Bureau of Blologics
(HFBE-620), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 8800 Rockville Pike,
Bethesda, Md. 20014, 301-443-1920.

SUPPLEMENTARY INFORMATION:
The Commissioner of Food and Drugs
issued in the Fepenat Recisten of May 31,
1877 (42 FR 27575) additional standards
for Normal Serum Albumin (Human)
and Plasma Protein Praction (Human).
Under §§ 640.82(d) and 640.82(d), the
Commissioner required that the sodium
content of the final Normal Serum Al-
bumin (Human) and Plasma Protein
Frection (Human) products, respec-
tively, shall be 130 to 160 milliequivalents
per liter, regardless of protein concen-
tration. Although these sodium require-
ments are more stringent than those
originally proposed in the Feperar Rec-
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1sTeR of February 20, 1976 (40 FR 7456) ,
the Commissioner concluded that the
more stringent requirements would sig-
nificantly improve the safe use of these
products. (See 42 FR 27577, paragraph
22,) It was anticipated that the pre-
scribed range for sodium dontent could
be implemented at the same time as the
other additional standards since most
products currently on the market con-
tain at least 130 milliequivalents sodium
per liter. However, the Commissioner has
received requests from manufacturers to
extend the effective date for compliance
with $§8 640.82(d) and 640.92(d). It has
been noted that the establishment of an
absolute minimum of 130 milliequiva-
lents will require changes in processing
from the methods that currently result
in most, but 'not all, products achieving
this level. These processing changes will
have to be tested to assure that they do
not adversely affect the product as it is
approved in the license application and
now in use. Verification will promote a
safe transition to the new method and
the continued quality of the product.

Accordingly, the Commissioner is
granting a 6-month extension. Changes
in processing methods, and the results
of verification testing, must be submitted
to the Director, Bureau of Biologics, in
the form of a license amendment. Manu-
facturers should note that the labeling
requirements remain effective Novem-~
ber 28, 1977,

Therefore, in order to provide sufficient
time for the manufacturers to comply
with the regulations, the Commissioner
extends the effective date for compliance
with §# 640.82(d) and 640.92(d) to Feb-
ruary 28, 1978.

Dated: August 25, 1977.

Winriam F. RaNpOLPH,
Acting Associate Commissioner
Jor Compliance.

[FR Doc.77-25074 Piled 9-1-77;8:45 am]

SUBCHAPTER J—RADIOLOGICAL HEALTH
[Docket No. 75N-0250]

PART 1010—PERFORMANCE STANDARDS
FOR ELECTRONIC PRODUCTS:
GENERAL

Exemptions From Performance Standards
for Products Intended for United States
Government Use

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule provides for ex-
emptions from radiation safety per-
formance standards for electronic prod-
ucts that are Intended for use by depart-
ments or agencies of the United States.
The rule is made to facilitate Federal
procurement or construction of needed
electronic products, which generally dif-
fer in design and application from those
used by the general public. The rule pro-
vides that either the manufacturer or
procuring agency may request the ex-
emption.

EFFECTIVE DATE: October 3, 1977.

FOR FURTHER INFORMATION CON-
TACT: )

Melyyn R. Altman, Bureau of Radio-
logical Health (HFX-460), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, Md. 20857
(301-443-3426.

SUPPLEMENTARY INFORMATION:
In the Feoenar RecisTER of September
30, 1975 (40 FR 44846), the Commis-
sioner of Food and Drugs proposed to
add new § 1010.5 (21 CFR 1010.5) to pro-
vide for exemptions from radiation safe-
ty standards for electronic products in-
tended for use by departments or agen-
cies of the United States.

In part, the proposal would have made
the commercial manufacturer of an elec-
tronic product responsible for applying
for any needed exemption from stand-
ards after procurement specifications
had been finalized by the Federal agency.

In résponse to comments received con-
cerning the proposal and those provided
at a public meeting of January 29, 1976
(see meeting notice published in the
Feperar Recister of December 19, 1975
(40 FR 58883) ), the Commissioner with-
drew the earlier proposal and issued a
revised proposed rule in the FEDERAL
Recister of October 1, 1976 (41 FR
43412).

The procedures in the October 1, 1976
proposal provided that products to be
exempted under section 358(a) (5) of the
Public Health Service Act, as amended
by the Radiation Control for Health
and Safety Act of 1968 (Pub. L. 80-602,
42 US.C. 263b et seq.) might be manu-
factured either by Federal agencies or
by private concerns. It also provided
that either the procuring sgency or the
manufacturer could apply for the ex-
emption. In addition, i was broadened
to include administrative procedures
for exemption applications under sec-
tion 360B(b) of the act for electronic
products or classes of products intended
for US. government research, investi-
gations, studles, demonstrations, or
training, or for reasons of national se-
curity.

Four comments were submitted in re-
sponse to the reproposal: one a sup-
plement to a lettér that commented on
the Septéember 30, 1975 proposal, two
from manufacturers of electronic prod-
ucts, one from a hospital, and the fourth
from an association of physicians. A
summary of the comments on the repro-
posal and the Commissioner's conclu-
stons follow:

1. One comment suggested that a
statement of assumption of MNability
should be required from the procuring
agency and from the manufacturer and
implied that the applicant for exemp-
tion should be required to specify, in its
application; the mechanism that would
be used in taking corrective action in
case of nonadherance to radiation safety

procurement specifications.
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In paragraph 5 of the preamble to
the October 1, 1976 reproposal, the
Commissioner stated that the procur-
ing agency, as a matter of course, will
be responsible for assuring that acquired
products meet the contract procurement
specifications and that, if the procur-
ing agency does not require that a man-
ufacturer take corrective action in
cases ‘of nonadherence, FDA could with-
draw the exemption from the agency.
Similarly, if the manufacturer has ob-
tained the exemption and does not ad-
here to its provisions, FDA could with-
draw the exemption. No new evidence of
the need for a statement of assumption
of lability was presented by the com-
ment, and the Commissioner still dis-
agrees that such a statement is neces-
sary. He also believes that it is not
reasonable to require applicants to spec-
ify, in advance, plans for corrective
action mechanisms. Corrective action
procedures would depend on the nature
and severity of the radiation safety
problems associated with the products
in question. Accordingly, no change is
made in the final rule.

2, One manufacturer appeared to ob-
ject to the proposed regulation because
he assumed that exemptions for products
intended for local and State government
agencles could not be obtained. Another
comment suggested that exemptions
should be available to nongovernment
manufacturers and assemblers of medi-
cal X-ray equipment,

The Commissioner notes that although
§ 1010.5 provides the administrative ex-
emption procedures only for products in-
tended: for Federal agencies, section 360B
(b) of the act authorizes exemption for
any product or class of products intended
for research, Investigations, studies,
demonstrations, or training, or for rea-
sons of national security, regardless of
whether the product or class is intended
for Federal agency use, No procedural
regulations for exempting products not
intended for Federal agency use have
been promulgated because, to date, there
have been no requests for such exemp-
tions. Because there exists authority un-
der section 360B(b) of the act, requests
for exemptions for products not intended
for Federal use could be granted. Condi-
tions may, however, be imposed on such
exemptions as necessary to protect the
public health and safety.

3. One comment requested that pro-
curement specifications be required as
part of all applications for exemptions.

The October 1, 1976 reproposal estab-
lished two separate sets of criteria
(§1010.5 (a) (1) and (a) (2)) for exemp-
tion eligibility, only one of which in-
cluded a requirement that procurement
specifications must provide for control of

iation emissions. The Commissioner
advises that the two sets of criteria were
established to include exemption author-
ity under two separate provisions of the
act, Section 358(a)(5) of the act re-
quires that the procuring agency pre-
scribe procurement specifications gov-
erning emissions of electronic product
radiation, while section 360B(b) of the
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act contains no such requirement, The
Commissioner therefore believes that to
require procurement specifications for all
exemption requests is beyond the intent
of the act, and, In addition, would be
an unnecessary burden in some cases.

4. One comment suggested that the
procuring agency should be notified of
exemptions granted, amended, or with-
drawn.

The Commissioner agrees to provide
such notification when so requested by
the procuring agency. Section 1010.5¢b)
is amended accordingly.

5. One comment urged that § 10105
‘(e) (2) be revised so that the procuring
agency would be solely responsible for
compliance with modifications to an ex-
emption imposed by the Director, Bureau
of Radiological Health, under hls au-
thority to amend or withdraw an exemp-
tion.

The Commission believes that & change
in this regulation is not needed. As stated
in paragraph 2 of the preamble to the
reproposal, the potential problems and
additional expense resulting from modi-
fication of an exemption could be dealt
with by appropriate contingency clauses
written into the procurement contract
or by mutual agreement between the
procuring agency and the manufacturer
on an amended contract.

6. One comment suggested that the
regulation would be improved by certain
word changes,

The Commissioner agrees. In response
to the comment and on his own initia-
tive, he is making the following changes
where appropriate: the words “issuef(d]"
and “approveld]” are changed to “grant-~
fed]”, and the word “inform" is changed
to “notify”. In addition, in the first
sentence of §10105(e)(1) the word
“containing” is replaced with the phrase
“including in the written notice of ex-
emption”; and in § 10105(b) the words
“this part” are replaced with “this sub-
chapter.”

Therefore, under the Public Health
Service Act, as amended by the Radiation
Control for Health and Safety Act of
1968 (secs. 358 and 360B, 82 Stat, 1177~
1179 (42 U.S.C. 263f and 263)) and under
authority delegated to the Commissioner,
(21 CFR 5.1) Part 1010 is amended by
adding new § 1010.5 to Subpart A, to read
as follows:

§1010.5 Exemptions for products in-
tended for United States Government
use,

(a) Criteria for exemption. Upon ap-
plication by a manufacturer (including
assembler) or by a United States de-
partment or agency, the Director, Bu-
reau of Radiological Health, Food and
Drug Administration, may grant an
exemption from any performance stand-
ard under Subchapter J of this chapter
for an electronic product, or class of
products, otherwise subject to such
standard when he determines that such
electronic product or class is intended
for use by departments or agencies of
the United States and meets the criteria
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setaforth in paragraphs (a) (1) or (2) of
this section.

(1) The procuring agency shall pre-
scribe procurement specifications for the
product or class of products governing
emissions of electronic product radiation,
and the product or cless shall be of a
type used solely or predominantly by a
department or agency of the United
States.

(2) The product or class of products
is Intended for research, investigations,
studies, demonstration, or training, or
for reasons of national security.

(b) Consultation between the procur-
ing agency and the Food and Drug Ad-
ministration, The United States depart-
ment or agency that intends to procure
or manufacture a product or class of
products subject to electronic product
radiation safety standards contained in
this subchapter should consult with-the
Bureau of Radiological Health, Food and
Drug Administration, whenever it is an-
ticipated that the specifications for the
product or class must deviate from, or
be in conflict with, such applicable
standards. Such consultation should
occur as early as possible during develop-
ment of such specifications. The depart-
ment or agency should include in the
specifications all requirements of such
standards that are not in conflict with,
or are not inappropriate for, the spe-
cial or unique uses for which the product
15 intended. The procuring agency should
indicate to the Bureau of Radiological
Health if it desires to be notified of the
approval, amendment, or withdrawal of
the exemption. -

(c) Application jor erxemption. An
application for exemption, or for
amendment or extension thereof, shall
be submitted in quintuplicate to the
Hearing Clerk, Food and Drug Adminis-
tration, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20852. For an exemption
pursuant to the criteria prescribed in
paragraph (a) (1) of this section, the ap-
plication shall include the information
prescribed in paragraph (¢) (1) through
(12) of this section. For an exemptign
pursuant to the criteria prescribed in
paragraph (a) (2) of this section, the ap-
plication shall include the information
prescribed in paragraph (e) (3) through
(12) of this section. An application for
exemption, or for amendment or exten-
sion thereof, and correspondence relat-
ing to such application shall be made
available for public disclosure in the of-
fice of the Hearing Clerk, except for con-
fidential or proprietary information sub-
mitted in accordance with Part 4 of this
chapter. Information classified for rea-
sons of national security shall not be
included in the application. Except as in-
dicated above, the application for exemp-
tion shall include the following:

{1) The procurement specifications for
the product or class of products that
govern emissions of electronic product
radiation.

(2) Evidence that the product or class
of products is of a type used solely or
predominantly by departments or agen-
cles of the United States.
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(3) Evidence that such product or
class of products is Intended for use by a
department or agency of the United
Stautes,

(4) A description of the product or
class of products and its intended use,

(6) An explanation of how compli-
ance with the applicable standard would
restrict or be inappropriate for this in-
tended use.

(6) A description of the manner in
which it is proposed that the product or
class of products shall deviate from the
requirements of the applicable standard.

(7) An explanation of the ad-
vux;ntages 10 be derived from such devia-

n

(8) An explanation of how means of
radiation protection will be provided
where the product or class of products
devintes from the requirements of the
applicable standard,

(9) The period of time it is desired
that the exemption be in effect, and, if
appropriate, the number of units to be
manufactured under the exemption.

(10) The name, address, and telephone
number of the manufacturer or his agent.

(11) The name, address, and tele-
phone number of the appropriate office
of the United States department or
agency purchasing the product or class
of products.

(12) Such other information required
by regulation or by the Director, Bureau
of Radiological Health, to evaluate and
act on the application.

(d) Amendment or extension of an ex-
emption. An exemption is granted on the
basis of the information contained in the
original application. Therefore, if
changes are needed in the radiation
safety specifications for the product, or
its use, or related radiation control pro-
cedures such that the information in the
original application would no longer be
correct with respect to radiation safety,
the applicant shall submit in advance of
such changes a request for an amend-
ment to the exemption. He also shall
submit a request for extension of the
exemption, if needed, at least 60 days
before the expiration date. The applica-
tion for amendment or extension of an
exemption shall include the following
information:

(1) The exemption number and ex-
piration date,

(2) The amendment or extension re-
quested and basis for the amendment
or extension.

(3) If the radiation safety specifica-
tions for the product or class of products
or the product's or class of products’ use
or reiated radiation control procedures
differ from the description provided in
the original application, a description of
such changes,

(@) Ruwling on an exemption. (1) The
Director, Bureau of Radiological Health,
may grant an exemption including in the
written notice of exemption such condi-
tions or terms as may be necessary to
protect the public health and safety and
shall notify the applicant in writing
of his action. The conditions or terms
of the exemption may include specifi-
cations concerning the manufacture,
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use, control, and disposal of the
excess or surplus exempted product or
class of products as provided in the Code
of Federal Regulations, Title 41, Subtitle
C. Each exemption will be assigned an
identifying number.

(2) The Director, Bureau of Radio-
logical Health, shall amend or withdraw
an exemption whenever he determines
that such action Is necessary to protect
the public health or otherwise is justified
by provisions of the act or this subchap-
ter. Such action shall become effective
on the date specified In the written
notice of the action sent to the appli-
cant, except that it shall become effec-
tive immediately when the Director de-

fermines that it is necessary to prevent

an imminent health hazard.

(1) Identification of eguipment cov-
ered by exemption. The manufacturer of
any product for which an exemption is
granted shall provide the following iden-
tification in the form of a tag or label
permanently affixed or Inscribed on such
product so as to be legible and readily
accessible to view when the product is
fully assembled for use or in such other
manner as may be preseribed In the
exemntion:

CavTioN

This electronic product has been exempted
from Food and Drug Administration radia-
tion safety performunce standards preseribed
in the Code of Federal Regulations, Title 21,
Chapter I. Subchapter J, pursuant to Ex-
emption No. ..., grantedon . ... ..

Efective date. This regulation shall
become effective on October 3, 1977.
(Secs. 358 and 360B, 82 Stat. 1177-1170 (42
U.S.C. 2631, 263))

Dated: August 25, 1977.

WiLLiam F. RANDOLPH,
Acting Associate Commissioner
for Compliance.

[FR Do0.77-25676 Piled 8-1-77;8:45 am|

[Docket No. 75N-0331 |

PART 1020—PERFORMANCE STANDARDS
FOR IONIZING RADIATION EMITTING
PRODUCTS

Performance Standard for Diagnostic X-Ray
Systems and Their Major Components

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule amends the per-
formance standard for diagnostic X-ray
systems and their major components to:
(1) change the applicability of the X-ray
standard to include image receptor sup-
ports for mammographic X-ray systems
and add a definition of these compo-
nents, (2) revise the X-ray field limita-
tion and alignment requirements for
mammographic X-ray systems and at-
tachments, (3) establish a limit on the
transmission of the X-ray beam through
the image receptor support on mammo-
graphic X-ray systems, (4) allow alter-
native means for limiting and aligning
the X-ray field for certain special pur-

pose X-ray systems, and (5) modify the
test method for measuring exposure re-
producibility.

EFFECTIVE DATES: November 1, 1977,
except §1020.31(b)(2) and (1), which
will be effective September 5, 1978,

FOR FURTHER INFORMATION CON-
TACT:

Harvey Rudolph, Bureau of Radiolog-
fcal Health (HFX-460), Food and
Drug Administration, 5600 Fishers
l.ax:’e. Rockville, Md. 20857 (301-443-
3426).

SUPPLEMENTARY INFORMATION:
In the FrorraL ReGisTer of February 23,
1976 (41 FR 7957), the Commissioner of
Food and Drugs proposed to amend
§ 1020.31 (21 CFR 1020.31) regarding X-
ray field limitation and alignment, beam
transmission, and exposure reproducibil-
ity. Fifteen comments were recelved on
that proposal within the 60-day comment
period. In response to several of the com-
ments and a request by a manufac-
turers’ association, a public meeting was
held on July 21, 1976 {see the FspERAL
ReG1sTER of July 19, 1876 (41 FR 20739))
to discuss the reasonableness and tech-
nical and clinical feasibility of the pro-
posal. As & result of that meeting and
the comments on the original proposal,
the Commissioner issued a second no-
tice of proposed rulemaking, which was
published in the FepeEraL REGISTER of
March 4, 1977 (42 FR 12441), to add
“image receptor support” to the list of
definitions in § 1020.30(b) (21 CFR
1020.30(b) ) and to the list of components
that must be certified by the manufac-
turer in § 1020.30(a) (1) (21 CFR 1020.30
(a) (1)), A 30-day public comment pe-
riod was allowed for the second propo-
sal, during which only one comment was
recelved.

Of the 15 comments received in re-
sponse to the February 23, 1976 propo-
sal, 2 were submitted by medical practi-
tioners, 1 by the Environmental Protec-
tion Agency, 1 by a State health agency,
10 by representatives of affected manu-
facturers, and 1 by &8 national manufac-
turers' association. The comment on the
March 4, 1977, proposal was submitted
by a manufacturer. The issues raised in
these letters have been analyzed, and a
summary of the Commissioner’s analysis
and final actions follows.

A. ImacE RECEPTOR SUPPORTS

One comment expressed concern that
the use of -the phrase “in a horizontal
plane” in the definition of image receptor
support In § 1020.30(a) (54) might be
misinterpreted to mean that the image
receptor support could only be main-
tained In a horizontal orientation. The
Commissioner recognizes that in most
mammographic X-ray systems the image
receptor support can be rotated out of »
horizontal position so that different views
of the breast may be recorded. The defi-
nition contained in § 1020.30(b) (54)
does not prohibit such a design. The in-
tent of the definition s to assure that the
X-ray beam transmission Iimit con-
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tained in §1020.31(1) will be applied to
any image receptor support capable of
holding the image receptor in the hori-
gontal plane, whether the support is
fixed or movable, such that any possible
gonad dose is minimized. The definition
does not place any restriction on an
{mage receptor support that may be pro-
vided with the mammographic X-ray
system. It merely describes the type of
image receptor support that must be cer-
tified as meeting the requirements of the
X-ray standard. Therefore, no change
from the proposal is required.

B. RepropucIsiLITY TESTING

Two comments stated that the pro-
posed amendment to §1020.31(b)(2)
concerning exposure reproducibility
would have little effect on retake rates
and that very little dose savings would
occur. In addition, two other comments
claimed that the 0,05 coefficient of varia-
tion of radiation exposures specified in
§ 1020.31(b) (1) was too strict when
combined with the proposed change in
exposure reproducibility testing and
suggested either an effective date of 2
vears following publication of the final
rule to allow for possible redesign or a
0.1 coefiicient of variation.

Comments of this type were received
at the time the diagnostic x-ray equip-
ment performance standard. §§ 102030
through 102032 (21 CFR 1020.30
through 1020.32), was first proposed and
published in the Feperan REecister of
October 8, 1971 (36 FR 19607). The Com-
missioner determined then that the 0.05
coefficlent of variation was necessary to
eliminate inconsistency and the resultant
need for retakes and to facilitate the
establishment of optimum technigue
charts for minimizing patient exposure.
For example, if the assumption is made
that the exposure latitude for a diagnos-
tically useful film is +20 percent and
that the exposures follow a normal dis-
tribution. x-ray equipment which just
meets a 0.1 coefficient of variation re-
quirement would produce diagnostically
unusable radlographs 5 percent of the
time independently of the care exercised
by the equipment operator. Under the
same assumptions, equipment meeting a
0.05 coeflicient of variation requirement,
however, would reduce this contribution
to the retake rate to less than 1 percent.

The proposed amendment requires
that variable controls for technique fac-
tors be set to altermate values during
reproducibility testing. The comments
have interpreted this as being stricter
than the current regulations. Before the
promulgation of the x-ray standard,
x-ray exposure reproducibility data were
obtained from manufacturers using a
protocol similar to the proposed testing
procedure. A summary of this data is on
file with the Hearing Clerk. At that time,
it was found that most of the x-ray gen-
erators being sold could meet the re-
producibility eriteria. Although the
Commissioner acknowledges that the re-
vision in.the test method mav be a
more stringent test than currently used
by some manufacturers, adequate evi-
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dence has not been submitted to justify
an effective date In excess of 1, year
following publication of this final rule.

comments questioned the
ability of certain existing x-ray systems
to meet the reproducibility require-
ments. They claimed that equipment
with continuously variable x-ray genera-
tor controls would have difficulty due to
the poor response characteristics of
electrically driven motors. It was also
noted that parallax errors introduced
by the reading of meters and dial set-
tings could contribute significantly to
poor reproducibility. The Commissioner
agrees that these types of problems can
occur and that for such x-ray systems
the new compliance testing procedure
may prove more stringent, However, in
order to be useful, the reproducibility
requirements must be met under clinical
conditions. In diagnostic radiology, an
x-ray system with variable technique
factors will probably be subject to fre-
quent changes in the setting of the
x-ray controls. The proposed test meth-
od is Intended to simulate the clinical
environment to assure that the benefits
of reproducible x-ray exposures will ac-
crue in practical situations, Because ap-
propriately designed meters and dials
can correct errors such as parallax and
because no data have been submitted
to show that the requirements cannot
be met by state-of-the-art designs, the
Commissioner concludes that the pro-
posed amendment concerning repro-
ducibility testing will become final with-
out change.

C. FreLp LIMITATION FOR EQUIPMENT USED
WITH INTRAORAL IMAGE RECEPTORS

One comment on proposed §1020.31
() (1) stated that, considering the size
of intraoral film packets and the level of
current technology with regard to align-
ing the image receptor, field sizes ought
to be limited to 5.0 and 6.0 centimeters
(cm), respectively. For several com-
monly used film sizes in dental radiog-
raphy, such a restriction would mean
that full coverage of the film with the
x-ray field would not always be obtained.
When errors due to positioning of dental
film packets are also considered, cone-
cutting problems could become substan-
tial. Purther restriction of the x-ray field
could lead to a higher incidence of non-
diagnostic dental radiographs and pos-
sibly to more wasted radiation than
would be saved by the added field re-
striction. The Commissioner rejects this
comment because no data were present-
ed to demonstrate that such a require-
ment would provide equivalent diagnos-
tic information or would not lead to an
increase in the retake rate.

In the preamble to the final order es-
tablishing the diagnostic x-ray equip-
ment performance standard, published
in the Fepesatu Recister of August 15,
1972 (37 FR 16461), the Commissioner
responded to a comment concerning the
precision of the numerical requirements
of the standard in which he stated that
normal roundoff procedures could be em-
ployed In determining compliance with

4231

such numerical requirements, It was, in
part, problems with interpretation of
this statement that led to the proposal
to specify the field limitation require-
ments of § 1020.31(f) (1) more accurate=-
ly. Since the proposal was published, it
has been noted that similar problems can
be foreseen in the interpretation of the
accuracy implied by other numerical lim-
its contained in the diagnostic x-ray
equipment standard. Hence, the Come
missioner has determined that an over-
all policy should be established regard-
ing the accuracy of limits given in the
x-ray standard and how roundoff pro-
cedures may or may not be applled In
determining compliance.

While roundoff of measurement re-
sults might generally be permissible, sec-
tion 360B(a) (5) (B) of the Public Health
Service Act (42 US.C. 263§) states that
it is prohibited for a manufacturer “to
issue * * * a certification * * * when the
issuer, in the exercise of due care, would
have reason to know that such certifica-
tion is false or misleading in a material
respect.” Therefore, manufacturers may
not use roundoff precedures that result
in the certification of a product known
to exceed & limit imposed by a perform-
ance standard. The Commissioner has
concluded that numerical limits con-
tained in the x-ray standard should con-
tinue to be stated in absolute terms to
avold giving the erroneous impression
that numerical roundoff could permit
cértification of a noncompliant product.
Thus, if the standard limits the x-ray
field to a 6 em diameter circle, a meas-
ured maximum field dimension greater
than 6 em mdy not be a basis for certifi-
cation of compliance. Under this policy,
the proposal to amend § 1020.31(f) (1) is
unnecessary and is withdrawn.

The Commissioner is aware that mis-
interpretations in the use of the numeri-
cal roundoff methods may have led to
questionable certification of diaenostic
X-ray components or systems. In this
sense, such treatment of numerical lim-
its as absolute limits may have the effect
of an additional restriction on certifica-
tion procedures. In order not to impose
undue hardshin, the Commissionér pro-
poses to use his authority under section
360C<(d) of the Public Health Service Act
(42 USC. 263k(d)) and may. if the de-
viation i3 insubstantial., consider as mi-
nor violations any certifications found to
be invalid due to misapplication of nu-
merical roundoff methods until Seotem-
ber 5, 1978, After that date. it will be the
obligation of all manufacturers to ad-
just rejection levels or any other quality
control criteria such that they assure to-
tal compliance with the absolute limits
set by the diagnostic x-ray equipment
performance standard,

D. FIELD LIMITATION AND ALIGNMENT FOR
MAMMOGRAPHIC AND OTHER SPECIAL
PurroSE X-RAY SYSTEMS

Several comments stated that the dif-
ficulty in patient positioning associated
with mammography and the need to in-
clude the majority of the breast in the
examination may not have been evalu-
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ated sufficiently in the require~
ment in § 1020.31(£) (3) that the x-ray
beam be contained entirely within the
image receptor. It was suggested that the
x-ray beam be allowed to extend past the
edge of the image receptor adjacent to
the chest wall by up to 2 percent of the
source-image receptor distance. In addi-
tion, during the July 21, 1976, meeting, it
was demonstrated that if the beam were
confined within the boundary of the
image receptor, some loss of diagnostic
information could occur. This is true for
most image receptors and poses a sig-
nificant problem for xeroradiography
where the strong electric field gradient
at the edge of the exposed area of the
image receptor causes a loss of toner
particles such that diagnostic informsa-
tion. is lost. The overlap of the x-ray
field with a small portion of the chest
wall would allow the entire breast up
to the chest wall to be visualized.

The Commissioner agrees with these
arguments and notes that, due to the
low energy x-rays used in mammography
and the typical angle of incidence of the
x-ray beam to the chest wall and the
high attenuation of the x-ray beam in
the boney structure of the chest wall, the
allowed overlap will not cause a signifi-
cant gonad dose, Therefore, § 1020.31(f)
(3) in this final order reflects the sug-
gested change.

The labeling requirements for mam-
mographic x-ray systems and compo-
nents proposed in § 1020.31(f) (4) caused
confusion among several of those com-
menting on the proposal. One comment
expressed the opinion that the proposal
could only be applied to mammography
systems where the beam-limiting device
and image receptor support were mar-
keted by the same manufacturer. Two
other comments indicated that the pro-
posal to change §1020.31(f) (4) (if) and
(i) appeared to specify compatibility
of the beam-limiting device and image
receptor support to a degree that would
be commercially restrictive and might
prohibit the use of general purpose x-ray
systems for mammography. It was also
argued that the regulation could be in-
terpreted to require that the image re-
ceptor itself contain labeling informa-
tion. This subject of labeling was also
discussed at the July 21, 1976 open meet-
ing

The Commissioner concludes that the
issues raised in the comments recelved
on the original proposal and the discus-
sion at the open meeting necessitate a
revision of the proposed amendment. In
addition, he has determined that it is
necessary to have a more simple and con-
cise statement of the labeling require-
ments for mammographle x-ray systems
that use the beam-limiting device for
compression of the breast, Thus, the pro-
posed changes in § 1020.31(f) (4) (il) and
(1) are set forth in £ 1020.31(0)(3) In
this final regulation and reworded to re-
flect the concerns expressed in the com-
ments.

One additional comment pointed out
an ambiguity In the original wording of
proposed § 1020.31(f) (4). As written, it
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appeared that systems designed for use
with extraoral as well as intraoral image
receptors would be subjected to the field
limitation and alignment requirements
for either type of use rather than for
only extraoral use. This was not the
Commissioner’s intent, and the final rule
comatnst' clarifying language on this
poin

E. X-RAY Beax TRANSMISSION LiMiT roR
MAMMOGRAPHIC X-RAY SYSTEMS

Two comments noted that although
the transmission limit was intended for
systems designed only for mammog-
raphy, the proposal does not accurately
reflect this and could be interpreted as
applying to other types of x-ray systems
that may use mammographic attach-
ments. The Commissioner agrees and has
clarified § 1020.31(1) in this final rule.

In the comments and the public meet-
ing on the proposal, questions were raised
over the usefulness and achievability of
the transmission limit of 0.1 milliroent-
gen per tube activation, One considera-
tion was the contribution of scatter radi-
ation to the measurements made. The
added weight and bulk of the image re-
ceptor support were additional concerns.
In general, there was little disagreement
on the utility of minimizing the magni-
tude of the transmitted X-Ray beam.
However, there was some concern that
the trend toward the use of higher peak
kilovoltages (kVp) in mammography
would make it difficult to achieve such a
low transmission limit.

The transmission limit is intended to
minimize that portion of the unused X-
Ray beam which can be reduced by
means of a performance standard. The
Commissfoner recognizes that the con-
tribution to patient dose from scattered
radiation would be difficult to control
and notes that the proposal was designed
only to minimize that portion of the
beam which passes through the image
receptor. The final rule clarifies this
point. Even assuming a peak tube poten-
tial of 70 kVp (much higher than cur-
rently used for mammography) and the
worst case exposure conditions, the
added weight of lead or lead-equivalent
material necessary to reduce the expo-
sure beneath the image receptor supports
on systems now manufactured is not sig-
nificant. The Commissioner is aware that
the trend toward the use of higher peak
tube potentials makes the transmission
limit more difficult to achieve. However,
it is also true that the higher peak tube
potentials generate X-Ray beams that
also penetrate body tissues more readily
and could contribute to & greater gonad
dose. He has, therefore, determined that
the transmission limit shall remain as 0.1
milliroentgen per tube activation.

There were two comments regarding
the requirement that compliance be
tested at the maximum peak tube poten-
tial. They noted that many svstems use
tubes rated at voltages higher than the
maximum voltage allowed by other com-
ponents of the system. The Commis-
sloner recognizes that this problem could
occur, and has concluded that the final

rule must state that compliance be meas-
ured at the maximum rated peak tube
potential for the system. For example, if
the generator supplied with the system
can operate only at or below 50 kilovolts
and the X-Ray tube is rated at 75 kilo-
volts, compliance will be measured at 50
kilovolts and at the maximum rated
product of tube current and time for that
potential,

The Commissioner has carefully con-
sidered the environmental effects of the
amendments and, because the action
would not significantly affect the quality
of the human environment, has conclud-
ed that an environmental impact state-
ment is not required. Coples of the FDA
environmental impact assessment and
other pertinent background data on
which the Commissioner relies in pro-
mulgating these amendments are on flle
and may be seen at the office of the Hear-
ing Clerk (HFC-20), Food and Drug Ad-
ministration, Rm. 4-85, 5600 Fishers
Lane, Rockville, Md. 20857, between the
hours of 9 am. and 4 p.m., Monday
through Friday.

Therefore, under the Public Health
Service Act as amended by the Radia-
tion Control for Health and Safety Act
of 1968 (sec. 358, 82 Stat. 1177-1179 (42
US.C, 2630)) and under authority dele-
gated to him (21 CFR 5.1), the Commis-
sioner amends Part 1020 as follows:

1. In §1020.30 by adding paragraphs
(a) (1) (v) and (b) (54) to read as follows:

§ 1020.30 Diagnostic X-ray systems and
their major components.

(Ayisie o
(l) . "
(v) Image receptor support devices for
mammographic X-ray systems manufac-
tured after September 5, 1978.

(b) L

(54) “Image receptor support” means,
for mammographic systems, that part of
the system designed to support the image
receptor in a horizontal plane during
& mammographic examination,

- - . - 9. 20

2. In § 1020.31 by revising paragraphs
M (2), (d), (e), and (N (2); by revis-
ing paragraph (f)(3) and redesignating
it as (D)(4); and by adding new para-
graphs () (3) and (D to read as follows:

§ 1020.31 Radiographic equipment.

- - - . -

‘b) L I

(2) Measuring compliance. Determi-
nation of compliance shall be based on
10 consecutive measurements taken
within a time period of 1 hour. Equip-
ment manufactured after September 5,
1978 shall be subject to the additional
requirement that all variable controls for
technique factors shall be adjusted to
alternate settings and reset to the test
setting after each measurement, The per-
cent line-voltage regulation shall be de-
termined for each measurement, All
values for percent line-voltage regulation
shall be within %1 of the mean value for
all measurements. For equipment having
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automatic exposure controls, compliance
shall be determined with a sufficient
thickness of attenuating material in the
useful beam such that the technique fac-
tors can be adjusted to provide individ-
ual exposures of a minimum of 12 pulses
on fleld emission equipment rated for
pulsed operation or no less than one-
tenth second per exposure on &ll other
equipment,

» - - - .

(d) Field limitation and alignment for
mobile and stationary general purpose
r-ray systems. Exeept when spot-film
devices or special attachments for mam-

are in service, moblle and sta~
tionary general purpose radiographic
x-ray systems shall meet the following
requirements:

(@) Field Umitation and alignment on
stationary general purpose r-ray equip-
ment, Except when spot-film devices or
special attachments for mammography
are in service, stationary general purpose
x-ray systems shall meet the following
requirements in addition to those pre-
scribed in paragraph (d) of this section:

(‘) L

(2) X-ray systems designed for one
image receptor size. Radiographic equip-
ment designed for only one Image re-
ceptor size at a fixed SID shall be pro-
vided with means to limit the field at the
plane of the image receptor to dimen-
sions no greater than those of the image
receptor, and to align the center of the
x-ray field with the center of the image
receplor to within 2 percent of the SID,
or shall be provided with means to both
size and allgn the x-ray fleld such that
the x-ray field at the plane of the image

. receptor does not extend beyond any
edge of the image receptor.

(3) Systems designed for or provided
with special attachments for mammog-
raphy. Radiographic systems designed
only for mammography and general pur-
pose radiographic systems, when special
attschments for mammography are in
service, shall be provided with means to
Himit the useful beam such that the x-ray
fleld at the plane of the image receptor
does not extend beyond any edge of the
image receptor at any designated SID
except the edge of the image receptor
designed to be adjacent to the chest wall
where the x-ray field may not extend
beyond this edge by more than 2 percent
of the SID. This requirement can be met
with a system which performs as pre-
scribed in paragraphs (D (4) ), D,
and (i) of this section. When the beam-
limiting device and image receptor sup-
port device are designed to be used to
immobilize the breast during a mammo-
graphic procedure and the SID may vary,
the SID indication specified in para-
graphs () (4) (i) and (iil) of this sec-
tion shall be the maximum SID for which
the beam-limiting device or aperture is
designed. In addition, each re-
ceptor support intended for installation
on a system designed only for mammog-
raphy shall have clear and permanent
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markings to indicate the maximum im-
age receptor size for which it Is designed,
(4) Other =z-ray systems. Radio-
graphic systems not specifically covered
in paragraphs (@), (e), (f) (2) and (3),
and (g) of this section and systems
covered in paragraph (f) (1) of this sec-
tion, which also are designed for use with
extraoral image receptors and when used
with an extraoral image receptor, shall
be proyided with means to limit the x-ray
field in the plane of the image receptor
s0 that such field does not exceed each
dimension of the image receptor by more
than 2 percent of the SID, when the axis
of the x-ray beam Is perpendicular to the
plane of the image receptor. In addition,
means shall be provided to align the cen-
ter of the x-ray fleld with the center of
the image receptor to within 2 percent
of the 81D, or means shall be provided to
both size and align the x-ray field such
that the x-ray field at the plane of the
image receptor does not extend beyond
any edge of the image receptor. These
requirements may be met with:

(1) A system which performs in ac-
cordance with paragraphs (d) and
(e)(1) of this section; or, when align-
ment means are also provided, may be
met with either:

(i) An assortment of removable, fixed-
aperture, beam-limiting devices suffi-
cient to meet the requirement for each
combination of image receptor size and
8ID for which the unit is designed. Each
such device shall have clear and perma-
nent markings to indicate the imnage re-
ceptor size and SID for which it is de-
signed; or

(i) A beam-limiting device having
multiple fixed apertures sufficient to meet
the requirement for each combination of
image receptor size and SID for which
the unit is designed. Permanent, clearly
legible markings shall indicate the image
receptor size and SID for which each
aperture is designed and shall indicate
which aperture is in position for use,

(1) Transmission limit for image re-
ceptor supporting devices used for mam-
mography. For x-ray systems manufac-
tured after September 5, 1978 which are
designed only for mammography, the
transmission of the primary beam
through any image receptor support pro-
vided with the system shall be limited
such that the exposure 5 centimeters
from any accessible surface bevond the
plane of the image receptor supporting
device does not exceed 0.1 milliroentgen
for each activation of the tube. Exposure
shall be measured with the system op-
erated at the minimum SID for which
it is designed. Compliance shall be deter-
mined at the maximum rated peak tube
potential for the system and at the maxi-
mum rated product of tube current and
exposure time (mAs) for that peak tube
potential. Compliance shall be deter~
mined by measurements averaged over
an area of 100 square centimeters with
no linear dimension greater than 20 cen-
timeters.

Effective date: The new paragraph (1)
in §1020.31 (21 CFR 1020.31) concern-

41233

ing the x-ray transmission limit for
mammographic x-ray systems and the
change to § 1020.31(b) (2) for reproduci-
bility testing will be effective on Sep-
tember 8, 19878, All other amendments
will be effective on November 1, 1977.

(Sec. 358, 82 Stat. 1177-1179 (42 U.S.C. 2631).)

Dated: August 22, 1977.

WiLriam F. RanpoLry,
Acling Associate
Commissioner for Compliance.
| FR Doe.77-25425 Filed §-1-77;8:45 am|

Title 5-—Administrative Personnel

CHAPTER I—CIVIL SERVICE
COMMISSION

PART 213—EXCEPTED SERVICE

Community Services Administration
AGENCY: Civil Service Commission.
ACTION: Final rule.
SUMMARY: The position of Staff As-
sistant, Office of Interagency and Ex-
ternal Affairs, is excepted from the com-
petitive service under Schedule C be-
cause it is confidential in nature.
EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Willlam Bohling, 202-632-4533,

Accordingly, 5 CFE 213.3373(g) (2) is
added as set out below:

§ 213.3373 Community Services Admin-
istration.

- » L - -
(g) Office of Interagency and External
Aflairs, * * *
(2) One Staff Assistant,

(5 US.C. 8301, 3302; EO 10577, 3 CFR. 1053~
1958 Comp.. p. 218,)

UNITED STATES Civit SErv-
10E COMMISSION,
James C. Sray,
Ezecutive Assistant to
the Commissioners.

| FR Do0.T7-25784 Filed §-1-77;8:45 am)

PART 213—EXCEPTED SERVICE
Federal Energy Administration
AGENCY: Civil Service Commission.
ACTION: Final rule,

SUMMARY: This amendment excepts
under Schedule C one position of Special
Assistant to the Assistant Administrator
for Regulatory Programs because the
position is confidential {n nature.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

William Bohling, 202-632-4533,

Accordingly, 5 CFR 213.3388(0) (1) is
amended as set out below:

-~ . o » »
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§ 213.3388 Federal Energy Adminis.
tration.
- - » - -

(0) Office of the Assistant Administra~
tor for Regulatory Programs.

(1) Three Special Assistants to the As-
sistant Administrator,

(6 U.S.C. 3301, 3302; EO 10577, 3 CFR 1054~
1958 Comp., p. 218.)

Uxirep Stares Civin Seay-
1ICE COMMISSION,
James C. Sery,
Executive Assistant to
the Commissioners.

[FR Doc.77-256785 Plled §-1-77:8:45 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 Np. 3323]

PART 1915—IDENTIFICATION AND MAP--
AREASOF SPECIAL FLOOD HAZARD

Communities with Minimal Hazard Areas

AGENCY: Federal Insurance Adminis-
tration, HUD.

ACTION: Final rule,

SUMMARY: The Federal Insurance Ad-
ministrator, after consultation with lo-
cal officidls of the communities listed
below, has determined, based upon
analysis of existing conditions in the
Special Flood Hazard areas, that it is
appropriate at this time to convert the
communities listed below to the Regular
Program without determining base flood
elevations.

EFFECTIVE DATE: Date of this notice.

FOR FURTHER INFORMATION CON-
TACT:

Mr, mchard W. Krimm, Assistant Ad-

ministrator, Office of Flood Insurance,

202-755-5581 or toll free line 800-

424-8872, Room 5270, 451 Seventh St.

SW.. W . D.C. 20410.
SUPPLEMENTARY INFORMATION:
In these areas, there is no reason not
to make full limits of coverage available.
The avallable limits of coverage for
flood insurance in these communities is
increased to $70,000 for 1-4 family resi-
dential structures, $200,000 for other
residential and commercial structures,
$20,000 for contents of residential struc-
tures, and $200,000 for contents of com-
mercial structures. Flood insurance is
available at Zone C rates throughout the
entire community.

Flood insurance policies for property
Jocated in the communities listed can be
obtained from any licensed property in-_
surance agent or broker serving the
eligible community, or from the Nation-
al Flood Insurance Association servicing
company for the State,

The effective date of conversion to the
Regular Program will not appear in the
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Code of Federal Regulations except for
the page number of this entry in the
FEDERAL REGISTER.

Section 19157 is added; the entry
reads as follows:

§1915.7 List of communities with mini-
haza

mal rd areas.
State County Cormununity name
Alabama....... Butler..... Cityof anas.
Do ¥ it Hartiord.

e Genevs._ ... Clty of
< Town of New Brockton,
- Town of River }’;lh

. Cofles......

. City of Burrton,
City of Lake Quivirs.

-. Town of Benton
Town of lndmpcndrm

-.- Viliage of Mound.

. City of Hami
Town of Copan,

Pennsylvania... hhuh ..... Township of Upper Sag-
oo,
Washington...... King....... City of Seattle.

(National Fiood Insurance Act of 1068 (Title
XIII of Housing and Urban Development Aot
of 1068), effective January 28, 1960 (33 FR
17804, November 28, 1668), as amended; 42
US.C. 4001-4128; and Secretary's delegation
of authority to Federal Insurance Adminis-
trator, 34 FR 2680, February 27, 1960, as
amended by 30 FR 2787, January 24, 1874.)

Issued: August 16, 1977.

PATRICIA ROBERTS HARRIS,
Secretary.

[FR Doc.T7-25568 Piled 0-1-77;8:45 am|

Title 28—Judicial Administration
CHAPTER |—DEPARTMENT OF JUSTICE

PART 2—PAROLE, RELEASE, SUPER-
VISION AND RECOMMITMENT OF
PRISONERS, YOUTH OFFENDERS, AND
JUVENILE DELINQUENTS

Paroling, Recommitting and Supervising

Eoden | Prisoners; Correction
AGENCY: The United States Parole
Commission.

ACTION: Correction.

SUMMARY: This document is to cor-
rect certain typographical errors in the
publication of the Commission's rules
which appeared on August 5, 1977, at 42
FR 39808.

EFFECTIVE DATE: August 29, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Michael A. Stover, Office of the Gen-
eral Counsel, United States Parole
Commission, 320 First Street NW.,

Washington, D.C. 20537, Telephone

202-724-3002.
SUPPLEMENTARY INFORMATION:
The publication of the Commission's
rules which appeared at 42 FR 39808,
August 5, 1977 contained several typo-
graphical errors which require correc-
tion. These are as follows:

In §2.14 Subsequent proceedings. In
paragraph (b) (1), the words “presump-
tive parole dates" should read “presump-
tive parole date”. (42 FR 39812) In (b)
(2) (1i1) “commence” should be substi-
tuted for the word “commerce”. (42 FR
39812)

In §2.17 Original Jurisdiction Cases,
parba.gnph (b) (2) (i1) should read:

( ) . " 0

(2) L I

(1) * * * Was part of & large scale

inal conspiracy or a continuing

nal enterprise” instead of “was part
of a large scale criminal conspiracy of a
criminal enterprise.” (42 FR 39812)

In §2.20 Paroling Policy Guidelines:
statement of general policy. In the of-
fense severity table, the words “‘(in
months) " should appear under the head-
ing “Guidelines for decislonmaking” and
not under the sub-heading ‘“offender
cigmmctcrtstlcs", (42 FR 39813, 39814 and
39815) .

In §223 Delegation to hearing ex-
aminers. In parsgraph (b), first sen-
tence, substitute the word “required" for
the word “reaquested”. (42 FR 39815)

In § 233 Release of Plans. Omit the
word “of” in the title of this rule (42 FR
30817,

Accordingly. pursuant to the provi-
sions of 18 U.S.C. 4203(a) (1) and 4204
(a)(6), 28 CFR Chanter I, Part 2, Is
amended as set forth above, effective Au-
gust 29, 1977.

Dated: August 29, 1977.

Curtis C. CRAWFORD,
Acting Chairman,
United States Parole Commission.

[FR Doc.T7-25600 Filed 0-1-77:8:45 am |

Titie 40—Protection of Environment

CHAPTER |—ENVIRONMENTAL
PROTECTION AGENCY

|FRL 750-4]

PART 52-—APPROVAL AND PROMULGA-
TION OF IMPLEMENTATION PLANS

Alabama—Approval of Plan Revisions

AGENCY: Envifonmental Protection
Agency.

ACTION: Pinal Rule.

SUMMARY: This rule includes the in-
corporation by reference of EPA's New
Source Performance Standards (40 CFR
Part 60), and the requirements for con-
tinuous monitoring of stationary sources
(40 CFR 51.19).

ADDRESSES: Copies of the information
submitted by Alabama and the Alabama
plan itself may be examined by the pub-
li¢ during normal hours at the following
locations:

Alr Programs Branch, Air & Hazard-
ous Materials Division, Environmental
Protection Agenoy, 345 Courtland
Street NE., Atlanta, Ga. 30308.
Public Information Reference Unit, Li-
brary Systems Branch, Environmental
Protection Agency, 401 M Street SW.,
Washington, D.C, 20460.
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Alabama Air Pollution Control Com-
mission, State of Alabama Department
of Public Health, 645 South McDon-
ough Street, Montgomery, Ala. 36104.

FOR FURTHER INFORMATION CON-
TACT:

Eliot Cooper, Environmental Protec-
tion Agency, 345 Courtland Street NE,,
Atlanta, Ga. 30308, 404-881-3288.

SUPPLEMENTARY INFORMATION:
On October 28, 1976, the State of Ala-
bama submitted for EPA's approval these
revisions to the Alabams State Imple-
mentation Plan after proper notice and
public hearing (October 4, 1876). Sub-
sequently, EPA announced receipt of
these revisions in the FEperaL REGISTER
on Janusry 24, 1977. Comments were
solicited and no comments were received.
No provision was made for the con-
tinuous monitoring of nitrogen oxide
emissions from fossil fuel-fired steam
generators and nitric acid plants since
no Air Quality Control Regions in Ala-
bama are required to develop a control
strategy for nitrogen dloxide. Also, opac-
ity monitoring for existing petroleum re-
finery fiuid bed catalytic cracking unit
catalyst regenerators is not required in
the proposal since no units of greater
than 20,000 barrels per day of fresh feed
capacity exist in Alabama. Accordingly,
40 CFR Part 52 is amended as follows:

Subpart B—Alabama

1. In § 52,50, paragraph (¢) is amend-
ed by adding subparagraph (17) as fol-
lows:

§ 52.50 Identification of Plan.
Ll - -

(c‘) ) 17

(17) Regulations equivalent to EPA's
New Source Performance Standards (40
CFR Part 60) and continuous monitor-
ing of stationary sources (40 CFR 51.19).

(Sec. 110, Clean Alr Act (42 US.C. 1857¢-5))

Dated: June 23, 1977.

Baereana Bruwm,
Acting Administrator.

|FR Doe.77-25662 Plled 0-1-77,8:45 am|

SUBCHAPTER C—AIR PROGRAMS
[FRL 771-2]

PART 52—APPROVAL AND PROMULGA-
TION OF IMPLEMENTATION PLANS

Massachusetts Revision

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY : Ten large fossil fue! utiliza-
tion facilities in the Southeastern Mas-
sachusetts Alr Pollution Control District
(SEMAPCD) are approved to burn 2.2
percent sulfur content residual fuel ofl in
accordance with revised Regulation 5.1,
“Sulfur Content of Fuels and Control
Thereof." Four fuel burning sources in
the affected size category in the
SEMAPCD are disapproved and must
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continue to burn 1.0 percent sulfur con-
tent fuel oil. Final action has not been
taken for the three remaining sources in
the affected size category.

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Wallace Woo, Air Branch, EPA Region
I, Room 2113, JFK Federal Building,
Boston, Mass, 02203 (617-233-5609).

SUPPLEMENTARY INFORMATION:
On May 31, 1952 (37 FR 10872) pursuant
to section 110 of the Clear Air Act and
40 CFR Part 51, the Administrator ap-
proved, with exceptions, the Massachu-
setts Implementation Plan for the at-
fainment of National Ambient Alr
Quality Standards (NAAQS).

On June 3, 1977 there was published in
the Feoemral Recister (42 FR 28554) a
proposal for a change in the sulfur con-
tent of fuel burned by large fossil fuel
burning sources in the (SEMAPCD) , The
SEMAPCD is the same geographic area
as the Massachusetts portion of the
Metropolitan Providence Interstate Air
Quality Control Region (AQCR), The
revision would allow fossil fuel utilization
facllitles in the SEMAPCD haying an
energy Input capacity rated at one hun-
dred million Btu per hour or greater to
burn fossil fuel with a sulfur content not
in excess of 1.21 pounds per million Btu
heat release potential (approximately
equivalent to 2.2 percent sulfur content
residual fuel ofl by welght) until May 1,
19%78. All other sources would continue to
burn fossil fuel with a sulfur content not
in excess of 0.556 pounds per million Btu
heat release potential (approximately
equivalent to 1.0 percent sulfur content
residual fuel ofl by weight), in conform-
ance with the originally-approved State
Implementation Plan (SIPP).

The revision also requires that the use
of the higher sulfur fuel by each source
be approved and a permit be granted by
the Massachusetts Department of En-
vironmental Quality Engineering (the
Massachusetts Department) prior to use,
in order to insure that the NAAQS will
not be violated. The Massachusetts De-
partment has the authority to set condi-
tions of approval, including requiring
particulate stack testing and the estab-
lishment of & network of total suspended
particulate (TSP) monitors and con-
tinuous amblent sulfur dioxide monitors
&t specified locations in the vicinity of
the approved facility.

Exceedence of the NAAQS for SO re-
corded by any monitor in the vicinity
of the facility would be grounds for re-
quiring an immediate and permanent
return to the use of lower sufur fuel
by the source involved. Further, no
source will be permitted to continue
burning higher sulfur fuel if the stack
testing results show that the source has
particulale emissions in excess of the
emission limitation under the present
SIP. All permits granted will be revocable
if there Is evidence of noncompliance

with any other applicable SIP regulation.

A1235

On the basis of air quality dispersion
modeling, the Reglonal Administrator
listed In the proposed rulemaking notice
ten sources which could be approved to
burn the higher sulfur fuel without
causing NAAQS violations for SO, He
also listed four sources which were shown
by the modeling to have the potential to
violate the NAAQS for SO, if they were
to burn the higher sulfur content fuel.
He did not propose action on the three
remaining sources in the applicable size
category, pending further evaluation of
their air guality tmpact. These sources
will be temporarily excluded from imple-
menting the provisions of the revision
until final action is taken.

During the comment period, comments
were received from the Federal Energy
Administration (FEA) and Olin Corpo-
ration (Olin),

FEA recommended that temporary
fuel switching be permitted when SO.
levels are predicted to exceed the
NAAQS. Fuel switching as a means of
maintaining the NAAQS, also known asa
“supplementary control system" (SCS),
is an illegal control strategy in this situ-
ation. As set forth in the Frperal REGIS-
TER of February 18, 1976 (41 FR 7452),
SCS is only acceptable in very limited
instances, none of which apply here,
Consequently, EPA cannot consider such
8 recommendation.

FEA also expressed concern that an
exceedence of the NAAQS for SO, would
be grounds for an immediate and perma-
nent return to the lower sulfur fuel by
the source involved. A decision to revoke
the permit at this point would be based
upon an evaluation of the exceedence.
However, as stipulated by the Massachu«
setts Department, a violation of the
NAAQS for SO. will result in an auto-
matic revocation of the approval to burn
the higher sulfur fuel. A violation of the
NAAQS is defined as two exceedences of
the NAAQS, sinch each monitoring site
is allowed one excursion above the
standard per year. Violations of the
NAAQS are not permitted by the Clean
Afr Act,

Both the primary and secondary
NAAQS are considered in evaluating the
approvability of the sources and in de-
te{emdmms whether standards are vio-
lated.

Olin Informed the Reglonal Adminis-
trator that they no longer operate the
plant in Freetown, for which SO, pri-
mary and secondary standards violations
were predicated. It has come to EPA's at-
tention that the plant is now owned by
Polaroid Corporation and is not presently
in operation. However, in disapproving
this plant, EPA is continuing to rely on
the information and modeling provided
in the Massachusetts Department's
technical support documentation.

Alter evaluation of the State's sub-
mittal, the Administrator has deter-
mined that the Massachusetts revision
meets the requirements of the Clean Alr
Act and 40 CFR Part 51. Accordingly.
this revision is approved as a revision to
the Massachusetts Implementation Plan.
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(Sec. 110(a), Clean Alr Act, as amended, (42
US.C. 1857c-5(8)).)
Dated: August 29, 1977.
DoucrLas M. COSTLE,
Administrator.

Part 52 of Chapter I, Title 40, Code
of Federal Regulations, is amended as
follows:

Subpart W—Massachusetts

1. Section 52.1120(¢) is amended by

adding a new paragraph (12) as follows:

§52.1120 Identification of plan.

(¢) The plan revisions listed below
were submitted on the dates specified.

(12) A revision to Regulation 5.1, Sul-
fur Content of Fuels and Control
Thereof, for the Southeastern Massa-
chusetts Air Pollution Control District,
submitted on December 30, 1976 by the
Secretary of Environmental Affairs,

2. Section 52.1126 is amended by add-
ing & new paragraph (d) as follows:

§52.1126 Control strategy: Sulfur ox-
ides.

(d) Massachusetts Regulation 5.1 for
the Southeastern Massachusetts Air Pol-
Jution Control District Is approved ex-
cept as to the following sources which
remain subject to the previously &ap-
proved requirements of Regulation 5.1
which stipulates that sources are per-
mitted to burn fossil fuel having a sul-
fur content not in excess of 0.55 pounds
per million. Btu heat release potential
(approximately equivalent to 1.0 per-
cent sulfur content residual fuel oil by
weight) :

Facllity formerly operated by Olin Chemlicals
and now owned by Polarold Corp, Free-
town, Mass,

Duro Finishing Co., Fall River, Mass,

Btevens Realty Co., Fall River, Mass.

Taunton Municipal Light, West Water Street
piant, Taunton, Mass,

Harodite Pinishing Co., Dighton, Mass,

Montaup Electric Co., Somerset Station,
Somerset, Mass,

New England Power Co., Brayton Point Sta-
tlon, Somerset, Mass,

[PR Doc¢.77-25742 Piled 9-1-77;8:45 am|]

Title 41—Public Contracts and Property
Management
CHAPTER 4—DEPARTMENT OF
AGRICULTURE

PART 4-4—SPECIAL TYPES AND
METHODS OF PROCUREMENT

Architect-Engineer Services
AGENCY: Department of Agriculture.
ACTION: Final rule,

SUMMARY': This rule amends the Agri-
culture Procurement Regulations by add-
ing new section covering architect-engi-
neer (A-E) services which supplements
coverage in the Federal Procurement
Regulations,

RULES AND REGULATIONS

DATE: This rule is effective on Septem-
ber 2, 1977,

FOR FURTHER INFORMATION CON-
TACT:

Douglas I. Metzger, Office of Opera-
tions, Procurement, Grants and Agree-
ments Management Staff, United
States Department of Agriculture,
Washington, D.C. 20250 (202-447-
7527,

SUPPLEMENTARY INFORMATION:
This amendment involves matters relat-
ing to agency management and con-
tracting and, while not subject by law to
the notice and public procedure require-
ments for rule making under § U.S.C.
553, is subject to the Secretary’s State-
ment of Policy (36 FR 13804). The
amendment corrects or clarifies existing
policy. No useful purpose would be served
by public participation, and it is found
upon good cause, in accordance with the
Secretary’s Policy Statement, that no-
tice and other public procedures with re-
spect to the amendment are Impractica-
ble and unnecessary.

1. The Table of Contents is amended
by adding the following new subpart:

Subpart 4-4.10—Architect-Engineer Services
4-4.1001 General,
4-4.1004-1 BEstatblishment of architect-en-

gineer evaluation boards.
4-4.1004-4 Action by agency head or his au-
thorized representative.

AvtHoriTY: b US.C, 301, 40 US.C. 486(c).

Subpart 4-4.10—Architect-Engineer
Services

2. New Subpart 4-4.10 is added as fol-
lows:

§ 4=4.1001 General.

Achitect-engineer sevices for projects
which fall within the definition of a
“public building" contained in section 13
of the Public Buildings Act of 1859 (40
U.S.S. 612) may be procued only after
obtaining proper authorization from
GSA in accordance with Subpart 101-
19.4 of this title and Subpart 104-17.4 of
the Agriculture Property Management
Regulations,

§ 4-1.1004=1 Establishment of archi-
tect-engineer evaluation boards.

(a) Each agency headquarters and
each field contracting office where archi-
tect-engineer (A-E) contracts are
awarded shall establish an architect-
engineer evaluation board in accordance
with § 1-4.1004-1 of this title. The board
shall be established in coordination with
the contracting officer. It shall be com-
posed of at least three members, one of
which will serve as chairman: All mem-
bers shall be selected from the technical
program area and sppointed in writing
by an appropriate official. The contract-
ing officer, while not a member of the
board. will act in an advisory capacity in
matters of procurement policies and pro-
cedures and should be intimately in-
volved in the total evaluation process,

§ 4=4.1004—-4 Action by agency head or
his suthorized representative.

(a) Review and final selection of qual-
ified architect-engineer firms, as pre-
scribed In § 1-4,1004-4 of this title, shall
be made by an appropriate agency man-
agement official from the technical or
administrative area who is not currently
serving as a member of the evaluation
board.

(5US.C.301,40 U.S.C.486(c) )
Done at Washington, D.C. this 29th
day of August 1977.
E, ALVAREZ,
Director, Office of Operations.

|FR D00 77-26080 Filed 0-1-77;8:45 am)

Title 49—Transportation

CHAPTER X-—INTERSTATE COMMERCE
COMMISSION

SUBCHAPTER D—TARIFFS AND SCHEDULES
{Docket No. 35867 1)

PART 1307—FREIGHT RATE TARIFFS,
SCHEDULES, AND CLASSIFICATIONS
OF MOTOR CARRIERS

PART 1310—FREIGHT RATE TARIFFS
AND CLASSIFICATIONS OF MOTOR
COMMON CARRIERS

Construction, Filing, and Posting of Tariffs
of Common Carriers of Pro by
Motor Vehicle and Tariffs of Certain
Common Carriers by Water

AGENCY: Interstate Commerce Com-
mission, Washington, D.C, 20423.

ACTION! Final rules.

SUMMARY: Regulations proposed in
1973 to govern the construction, posting,
and filing of tariffs of motor common
property carriers and certain water car-
riers are being further modified and
adopted. This further modification is
necessary to eliminate objectionable re-
quirements brought to our attention by
numerous parties. This action generally
will grant additional relief to the car-
riers.

EFFECTIVE DATES: The effectiye date
of the regulatiors is October 5, 1977, New
tariffs filed on or after October 5, 1978
must conform to the new regulations.
Tariffs on file on that date must conform
1 year later.

FOR FURTHER INFORMATION CON-
TACT:

Willlam P. Gelsenkotter, Chief, Section
of Tarifls, Interstate Commerce Com-
mission, Washington, D.C. 20423 Phone
Phone No. 202-275-7739.

SUPPLEMENTARY INFORMATION:
The Commission on July 5, 1973, insti-
tuted a rulemaking proceeding (38 FR
20852) under docket No. 35867 to con-

' This proceeding 1Is consolidated with
Docket No, 356867 (Sub-No. 1), Standird
Headings and Standard Item Numbers for
Commonly Published Rules in Tariffs of
Ciass I Motor Carriers of Property and of
Agenta
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sider the revision of regulations which
govern the construction, filing, and post-
{ng of tariffs of common carriers of prop-
erty by motor vehicle and tariffs of
common carriers of property by water
which contain joint motor-water rates
or provisions governing such rates. Many
substantial and important changes were
proposed. It was indicated that the regu-
lations needed reyvising for the purposes
of, among other things, (1) updating;
(2) clarifying; (3) incorporating the
modifying provisions of general special
permission authorities; (4) adding re-
strictions to eliminate or correct prac-
tices which have been the source of
justifiable complaints; (5) canceling
regulations no longer needed; and (6)
accomplishing overall tariff simplifica-
tion and improvement,

The Commission on July 186, 1974, in-
stituted a related rulemaking proceed-
ing (39 FR 4787) under docket No. 35867
(Sub-No. 1) to consider the amendment
of the regulations which were proposed
under docket No. 35867 for the purpose
of including therein regulations for the
prescription of standard headings and
standard item numbers for assignment
to the most commonly published rules in
tariffs of Class I common carriers of
property by motor vehicle and in tariffs
of publishing agents of common carriers
of property by motor vehicle,

The participation was substantial,
Upon consideration of the entire record,
the Commission decided to adopt, with
modification, the tions proposed
in docket No. 35867 and to not adopt the
regulations proposed in docket No. 35867
(Sub-No. 1). A report and order (41 FR
30591) was served July 9, 1976, ordering
the modified rules into effect April 15,
1977, and discontinuing the proceedings.

Petitions for reconsideration of the
modified rules have been filed. The peti-
tioners request many changes, of which
some have real merit. The Commission
has therefore decided, through the in-
stant document, to further modify the
regulations proposed in docket No, 35867
and to adopt the regulations as further
modified. The document also refliects a
number of changes made on the Com-
mission’s own motion.

Part 1310 of this title will be amended
to reflect the modifications. This part
will replace Subpart B of Part 13077 The
date on and after which new tariff pub-
lications must conform to the regulations
is October 5, 1978. The date by which all

;l):%lmuom must conform is October 5,

Issued at Washington, D.C.

H. G. Homume, Jr.,
Acting Secretary.

In § 13100, Damraph (c) is amended
to read as follows
§1310.0 Genenl Provisions.

- - - . -

(c) . e

(1) Except as otherwise authorized,
all tariff publications filed on or after
October 5, 1877, but prior to October 5,

RULES AND REGULATIONS

1978, shall conform either to the regu-
lations in this part or to those in Sub-
part B of Part 1307. Once any original
tariff or an amendment to a tariff is filed
under the regulations in this part, any
reissue of or subsequent amendment to
that tariff shall also conform to the regu-
lations in this part. Except as otherwise
authorized by special tariff authority, all
tariff publications filed on or after
October 5, 1978, must conform to the
regulations in this part. Except as other-
wise authorized by special tariff au-
thority or in §§ 1310.3(b) (3), 1310.4(a),
1310.4(e) (1), 13104(D)(3), 13104¢h),
and 131027(a) (rules 3, 4, and 27), all
tariff publications filed prior to Octo-
ber 5, 1978, which do not conform to
the regulations in this part shall be
brought into conformity therewith on or
before October 5, 1879,

(2) For reasons it considers to be suf-
ficient, the Commission may direct the
reissue of any tariff, power of attorney,
or concurrence at any time. However,
prior to October 5, 1983, the Commission
will not strike from its files, nor direct
the reissue of, powers of attorney and
concurrences fiready on file on Octo-
ber 5, 1978, solely because they are on
the old previously prescribed MFXA and
MFXC forms.

In § 1310.1 paragraphs (e) and (g) (3)
are amended to read as follows:

§ 1310.1 Filing tariffs (rule 1).

(e) Tariff publications not consecu-
tively numbered, An original tariff, a
supplement, or an original or revised
page tendered for filing which is out of
the sequence required by the regulations
of this part must be accompanied by a
separate letter affirming that & publica-
tion bearing the skipped over designation
will be filed and indicating the approxi-
mate date of such filing.

(g, L

(3) Rates, charges, rules, or other pro-
visions which have been filed with the
Commission must be allowed to become
effective and remain in effect for a pe-
riod of at least 30 days before being
changed, canceled, or withdrawn, unless
otherwise authorized by the Commission,
Check sheels (see §1310.10¢d)(13) of
this part) in loose-leaf tariffs are not
subject to the requirements of this sub-
paragraph (3).

In § 1310.2, paragraph (d) is amended
to read as follows:

§ 1310.2 Posting tariffs (rule 2).

(d) Period of notice. Except as other-
wise authorized, each tariff publication
must be posted continuously from a date
at least 30 days prior to the effective date.
When the Commission permits or re-
quires a different period of notice for
filing, the tariff publication shall be
posted at least that number of days be-
fore the effective date,

» - - - »

44237

In § 1310.4, paragraphs (&), (e) (1 |+
(3), (H44), and (h) (1) are amended to
read as follows:

§ 1310.4  Form, size, and printing (rule

(a) Form, size, durabdility, and method
of printing. Except as otherwise provided
in this part as to certain kinds of tariffs,
all original tariffs filed on and after the
conformity date of this part, and amend-
ments, to such tariffs, shall be of size not
less than 8 by 11 inches and not more
than 8'% by 11 inches. If, prior to such
date, a tariff on file is of a different size,
amendments thereto must either be of
the same dimensions as the original
tariff or be of the prescribed size, except
that once an amendment of the pre-
scribed size is filed, all subsequent
amendments thereto must also be of
that size. Reissues of the tarifl
tshall be of the prescribed size. All
original tariffs and amendments thereto
shall be In book, pamphlet, single sheet,
or loose-leaf form, be in the English
language, and printed or prepared by
other process on paper of good gquality
providing durable coples, Coples filed
with the Commission and posted shall
be clearly and permanently legible
in every respect, free from blurring or
distortion of content, and free frpm
smudged or darkened background.
Typewritten sheets, handwritten ma-
terial, carbon copies, or proof gheets shall
not be used for filing or posting. All
coples filed and posted must be identical,
(Sec §1310.9(g) (rule 9 blanket sup-
plements,)

» - - . .

‘e) - - -

(1) Pages of an original bound tariff
or supplements thereto field on or after
the conformity date of this part shall be
consecutively numbered employing Ara-
bic numerals. The title page shall not be
numbered. If the reverse side of the title
page is used for the publication of tariff
matter, it shall bear the page number
*2," the next page “3." and so on. If the
reverse side of the title page Is left blank,
that side shall be unnumbered, the next
page numbered “1." the next “2," and so
on. Except for the title page. all pages
containing tariff matter shall be num-
bered, Any numbered page intentionally
left blank shall so state thereon, Both
the inside and outside of a back cover to
a bound tariff or supplement may con-
tain printed matter. At the bottom of
the last numbered page the following
shall be shown: “(The End)." Original
bound tariffs and supplements thereto
(if any) on file prior to the conformity
date need not be amended to revise the
page numbering system of such pub-
lications, but all subsequent supplements
shall comply.

{f) Loose-leaf Tariffs.

- » » » »

(3) Pages of an original loose-leaf
tariff filed on or after the conformity
date of this part shall be consecutively
numbered employing Arabic numerals
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only. Fractional or decimal numbers, or
letter prefixes or suffixes, may not be
used. The first page following the title
page shall be designated as “Original
Page 1,” the next page designated as
“Original Page 2," and so on. Omit the
words “No."” and “Number.” Tariffs filed
prior to the conformity date of this part
which do not show page 1 (original or
revised) on the first page following the
title page need not be reissued provided
the tarifls otherwise comply with the re-
quirements of this part. See § 1310.10(d)
(T) and (8) (rule 10) for number desig-
nations to be employed on original pages
added subsequent to the filing of an orig-
inal tariff.

(4) Each page shall show the page
designation in the upper corner oppo-
site the binding edge corner. When the
tariff is one published on both sides of
the sheet, this would be the upper right-
hand corner on one page and the upper
left-hand corner for the next higher
numbered page published on the reverse
side. The page designation of a tariff
published on both sides of the sheet may
be shown in both upper corners of each
page. See § 1310.10(d) (rule 10) as to
cancellation of prior issues of the same
page, and §13103(b)(2) (rule 3) for
placement of the ICC number.

(h) Items and numbering systems.

(1) The Commission believes that
simplicity would be better served by a
reduction in the number of different
categories of provisions, each with its
own numbering system, Items, with item
numbers, should be employed to the
greatest extent possible. Rule numbers
and index numbers may not be used for
tariff provisions, except that tariffs filed
prior to the conformity date of this part
which contain such numbers shall con-
tinue the same system in subsequent
amendments for the life of such tariffs.
(Section numbers, class-rate table num-
bers, and note numbers, and numbers or
letters within an item, may be used)
When arranging the contents, items
should be relatively limited In size for
convenlence in handling amendments,
but each essentially complete in itself,
An original tariff should allow sufficient
unused numbers within each numerical
sequence used therein so that the use of
other than whole numbers will be un-
necessary when assigning numbers to
future provisions. All numbering systems
shall employ Arabic numerals.

In § 1310.5. paragraph (b) is amended
to read as follows:

£1310.5 Tide page of original tariffs
Crule 5).

(b) ICC number and cancellation no~
tice, In the upper righthand corner shall
be shown the tariff's ICC number, Im=-
mediately thereunder shall be shown the
ICC (MPF-ICC) number of each tariff, if
any, canceled thereby, except that if the
cancellations are numerous, the ICC
(MP-ICC) numbers of the tariffs can-
celed may be shown immediately preced-
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ing the table of contents, and a reference
to that cancellation notice shown under
the ICC number on the title page.

In § 1310.6 paragraphs (f) (3) (1iD), and
(h) (1) are hereby amended to read as
follows:

§1310.6 Contents of tariff (rule 6).

(See §5 1310.14, 1310.22, 1310.24, 1310.-
25, 131027, and 1310.28 (rules 14, 22, 24,
25, 27, and 28) for provisions which may
be filed on less than 30 days' notice.)

» - . » »

“' . -0

(3) - " »

(1i1) If a tariff names a rate from or to
a state or county without specifying the
points in such state or county, a refer-
ence to the number of the item (or page)
containing such rate shall be shown at
the beginning of or in its proper alpha-
betical sequence in the appropriate in-
dex.

- » » - » .

'h‘ . .

(1) Except where the regulations in
this part permit omission of reference to
certain kinds of governing tariffs, each
tariff governed in any way by others
must provide a list of such tariffs, ar-
ranged in columnar form, the columns
headed as follows:

Titie or Kind of Tariff

Issuing Agent or Carrier

Taritl No,

1CC (MPF-ICO) No.

Por Special Provisions See. .. ..........

Each such governing tariff shall be sepa-
rately listed, the information called for
by the headings [ully explained, and the
table headed by a provision reading:
This tarlff is governed, except as otherwise
provided herein, by the following described
tariffs, and by supplements or loose-leaf page
amendments thereto or successive issues
thereof !

If there are no separate {tems explaining
or further qualifying the application of
any such particular tariff, the last col-
umn should be omitted.

In §1310.7, paragraphs (a)(9) and
(p)(2) are amended to read and para-
graph (r) is added as follows, and In
paragraph (k) add the hyphenated word
“One-factor" before the word
“Through”, in the caption: In the next
line, after the word “joint”, add the hy-
phenated word, “one~factor”,

§1310,7 Swtement of rates (rule 7).

(R) =S .

(9) Joint rates having intermodal ap-
plication only over motor and water car-
riers, and rates restricted to apply only
on shipments having a prior or sub-
sequent movement by water carriers may
be stated in cents, in dollars, or in dol-
lars and cents per cubic foot or other
space-occupled basis, provided it is clear-
ly and explicitly stated how the deter-
mination is made.

. . » . -

(k) [Amended]

- - - » »

(p) L

(2) Any fariff naming class rates may
provide for the application of such rates
from or to unnamed points by including
the rule set forth In subparagraph (4)
of this paragraph. Before a tariff may
include the rule, the tariff must provide,
as a minimum, class rates for all points
within the territorial coverage thereof
which the carriers or carriers participat-
ing in the rule have authority to serve
which are shown as points on the official
state maps issued by the particular state
authorities or on commercial maps
equivalent thereto.

(r) Statement required when classifi-
cation basis exceeded, It is a principle
of longstanding that classification
ciasses or ratings and rules, together
with the class rates governed thereby,
generally provide the highest rates and
charges which an article should bear. It
follows that any tariff provision (e.g. ex-
ceptions rating, commodity rate, charge,
rule, et cetera) the application of which
in any case would result in a higher
charge than otherwise would result from
application of the classification class or
rating and rules to the class rates would
require special justification. Therefore,
accompanying the tender to the Com-
mission of a tariff, supplement, or loose-
leal pagé which names such a tariff
provision, there shall be a clear state-
ment by the publishing motor common
carrier or agent of the justification relied
upon to warrant the higheér charges. Any
such publication not accompanied by a
statement of justification shall be subject
to rejection. This paragraph does not
apply (1) in connection with minimum
charges for small shipments (provided
they are based on weights not over 500
pounds), (2) with respect to publication
of rates and provisions for a special serv-
ice which under the tariff the shipper
has the option of using by requesting
it in writing (e.g., expedited service, ex-
clusive use of vehicle, et cetera), and (3)
where no class rates are maintained by
the carrier for whose account the class
or rating, commaodity rate or rule is pub-
lished. Nor does this rule serve to pro-
hibit publications of class rate arbi-
traries under authority of section 13107
(b) of this part. (See §§ 1310.7¢h) (3)
and 1310.13 for provisions governing the
alternation of commodity rates with
class rates, and see §110,17(c) prohibit-
ing alternation of exceptions with the
classification.)

» » - » »

In §13109, paragraphs (bi(1) and
(d) (2) are amended to read as follows:
§ 13109 Supplements (rule 9).

(See §§1310.14, 1310.22, 1310.24,
1310.25, 1310.27, and 131028 (rules 14,
22, 24, 25, 27, and 28) for provisions

which may be flled on less than 30 days'
notice.)
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(b) L

(1) Every supplement of ten or more
pages issued to a bound tariff, except
blanket supplements and general in-
crease or reduction conversion table sup-
plements, shall provide near the front of
the supplement a cumulative list of all
items and numbered units that have
been added, canceled, or changed by
supplement together with reference to

RULES AND REGULATIONS

the number of the supplement where
each Is Jast shown.
- » » - »

(d) L

(2) Except as otherwise authorized,
the following is the maximum number
of supplements to a tariff that may be in
effect at any time and the maximum
number of pages they may contain.

Number of pages In
original tarifl, Including
title poge, Inclusive

Number of effective supplements permitted

Maximum mumber of poges
effective supplements may
contaln

8
ppivibents of not 1o exceed 4 pages Not 10 exoond 50

- 2, plus 2additlonal su pet of the
each. number of pages i1 the original
10300 ooy e Eseenmevn 3, Nu;z;ddm«mul supplements of not to excood 4 poges  pard).
each.
N0, .. .aaaia 4, mn;z.dmuonnmpplrwnuolnol to exceed 4 pages Do,
each.
R0 1 | RE—— &, plus 1 sdditional suppleroent of not to exceed 4 pages. Do.
S0 OF MOTY. «evvvvananaia 8, plus 1 additional sepplement of not to exceed 4 pages. Do,

suppie
- . . . .

In §1310.10, paragraphs (b)(3),
(d) (9), (g)(2), and (h) are amended to
read and paragraph (j) (13) is added as
follows:

§1310.10 Amendments (rule 10).

(See §§ 1310.14, 1310.22, 1310.24,
1310.25, 1310.27, and 1310.28 (rules 14,
22, 24, 25, 27, and 28) for provisions
which may be filed on less than 30 days’
notice.)

(b) L

(3) The list of participating carriers
published in a loose-leaf tariff may be
amended only by republication of the
page upon which it appears. Additions,
cancellations, and changes shall be in-
dicated as such. The names of canceled
carriers shall be republished on a sep-
arate page or on pages at the end of the
participating carrier lst, indicating
when the cancellation was first effective,
until all provisions in the tariff referring
specifically to the canceled carrier have
been removed from the effective pages,
after which the cancellation listing of
the carrier may be omitted. Reference
shall be made on the page or pages con-
taining the participating carrier list to
the page or pages containing the list of
canceled carriers,

- » - - -

(d) L

(9) The number of sheets containing
thereon pages (including check sheets)
canceled from the tariff may not exceed
six times the number of sheets contain-
ing effective tariff matter (including
check sheets), Sheets containing only
pages on which no tariff matter is
printed except for notations such as “In-
tentionally left blank,” “Tariff provi-
sions canceled. This page series discon-
tinued,” or “Rates canceled,” or except
for provisions necessary to accommodate
the format of the tariff such as the page
designation, the ICC designation, the
name of the carrier or agent, the name

1 The tariff of 3 or 4 pages, If supplemented bervunder, must be canceled within 180 days of the effeetive date of mich
plement,

of the issuing party, and the address
of the carrier or agent, are not included
in the count of sheets containing effec-
tive matter within the meaning of this
rule. The tariff must be canceled by the
time this maximum ratio is reached.

- - - » -

(8) .-

(2) The reissued matter shall be uni-

formly desighated by a number within a
square (or an authorized substitute—see
§1310.6(n) (M (rule 6), the number
corresponding to the number of the sup-
plement from which the matter is re-
issued, and the explanation thereof must
appear in the supplement in which the
reference mark is used. The explanation
must identify the matter as reissued and
either (i) specify the date upon which
the supplement became effective (for ex-
ample, “{i] Reissued from Supplement
No. 1, effective [here show effective date
of supplement]” or (i) be published in
substantially the following manner:
0 (with number enclosed) Relssued from
supplement bearing the number enclosed
within the square. See item [here Insert
number of item referred to, explaining the
method of denoting relssued matter in sup-
plcmenu].

If the latter method is used, the rules
section of the tariff shall contain an item
(the number of which will be inserted in
the explanation of the reference mark
denoting matter relssued from a prior
supplement) reading substantially as
follows:

METHOD OF DEXOTING REISSUED MATTER IN
SUFPFLEMENTS

Matter brought forward without change
from a supplement belng canceled Into an-
other supplement will either be designated
8s relssued (I) by & complete statement to
that effect in direct connection with the re-
fssued matter, indicating the number of the
supplement in which the relssued matter

appeared In its currently effective form,
or (li) by a reference mark [here show [ [
or [J, which ever single type Is adopted in
the tariff] enclosing a number, the number
being that of the supplement In which the
relssued matter first appeared In its cur-
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rently effective form, To determine its origi-
nal effective date, consult the supplement in
which the reissued matter first became effec-
tive,

(h) Change in the explanation of ref-
erence marks and notes, A change in the
explanation of & general reference mark
or general note (a reference mark or note
adopted for general and continued use in
the tariff—see §1310.6(n)(2) (rule 6))
governing tariff provisions published
elsewhere in the tariff or prior supple-
ment should not require the tariff user
to conduct a search for its use in order
to determine the effect. Therefore, any
change in or cancellation of an explana-
tion of such a reference mark or such
a note, or change in or cancellation of
an item or other provisions such expla-
nation refers to in turn, shall be accom-
panied by

(1) A republication of all tariff pro-
visions in the tariff as amended which
employ the use of the reference mark
or note;

(2) The publication of the number of
each item or page (positioned with the
changed or canceled explanation or
changed or canceled tariff provision re-
ferred to in turn by the explanation),
identifying the supplement, if any, con-

“taining tariff provisions which refer to

the reference mark or note; or .

(3) The publication of a notation (po-
sitioned with the changed or canceled
explanation or changed or canceled tariff
provision- referred to in turn by the ex-
planation) explaining the change and
the general effect the change will have
on the provisions employing the mark or
note. Sufficient details must be published
to clearly indicate the intent of the
change. For example, if a reference ex-
plained as “minimum weight 40,000
pounds" is changed to “minimum weight
50.000 pounds,” the notation would in-
clude information to the effect that the
change results in increasing the mini-
mum weight by 10,000 pounds for each
truckload and therefore would substanti-
ally increase freight charges on all ship-
ments which move under tariff provisions
subject to the change.

Also, each page containing such a change
or cancellation shall bear a notation at
the top to the effect that the page con-
tains a changed or canceled reference
mark or note, or changed or canceled
tariff provision referred to by the mark
or note. This paragraph shall not apply
to the explanation of the reference mark
(E) or (E) used In referring to an item
showing expiration dates.

» - - - »

(j’ L

(13) Conversion supplements and
companion supplements or loose-leaf
pages forming part of the same general
adjustment as the conversion supple-
ments may change tariff matter which
will not have been in effect for 30 days.
Subsequent supplements or loose-leaf
pages filed prior to the effective date of
the conversion supplement may change
or cancel on lawful notice matter
changed by the conversion supplement
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before the change in the conversion sup-
plement has been in effect for 30 days.

In §1310.11, paragraphs (a)(8) and
(b) (5) are amended to read as follows:

§ 1310.11 Transfer or cancellation of
provisions (rule 11).

(‘) . » »

(9) Transfer of provisions from an
agent's tariff to the tariff of & carrier.
A carrier's tarifl may not direct the can-
cellation of a tariff, either in whole or in
part, of an agent, Transfer may only be
effected by cancellation by the agent and
publication by the carrier, each as to its
own issue. A common effective date for
both actions shall be arranged to prevent
conflict in rates or absence of any effec-
tive rates. The tariffs shall refer to each
other in the manner and to the extent
provided In § 1310.11(b) (8) of this part,

(b) » A

(5) Amend the tarifl to be canceled in
part in the regular manner (by supple-
ment if & bound tariff, or by revised pages
if a loose-leaf tariff), making specific
cancellations of provisions, If a bound
tariff, and the amount of tariff matter it
would be necessary to publish to comply
would require more than four complete
pages (including the titie page), or if a
loose-leaf tariff, and the reissuance of
more than one-fourth the effective pages
would be required to comply, the cancel-
lation may be effected by a statement for
the purpose published In a special sup-
plement issued to the tariff. The state-
ment shilll specifically identify the mate=
rial canceled (numbers of the Iltems,
units, tables, sections, pages, etc.) and
state what provisions in what tariffs will
thereafter apply in the absence thereof.
The supplement must be permitted to
remain in effect for the life of the tariff,
or in the case of loose-lenf tariffs until
all the affected pages have been reissued
(such reissued pages must refer to the
supplement action). A supplement to a
bound tariff may contain both cancella-
tion in the regular manner and cancel-
lation by statement, A supplement con-
taining only matter necessary for the
partial cancellation is exempt from sup-
plemental limit provisions of this part,
In bound tariffs, any relssue In a sub-
sequent supplement of an item or unit
affected by the statement form of can-
cellation shall specifically cancel the
prior item or unit “as amended by" the
canceling supplement,

In § 1310.14, paragraph (d) is amend-
ed to read as follows:

§ 1310.14 Suspended matter (rule 14).

» - - - -

(d) Suspended matter reissued before
supplement announcing suspension is
tssued, If a bound tariff and if, prior to
the filing of the supplement announcing
suspension, a carrier or agent files a later
supplement which contains as reissues
the matter suspended in the previous
supplement, the supplement announcing
the suspension shall specifically by
statement (not reissue) cancel from the

RULES AND REGULATIONS

later supplement such reissued matter.
Such statement of cancellation must it-
self have an effective date, and such date
must be the same as the date upon
which the reissued matter is indicated to
become effective in the later supplement,
glving not less than 10 days' notice,
As used in this paragraph, “reissued
matter'" means matter republished with-
out change and designated or referenced
as reissued matter in the manner re-
quired by §1310.10(g) (rule 10), Items
or other tariff provisions which direct
the cancellation of a previous showing
of such matter do not constitute reissued
matter which the suspension supplement
may cancel, even though no actual
change in the provision Is made. Tardi-
ness in filing any supplement announc-
ing a susvension may result in the re-
jection of the later supplement which
cancels the suspended matter.

In § 1310.17, paragraph (d) is amend-
ed to read as follows:

§ 1310.17  Classifieation,  exceplions,
rules, and dangerous articles tariffs;
precedence of class rates (rule 17).

(d) Rules tariffs. Governing rules and
similar provisions may be published in
a separate tariff filed in the name of
an agent or a carrier. As to any one
rate tariff published by a carrier as its
own issue there may not be more than
one governing rules tariff of its own lssue
and not more than one governing rules
tariff of its agent's issue, As to any one
rate tariff published by an agent there
may not be more than one governing
rules tariff, which must be the issue of
that agent. A carrier may not publish in
its own issue rules which cover the same
service, practice, or privilege provided
for its account in the tariff of its agent.
Either the agent's tariff rule must in-
dicate nonapplication for its account, or
the carrier’s tariff rule must be indicated
as an exception to the rule of its agent
and clearly identify what rule. An ex-
ception, when taken, must indicate it is
to the complete rule, section, or other
identifiable unit affected, and an excep~
tion must be a complete rule, section
or other identifiable unit in itself. Every
effort should be made to republish entire
rules that are relatively small or that
name relatively few exceptions., For the
purposes of this paragraph, the follow-
ing tariffs shall not be considered rules
tarifls,

1. Tariffs containing exclusively rules
and charges applying to terminal and
other services and other matters cov-
ered by §1310.15 (rule 15).

2. Classification tariffs authorized by
paragraph (a) of this section.

3. Classification exceptions tariffs au-
thorized by paragraph (c) of this sec-
tion, provided they do not contain rules
or other provisions authorized to be In-
cluded by § 1310.17(c) (4) (rule 17,

4. Rate basis books authorized by
£1310.18 (rule 18).

5. Tariffs containing rules and regula~-

tions governing the acceptance and

transportation of dangerous articles
(hazardous materials).

6. Substituted freight service direc-
tories authorized by § 1310.30 (rule 30).

7. Tariffs confined to providing basis
numbers (by Intersection of headline and
sideline points) for determination of
class rates or column commodity rates in
other tariffs.

8. Tariffs authorized by § 1310.19 (rule
19) of this part listing carriers’ operating
authorities,

9. Tariffs containing exclusively rules
and practices governing the investigation
and disposition of loss and damage
claims,

10. Distance guides authorized by
£ 1310.16 (rule 16).

In §1310.26, paragraphs (g)(5) and
(1) are amended to read as follows:

§1310.26 Applications for special tariff
authority,
- - - » -
‘8) L

(5) Except in connection with an ap-
plication to correct clerical, typographi-
cal, or otherwise obvious errors in publi-
cation, the application shall state
whether or not such carriers have been
advised of the proposed provisions and
whether or not they have been advised
that it is proposed to file such provisions
on less (or on not less) than 30 days'
notice. If competitive carriers have ex-
pressed their views in regard to the pro-
posed provisions, a brief statement of
their views shall be given.

- - - - .

(1) Confirmatory application. When
special tariff authority is requested by
telegram because of an emergency which
does not permit timely filing, the tele-
gram must state all pertinent facts re-
quired in this section and include a state-
ment that a written application and fil-
ing fee is being sent. An application (with
the required fee) confirming the request
shall be transmitted as soon as possible
after the telegraphic request, and, in any
event, not later than noon of the next
working day. (The application and fee
must be transmitted regardless of
whether the request s granted or
denied.)

In § 1310.27, paragraph (a) is amended
to read as follows:

§1310.27 Concurrences or powers of
attorney—iransfer of angent (rule
27).

(a) Different situations. The construc-
tion, filing, cancellation or revocation of
powers of attorney or concurrences, and
the construction and filing of publica-
tions when one agent takes over another
involve many different kinds of situations
each of which requires different proce-
dures to be followed. Below are summa-
rized many kinds of situations together
with a reference in each instance to the
paragraph in this section that contains
the regulations governing that situation.
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(1) To authorize an individual to act
as agent, see paragraphs (b)(1) and
(b) (2) of this section.

(2) To authorize a corporation to act
as agent, see paragraphs (b)(1) and
(b) (3) of this section.

(3) To limit the authority of a power
of attorney, see paragraphs (b)(4) and
(b)(5) of this section.

(4) To give concurrence in a particu-
lar tariff of a carrier, see paragraphs
(c) (1) and (c) (2) of this section.

(5) To give general concurrence to a
carrier, see paragraphs (¢)(1) and
(c) (3) of this section.

(6) When the principal agent dies or
is disabled, see paragraphs (j), (k) (2),
(k) (3), and () of this section.

(7) When the alternate agent dies or
is disabled, see paragraphs (k) (2).
(k) (3), and (1) of this section.

(8) When an agent takes over another
agent or a corporation as agent changes
{ts name, see paragraphs (k) (1), (k) (3),
and (1) of this section.

(9) To cancel a power of attorney or
concurrence, see paragraph (o) of this
section.

(10) To revoke a power of attorney or
concurrence, see paragraph (p) of this
section, Instruments already on file Oc-
tober 5, 1978, prepared on the previously
prescribed MPXA and MFXC forms are
not required to be reissued efective
before October 5, 1983, solely to convert
to the new forms. Nevertheless, carriers
should act to replace them as soon as
gost:ible. but in any event before such

ate,

[FR Doc 7T7-25737 Piled 9-1-77:8:45 am)

Title 50—Wildlife and Fisheries

CHAPTER I—UNITED STATES FISH AND
WILDLIFE SERVICE, DEPARTMENT OF
THE INTERIOR

PART 26—PUBLIC ENTRY AND USE

Use of Roads and Trails Within Charles M.
Russell National Wildlife Range and UL
Bend National Wildlife Refuge, Mont.

AGENCY: Pish and Wildlife Service,
Interior,

ACTION: Special regulation.
SUMMARY: The Director has deter-
mined that all vehicular traffic within
the Charles M. Russell National Wildlife
Range and the UL Bend National Wildlife
Refuge will be restricted to established
rogﬁs and trails not closed to the general
public,

DATES: Year around (September 1
1977 through August 31, 1978).

RULES AND REGULATIONS

FOR FURTHER INFORMATION CON-
TACT:

Refuge Manager, Charles M. Russell
National Wildiife Range, P.O. Box 110,
Lewistown, Mont, 59457; telephone:
406-538-8707.

SUPPLEMENTARY INFORMATION:

§ 26.34 Special regulations concerning
ublic access, use and recreation for
rndlvldnal wildlife refuges.

Entrance to, travel on, and the exit
from the Charles M. Russell National
Wildlife Range and the UL Bend Na-
tional Wildlife Refuge is permitted only
on well-established roads and trails not
closed to the general public. All off-road
vehicle use is prohibited including the
retrieval of downed game.

1. An “established” road or trail should
be regarded and identified as one which:

(a) Appears to be permanent; and

(b) Is wide enough to accommodate
the vehicle being used upon it; and

(c) Is either a road or trail which has
been excavated, graded or constructad
or one which has been so habitually used
by vehlcular, animal or pedestrian traf-
fic that the surface of the ground has
been permanently displaced or eroded
and is substantially free of grass or other
vegetation,

2. Tracks or trails which have become
overgrown with vegetation are not es-
tablished roads or trails.

Boundaries of these wildlife refuge
areas are delineated on maps available
al the refuge headquarters at Lewistown,
Mont, and from the office of the Area
Manager, U.S. Fish and Wildlife Service,
Federal Building, 316 North 26th Street,
Billings, Mont. 59101.

The provisions of this special regula-
tion supplement the regulations which
govern use of roads-and trails on wildlife
refuge areas generally which are set
forth in Title 50, Code of Federal Regu-
lations, Part 26. The public is invited to
offer suggestions and comments at any
time.

Nore—The US. Fish and Wildlife Service
hes determined that this document does not
contaln o major proposial requiring prepara-
tion of an Economic Impact Statement un-

der Executive Order 11049 and OMB Cir-
cular A-107,

Larry L. CALVERT,
Refuge Manager, Charles M.
Russell National Wildlife Range.
Aveusr 18, 1977.
[FR Doc.77-25610 Filed 9-1-77;8:45 am |
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PART 26—PUBLIC ENTRY AND USE

Opening of Charles M. Russell National
Wildlife Range and UL Bend National
 Wildlife Refuge, Mont., to Camping

AGENCY: Fish and Wildlife Service, In-
terior,

ACTION: Special regulation.

SUMMARY: The Director has deter-
mined that the opening to camping with-
in both the Charles M. Russell National
Wildlife Range and the UL Bend Na-
tional Wildlife Refuge is compatible with
the objectives for which the area was
established, will utilize a renewable nat-
ural resource, and will provide addi-
tion recreational opportunity to the
public.

DATES: Year around (September 1, 1977
through August 31, 1978).

FOR FURTHER INFORMATION CON-
TACT:

Refuge Manager, Charles M. Russell
National Wildlife Range, P.O. Box 110,
Lewistown, Mont. 59457; telephone:
406-538-8707.

SUPPLEMENTARY INFORMATION:

§ 26,34 Special regulations concerning
public access, use and recreation for
individual national wildlife refuges.

Camping on the Charles M. Russell
National Wildlife Range is permitted
year-round. All forms of camping are
Hmited to 14 days within any 30-day pe-
riod, except In State parks where State
reguiations apply. These special regula-
tion areas are delineated on maps avail-
able at refuge headquarters, Lewistown,
Mont,, and from the office of the Area
Manager, U.S. Fish and Wildlife Service,
Federal Building, 316 North 26th Street,
Billings, Mont, 59101,

The provisions of this special regula-
tion supplement the regulations which
govern public access, use, and recreation
on wildlife refuge areas generally which
are set forth in Title 50, Code of Federal
Regulations, Part 26. The Public is in-
vited to offer suggestions and comments
at any time,

Norte~—The U.S, Pish and Wildlife Service
has determined that this document does not
contain a ma}or proponal requlring prepara-
tion of an Economic Impact Statement un-
:er gmmve Order 11949 and OMB Clrcular

-107,

LARRY L, CALVERT,

Refuge Manager, Charles M.
Russell  National Wildilfe
Range,

Avcust 12, 1877,
IPR Doc,77-25611 Filed 0-1-77:8:45 am|
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pProposedrules

This section of the FEDERAL REGISTER contains notl
these notices is to give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.

to the public of the proposed #

of rules and regulations. The purpose of

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service
[7 CFR Parts 948 and 980]

IRISH POTATOES GROWN IN COLORADO—
AREA NO. 2, VEGETABLES: IMPORT
REGULATIONS

Proposed Handling Reguiation .

AGENCY: Agricultural Marketing Serv-
ice, USDA.

ACTION: Proposed 1:ule.

SUMMARY: This proposed regulation
would require fresh market shipments of
potatoes grown in Colorado—Area No. 2
to be inspected and meet minimum
grade, size and maturity requirements.
The regulation should promote orderly
marketing of such potatoes by keeping
less desirable qualities and sizes from be-
ing shipped to consumers.

DATE: Comments due September 19,
1877.

ADDRESSES: Comments should be sent
to: Hearing Clerk, Room 1077, South
Building, U.S. Department of Agricul-
ture, Washington, D.C. 20250. Two copies
of all written comments shall be sub-
mitted, and they will be made available
for public inspection at the office of the
Hearing Clerk during regular business
hours.

FOR FURTHER INFORMATION CON-
TACT:

Charles R. Brader, Deputy Director,
Fruit and Vegetable Division, AMS,
US. Department of Agriculture,
Washington, D.C. 20250. Telephone:
(202) 447-3545.

SUPPLEMENTARY INFORMATION:
Marketing Agreement No. 87 and Order
No. 248, both as amended, regulate the
handling of potatoes grown in desig-
nated counties of Colorado Area No. 2.
It is effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674). The Colo-
rado Area No, 2 Potato Committee, es-
tablished under the order, is responsible
for its local administration.

This notice is based upon recommen-
dations made by the committee at its
public meeting in Monte Vista, Colo., on
August 18, 1977.

The grade, size, maturity and inspec-
tion requirements recommended herein
are similar to those which have been is-
sued during past seasons. They are nec-
essary to prevent potatoes of low quality
or undesirable sizes from being distrib-
uted in fresh market channels, They will
also provide consumers with good quality
potatoes consistent with the overall qual-
ity of the crop and standardize the qual-
ity of the potatoes shipped from the pro-

duction area in order to provide the con-
sumer with & more dcceptable product,

The proposed requirements this year
would be U.S. No. 2 or better grade, with
a minimum size of 2 inches for round
varieties, 1% inches for long varieties
and 1% inches for export. Size B may be
shipped if U.S. No. 1, or better grade. Ma-
turity requirements would be “moder-
ately skinned" for all varieties, except
that for the Russet Burbank and Red

‘McClure varieties, any grade better than

U.S. No. 2 must be no more than “slightly
skinned.” These maturity requirements
would terminate on October 31, 1977.

Exceptions would be provided to cer-
tain of these requirements to recognize
special situations in which such require-
ments would be inappropriate or unrea-
sonable,

Shipments would be permitted to cer-
tain special purpose outlets without re-
gard to the grade, size, maturity and
inspection requirements, provided that
safeguards are met to prevent such pota-
toes from reaching unauthorized outlets.
Seed would be exempted because re-
quirements for this outlet differ greatly
from those for fresh market. Shipments
for use as lvestock feed would likewise
be exempt. Since no purpose would be
served by regulating potatoes used for
charity purposes, such shipments would
be exempt. Also potatoes for most proc-
essing uses are exempt under the legis-
lative authority for this part.

Requirements for export shipments
differ from those for domestic markets,
While the standard quality requirements
are desired in foreign markets, smaller
sizes are more acceptable. Therefore,
different requirements for export ship-
ments are proposed.

The proposil is as follows:

§918.378 Handling regulation.

During the period September 26, 1977,
through June 30, 1978, no person shall
handie any lot of potatoes grown in
Area No. 2 unless such potatoes meet
the requirements of paragraphs (a),
(b), and (¢) of this section, or unless
such potatoes are handied in accordance
with paragraphs (d), (e}, or (f) of this
section., The maturity requirements
specified in paragraph (b) shsall ter-
minate October 31, 1977, at 1977, at
11:59 pm. MS.T.

(a) Minimum grade and size require-
ments. (1) Round varieties. U.S. No. 2,
or better grade, 2 inches minimum
diameter,

(2) Long varieties. U.S. No, 2, or better
grade, 1% inches minimum diameter.

(3) All varieties, Size B, if US. No. 1,
or better grade.

(4) Al varieties for export. 115
minimum diameter.

inches

(b) Maturity (skinning) requirements,
(1) Russet Burbank and Red MceClure
varieties. For U.S. No. 2 grade not more
than “moderately skinned"” and for oth-
er grades not more than “slightly
skinned.”

(2) Al other varieties. Not more than
“moderately skinned."

(¢) Inspection. (1) No handler shall
handle any potatoes for which inspec-
tion is required unless an appropriate
inspection certificate has been issued
with respect thereto and the certificate
is valid at the time of shipment, For
purposes of operation under this part
it is hereby determined pursuant to
paragraph (d) of § 84840, that each in-
spection certificate shall be valid for a
period not to exceed 5 days following
the date of inspection as shown on the
inspection certificate.

(2) No handler may transport or cause
the transportation by motor vehicle of
any shipment of potatoes for which
an inspection certificate is required un-
less each shipment is accompanied by a
copy of the inspection certificate ap-
plicable thereto and the copy Is made
available for examination at any time
upon request.

(d) Special purpose shipments. (1)
The grade, size, maturity~and inspection
requirements of paragraphs (a), (b) and
(c) of this section and the assessment
requirements of this part shall not be
applicable to shipments of potatoes for:

(1) Livestock feed;

(i) Relief or charity; or

(iii) Canning, freezing, and “other
processing” as hereinafter defined.

(2) The grade, size, maturity and in-
spection requirements of paragraphs (a),
(b) and (¢} of this section shall not be
applicable to shipments of seed pursuant
to §948.6 but such shipments shall be
subject to assessments

(@) Safeguards. Each handler of pom-

toes which do not meet the grade, size,
nnd maturity requirements of para-
graphs (a) and (b) of this section and
which are handled pursuant to para-
graph (d) for any of the special pur-
poses set forth therein shall:

(1) Prior to handling, apply for and
obtain a Certificate of Privilege from the
committee;

(2) Furnish the committee such re-
ports and documents as requested, in-
cluding certification by the buyer or re-
cefver as to the use of such potatoes;
and

(3) Bill each shipment directly to the
applicable processor or recejver.

(f) Mininmtum quantity. For purposes
of regulation under this part, each per-
son may handie up to but not to ex-
ceed 1,000 pounds of potatoes without

FEDERAL REGISTER, VOL. 42, NO. 171-—FRIDAY, SEPTEMBER 2, 1977




regard to the requirements of para-
graphs (a), (b) and (¢) of this section,
but this exception shall not apply to
any shipment which exceeds 1,000 pounds
of potatoes

(g) Definitions. The terms “U.S. No. 1,"
“U.S. No. 2," "Size B," “slightly skinned,”
and “moderately skinned” shall have the
same meaning a£s when used in the US.
Standards for Potatoes (7 CFR 51.1540-
51.1566), including the tolerances set
forth therein. The term “other process-
ing"” has the same meaning as the term
appearing in the act and includes, but
is not restricted to, potatoes for dehydra-
tion, chips, shoestrings, starch, and flour.
It Includes only that preparation of pota~
toes for market which fnivolves the appli-
cation of heat or cold to such an extent
that the natural form of stability of the
commodity undergoes a substantlal
change, The act of peeling, cooling, slic-
ing, dicing, or applying material to pre-
vent oxidation does not constitute “other
processing.” Other téerms used in this
section shall have the same meaning as
when used in Marketing Agreement No.
97, as amended, and this part,

© (h) Applicability to imports. Pursuant
to §8e of the act and §980.1, Import
regulations (7 CFR 980.1), Irish potatoes
of the red skinned round type, except
certified seed potatoes, imported into the
United States during the period Septem-
ber 26, 1977, through June 30, 1978, shall
meet the grade, size, and quality require-
ments specified in paragraph (a) of this
section, and during the perlod September
26 through October 31, 1977, shall be not
more than “moderately skinned.”

Dated: August 30, 1977,
CHARLES R, BRADER,
Deputy Director, Fruit and

Vegetable Division, Agricul-
tural Marketing Service.

[PR Doc.T7-25738 Flled 0-1-77;8:45 am|

[7 CFR Part 1133
MILK IN THE INLAND EMPIRE MARKETING
AREA

Termination of Proceeding on Proposed
gfduspension of Certain Provisions of the
or

AGENCY: Agricultural Marketing Serv-
ice, USDA.

ACTION: Termination of proceeding on
proposed suspension of rules,

SUMMARY: This action terminates a
proceeding on a proposal to suspend cer-
tain provisions of the Inland Empire
milk marketing order. The provisions re-
late to how much milk not needed for
fluid (bottling) use may be moved di-
rectly from farms to manufacturing
plants and still be priced under the or-
der. Suspension of the provision, for the
months of September, October and No-
vember 1977, was requested by a coop-~
erative assoclation to help it continue the
association of members’ milk with the
order,

Several cooperative associations and a
number of dairy farmers filed comments

PROPOSED RULES

opposing the propesed suspension. Be-
cause of the conflicting viewpoints by in-
terested parties, no action to change the
order is being taken until the matter can
be explored in depth at a public hearing.

FOR FURTHER INFORMATION CON-
TACT:

Maurice M. Martin, Marketing Spe-

cislist, Dairy Division, Agricultural

Marketing Service, U.S. Department of
Agriculture, Washington, D.C., 20250
(202-447-7183).

SUPPLEMENTARY INFORMATION:
Prior document In this proceeding: No-
tice of Proposed Suspension of Certain
Provisions, issued August 4, 1977; pub-
lished August 9, 1877 (42 FR 40216).

Notice is hereby given pursuant to the
provisions of the Agricultural Marketing
Agreement Act of 1037, as amended (7
U.S.C. 601 et seq.), of the termination of
the proceeding as set forth in a notice
of a. proposal to suspend certain pro-
visions of the order regulating the han-
dling of milk in the Inland Empire mar-
keting area. The aforesaid notice of pro-
posed suspension was issued August 4,
1977 (42 FR 40216). Interested persons
were Invited to submit views, data or
arguments to the Hearing Clerk not later
than August 18, 1977.

The provisions that were proposed
to be suspended for the months of Sep-
tember, October and November 1977 are
as follows:

In § 1133.13(c) (1) and (2), the words
“50 percent in any of the months of Sep-~
tember through March, and”, and the
words “in any of the months of April
through August”.

STATEMENT OF CONSIDERATION

The proposed suspension would have
increased the limit on the amount of
producer milk that a cooperative assoct-
ation or other handlers may divert from
pool plants to nonpool plants during the
months of September through November
1977. In the case of a cooperative, the
limit would be increased from 50 per-
cent to 70 percent of its total member
milk received at all pool plants or di-
verted therefrom. For the operator of a
pool plant, the higher 70 percent limit
would apply to the milk received at or
diverted from such pool plant from pro-
ducers who are not members of & cooper-
ative that has diverted milk. The sus-
pension was requested by a cooperative
assoclation that supplies the market with
a substantial part of its fluid needs and
handles much of the market's reserve
milk supplies.

The cooperative contends that a sub-
stantial inecrease in milk production by
producers supplying the market coupled
with a decline in fluid milk sales make it
necessary for the cooperative to divert
to nonpool plants more reserve milk sup-
plies beginning in September than nor-
mally. Without the suspension, the co«
operative expects that some milk of its
member producers who have regularly
supplied the fluld market will be ex-
cluded from the pool in September, The
cooperative asked for the suspension on
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an interim basis pending an opportunity
to review the diversion provisions at a
hearing.

A number of dairy farmers individu-
ally and several cooperative associntions
representing a substantial number of
producers on the market submitted writ-
ten views opposing the proposed suspen-
sion.

The principal objection to the pro-
posed relaxation of allowable diversions
for the three-month period was the con-
cern that additional unneeded Grade A
milk supplies would be pooled that would
further depress producer returns. It was
pointed out by some dairy farmers who
filed views on this matter that because
of recent drought conditions in the area,
producers have been faced with higher
feed costs, In this connection, it was con-
tended that the additional milk that
would be pooled through a relaxation of
the diversion allowance would be from
areas generally outside of the market’s
normal supply area and from dairy farm-
ers who have been unaffected by drought
conditions. This situation, they suggest,
would impose additional hardships on
producers regularly associated with the
fluid market.

In view of the conflicting viewpoints
among interested parties, it is concluded
that the requested suspension should not
be implemented on the basis of this pro-
ceeding, Instend, the matter should be
considered at a public hearing where the
fssue may be explored In depth. Accord-
ingly, the proceeding begun in this mat-
ter on August 4, 1977, is hereby termi-
nated

A néuce of hearing is being {ssued con-
currently with this termination of pro-
ceeding.

Signed at Washington, D.C., on Aug-
ust 29, 1977,
Wirniam T, MaNLEY,
Deputy Administrator,
Program Operations.

[¥R Doc.77-25690 Filod 8-1-77;8:45 am )

[7CFR Part 1133]
[Docket No. AO-215-A29]
MILK IN INLAND EMPIRE MARKETING
AREA

ed Amendments To

Hearing on
and

Propos
Tentative Marketing Agreement
Order

AGENCY: Agricultural Marketing Seryv-
ice, USDA.

ACTION: Public hearing on proposed
rulemaking.

SUMMARY: The hearing is being held to
consider a dalry farmer cooperative's
proposal to temporarily amend certain
provisions of the Inland Empire milk
marketing order. The provisions pro-
posed to be amended relate to how much
milk not needed for fluid (bottling) use
may be moved directly from farms to
manufacturing plants and still be priced
under the order. The cooperative asso-
clation contends that the requested order
changes are needed to help it continue
the association of member milk with the
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order during the next several months.
The proposed changes would apply Sep-
tember, October and November 1977.

DATE: September 15, 1877,

ADDRESS: Ramada Inn, Spokane In-
ternational Airport, Spokane, Wash.

FOR FURTHER INFORMATION CON-
TACT: -

Maurice M. Martin, Marketing Spe-
cialist, Dairy Division, Agricultural
Marketing Service, U.S. Department of
Agriculture, Washington, D.C. 20250
(202-447-7183),

SUPPLEMENTAL INFORMATION: No-
tice is hereby given of a public hearing to
be held at the Ramada Inn, Spokane In-
ternational Afrport, Spokane, Wash., be-
ginning at 9:30 a.m,, local time, on Sep-
tember 15, 1977, with respect to proposed
amendments to the tentative marketing
agreement and to the order, regulating
the handling of milk in the Inland Em-
pire marketing area.

The hearing is called pursuant to the
provisions of the Agricultural Market-
ing Agreement Act of 1937, as amended
(7T US.C. 601 et seq.), and the applicable
rules of practice and procedure govern-
ing the formulation of marketing agree-
ments and marketing orders (7 CFR
Part 800).

The purpose of the hearing is to re-
ceive evidence with respect to the eco-
nomic and marketing conditions which
relate to the proposed amendments,
hereinafter set forth, and any appropri-
ate modifications thereof, to the tentative
marketing agreement and to the order,

Evidence will be taken to determine
whether emergency marketing condi-
tions exist that would warrant omission
of a recommended decision under the
rules of practice and procedure (7 CFR
Part 800.12(d)) with respect to proposal
No. 1. Evidence also will be taken to de-
termine whether, in the alternative, any
such emergency conditions would war-
rant the use of a temporary suspension
procedure to effectuate prompt imple-
mentation of any action found, on the
basis of the testimony and evidence, to
be imperative,

The proposed amendments, set forth
below, have not received the approval
of the Secretary of Agriculture.

ProrosEDd BY NORTHWEST DAIRYMEN'S
ASSOCIATION

PROPOSAL 1

Amend £ 1133. 13(¢) (1) and (2) by de-
leting the words “50 percent in any of
the months of September through
March, and", and the words “in any of
the months of April through August,”, to
be applicable only for the months of
September through November 1997,

Prorosep 8y THE Damy Division,
ACRICULTURAL MARKETING SERVICE

PROPOSAL 2

Make such changes as may be neces-
sary to make the entire marketing agree-
ment and the order conform with any
amendments thereto that may result
from this hearing,

PROPOSED RULES

Copies of this notice of hearing and the
order may be procured from the Market
Administrator, James A. Burger, West
1028 Rosewood Avenue, P.O. Box 7504,
Spokane, Wash., 99208, or from the
Hearing Clerk, Room 1077-South, United
States Department of Agriculture,
Washington, D.C. 20250 or may be there
inspected.

Signed at Washington, D.C,, on August
29, 1977,
WiLriaM T. MANLEY,
Deputy Administrator,
Program Operations.

[FR Doc.77-25601 Filed 9-1-77.8:45 am|]

FEDERAL ENERGY
ADMINISTRATION

[ 10 CFR Part 205]
OIL IMPORT REGULATIONS

Amendments to Guidelines for Granting
Exception- Relief

AGENCY: Federal Energy Administra-
tion.

ACTION: Proposed rulemaking,

SUMMARY: The Federal Energy Ad-
ministration (FEA) hereby gives notice
of a proposal to amend the Guidelines
for granting exception relief from Part
213 (Oil Import Regulations), Under this
proposal, persons authorized to import
residual fuel oil into District I on a fee-
exempt basis pursuant to an historical
allocation, will be exempt from fees with
respect to all of their projected require-
ments for the current allocation period.
This amendment is intended to allevi-
ate dislocations In the distribution of
fee-exempt licenses which could impair
competition among residual fuel oll mar-
keters, and increase costs to consuners
during the upcoming heating season. In
addition, in order that the present ex-
clusion of nonhistorical importers from
the program not be exacerbated by this
action, and thereby lead to economic
hardship, FEA is also proposing to au-
thorize all other persons desiring to im-
port residual fuel ofl into District I dur-
ing the current allocation period to do
s0 on a fee-exempt basis.

Written comments will be recelved and
a public hearing will be held with re-
spect to this proposal:

DATES: Comments by September 22,

1977, 4:30 p.m.; requests to speak by
September 19, 1977, 4:30 p.m.; hearing
date: September 28, 1977, 9:30 am,

ADDRESSES: Comments and requests
to speak to: Executive Communications,
Room 3317, Federal Energy Administra-
tion, Box OY, Washington, D.C. 20461;
Hearing location: Room 2105, 2000 M
Street NW., Washington, D.C, 20461,
FOR FURTHER INFORMATION CON-
TACT:

Robert C. Gillgtte (Hearing Proce-

dures), 2000 M Street NW., Room

Room 2222, Washington, D.C. 20461
(202-254-3345) .

Ed Vilade (Media Relations), 12th &

Pennsylvania Ave, NW., Room 3104,

;:;;hmcton D.C. 20461 (202-566-
).

Robert Moore (Regulatory Programs),
2000 M Street NW. Room 6114C,
Washington, D.C. 20461 (202-254-
8620).

Sandra Sherman (Office of General
Counsel), 12th & Pennsylvania Avenue
NW., Room 5119, Washington, D.C.
20461 (202-566-9380) .

SUPPLEMENTARY INFORMATION:
I. Background.

IL. Proposed Amendment,
III. Comment Procedure.

I, BACKGROUND

Under Proclamation No, 3279, as
amended, as implemented by § 213.15 of
the Mandatory Oil Import Regulations,
1,450,000 barrels per day of residual fuel
oil may be allocated, fee-exempt, during
the curernt allocation period (May 1,
1977-April 30, 1978) to deepwater termi-
nal operators in PAD District I who par-
ticipated in the Mandatory OIll Import
Program In 1973. Under the scheduled
phase-out of fee exemptions in the
Proclamation, this figure represents fifty
percent (50%) of the level in effect on
April 1, 1973, Le., 2,900,000 barrels per
day. This latter figure was the amount of
residual fuel oil for which companies re-
quested import authority under the quota
system, which exempted imports of resi-
dual fuel oil from any limitation, and
authorized firms to import amounts
necessary to satisfy their contractual ob-
ligations. When the fee system replaced
the quota system on May 1, 1973, this
figure was carried over, subject to the
scheduled phase-out, and initial fee-
exempt allocations were distributed by
reference to the amounts that firms had
previously certified were required for
thelr needs during the period from April
1, 1973, through March 31, 1974.

Thus, under the terms of the transition
from the quota to the fee, the require-
ments of all terminal operators were
initially satisfied, and they were in the
same relative competitive position, as far
as exemption from the fee was con-
cerned. However, because some firms had
substantially overestimated their needs
and in light of changes in marketing
patterns and expansions subsequent to
1073, and notwithstanding the uniform
phase-out of the fee, the relative com-
petitive position of these operators no
longer bears any relation to their initial
position, with some firms having much
larger fee-exempt allocations than
others in relation to thelr total needs.
Thus, some firms have a surplus of fee-
exempt licenses in the current allocation
period, while other firms will be required
to purchase varying amounts of fee-paid
licenses at $0.63 per barrel in order 40
meet contractual obligations. FEA has
calculated that for the current allocation
period, the ratio of imports to allocations
made pursuant to §213.15 ranges from
0 percent to 130 percent. Similarly the
ratio of projected 1977 imports to 1973
actual imports ranges from 0 percent to
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366 percent. Hence, the maldistribution
of fee-exempt licenses among District I
importers is exceptionally severe. Thus,
notwithstanding that there are sufficient
fee-exempt allocations to meet all proj-
ected import requirements for the cur-
rent allocation perfod (1.3 million bar-
rels per day), the intention of the Pro-
gram that fees begin to take effect when
demand exceeds exemptions will be
thwarted, In addition, since certain firms
will be required to purchase licenses, it is
probable that the cost to consumers will
be Increased, notwithstanding the avail-
ability of sufficient fee-exempt licenses,
since the market price of residual fuel
oil would be determined to a large extent
by the highest cost supplies. Under this
assumption, of course, holders of fee-
exempt licenses would realize a signifi-
cantly higher return on their sales of
residual fuel oil than those firms required
to purchase licenses. Under any assump-
tion as to residual fuel oil prices, holders
of fee-exempt licenses would possess a
real competiive advantage.

In order to alleviate the dislocation in
fee exemptions which has deéveloped
since the fee system was established, FEA
is proposing to amend its regulations as
described below. This amendment also
reflects FEA's concern that any remedial
action taken by it not create inequities
with respect to nonhistorical importers
currently excluded from §213.15, who
would be ineligible for any benefits con-
ferred on participating importers.

IT. PROPOSED AMENDMENTS

Under the proposal, the “Guldelines
for the Disposition of Requests for Ex-
ceptions from Part 213", Appendix I
of Subpart D of Part 205, would be
amended by adding Special Guideline
I. This special guideline would provide
that for the allocation period of May 1,
1877, through April 30, 1978, any per-
son desiring to import residual fuel into
District I would be deemed to be ex-
periencing extreme hardship to the ex-
tent that his available fee-exempt 1i-
censes, if any, are less than his con-
tractual obligations or other projected
needs for that period. In order to meet
those obligations and needs, such persons
will be authorized to obtain additional
fee-exempt, licenses by certifying the
amount of thelr Incremental require-
ments to the Director of Oil Imports,
The Director would issue the additional
licenses except where he determines that
issuance thereof would not be In ac-
cordance with the objectives of the
Proclamation. Once issued, such licenses
would be subject to the applicable pro-
visions of Part 213, including the pro-
hibition on sale or transfer of product
licenses at § 218.22, Any licenses remain-
ing unused at the end of the allocation
period would expire. In order to facilitate
this procedure, FEA s also proposing to
amend § 205.52 to provide an excepton
to the general rule that applications for
relief from Part 213 be flled with the
Office of Exceptions and Appeals. Ap-
plications for an allocation would,
rather, be filed directly with the Director
of Oil Imports.

PROPOSED RULES

Under the proposal, firms not current-
Iy eligible for allocations under § 213.15
will be able to receive allocations under
Special Guideline I. This is intended to
prevent any economic hardship that
could result with respect to such per-
sons if FEA's proposed remedial action
were limited to historical importers.

It should bé noted that FEA is con-
tinuing to evaluate the Mandatory Oil
Import Program and may adopt further
changes in the future. Thus, any alloca-
tions granted pursuant to the Guideline
proposed In this notice, would be subject
to future revocation or change.

III. COMMENT PROCEDURES
1. WRITTEN COMMENTS

Interested persons are invited to par-
ticipate in this rulemaking by submitting
data, views or arguments with respect
to the proposal set forth in this notice.
Comments should be identified on the
outside envelope and on documents sub-
mitted with the designation “Special
Guldeline I: Residual Fuel Oil," Box OY.
Fifteen copies should be submitted. All
comments received by FEA will be avail-
able for public inspection in the FEA
Reading Room, Room 2106, Federal
Building, 12th and Pennsylvania Avenue
NW., between the hours of 8:00 am. and
4:30 pm., Monday through Friday, ex-
cept Federal holidays.

Any Iinformation or data considered by
the person furnishing it to be confiden-
tial must be so identified and submitted
in writing, one copy only., The FEA re-
serves the right to determine the con-
fidential status of the information dy
data and to treat it according to its
determination.

2, PUBLIC HEARINGS

a. Request procedure. The times and
places for the hearings are indicated in
the dates section of this preamble. If
necessary to present all testimony, the
hearing will be continued to 9:30 aun.
of the next business day following the
date of the hearing,

Any person who has an Interest in the
proposed amendments issued today, or
who is a representative of a group or
class of persons that has an interest in
today’s proposed amendments, may
make a written request far an opportuni-
ty to make an oral presentation. The
person making the request should be
prepared to describe the interest con-
cerned, if appropriate, to state why he
or she is a proper representative of a
group or class of persons that has such
an interest, and to give a concise sum-
mary of the proposed oral presentation
and a phone number where he or she
may be contacted through the day be-
fore the hearing.

Each person selected to be heard will
be so notified by the FEA before 4:30
pm., edst, September 21, 1977, and
must submit 100 copies of his or her
statement to Regulations Management,
Room 2214, 2000 M Street, NW., Wash-
ington, D.C., before 4:30 p.m., eds.t.,
September 27, 1977.

b, Conduct of the hearings. The FEA
reserves the right to select the persons
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to be heard at these hearings, to sched-
ule their respective presentations, and
to establish the procedures governing
the conduct of the hearings. The length
of each presentation may be limited,
based on the number of persons re-
questing to be heard,

An FEA official will be designated to
preside at the hearings. These will not
be judicial or evidentiary-type hearings,
Questions may be asked only by those
conducting the hearings, and there will
be no cross-examination of persons
presenting 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 statements, each person who has
made an oral statement will be given
the opportunity, if he so desires, to make
a rebuttal statement. The rebuttal state-
ments will be given in the order in which
the initial statements were made and
will be subiect to time limitations.

Any Interested person may submit
questions to be asked of any person
making a statement at the hearings. to
Executive Communications, FEA, before
4:30 pm., eds.t, September 22, 1977.
Any person who wishes to ask a ques-
tion at the hearings mayv submit the
question, in writing, to the presiding
officer, The FEA or the presiding officer,
if the question Is submitted at the
hearing, will determine whether the
question is relevant, and whether the
time limitations permit it to be presented
for answer,

Any further procedural rules needed
for the proper conduct of the hearings
:ﬂl be announced by the presiding of-

cer,

A transcript of the hearings will be
made and the entire record of the hear-
ings, including the transcrint, will be
retained by the FEA and made available
for inspection at the Freedom of Infor-
mation Office, Room 2107, Federal Build-
ing, 12th and Pennsylvanis Avenue NW.,
Washington, D.C., between the hours of
8:00a.m. and 4:30 p.m., Monday through
Friday, except Federal holidays. - Any
person may purchase & copy of the
transceript from the reporter.

In the event that it become necessary
for the FEA to cancel a hearing, FEA will
make 2very effort to publizsh advance no-
tice in the FeoeraL REGISTER of such
cancellation. Moreover, FEA will notify
all persons scheduled to testify at the
hearing. However, it is not possible for
FEA to give actual notice of cancellations
or changes to persons not identified to
FEA as participants, Accordingly, per-
sons desiring to attend a hearing are ad-
vised to contact FEA on the last working
day preceding the date of the hearing
to e::,c'mﬂrm that it will be held as sched-
uled.

As required by section T(e) (2) of the
Federal Energy Administration Act of
1974, Pub. L. 83-275, a copy of this no-
tice has been submitted to the Adminis-
trator of the Environmental Protection
Agency for his comments concerning the

impact of this proposal on the quality
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of the environment. The Administrator
had no comments on this proposal,

Note—The FEA has determined that this
document does not contain a major proposal
requiring preparation of an Inflation Impact
Statement under Executive Order 11821 and
OMB Circular A-107.

(Poderal Energy Administration Act of 1074,
Pub. L. 83-275, aa amended, Pub. L, 94-163,
ns amended, Pub. L. 94-385; £.0. 11700, 39 FR
23185, Trade Expansion Act of 1962, Pub, L.
B7-794, as amended; Proclamation No, 3278,
s amonded.) .

In consideration of the foregoing, it is
P to amend Part 205 of Chapter
II of Title 10 of the Code of Federal Reg-
ulations as set forth below,

Issued in Washington, D.C., August

29, 1977.
Eric J. Fyer,
Acting General Counsel,
Federal Energy Administration.

1. Section 205.52 is amended in para-
graph (b) by adding s new subparagraph
(3) toread as follows:

§205.52 Where to file.

(b) L

(3) All applications for exemption to
§ 213.15 by persons seeking to import
residual fuel oil into District I in order to
satisfy contractual obligations or other
projected needs for the allocation period
May 1, 1877, through April 30, 1978, shall
be filed with the Director of Oil Imports
in accordance with Special Guideline I
in Appendix II of this subpart.

2. Appendix IT of Subpart D of Part
205 is amended by adding a new Special
Guideline I to read as follows:

Srrczal GuioELINes 1

For the allocation pertod May 1, 1977
through April 30, 1978, any person desiring
to import residual fuel oll into District I
shall be deemed to be experiencing an ex-
ceptional hardship to the extent that his
avaliable fee-oxempt ilcenses, if any, are
less than his contractual obligations or other
projected needs for that period. Any person
50 deemed may recelve additionsl fee-ex-
empt licenses In the amount required to
meet such obligations or needs by certifying
his additional requirements to the Director
of Oil Imports. The Director shall issue a
leunse for the amount certified, except where
he determines that issuance thereof would
not be in accordance with the objoctives of
Proclamation No. 3279, as amended.

Any llcense issued pursuant to this Spe-
cial Guideilne shall be subject to the limita«
tions contalned In §215.15(e). Licenses
which remain unused at the end of the al-
location period shall expire at that time.

IFR Doc.77-25663 Filed 9-1-77;8:45 am|

[10 CFR Part 430]

ENERGY CONSERVATION PROGRAM FOR
APPLIANCES

Notice of Opportunity for Comment

:SENC’Y: Federal Energy Administra-
n.

&(;I‘ION: Notice of proposed rulemak-

PROPOSED RULES

SUMMARY: The Federal Energy Ad-
ministration gives notice that it intends
to develop test procedures for heat
pumps and that interested persons may
submit written data, views, and argu-
ments with respect to the development
of test procedures for heat pumps.

DATES: Comments by September 15,
1977, 4:30 p.m., ed.t,

ADDRESSES: Comments to Room 3309,
Federal Energy Administration, Box OL
Washington, D.C. 20461,

FOR FURTHER INFORMATION CON-
TACT:

James A. Smith, (Program Office),
Room 207—0ld Post Office Building,
12th & Pennsylvania Avenue NW,,
Washington, D.C. 20461 (202-566-
4635) .

Elliott D. Light, (Office of the General
Counsel), Room 7150—Federal Build-
ing, 12th & Pennsylvania Avenue NW.,

Washington, D.C. 20461 (202-566-
9750).
SUPPLEMENTARY INFORMATION:

The Energy Policy and Conservation Act
(Act) (Pub. L. 94-163), as amended by
section 161 of the Energy Conservation
and Production Act (Pub. L. 84-385) , re-
quires the implementation of an energy
conservation program for consumer pro-
ducts other than automobliles. Section
323 of the Act requires the Federal En-
ergy Administration (FEA) to prescribe
test procedures for -covered products.
Among their uses, the test procedures
will be used in monitoring the progress
of manufacturers toward meeting the
energy efficiency improvement targets
prescribed in accordance with section
325 of the Act and by the Federal Trade
Commission in developing labeling rules
under section 324 of the Act, Labeling
rules are intended to provide consumers
with energy information which will assist
them in making purchasing decisions
concerning appliances,

FEA intends to request that the Na-
tional Bureau of Standards develop test
procedures for heat pumps pursuant to
section 823 of the Act. At this time, FEA
is interested in comments from in-
terested persons on the design of test
procedures to serve both the labeling and
targets elements of the appliance pro-
gram.

Interested persons are invited to sub-
mit comments with respect to the devel-
opment of test procedures for heat
pumps, Comments are especially desired
on the following: the technical aspects of
testing heat pumps; the cost and time
required to perform such testing; any
data concerning the number of heat
pumps in use, the number of hours of
operation of heat pumps in both their
cooling and heating modes snd the geo-
graphical distribution of heat pumps.
Comments should be sent to Executive
Communications, Room 3309, Box OI,
Federal Energy Administration, Wash-
ington, D.C. 20461, Comments should be
identified on the outside of the envelope

and on documents submitted to FEA

with the designation “Heat Pumps—De-
velopment of Test Procedures.” Fifteen
copies should be submitted. All com-
ments received by September 15, 1977,
before 4:30 pm., edt, will be con-
sidered.

Any information or data considered by
the person furnishing it to be confiden-
tial must be so identified and submitted
in writing, one copy only. FEA reserves
the right to determine the confidential
status of that information or data and
to treat it accordingly.

Issued in Washington, D.C,, August 28,
1877,

Eric J. Fyar,
Acting General Counsel,
Federal Energy Administration.

[FR Doo.77-25678 Filed 9-1-77;8:45 am|

DEPARTMENT OF THE TREASURY
Customs Service
[ 19 CFR Part 134]
COUNTRY OF ORIGIN MARKING

Extension of Time for Comments Concern-
ing Proposed Change of Position Relating
to Country of Origin Marking of Radios,
Stereo Systems, Television Sets, and
Other Similar Consumer Electronic Prod-

AGENCY: United States Customs Serv-
ice, Department of the Treasury.

ACTION: Notice of extension of time
for comments.

SUMMARY: This notice extends the pe-
riod of time permitted for the submis-
ston of comments in response to the Cus-
tom Service's proposal to change its po-
sttion with respect to the acceptable
country of origin marking of radios,
stereo systems, television sets, and other
similar consumer electronic products.
This extension will permit the prepara-
tion and submission of more detailed
comments by interested members of the
public. s

DATES: Comments must be recived on
or before October 3, 1977.

ADDRESS: Comments should be ad-
dressed to the Commissioner of Cus-
toms, Attention: Regulations and Legal
Publications Division, 1301 Constitution
Avenue NW., Washington, D.C. 20229.

FOR FURTHER INFORMATION CON-
TACT:

John T. Roth, Attorney, Regulations
and Legal Publications Division,
United States Customs Service, 1301
Constitution Avenue NW. Washing-
ton, D.C. 20229 (202-566-8237).

SUPPLEMENTARY INFORMATION:
On August 3, 1977, the Customs Service
published in the Feoeran REGISTER (42
FR 39227) & notice of its intention to
change its position with respect to the
acceptable country of origin marking of
radios, stereo systems, television sets, and
other similar consumer electronic prod-
ucts. This change is being considered
because many such articles of foreign
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origin carry & brand name which does
not suggest foreign origin and, when
offered for sale, are displayed in such a
manner that a prospective purchaser is
unable to examine the merchandise to
determine the country of origin until the
article has been purchased and unpacked
at home, The Customs Service has deter-
mined that its current practice of per-
mitting these articles to be marked as to
country of origin on the back of the arti-
cle, where labels showing the model
number and other technical data are
normally affixed, may no longer result in
the articles being conspicuously marked
In a manner that will indicate to the
ultimate purchaser the country of origin.

The Customs Service proposes to re-
quire that radios, stereo systems, tele-
vision sets, and similar consumer elec-
tronic products be marked with the
country of origin on the front, top, or
sides of the article in & manner which
would ensure the visibility of the mark-
ing when the article is on display, The
Customs Service continues to invite writ-
ten comments from the public regarding
this proposed rule, but all comments
must be received on or before October 3,
19717,

LEONARD LEHMAN,
Assistant Commssioner,
Regulations and Rulings.

[FR Doo.77-27512 Plled 9-1-77;8:45 am|]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

[ 21 CFR Parts 145, 150, 172, 180, 189,
310, 420, 510, 589, and 700 ]

[Docket No. 77N-0085]
SACCHARIN AND ITS SALTS

Proposed Rule Making; Extension of
Comment Period

AGENCY: Food and Drug Administra~
tion,

ACTION: Extension of time for com-
ment on proposed rule.

SUMMARY: This document extends to
October 3, 1977, the comment period on
the Commissioner of Food and Drugs'
proposal to restrict the use of saccharin,
published in the Feperar REecIsTER of
April 15, 1977 (42 FR 18996). The com-
ment period on that proposal expired on
August 31, 1877,

Dl'\l';‘zz Written comments by October 3,
19917,

ADDRESS: Written comments (prefer-
ably four coples) to the Hearing Clerk
(HFC-20), Food and Drug Administra,
tion, Rm. 4-65, 5600 Fishers Lane, Rocks
ville, Md. 20857.

FOR FURTHER INFORMATION CON-
TACT:

GENERAL

Ronald J. Wylie, Compliance Regula-
tions Policy Staff (HFC-10), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, Md. 20857
(301-443-3480),

PROPOSED RULES

Foobns

John J. McAuliffe, Bureau of Foods
(HFF-334), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 200 C St. SW.,
D.C. 20204 (202-472-

Humax Drucs

Paul Fehnel, Bureau of Drugs (HFD-
30), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
Md. 20857 (301-443-3640).

CosMETICS

Heinz Eiermann, Bureau of Foods
(HFF-440), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 200 C St. SW.,
Wg.shmgton. DC. 20204 (202-245-
1530).

VETERINARY DRUGS

Edward Ballitch, Bureau of Veterinary

Medicine (HFV-231), Food and Drug

Administration, Department of Health,

Education, and Welfare, 5600 Fishers

g.;ne. Rockville, Md, 20857 (301-443-
63).

SUPPLEMENTARY INFORMATION:
In the FroeraL REcisTer of April 15, 1977
(42 FR 19996), the Commissioner issued
& proposal to revoke the interim food
additive regulation (21 CFR 180.37) per-
mitting the use of saccharin In certain
types of human food; to establish s reg-
ulation prohibiting the use of saccharin
in food for animals; to eliminate saccha-
rin from all cosmetics and most human
drugs and all animal drugs; and to per-
mit the marketing of saccharin as a sin-
gle-ingredient drug sold over the counter
pending the submission and final action
on new drug applications (NDA's) for
such products.

In the Feperat RecIsTer of July 1, 1977
(42 FR 33768), the Commissioner ex-
tended the comment period until August
31, 1977, to permit comments to be sub-
mitted on two recent epidemiological
studies that relate to the effects of sac-
charin consumption on humans.

On August 18, 1977, the Calorie Con-
trol Council filed suft in the United
States District Court for the Northern
District of Georgia under the Freedom
of Information Act (5 US.C. 552) seek-
ing documents from the Food and Drug
Administration (FDA) related to sac-
charin (Calorie Control Council et al. v.
Food and Drug Administration, ND. Ga..
Civil Action No, C-77-1374A) . The Coun-
cil’s suit seeks an order compelling FDA
to comply with its requests under the
Freedom of Information Act and to keep
the comment perfod open for 60 days
thereafter. By letter dated August 19,
1977, the Council was advised that the
comment period would be kept open un-
til October 3, 1977, in order to provide
time to ascertain the status of the vari-
ous requests under the Freedom of In-
formation Act filed by the Council and
to discuss disposition of these requests,
The letter also stated that a request for

a further extension of the comment pe-
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riod would be entertained once the status
of those requests is determined.

The Commissioner has decided that
the extension of the comment period al-
ready granted to the Calorie Control
Council should apply to all interested
persons.

Accordingly, interested persons may,
on or before October 3, 1977, submit to
the Hearing Clerk (HFC-20), Food and
Drug Administration, Rm, 4-65, 5600
Fishers Lane, Rockyille, Md. 20857, writ-
ten comments preferably in quadru-
plicate and identified with the Hearing
Clerk docket number found in brackets
in the heading of this document) regard-
ing the Commissioner's proposal. The
envelope containing the comments
should be prominently marked “Saccha-
rin."” Recelved comments may be seen in
the agove office between 9 am. and 4
p.m., Monday through Friday.

Dated: August 29, 1977,

WitLiam F. RANDOLPH,
Acting Associate Commissioner
Jor Compliance.

[FR Doc.77-25627 Filed B-30-77;10:26 am|

LIBRARY OF CONGRESS

[37 CFR Part 201]
|Docket RM77-7)

NONDRAMATIC LITERARY OR MUSICAL
WORKS

Objection to Noncommercial Performances

AGENCY: Library of Congress, Copy-
right Office.

ACTION: Proposed rule,

SUMMARY: The purpose of this notice
of proposed rulemaking is to inform the
public that the Copyright Office of the
Library of Congress Is considering the
adoption of a new regulation designed
to implement clause (4) of section 110 of
the Act for General Revision of the

Copyright Law. This clause provides for
the service of notices of objection for the
purpose of preventing certain noncom-
mercial performances of nondramatic
literary and musical works, The proposed
regulation would establish requirements
governing the content and manner of
service of the notices,

We invite interested persons to partici-
pate in the making of the new regulation
by submitting relevant written views,
arguments, or other comments,

DATES: Initial comments should be re-
celved on or before September 23, 1877,
Reply comments should be received on or
before October 3, 1977,

ADDRESS: Five coples of all written
comments should be submitted, If by
mail, to: Office of the General Counsel,
Copyright Office, Library of Congress,
Caller Number 2009, Arlington, Va.
22202; or, if by hand, to: Office of the
General Counsel, Copyright Office, Room
519, Crystal Mall, Bildg. No. 2, 1921 Jef-
ferson Davis Highway, Arlington, Va.
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FOR FPURTHER INFORMATION CON-
TACT:

Jon Baumgarten, General Counsel,
Copyright Office, Library of Congress,
Washington, D.C. 205569 (703-557-
8731).

SUPPLEMENTARY INFORMATION:
Section 110(4) of the first section of
Pub, L. 94-553 (00 Stat. 2541) deals with
the performance of nondramtic literary
or musical works otherwise than in
transmissions to the public. It provides
generally that such a performance, even
if carried out before an audience, is ex-
empt from copyright lability if two
basic conditions are both met: (1) The
performance must be “without any pur-
pose of direct or Indirect commercial
advantage”; and (2) there must not be
“payment of any fee or other compen-
sation for the performance to any of
its performers, promotors, or organiz-
ers.”
Assuming these conditions are met,
the exemption applies if theére is “no
direct or indirect admission charge" or,
alternatively, if “the proceeds, after de-
ducting the reasonable costs of pro-
ducing the performance, are used exclu-
sively for educational, religious, or
charitable purposes. * * *" In cases
where proceeds are to be derived from
an admission charge, the statute also
provides a procedure under which &
copyright owner can prevent the per-
formance by serving an advance notice
of objection.

Under the statute, this notice must be
in writing and signed by the copyright
owner or the owner's authorized agent.
It must be served on the person respon-
sible for the performance at least seven
days before the date of the performance,
and it must state the reasons for the ob-
jection. The Act also provides that no-
tices of objection must “comply in form.
content, and manner of service with re-
quirements that the Register of Copy-
rights shall prescribe by regulation.”

We propose that these matters be
covered by the addition of & new § 201.-
13 to the regulations of the Copyright
Office. Proposed § 201.13 assumes that,
at the time when he or she serves the
notice, the copyright owner has already
acquired some advance knowledge or re-
port of a planned performance. Since the
proposed regulation does not of itself
impose any obligation on the person re-
sponsible for the performance to give the
copyright owner advance notice of it'
the chances are that, at the time the
copyright owner serves a notice of ob-

‘In dealing only with the noltice of objec-
tion to be served by the copyright owner, we
have followed the llternl text of the Act. It
has been argued that “it appears to have
been Congress' intention that those respone
sible for the performance would notify the
copyright owner or his duly authorized agent
of the detalls of the planned performance.
. » ' Korman, Performance Righty in Music
Under Sections 110 and 118 of the 1876 Copy-
right Act, 22 N.Y.LSL. Rev, 521, 527, (1977).
The proposed regulation is not Intended in
any way to prejudge or affect the validity or
invalidity of this argument,

PROPOSED RULES

jection, some information about the per-
formance will be lacking. For example,
the copyright owner may not know the
precise time when the performance is to
be given, or its exact place, or the parti-
cular works to be performed, or whether
or not an admission fee is to be charged.
For these reasons, we are proposing cer-
tain alternatives concerning the infor-
mation to be included in a notice. Also,
since a notice of objection can be effective
only if there is an admission charge, we
are proposing to require the copyright
owner to make clear that, if no admis-
sion fee is charged, the notice will have
no legal effect and can be disregarded.
In setting forth alternatives concern-
ing the contents of the notice, we have
tried not only to take into account the
difficulties faced by copyright owners
lacking specific information, but also to
judge these difficulties in the light of the
legisiative history of section 110(4). This
history suggests that notices of objec-
tion were not intended to consist of gen-
eral or blanket prohibitions, but were in-
tended to be the result of individual copy-
right owners' decisions based on personal
objections to having their works used
without permission for “educational,
religious, or charitable” fund-raising
activities with which they were not in
sympathy.’ The proposed regulation at-
tempts to strike a reasonable balance be-
tween the statute’s intention to tie the
objection to the cirumstances of a partic-
ular performance and the practical
problems facing a copyright owner if in-
formation required in the notice is too
detailed.
Accordigly, proposed §201.13(c) ()
(ii) does not require that the notice in-
clude the exact date or place of per-
formance where either fact is not known
to the copyright owner. However, the
notice must be directed to a specific per-
formance, and not merely to any future
performance for which the recipient
might be responsible. The proposed rule
would require the copyright owner,as an
alternative to identifying a particular
time and place, to state all of the infor-
mation available to the owner about the
plans for the performance, and the
source of that information. This altermna-
tive is not intended to waive or otherwise
affect the seven-day requirement for ad-
vance service imposed by the Act.
Proposed § 201.13(c) (1) (iif) requires,
as & general rule, that the notice of ob-
jection specify the title and at least one
author of each work covered by the
copyright owner’s notice of objection.
However, since the owner may not know
precisely which works are planned to
be Included In the performance, no limit
is placed on the number of works that
can be covered by a particular owner's
notice. Moreover, recognizing that some
copyright owners may object to a par-
ticular performance of any and all of
thelr works, and that the total number
of works involved may be too large to
permit separate identification, §201.13
(¢)(2) proposes to permit the serving

*8ee, eg., HR. Rep. No. 04-1476, O4th
Cong,, 2d Sess., Sept. 8, 1076, at 86.

of & notice of objection covering a group

of works without separate identification

ander certain carefully defined condi-
ons.

In addition to comments on the fore-
going and the proposed regulation
general, we Invite specific comments on
the following:

(1) Section 102 of the Transitional and
Supplementary Provisions of Pub. L, 94—
553 states: “This Act becomes effective
on January 1, 1978, except as otherwise
expressly provided by this Act, * * *"
Since section 110¢4) requires the service
of notice “at least seven days before the
date of the performance,” and perform-
ances may take place during the first
seven days of 1978, what should be the
effective date of the regulation?

(2) In view of the shorl time period
provided for notice, should the regula-
tion provide for service by telegram, or
similar means of communication, as al-
ternatives to personal service or service
by first-class mail?

Copies of all comments will be avail-
able for inspection and copying between
the hours of 8 am. and 4 p.m., Monday
through Friday, in the Public Informa-
tion Office of the Copyright Office, Room
No. 101, Crystal Mall, Building 2, 1921
Jefferson Davis Highway, Arlington, Va.

Proposed Regulation, We propose to
amend Part 201 of 37 CFR Chapter II by
adding a new § 201.13 to read as follows:

§201.13 Notices of objection to certain
noncommercial  performances of
nondramatic  literary or musical
works.

(a) Definitions. (1) A “Notice of Ob-
Jection"” is a notice, as required by sec-
tion 110(4) of title 17 of the United
States Code as amended by Pub. L. 94-
553, to be served as a condition of pre-
venting the noncommercial performance
of a nondramatic literary or mmusical
work under certain circumstances.

(2) A “performing rights society” is
an organization coming within the def-
inition provided by section 118(e) (3) of
title 17 of the United States Code as
amended by Pub. L. 984-553.

(b) Form. The Copyright Office does
not provide printed forms for the use
of persons serving Notices of Objection.

(¢) Contents. (1) A Notice of Objec-
tion must clearly state that the copy-
right owner objects to the performance,
and must include g1l of the following:

(1) Reference to 17 US.C, §110(4) as
the statutory authority on which the
Notice of Objection is based;

(ii) The date and place of the per-
formance to which an objection is being
made; however, if the exact date or place
of a particular performance, or both, are
not known to the copyright owner, it is
sufficient if the Notice describes all of the
information the copyright owner has
about the plans for a particular perform-
ance and the source of that information.

(i) Clear identification, by title and
at least one author, of the particular
nondramatic literary or musical work or
works, to the performance of which the
copyright owner thereof is lJodging objec-
tion. A Notice may cover any number of
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separately identified copyrighted works
owned by the copyright owner serving
the objection. A blanket notice without
separate identification of copyrighted
works, and purporting to cover all or a
part of the works written by, owned by,
or capable of being licensed by a particu-
Iar individual or organization, shall have
no legal effect except under the con-
ditions specified in clause (2) of this
paragraph (c).

(lv) A concise statement of the rea-
sons for the objection.

(2) A blanket notice lacking separate
identification of the particular copy-
righted works covered by the objection
shall be valid only If all of the following
conditions are met and the Notice so
states:

(1) Among the owners of copyrights
in the works covered by the Notice, there
shall be at least one owner who is com-
mon to all such copyrights, and the No-
tice shall clearly identify that owner
and shall be served by or with the au-
thority of such owner.

(i) The copyright owner serving or
authorizing service of the Notice: (A)
lacks complete knowledge of the particu-
lar works to be performed; and (B)
wishes to lodge objection to a particular
performance of any or all works of which
he or she is copyright owner.

(1i) The total number of nondramatic
literary or musical works covered by the
Notice must be miore than one hundred,
making it impracticable to identify them
separately.

(lv) If the Notice is served on behalf
of the copyright owner by an agent or
performing rights soclety, such owner
must have expressly authorized the agent
or society to object to the particular per-
formance and to include within the scope
of the objection all of the works covered
by the Notice.

(v) The Notice shall identify, by name,
address, and telephone number, a par-
ticular individual whom the person re-
sponsible for the performance can con-
tact to determine whether a particular
work planned for performance is in fact
covered by the Notice,

(3) A Notice of Objection must also
include clear and prominent statements
explaining that:

(1) A [faflure to exclude the works
identified in the Notice from the per-
formance in question may subject the
person responsible for the performance
to Jlabﬂny for copyright infringement;
an

(ii) The objection is without legal
effect if there is no direct or Indirect ad-
mission charge for the performance, and

if the other conditions of 17 USC.

§110¢4) are met.

(d) Signature and Identification. A
Notice of Objection shall bear the actual
handwritten signature of the copyright
owner or the owner's duly authorized
agent, accompanied by the full name,
address, and telephone number of that
person, typewritten or printed legibly
by hand, A Notice signed on behalf of
a copyright owner by an agent or per-
forming rights soclety shall clearly iden-

PROPOSED RULES

tify the copyright owner whom the agent
or society represents,

(e) Service. A Notice of Objection shall

be served on the person responsible for
the performance by personal service, or
by first-class mail,
(17 US.C. 207, and under the following
sections of Title 17 of the United States Code
as amended by Pub, L. 04-553; 5 110(4);
702.)

Dated: August 26, 1977.

- BArBARA RINGER,
Register of Copyriohts.

Approved by:

DanteL J. BOORSTIN,
Librarian of Congress.

[FR D0c.77-25713 Piled 0-1-77;8:45 am|

INTERSTATE COMMERCE
COMMISSION

(49 CFR Part 1003)
[EX PARTE NO. 55 (Sub-No. 26) |

LIST OF FORMS
Revision of Application Procedures

AGENCY: Interstate Commerce Com-
mission.

ACTION: Proposed rules.

SUMMARY: The Interstate Commerce
Commission (Commission) is proposing
to revise the application forms for per-
manent motor carrier, broker, water car-
rier and freight forwarder authority, by
requiring the inclusion of certain ad-
ditional material by applicants and wit-
nesses through which minimal prere-
quisites for a grant of operating author-
ity could be established. The Commis-
sion also proposes an internal restruc-
turing of its case processing procedure,
These revisions would expedite the is-
suance of certificates, permits and U-
censes in those proceedings where no
opposition is encountered.

DATES: Written comments should be
filed with the Commission 6n or before
October 3, 1977,

ADDRESSES: Send comments to: Office
of Proceedings, Interstate Commerce
Commission, Washington, D.C. 20423.

FOR FURTHER INFORMATION CON-
TACT:

Michael Erenberg, Assistant Deputy

Director, Office of Proceedings, Inter-

state Commerce Commission, Wash-

};;g;on D.C. 20423, Phone: (202-275-
).

SUPPLEMENTARY INFORMATION:
On June 2, 1977, a Staff Task Force was
established for the purpose of investigat-
ing the Commission’s present-day ad-
ministration of the Interstate Commerce
Act, particularly as it relates to motor
carriers, and recommending improve-
ments in motor carrier regulation. In its
report, issued July 6, 1977, the Stafl
Task Force, after concluding that the
increase in motor carrier application
filings during the current (1977) fiscal
year necessitated the easing and stream-
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lining of entry controls, made 39 specific
recommendations for improving motor
carrier regulation. The proposed revi-
sions contemplated In this rulemaking
are an outgrowth of Recommendation
No. 1 contained in the Staff Tusk Force

.report.

OVERVIEW OF CURRENT APPLICATION AND
Case Processing PROCEDURES AND NEED
FOR IMPROVEMENT

Current Commission application and
case processing procedures are multi-
faceted processes, the first (or initiat-
ing) part of which inyolves the filing by
applicant of a standarized form which
essentially calls for (1) the identity of
applicant, (2) the authority sought, (3)
a4 caption or summary of the authority
sought suitable for publication 'in the
Federal Register (4) the authority held,
(5) the statutory impediments (com-
mon control or dual operations), if any,
to authorization of the proposed service,
and (6) a certification of support from
a supporting witness indicating a willing-
ness to appear and testify concerning
the need for a proposed service, After the
application is received at the Commis~
sion, it Is examined by clerical staff for
completeness and accuracy but not for
legal sufficlency and compliance with
current policy relative to commodity and
territorial descriptions. Thereafter a
caption is sent to the Federal Register
for publication to afford notice to com-
petititors and other interested persons.
A 30-day protest period is allowed follow-
ing publication in the Federal Register,
after which time the proceeding Is either
designated for handling under the modi-
fied procedure or assigned to an oral
hearing. The order designating the pro-
ceeding for handling under the modified
procedure also will fix the date op or
before which an applicant must submit
to the Commission and serve upon pro-
testants, if any, its verified statements in
support of the application (case-in-
chief).

After an applicant’s verified state-
ments in support of the application have
been filed, if the application is unpp-
posed (or if, following submission by ap-
plicant of its verified statements in sup-
port of the application, protestants with-
draw their protests), the application
proceeding is referred immediately to a
decisionmaker for disposition. Follow-
ing decision, an order is prepared and
served upon applicant which, In the
event the sought authority is granted, ia
then required to comply with applicable
provisions of the Interstate Commerce
Act and the Commission’s rules and reg-
ulations before an appropriaste certifi-
cate, permit, or license finally may be
issued.

While current case processing pro-
cedure may appear to be suitable in op-
posed application proceedings, it is un-
necessarily time-consuming where appli-
cations are unopposed. Over 6 months is
now required to process the average un-
opposed application proceeding. Al-
though the proposed revisions would af-
fect all application proceedings, whether
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opposed or unopposed, substantial sav-
n?zs wotlld be realized by sapplicants,
their supporting witnesses, and the Com-~
mission only in unoppose«ti8 ?plfvaet:o:
roceedings. This represents, how g

glgmncsnt number of proceedings. Dur-
ing the 6-month period ending June 30,
1977, an average of 145 unopposed appli-
cation proceedings, or approximately 25
percent of all (opposed and unopposed)
application proceedings decided on their
merits, were processed each month.

DiIscussION OF PROPOSED REVISIONS

A substantial portion of the delay and
expense Inherent in the application and
case processing procedures outlined
above could be eliminated, at least inso-
far as unopposed application proceed-
ings are concerned, by the simple expedi-
ent of requiring applicants and their
supporting witnesses to supply enough
information with their applications to
enable the Commission lawfully to au-
thorize the proposed service where the
application is unopposed. As a necessary
adjunct to revision of the application
forms, the Commission coincidentally
would restructure its internal case proc-
essing procedure.

Under the proposed revisions, appli-
cants would be required to append to
their application forms (1) a current
balance sheet and income statement, (2)
a list describing their equipment and
their pertinent terminal locations, (3) a
brief statement concerning the feasibil-
iyt of the proposed operation, and (4) a
certification of familiarity with applica-
ble safety regulations. Applicants’ sup-
porting witnesses would be required to
include in their certifications of support
(1) a brief description of the transporta-
tion services currently employed, and
(2) the extent to which the proposed
service, if authorized, would be used.

For its part, the Commission, in re-
structuring its internal case processing
procedure, would restaff its existing cap-
tions unit with qualified paralegal per-
sonnel who, upon receipt of applications
conforming to the revised standards,
would review the applications for com-
pleteness, accuracy, and legal sufficiency
and, if necessary would modify descrip-
tions to conform to the current Commis-~
sfon policy or simplifying grants of au-
thority. The applications would then be
referred through an appropriate deci-
sionmaker to the FrpEral REGISTER as
a short-form order. Each short-form
order so published would (1) recite
the authority sought, (2) make other
necessary and appropriate findings,
and (3) indicate that in the absence
of legally sufficient and timely filed pro-
tests, or other legal impediments which
would require consideration on a more
Tully developed record, a certificate, per-
mit, or license will be issued to applicant
upon compliance with applicable statu-
tory and regulatory prescriptions. The
order-notice would be, in effect, an in-
itial decision which would become effec-
tive automatically in the absence of a
valid protest,

PROPOSED RULES

Aside from the obvious savings of time
and expense for applicants and their
supporting witnesses, the Commission,
upon implementation of this proposal,
would experience a substantial and con-
tinuous reduction in the overall amount
of time that must be spent on process-
ing pending application proceedings,
thereby freeing staff and decisionmaking
bodies allke to concentrate efforts upon
reducing the backlog of opposed appli-
cation proceedings. Additionally, in those
proceedings where opposition is encoun-
tered, the application would be in proper
form for easier processing either at a
hearing or under the modified procedure.

The proposed revisions would not in-
crease the overall burden upon appli-
cants and their supporting witnesses;
they merely require that easily accessible
information be submitted at an earlier
stage in the proceeding. The proposal af-
fects neither the substantive law nor the
procedural integrity of the Commission’s
decisionmaking process; nor is it in-
tended to straightjacket applicants and
their supporting witnesses whose ability
to develop information contained in the
revised application forms will not be for-
feited subsequently either under the
modified procedure or at oral hearing
should opposition surface.

Interested persons are invited to sub-
mit written comments concerning the
proposed revisions. It is not anticipated,
at this time, that oral hearings will be
held. The Commission intends to issue a
final decision in this regard within 60
days from the last day during which
written comments may be filed.

DATES: Written comments should be
filed with the Commission on or before
October 3, 1977,

ADDRESSES: Send comments to: Office
of Proceedings, Interstate Commerce
Commission, Washington, D.C. 20423.
Accordingly, the Commission proposes
to revise application forms OP-OR-9,
OP-OR~11, OP-WC-20, and OP-FF-10
for operating authority (1) by including
in the instructions of each application

form an unnumbered paragraph to read
as follows:

In addition to the other information re-
quired In this form, applicant also is re-
quired to sppend to the form the following
information:

(a) a current balance sheet and Income
statement;

(b) a list describing its equipment and its
pertinent terminal locations;

(¢) & brief statement concerning the feas-
ibllity of the proposed operation; and

(d) & certification of famillarity with ap-
plicable safety regulations; and (2) by insert~
ing in the certification of support to each
application form immediately preceeding the
words “The undersigned shipper supports the
following applications for authority similar
to that sought in this applieation. (If none,
50 state)”, the following unnumbered para-
graphs:

Described briefly the transportation serve
lees currently employed:

Indicate the extent to which applicant's
proposed service, If authorized, would be
utilized by you (ie, volume to be tendered
e T S W S RN RIS SIS e e

This notice of proposed rulemaking is
promulgated under the authority con-
tained in 49 U.B.C. §§ 304, 904, and 1003;
and 5 U.S.C, § 553, and was adopted for-
mally at a General Session of the Inter-
state Commerce Commission held at its
office in Washington, D.C., on the 16th
day of August, 1977.

By the Commission (Commissioner
Hardin not participating) .
H. G, Homue, Jr.,
Actling Secretary.
[FR Doc/77-25858 Filed 9-1-77;8:4 Sam |

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

[50 CFR Part 26]

RUBY LAKE NATIONAL WILDLIFE
REFUGE, NEVADA

Public Entry and Use; Proposed Special
Regulations; Correction
AGENCY: Fish and Wildlife Service,

Interior, y

ACTION: Special Regulations, correc-
tion.

SUMMARY: This document clarifies the

proposed special regulations for Ruby

Lake National Wildlife Refuge, Nev.,

2gsblls;hed on August 25, 1977 (42 FR
83) .

Because of an inadvertent omission,
the proposed regulations did not make
it known that Ruby Lake National Wild-
life Refuge is In the state of Nevada,
This omission caused an error to appear
in the table of contents for that day's
issue of the FeperAL RecisTer. The pro-
posed regulations did not specifically
state that the refuge is in Nevada, and
the table of contents erroneously indi-
cated that this refuge was in Oregon.
This clarification is necesary to ensure
that any interested parties are not
confused,

DATES: Comments regarding the pro-
posed special regulations must (still) be
submitted by September 25, 1877.

FOR FURTHER INFORMATION CON-
TACT:

Lawrence G. Kline, Division of Na-
tional Wildlife Refuges, U.S. Fish and
Wildlife Service, Washington, D.C.
20420, telephone 202-343-4305.

Dated: August 26, 1977.

Harvey K. NeLsON,
Director, U.S. Fish
and Wildlife Service.

[FR Doc,77-25711 Filed 9-1-77:8:45 am |
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notices

This section of the FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the public. Notices
of hearings and Investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and applications
and agency statements of organization and functions are

ples of d s app

ring in this section.

DEPARTMENT: OF AGRICULTURE
Food and Nutrition Service
FOOD STAMP PROGRAM
Public Hearings

Notice is hereby given of the intent of
the Department of Agriculture to hold
public hearings on the Food Stamp Pro-
gram. The purpose of the hearings will
be to consider public comments and con-
cerns about the operations and pro-
cedures of the Food Stamp Program
prior to the preparation of regulatory
changes which will be necessitated by
the proposed legislative reforms of the
Food Stamp Act of 1977.

The authorizing legislation for the
Food Stamp Program expires September
30, 1877, Extension and reform of the
program is being considered as part of
the Food and Agriculture Act of 1977,

The Food Stamp Program provides
low-income households with an oppor-
tunity to obtain & nutritionally adequate
diet by increasing their food purchasing
power through the issuance of a food
coupon allotment. The food coupon al-
lotment differs by household size and
represents the cash equivalent of what a
family of that size needs to purchase the
Department's “thrifty food plan.” The
household must pay cash for the allot-
ment based on its income level, but fn no
event will the household have to pay
more than 30 percent of its net Income
after certain expenses are deducted. The
coupons are used by the household to
pt:rchase food at local authorized retail
stores.

The FPood Stamp Program is operative
in all 50 States, the District of Columbia,
Guam, Puerto Rico, and the Virgin Is-
lands. Approximately 16 million persons
participate in the program monthly,
Over $661 million in coupons are issued
monthly of which $399 million represent
benefits to participating households in
the form of bonus coupons (bonus cou-
pons are the difference between the
amount of the coupon allotment and
what the household has to pay for the
allotment and is 100 percent federally
subsidized) .

Among the major reforms in the pro-
posed Food Stamp Act of 1977 are elim-
ination of the purchase requirement so
that eligible households receive only the
bonus amount of coupons, a standard
deduction in lieu of $ome {temized deduc~
tions, and other measures to simplify ad-
ministration, make the program more
accessible to eligible households, and re-
duce fraud and abuse.

The Department of Agriculture in-
tends to hold a public hearing in each
of the seven Regions of the Food and
Nutrition Service, prior to the prepara-

tion of regulatory changes. All hearings ﬁ?-di ;::;whmm_ call toll-free: 1-800-

:-%lmbg gﬂ_‘d ttorosm pg“oﬂ‘}ht: gawii::elg From Connecticut, Malne, New Hampshire,

below. The hearings may be continued on ~ Rhode Isnd, or Vermont, call toll-free:

the following day if public demand war- - S

rants, The locations and dates for the Min-ATLANTIC REGIONAL OFFICE

hearings are: Jossph H. Dunphy, 1 Vahlaing Center, Route
OcroBex 4—BOsTON, MAss, 526, Robbinsville, N.J. 08591

From New Jersey, call toll-free: 1-800-792-
Morse Auditorium, Museum of Science, Sci- 8808,

ence Park
—Los . land, New York, Pennsylvania, or West
Ocrosms 1) SRS, AL Virginia, call toll-free: 1-800-257-8111,
Music Room, The Biltmore Hotel, 515 South prom Puerto Rico or the Virgin Islands, oail
Olive Street collect: 809-753-4487.
OcTouer 11-—ATLANTA, Ga. SOUTHEAST REGIONAL OFFICE
Georgia Baliroom, Sheraton-Atlanta Hotel, mTed Hightower, 1100 Spring Street NW.
West Peachtree Street, near North Avenue. Atlanta, Ga, 30309,
O ER 13—DENVER, COLO. From Georgia, call toll-free: 1-800-282-0414.

From Alabama, Florida, Kentucky, Missis-
‘Room 269, 1823 Stout Street. sippi, North Caroclina, South Carolinn, or
Ocrorer 13—Csicaco, 1L,

Tennessee, call toll-free: 1-800-241-1755,
R AL OrFrFics
Hearing Room No. 2, 17th Floor, Tilinols De- B ON
partment of Registration and Education, Russell T, Forte, 536 South Clark Street,

Chicago, T11. 60605,
B9 FaeE SacIon Houlevard, From Illinos, call toll-free: BO0-072-3188,
Ocroser 18—Davras, TEx.

From Indiana, Michigan, Minnesota, Ohlo,
Pirst Presbyterian Church, Harwood and or Wisconsin, call toll-free: 800-621-3100.
Wood Streets,

SOUTHWEST RrcIONAL OFyick
Ronald J, Rhodes, 1100 Commerce Street,
Ocrosen 16—Bautimore, Mo. Dallas, Tex, 76242,

War Memorial Hall, Lexington and Gay  prom Texes, call toll-free: 1-800-402-£720,
Streets, From Arkansas, Louisiana, New Mexico, or
The FNS Regional Offices will also hold Oklahoma, call toll-free: 1-800-527-7228.

public hearings in selected rural loca-*~ MOUNTAIN PLATNS REGIONAL OFFICE

tions during the month of October. For Room 219

times, dates and locations, please contact C’B‘fn::’? z';': },?,;‘%:”“‘ s L A

the Regional Information Directors prom Colorado, Iowa, Kansas, Missourd, Moti-

listed at the end of this Notice. tana, Nebraska, North Dakota, South Da-
Persons Interésted in participating in kota, Utah, or Wyoming, call toll-fres:
the heasings should contact the Regional 1-800-525-8222,

Information Director for Food dam} WESTERN REGIONAL Orrice

Nutrition Service listed at the end o

this Notice. Toll-free or collect call tele- Bepodicto Aontors, 880 Hoarey o

phone numbers are provided for the prom Calfornia, call toll-free: 1-800-852-

Regional Offices. Information on the 1675.

legislative changes In the proposed Food Prom Arizona, Idaho, Nevada, Oregon, o

Stamp Act of 1877, and a description of Washington, call toll-free: 1-800-227-4082

Issues on which the Department 15 pyom Alaska, call collect: 415-556-7391.

especially interested in comment at the " X "

hearings, will be avallable from the From Guam, call: 245-5333.

Regional Offices. Please indicate which From Hawall, call collect: 546-3144.

hearing you will attend, who will be 3

speaking on your behalf, and approxi- Dated: August 30, 1977.

mately how long your testimony will be, CaroL Tucker FOREMAN,

Written comments may be submitted be- Assistant Secretary.

fore October 21 for those that wish to [FR Doc,77-25763 Filed 9-1-77:8:45 am|

comment but are unable to attend one of .

From Delaware, District of Columbia, Mary-

the hearings in person. Food Safety and Quality Service
The appropriate Regional Information EXPERT PANEL ON NITRITIES AND

Director and toll-free number to con- NITROSAMINES

tact for your State are: Meeting and Agenda

New ENGLAND REGIONAL Orrice

Catherine Jensen, 34 Third Avenue, Burling-
ton, Mass. 01803,

Notice is hereby given of a meeting of
the Expert Panel on Nitrites and Nitro-
samines to be held in Room 1G042, For-

FEDERAL REGISTER, VOL. 42, NO. 171—FRIDAY, SEPTEMBER 2, 1977




44252

restal Bullding, 10th and Independence
Avenue SW., Washington, D.C,, Septem-~
ber 19, 1877, at 9:30 a.m.

The sgenda of the meeting will con-
sist of: (1) Discussion of topics perti-
nent to declsions on nitrite use in meat
and poultry, and (2) the adoption of rec-
ommendations to be present in the
Panel's final report.

The meeting will be open to the pub-
lic and under the direction of the Panel
Chairperson or her designee. Written
statements may be filed with the Panel
before or after the meeting. Any mem-
ber of the public who has further ques-
tions should contact the Issuance Co-
ordination Staff, Technical Services,
Food Safety and Quslity Service, U.S.
Department of Agriculture, Room 4905,
South Agriculture Building, Washington,
D.C. 20250, Area Code (202) 447-6189.
Any person who wishes to file a state-
ment may send such statement to the
Issuance Coordination Staff at the above
address.

Done at Washington, D.C., on August
31, 1977.
ROBERT ANGELOTTI,
Administrator,
Food Safety and Quality Service,

IFR Doc.77-26867 Filed 0-1-77,8:45 am|

Forest Service
CENTRAL NEVADA PLANNING UNIT

Availability of Amendment to Final Environ-
mental Statement

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1968, the Forest Service, Department of
Agriculture, has prepared an amend-
ment to the final environmental state-
ment for the Central Nevada Planning
Unit, Toiyabe National Forest, Nev, The
Forest Service report number is USDA-
FS-FES (Adm) R4-75-18.

As a result of a request for reconsider-
ation of the decision to implement the
land management plan, the Forest Su-
pervisor agreed to reinventory and to
reevaluate the wilderness characteristics
of roadless areas. After completing the
reinventory and reevaluation on the
roadless area situation, two additional
wilderness study areas, totaling 12,355
acres, were identified, They are adja-
cent to the Arec Dome and Are Dome Ex-
tension wilderness study areas. Also, ad-
ditional roadless study areas not identl-
fied in the previous study are evaluated
in the amendment.

This amendment to the final environ-
mental statement was transmitted to
CEQ on August 26, 1977,

Copies are avallable for inspection
during regular working hours at the fole
lowing locations:

USDA, Forest Service, South Agriculture
Bldg., Room 3280, 12th St. and Independ-
ence Ave. SW., Washington, D.C. 20250,

Reglonal Planning Office, USDA, Forest Serv-
ice, Federal Bullding, Room 4120, 324-25th
Street, Ogden, Utah 84401,

NOTICES

Forest Supervisor, Tolyabe National Porest,
111 North Virginia Street, Room 601, Reno,
Nev, BO501.

District Forest Ranger, Austin Ranger Dis-
trict, Austin, Ney. 88310,

District Forest Ranger, Tonopah Ranger Dis-
trict, P.O. Box 938, Tonopah, Nev. 806049,

A limited number of single coples are
available upon request to Forest Super-
visor John J, Lavin, Toiyabe National
Forest, 111 North Virginia Street, Room
601, Reno, Nev, 89501,

Copies of the amendment to the final
environmental statement have been
sent to various Federal, State, and local
;:éncies as outlined in the CEQ Guide-

es,

Dated: August 25, 1977.

Emxar L. Rooer,
Deputy Chief.
[FR Doc.7T7-25661 Flled 9-1-77;8:45 am|

Rural Electrification Administration

INDIANA STATEWIDE RURAL ELECTRIC
g(l)v(l);lEOILATIVE. INC,, HOOSIER ENERGY

Final Environmental Impact Statement

Notice is hereby given that the Rural
Electrification Administration has pre-
pared a Final Environmental Impact
Statement in occardance with section 102
(2)(C) of the National Environmental
Policy Act of 1969, In connection with a
request for a loan guarantee commii-
ment from the Rural Electrification Ad-
ministration for Hoosler Energy Division.
P.O. Box 908, Indiana Statewide R.E.C.,
Inc., of BEloomington, Ind. 47401. This
loan guarantee commitment will assist
in obtaining finanecing for the construc-
tion of two 480 MW coal-fired steam
generating units near Merom, Ind., ind

«~associated transmission facilities.

Additional information may be se-
cured on request, submitted to Mr.
Richard F. Richter, Assistant Adminis-
trator—Electric, Rural Electrification
Administration, U.S. Department of
Agriculture, Washington, D.C. 20250. The
Final Environmental Impact Statement
may be examined during regular busi-
ness hours at the offices of REA in the
South Agriculture Bullding, 12th Street
and Independence Avenue SW., Wash-
ington, D.C., Room 4043 or at the bor-
rower address indicated above,

Final REA action wtih respect to this
matter (including any release of funds)
may be taken after October 3, 1977, but
only after REA has reached satisfactory
conclusions with respect to its environ-
mental effects and after procedural re-
quirements set forth in the National En-
vironmental Policy Act of 1869 have been
met.

Dated at Washington, D.C., this st
day of September 1977.
JoseEPH VELLONE,
Acting Administrator, Rural
Electrification Administration.

| FR Doc,77-258903 Filed 9-1-77,10:42 am|

CIVIL SERVICE COMMISSION
CIVIL SERVICE COMMISSION

Grant of Authority to Make a Noncareer
Executive Assignment

Under authority of section 9.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the Civil
Service Commission to fill by noncareer
executive assignment in the excepted
service the position of Director, Congres~
sional Relations, Office of the Chairman.

. Ustrep States Civin Serv-
108 COMMISSION,
James C, SPry,
Erxecutive Assistant to the
Commissioners.

[FR Doc,77-25644 Plled 0-1-77,8:456 am|

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Grant of Authority To Make a Noncareer
Executive Assignment

Under authority of section 8.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the Equal
Employment Opportunity Commission to
fill by noncareer executive assignment
in the excepted service on a temporary
basis the position of Executive Assistant
to the Chair (Compliance and Enforce-
ment), Office of the Chair.

Unitep STaTES CIvin. SERV-
1CE COMMISSION,
James C, Sery,
Ezecutive Assistant to the
Commissioners.

[FR Doc,77-25045 Filed 0-1-77;8:45 am|

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Grant of Authority to Make a Noncareer
Executive Assignment

Under authority of section 9.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the Equal
Employment Opportunity Commission to
fill by noncareer executive assignment in
the excepted service on a temporary
basis the position of Executive Assistant
to the Chair (Legal) Office of the Chair.

UNIrED STATES CIvIL SERV-
ICE COMMISSION,
James C. SPryY,
Ezxecutive Assistant to the
Commissioners.

|FR Do¢.77-25648 Filed §-1-77;8:456 am|

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Grant of Authority to Make a Noncareer
Executive Assignment

Under authority of section 9.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the Equal
Employment Opportunity Commission to
fill by noncareer executive assignment In
the excepted service on a temporary
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basis the position of Executive Assistant
to the Chair (Program and Policy), Office
of the Chair.

UNITED STATES CIVIL SERY~
1cE COMMISSION,
James C. Srry,
Ezxecutive Assistant to the
Commissioners.

[FR Doc.T7-25647 Filed 9-1-77;8:456 am]|

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Revocation of Authority to Make Noncareer
Executive Assignment

Under authority of section 9.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission revokes the author-
ity of the Equal Employment Opportu-
nity Commission to fill by noncareer ex-
ecutive assignment in the excepted serv-
fce the position of Executive Assistant
to the Chairman, Office of the Chairman.

UniteEp STATES CIviL SERV~
1cE COMMISSION,
James C. Srry,
Ezxecutive Assistant
to the Commissioners.

[FR Doc.77-25648 Piled 9-1-77;8:45 am|

DEPARTMENT OF COMMERCE

Domestic and International Business
Administration

NATIONAL CANCER INSTITUTE

Decision on ication for Duty-Free E
Scientific Article =Y

The following Is & decision on an ap>
plication for duty-free entry of a sci-
entific article pursuant to Section 6(c)
of the Educational, Scientific, and Cul-
tural Materials Importation Act of 1966
(Pub. L. 89-651, 80 Stat. 897) and the
regulations issued thereunder as amend-
ed (15 CFR 301).

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: 77-00154, Applicant:
National Cancer Institute, Building 10,
Room 8B14, Bethesda, Md. 20014. Arti-
cle: Electron Microscope, Model EM 400
HMG, Water chiller and accessories,
Manufacturer: Philips Electronics In-
struments NVD, The Netherlands. In-
tended use of article: The article is in-
tended to be used to examine human tis-
sues, animal tissues, tissue culture cells,
and molecules and replicas derived
therefrom. Investigations will be con-
ducted to compare malignant cells and
their normal counterparts, in order to
understand basic phenomena such as
membrane structure and its relationship
to known unique functional properties
of various human tumors, such as anti-
body and lectin molecule binding.
Further, the lineage, clinical evolution
and molecular identity of related tumors,
such as the lymphomas and childhood
sarcomas may be determined by char-

NOTICES

acterizing and studying isolated mem-
brane molecules by immunoelectron mi-
Croscopy.

Comments: No comments have been
received with respect to this application.

Decision: Application approved, No in-
strument or apparatus of equivalent sci-
entific 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 article
was ordered (June 23, 1976).

Reasons: The description of the appli-
cant's research and/or educational pur-
poses establishes the fact that a conven-
tional transmission electron microscope
comparable to the foreign article is per-
tinent to the purposes for which the ar-
ticle is intended to be used. We are
advised by the National Bureau of
Standards (NBS) in its memorandum
dated July 15, 1977, that it knows of no
conventional transmission electron mi-
croscope which was being manufactured
in the United States at the time the for-
eign article was ordered. (“Conventional
transmission electron microscopes™ are
not to be confused with “scanning elec-
tron microscopes” which were manufac-
tured domestically at the time the article
was ordered and are still being manufac-
tured in the United States.)

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 FPederal Domestic Assistance Pro-
gram No, 11.105, Importation of Duty-Free
Educational and Scientific Materials,)

RicHARD M. SEPPA,
Director, Special Import
Programs Division,

| FR Doc.77-26638 Plled 9-1-77,8:45 am |

NATIONAL INSTITUTES OF HEALTH

Decision on :rpllcaﬁon for Duty-Free Entry
Scientific Article

The following is a decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to Section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub,
L. 89-6851, 80 Stat. 897) and the regula-
tions issued thereunder as amended (15
CFR 301).

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: 77-00208. Applicant:
National Institutes of Health, National
Eye Institute, Bldg. 6, Rm. 213, 9000
Rockville Pike, Bethesda, Md. 20014, Ar-
ticle: Ultrotome IV Ultramicrotome,
Model LKB 2128-010 and accessories,
Manufacturer: LKB Produkter AB, Swe-
den. Intended use of article: The article
is intended to be used for studies of eye
tissues of the human in both normal and
pathological conditions. Experiments on

44253

the visual system will include: (1) fine
structural study of the photosensitive la-
mellar membranes of the photoreceptor
cells following light exposure in various
conditions; (2) phagocytic activity of the
pigment epithellum of the retina; (3)
fine structural study of the retina and
cornea of vitamin A deficient animals;
(4) cytologic study of the cataractous
lenses; and (5) experimentally induced
eye diseases in animals, Materials will be
embedded in the epoxy resin appropriate
for the material being studied before sec-
tioning.

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, is being manufactured in the
United States,

Reasons: The foreign article has a
cutting speed range of 0.1 to 50 milli-
meters/second (mm/sec). The most
closely comparable domestic instrument
is the Model MT-2B ultramicrotome
manufactured by Ivan Sorvall, Inc. (Sor-
vall). The Sorvall Model MT-2B ultra-
microtome has s cutting speed range of
0.09 to 3.2 mm/sec. We are advised by the
National Bureau of Standards (NBS) in
its memorandum dated June 29, 1977.
that (1) cutting speeds in the excess of
4mm/sec are pertinent to the applicant's
research studies and (2) the domestic in-
strument does not provide the pertinent
feature, We, therefore, find that the
Model MT-2B ultramicrotome is not of
equivalent scientific value to the foreign
article for such purposes as this article
is Intended to be used.

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 is being
manufactured in the United States.
(Catalog of Federal Domestic Assistance Pro-
gram No, 11.108, Importation of Duty-Freo
Educational and Scientific Materials.)

RICHARD M. Seppa,
Director, Special Import
Programs Division.
[FR Doc.77-25630 Filed 9-1-77;8:45 am|

RUSH-—PRESBYTERIAN—ST. LUKES
MEDICAL CENTER, ET AL.

lication for -Free of
fee of &bnﬂbﬂ‘::tyAnlchnw

The following are notices of the receipt
of applications for duty-free entry of sci-
entific articles pursuant to Section 6(¢)
of the Educational, Scientific, and Cul-
tural Materials Importation Act of 1966
(Public Law 89-651; 80 Stat, 897). In-
terested persons may present their views
with respect to the question of whether
an instrument or apparatus of equivalent
scientific wvalue for the purposes for
which the article is intended to be used
is being manufactured in the United
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States, Such comments must be filed in
triplicate with the Director, Spectal Im-
port Programs Division, Office of Import
Programs, Washington, D.C. 20230, with-
In 20 calendar days after the date on
which this notice of application is pub-
lished in the FroErar RecisTer. Amended
regulations issued under cited Act, (15
CFR 301) prescribe the requirements ap-
plicable to comments.

A copy of each application is on file,
and may be examined during ordinary
Commerce Department business hours
gt the Special Import Programs Division,
Department of Commerce, Washington,
D.C. 20230,

Docket Number: 77-00282. Applicant:
Rush-Presbyterian-St, Luke's Medical
Center, Dept. of Pathology, 17563 West
Congress Parkway, Chicago, Ilinois
60812, Article: Ultrdinicrotome, Model
LKB 8800A. Manufacturer: LKB Pro-
duktor AB, Sweden, Intended use of Ar-
ticle: The articie will be used for thin
sectioning of biological materials includ-
ing animal and human speciments, which
will be studied in several research proj-
ects using electron microscopy. The re-
search projects will include ultrastruc-
tural changes in normal and pathological
animal tissues and cells. Cytochemical
studies on enzyme and subcellular or-
ganelle localization in cells will be done
for morphometric studies of red blood
cell membranes. In addition, the article
will be used for instruction given in elec-
tron microscopy techniques and the ul-
trastructure of tissues which includes
tissue processing, thin-sectioning on an
ultramicrotome, and studying the ultra-
structure with an electron microscope.
Application received by Commissioner of
Customs: July 22, 1977.

Docket Number: 77-00283. Applicant:
New Jersey Medical School, Dept of An-
atomy, College of Medicine & Dentistry
of N.J., 100 Bergen Street, Newark, New
Jersey 07103. Article: Electron Micro-
scope, Moaodel EM 201, Manufacturer:
Philips Electronics Instruments NVD,
The Netherlands. Intended use of Ar-
ticle: The article is intended to be used
for the following research projects: (1)
Studies of developmental aspects of
ovarian follicles of the teleost Oryzias
latipes by morphologic, histochemical
and isotope autoradiographic techniques
at the ultrastructural level.

(2) Studies of lonic, protein and bulk
fluid transport across membranes of the
isolated perfused lung, (3) Investigation
of how hypoxia, imposed during the pre-
natal and neonatal periods, affects the
development of the brain, (4) Localiza-
tion of sites of pulmonary fal embolism
and investigation to determine specific-
ally the extent of liproprotein lipase ac-
cumulation at the sites of iniury as well
as lipases in general, (5) Studies of nerve
regeneration and relation of glia to
neurons in Fundulus majalis, (6) Studies
of the cellular movement and establish-
ment of synaptic communieation in the
cerebellum of frog during metamorpho-
sis, and (7) Studies of various organs
and tissues of the grey lethal mouse and
its phenotypically normal littermates.

NOTICES

In addition, the artiicle will be used for
educational purposes in the courses Elec-
tron Microscopy, Experimental Electron
Microscopy and Ultrastructural Re-
search. Application received by Com-
missioner of Customs: August 1, 1877.

Docket Number: 77-00310. Applicant:
National Institute of Environmental
Health Sciences, NIH, DHEW, Labora-
tory of Environmental Biophysics,
NIEHS, P.O. Box 12233, Research Tri-
angle Park, N.C. 27709. Article: Auto-
matic Recording Spectropolarimeter,
Model J-40A. Manufacturer: Japan
Spectroscopic Co., Ltd., Japan. Intended
use of article: The article is intended to
be used for the investigation of the cir-
cular dichrolsm spectra of proteins and
nucleic acids and their complexes with
noncovalently bound small molecules
(drugs, xenobiotics, environmental
agents, etc.). The objectives of the in-
vestigations are to relate the circular
dichroism spectra to the arrangement
of molecular groups in three-dimensional
space. The three-dimensional arrange-
ments of molecular groups will in turn
be used to derive the basic molecular
forces which stabilize the structure of
proteins and nucleic acids and their
complexes with small molecules. Appli-
cation received by Commissioner of Cus-
toms: July 21, 1977,

Docket Number: 77-00311, Applicant:
The Unlversity of Texas Health Science
Center at Houston, Medical School, P.O.
Box 20708, Houston, Texas 77025. Arti-
cle: Isotope Ratio Mass Spectrometer,

"Model 802C and Accessories. Manufac-

turer: VG Micromass Ltd., United King-
dom. Intended use of article: The arti-
cle is Intended to be used in the follow-
ing research areas: (1) Investigation of
mechanisms of action of aldolases—to
provide an understanding into the me-
tabolism of living cells and the intricate
mechanisms of their enzyme catalysts.
(2) Studies of stable isotopes in metabo-
lism in man, (3) Study of nutrition in
man using *N—to provide a detailed in-
sight into the various processes which
govern the uptake and utilization of one
of the major constitutents of man's diet,
protein.

In addition, the article will be used to
teach the techniques of utilizing these
tracers and will Include extensive use
by students not familiar with sophisti-
cated Instrumentation which will involve
a special course, “Instrumental Methods
in Medical Research.” Application re-
ceived by Commissioner of Customs:
July 22, 1977,

Docket Number: 77-00312, Applicant:
Children's Hospital Medical Center, 300
Longwood Avenue, Boston, Massachu-
seits 02155. Article: Electron Microscope,
Model JEM-1008, Haskris Water Recir-
culator and Accessories. Manufacturer:
JEOL Ltd., Japan. Intended use of arti-
cle: The article is intended to be used for
the study of ultrastructure of blological
materials and single brain neurons in ex-
periments to be conducted involving
characterization of brain cell develop-
ment. The instrument will also be used
for graduate instruction in ultra tech-

nique. Application recelved by Commis-
sioner of Customs: July 22, 1977,

Docket Number: 77-00313. Applicant:
University of Wisconsin, The McArdle
Laboratory, Madison, Wis. 53706. Article:
Electron Microscope, Model H-500-5 and
Accessory, Manufacturer: Hitachl Per-
kin-Elmer, Japan. Intended use of arti-
cle: The article i3 intended to be used
in experimental oncology (cancer re-
search) in studies of biological ultra-
structure. The principal projects in
which the article will be used are:

(1) Ultrastructure and mapping of the
genomes of oncogenic DNA viruses—
studles involving a structural analysis
and map lJocation of SV40 virus-specifio
RNAs using the “R loop” method and
that of chemically coupling ferritin to
the ends of RNA molecules as well as
direct visualization of RNA molecules
with the extremely high resolution capa-
ble with this microscope;

(2) Mapping and regulation of tran-
scription of bacterial virus genomes—
molecular mapping of many deletions
and other arrangements in the genome,
using the heteroduplex mapping tech-
nigque by electron microscopy,

(3) Ultrastructure of junctional com-
plexes of primary cultures of hepato-
cytes—investigation of the ultrastructure
of junctional complexes formed between
two hepatocytes in cell culture, and

(4) Ultrastructure of ribosomal pre-
cursor RNA molecules—studies to visual-
ize with the electron microscope the ribo-
somal precursor RNAS (45s, 418 325, efe,)
taken from cells treated with base anal-
ogues including 5-azacytidine, 5-fluor-
ouracll, 8-azaguanine, and 6-thiocgua-
nine,

Application received by Commissioner
of Customs: July 22, 1977.

Docket Number: 77-00314. Applicant:
The University of Michigan, 5419 Medi-
cal Science Bidg. I, Department of Blol-
ogy Chemistry, Ann Arbor, Mich. 48109.
Article: Spectropolarimeter, Model J-
40C with Alternate Measurement Acces-
sory. Manufacturer: Japan Spectroscopic
Co., Ltd., Japan. Intended use of article:
The article is intended to be used for the
investigation of circular dichroism and
magnetic circular dichroism (MCD)
spectra of the peptides, proteins and
metalloproteins and their complexes with
non-covalently bonded molecules, The
objectives of the investigations are to
relate the circular dichroism spectra to
the arrangement of molecular groups in
three-dimensional space. In turn, the
three-dimensional arrangement of mo-
lecular groups will be used to derive the
basic molecular forces which stabilize
the arrangement and the relationships
between molecular arrangement and ef-
fect of the molecules on biological sys-
tems. Application received by Commis-
sioner of Customs: July 22, 1977.

Docket Number: 77-00315. Applicant:
Rutgers, The State University Nuclear
Physics Laboratory, Frelinghuysen Road,
Piscataway, N.J. 08854. Article: Com-
pressor Sextupole and Accessories. Man-
ufacturer: ANAC Inc., New Zealand. In-
tended use of article: The article is in-
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tended to be used to investigate spins,
parities, energy levels, and energy-level
gross structure in stomic nuclejc being
studied. Elastic and Inelastic proton and
deuleron scattering experiments will be
carried out with angular distributions,
angular correlations, and excitation
functions being measured. The experi-
ments will be conducted to study the
spin~dependent effects of nuclear forces
and those properties of nuclear states
which require the use of atomio beams.
The article will also be used In a research
program by graduate students working
for the Ph. D. degree and will be used
to meet the dissertation requirement for
that degree. Application received by
Commissioner of Customs: July 26, 1977.

Docket Number: 77-00318, Applicant:
Veterans Administration Hospital, 11201
Benton Street, Loma Linda, Calif. 92354.
Article: Electron Microscope, Model EM
10A. Manufacturer: Carl Zeiss, West
Germany. Intended use of article: The
article is intended to be used for exami-
nation of tissue specimens including kid-
ney biopsy, liver biopsy, and many mus-
ele blopsy from VA patients as part of &
routine anatomical pathology service.
Specific application includes the study
of red cell shape at the magnification of
30,000 times. The article will also be used
for the training of pathology residents
and postdoctoral fellows. Medical tech-
nician trainees, as well as a wide variety
of students in order health related pro-
fesslons will have access to the article.
Application recetved by Commissioner of
Customs: July 26, 1977.

Docket Number: 77-00317. Applicant:
University of California, Los Alamos Sci-
entific Laboratory, P.O. Box 890, Los Ala~-
mos, N. Mex, 87545. Article: (8) each;
Kits, Preamplifier, CO, Laser, Consisting
of Main Discharge Electrodes and Ac-
cessories. Manufacturer: Lumonics Re-
search ILtd., Canada. Intended use of
article: The article Is intended to be used
to amplify the short-pulses produced in
the osclllator-switch out section to an
energy level capable of efficlently ex-
tracting the stored energy In the large
power amplifier modules of the eight-
beam system. This eight-beam system
will play an important role in determin-
ing the feasibility of producing useful
fusion energy from pulsed, hige power
CO; laser systems. Application received
by Commissioner of Customs: July 28,
1977,

Docket Number: T7-00318. Applicant:
Worcester Polytechnic Institute/Alden
Research Laboratory, 30 Shrewsbury
Street, Holden, Mass, 01520. Article;
Miniature Propeller Flowmeter, Manu-
facturer: Delft Hydraulics Laboratory,
Netherlands. Intended use of article: The
article is intended to be used for meas-
urement of current patterns specifically,
investigations of spatial and temporal
velocity variations of water flow having
poor water quality. Typical experiments
concern the influence of water currents
on sediment transport, thermal! plumes,
fish behavior, coastal engineering and
the design of various types of hydraulic
structures. The article will be used by
undergraduate students for special proj-
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ects, thesis, and for research as part of
graduates research assistantships. Ap-
plication received by Commissioner of
Customs: July 27, 1977.

Docket Number;: 77-00318. Applicant:
University of California School of Medi-
cine, Dermatology Section (111G), 4150
Clement Street, San Francisco, Calif.
94121. Article: Electron Microscope,
Model EM 10A and Accessories, Manu-
facturer: Carl Zelss, West Germany, In-
tended use of article: The article is in-
tended to be In the study of the cell
blology of skin, particularly of the epi-
dermis. Investigations will be conducted
with the following objectives:

(1) To define membrane and cellular
structures of the epidermis which sub-
serve the barrier function,

(2) To characterize and localize major
depots of lipids, of presumed importance
for barrier function, within the epider-
mis, and

(3) To elucidate major pathways of
percutaneous absorption, l.e., to deter-
mine which classes of polar vs, non-polar
substances utilize intercellular vs, trans-
cellular routes,

Application received by Commissioner
of Customs; August 1, 1977.

Docket Number: 77-00320. Applicant:
University of Miami, Rosenstiel School
of Marine and Atmospheric Science, 4600
Rickenbacker Causeway, Miami, Fla.
33149, Article: Thermometer and Acces-
sories. Manufacturer: Watanabe Keiki
Manufacturing Co., Japan. Intended use
of article: The article is intended to be
used for educational purposes in MSC-
101, Survey of Oceanography, a course
conceming introduction to oceanogra-
phy, methods, and techniques. Applica-
tion received by Commissioner of Cus-
toms: August 1, 1977.

Docket Number: 77-00321, Applicant:
University of North Csarolina, Wilming-
ton, P.O. Box 3725, Azalea Station, Wil-
mington, N.C. 28401. Article: CD-4
Parkinson-Cowan Dry Gasometer and
Accessories. Manufacturer: Barchard
Engineering, Itd., Canada. Intended use
of article: The article is Intended to be
used in the course PED 318 Exercise
Physiology which {5 concerned with hu-
man physiological response to exercise
and training., The course objectives are
to enable students to:

(1) Accurately describe the processes
of exercise metabolism reiative to a basic
understanding of work physiology.

(2) Demonstrate a satisfactory level
of knowledge concerning physiological
adaptation to exercise and training spe-
cific to the circulatory and respiratory
systems in both normal and abnormal
environments,

(3) Demonstrate skill in techniques of
determining circulorespiratory fitness
including the interpretation of results,

(4) Construct individual and/or group
training regimens based on sound physi-
ological training principles in terms of
progressive increases in workload and de-
sired outcome,

(5) Demonstrate knowledge of human
thermal regulation as it relates to pre-
vention of heat exhaustion and heat
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stroke during adverse working condi-
tions, and

(6) Identify several sources for keep-
ing up-to-date through reading in rep-
utable journals which report sclentific
research in exercise physiology.

Application received by Commissioner
of Customs: August 1, 1977.

Docket Number: 77-00322. Applicant:
Albert Einstein College of Medicine, 1300
Morris Park Avenue, Bronx, N.Y, 10461.
Article: Microcalorimetry System, Mod-
el LKB 10700. Manufacturer: LKB Pro-
dukter AB, Sweden. Intended use of arti-
cle: The article is intended to be used in
the Investigation of the pre-polymeriza~
tion phase of the gelation of Hemoglobin
8 which will help to understand the
mechanism of the polymerization proc-
ess. Application received by Commission-
er of Customs: August 3, 1877,

Docket Number: 77-00324. Applicant:
Purdue University, Purchasing Depart-
ment, ADMS Building, West Lafayette,
Ind, 47907. Article: DDV-11-C Rheovi-
bron Dynamic Viscoelastometer, DDV-
LFS Low Frequency Sweep System, and
DDV-SF 8Set Grips for testing Shear
Modulus, Manufacturer: Toyo Baldwin
Co., Ltd,, Japan. Intended use of article:
The article will be used for studies of a
range of glassy and crystallirie materials,
primarily inorganic in character, which
are of interest in materials science. The
experiment will consist of determinations
of the temperatures at which small fibers
of these glasses, or small crystals of B-
alumina type materials, dissipate me-
chanical energy at fixed frequency of
mechanical stressing, and of the fre-
quency range over which mechanical en-
ergy is dissipated at fixed temperatures.
The objectives of this experiment are (1)
to characterize the shape of the mechan-
ical loss spectrum to permit comparison
with the shape of the electrical loss spec-
trum at the same temperature and pres-
sure for superionic conducting crystal-
line materials with this object of
understanding the material character-
istics necessary to produce superionic
conducting abllity and (i) to study the
shape and temperature dependence of
the mechanical loss spectrum in both
primary and secondary relaxation re-
glons In glassy materials to permit com-
parisons with electrical relaxation and
magnetic relaxation characteristics, Ap-
plication received by Commissioner of
Customs: August 3, 1977.

Docket Number: 77-00325. Applicant:
United States Energy Research and De-
velopment Administration, P.O. Box 550,
Richland, Wash. 99325, Article: Camera,
Image Converter Imacon Model 790/520
and accessories, Manufacturer: Hadland
Photonics Ltd., United Kingdom. Intend-
ed use of article: The article is intended
to be used for the Investigation of record-
ing photographic images of transient
events in experiments to see if laser
heated solenoid will provide energy. The
article and accessories will be attached
to the laser beam tube in such a way as
to allow them to be used to photograph
the events which occur during the ex-
periments. Application received by Com-
missioner of Customs: August 3, 1977,
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Docket number: 77-00326. ‘Applicant:
Sandia Laboratories, Kirtland AFB, East
Afbuguerque, N. Mex. 87115. Article:
Transistorized Power Source—For Tung-
sten Inert Gas Welding. Manufacturer:
The Welding Institute, United Kingdom.
Intended use of article: The article is
Intended to be used in a wide range of
applications including.but not limited to
the following materials: (a) austenitic
stainless steel; (b) Fe-Ni-Co alloys; (¢)
molybdenum and its alloys; (d) tungsten
and {ts alloys; (e) high strength alloy
steel; and (f) sluminum alloys. Experi-
mentation will involve study of a wide
range of pulse forms in order to manipu-
late weld pool solidification and dendritic
spacing. In particular, the dependence of
the fracture toughness of welds on the
microstructures will be Investigated.
Also, the control of solidification to avold
hot cracking will be studted. Application
received by Commissioner of Customs:
August 3, 1977.

Docket number: T7-00327. Applicant:
Duke University, Durham, N.C, 27710,
Article: LKB 2127-001 and 2127-021
Tachophor complete with TachoFrac
complete, with Power ' Supply Unit
equipped with Accessories. Manufac-
turer: LKB Produkter AB, Sweden, In-
tended use of article: The article is In-
tended to be used for studies of spinal
fluid samples from patients with neuro-
logical diseases, especially multiple scle-
rosis. Proposed studies will attempt to:
(1) define further the specificity of the
nucleotide-rich material (NRM): (2)
determine whether the NRM contains
DNA, RNA or nucleoprotein; (3) deter-
mine whether the NRM exists in the
cerebrospinal fluid free or complexed to
IgG: and (4) isolate the NRM from CSF
or tissues. The major objective of the
studies will be to determine whether the
NRM 1is derived from host tissues or from
foreign elements, such as a virus. Appli-
cation received by Commissioner of Cus-
toms: August 3, 1977.

(Catalog of Federa! Domestic Assistance Pro-
gram No. 11,105, Importation of Duty-Free
Educational and Sclentific Materials.)

RicrARD M. SEPPA,
Director, Special Import
Programs Division,

|FPR Doc.77-25700 Flled 0-1-77,8:456 am]

ST. FRANCIS HOSPITAL, ET AL.

Consolidated Decision on Applications for
Duty-Free Entry of Ultramicrotomes

The following is a consolidated dec!-
sion on applications for duty-free entry
of ultramicrotomes pursuant to Section
6(c) of the Educational, Scientific, and
Cultural Materials Importation Act of
1966 (Pub. L. 89-651, 80 Stat. 897) and
the regulations issued thereunder as
amended (15 CFR 301). (See especially
Section 301.11(e) )

A copy of the record pertaining to each
of the applications in this consolidated
decislon is avallable for public review
during ordinary business hours of the
Department of Commerce, at the Spe-
clal Import Programs Division, Office of

NOTICES

Import Programs, Department of Com-
merce, Wi D.C. 20230.

Docket Number: 77-00187. Applicent:
St. Francis Hospital, 929 North St. Fran-
cis, Wichita, Kans. 67214, Article: Ultra-
microtome, Model LKB 2128-010 and ac-
cessories. Manufacturer: LKB-Produkter
AB, Sweden. Intended use of article: The
article will be used to section human
kidney, liver and neoplasmas (tumors)
which will vary in density and fragility.
Investigations will include ultrastruc-
tural studies on normal and pathologic
human tissue to establish the exact na~-
ture of the disense process in order that
the right modality of treatment will be
given to the patient. Identification of
virus particles by electron microscopy is
a part of clinical virus research which
includes viral hepatitis and other virus-
related diseases. The article will also be
used for the training of pathology resi-
dents In pathologic anatomy which will
involve a study of general principles on
technique and the use of the electron
microscope to study the fine structure of
cells and various subcellular organelles
in different disease processes, Application
received by Commissioner of Customs:
April 1, 1977. Advice submitted by the
Department of Health, Education, and
Welfare on: June 24,1977,

Docket number: 77-00190. Applicant:
US Army Environmental Hygiene
Agency, Aberdeen Proving Ground, Md.
21010. Article: Ultramicrotome, Model
LKB 8800A Ultrotome IIT. Manufacturer:
LKB Produkter AB, Sweden. Intended
use of article: The article will be used
to study biological materials including
animal, plant and particulate specimens.
Materials will vary in density and fragil-
ity. Investigations will include ultra-
structural studies on normal and path-
ologic animal and plant tissues, identifi-
cation and counting of particulate speci-
,mens, ¢yto and histochemical studies on
enzyme and subcellular organelle locali-
zation in cells and tissues, membrane
interactions at host-parasite interfaces,
and subcellular changes In cells induced
by changes in their biochemical and
physical environments. The objectives
pursued in the course of these investiga-
tions are to understand early psthologi-
cal alterations in tissues (as induced in
animal models) and to correlate these
changes with clinical alterations seen
in human diseased tissues. By under-
standing early alterations, we may begin
to formulate preventive treatments in
human diseases. Application received by
Commissioner of Customs: April 1, 1977.
Advice submitted by the Department of
Health, Education, and Welfare on:
June 24, 1977.

Docket number: 77-00198. Applicant;
Oklahoma Children’s Memorial Hospi-
tal, 940 NE. 13th Street, Oklahoma City,
Okla, 73126, Article: (Ultramicrotome)
Ultratome, Model UM IV 2128-010 LKB
and accessories. Manufacturer: LKB
Produkter AB, Sweden. Intended use of
article: The article is intended to be used
for the examination and Investigation of
biological materials related primarily to
effects of disease or experimental con-
ditions on Hving systems. Experiments to

be conducted will Include: (1) Studies of
viral infestations as possible etiological
explanations for various diseases in chil-
dren, (1I) Studies of role of platelets and
plasma clotting proteins in the forma-
tion of clots both in vivo and in model
systems, (ili) Studies of specific labeling
of membrane constituents to map to-
pography of membranes and changes
which alter when parameters are al-
tered. In addition, the article will be used
for educational purposes in a course in
electron microscopy to train people in
fields other than morphological sciences
how to use electron microscopy to ac-
quire information about the molecular
structure of thelr experimental systems
to augment their own particular exper-
tise. Application received by Commis-
sloner of Customs: April 21, 1977. Advice
submitted by the Department of Health,
Ex?;cnt.lon. and Welfare on: June 24,
1977.

Docket number: 77-00189. Applicant:
Massachusetts General Hospital, De-
partment of Pathology, Fruit Street,
Boston, Mass. 02114. Article: LKB
8800A Ultrotome III Ultromicrotome.
Manufacturer: LKB Produkter AB,
Sweden, Intended use of article; The
article is intended to be used to study
biclogical, mainly mammalian tissues,
and culture systems derived form experi-
mental animals and man, and exhibit
both normal and pathologic structure.
Properties of materials and phenomenon
to be studied are those necessary for the
understanding of cellular Interactions in
culture systems including tumor destruc-
tion, and those necessary for the under~
standing of vesicular transport of macro-
molecules into and out of individual cells
under varying experimental conditions.
The experiments to be conducted are de-
signed to elucidate the function of baso-
phils and mast cells in cell-mediated
hypersensitivity reactions, particularly
with regard to an understanding of the
role of these cells In immunologic tumor
rejection. The objectives to be pursued
in the course of the investigation are
to reveal at the ultrastructural level the
structural basis and accurate quanptita-
tion of transport of macromolecules into
and from cells under physiological and
pathologic conditions. Application re-
ceived by Commissioner of Customs:
April 21, 1977. Advice submitted by the
Department of Health, Education, and
Welfare on: June 24, 1977.

Docket number: 77-00214. Applicant:
Birth Defects Instituté, Embryology

‘Laboratory, Albany Medical Center Re-

celving Dock, 12 New Scotland Ave., Al-
bany, N.Y. 12208. Article: Ultramicro-
tome, Model LKB 8800A and accessories.
Manufacturer: LKB Produkter AB,
Sweden. Intended use of article: The ar-
ticle is Intended to be used to section
animal tissues that have been embeddlied
in hardened epoxy resins. These speci-
mens will be used for ultrastructural
studles on tissues and cells, cyto and
histochemical studies on enzyme and
subcellular organelle localization in cells
induced by changes in their biochemi-
cal and physical environments, Applica-
tion recelved by Commissioner of cus-
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toms: April 25, 1977. Advice submitted
by the Department of Health, Education,
and Welfare on: July 11, 1877.

Comments: No comments have been
received with respect to any of the fore-
going applications. Decision: Applica-
tions approved. No instrument or appa-
ratus of equivalent scientific value to the
forelgn articles for such purposes as
these articles are intended to be used, is
being manufactured in the United States.
Reasons: Each of the forelgn articles
provides a range of cutting speeds equal
to or better than 0.1 to 20 millimeters per
second. The most closely comparable do-
mestic instrument is the Model MT-2B
ultramicrotome which is manufactured
by Ivan Sorvall, Inc. (Sorvall). The
Model MT-2B has a range of cutting
speeds from 0.09 to 3.2 millimeters per
second. The conditions for obtaining
high-quality sections that are uniform
in thickness, depend to a large extent on
the hardness, consistency, toughness and
other properties of the specimen ma-
terials, the properties of the embedding
materials, and geometry of the block. In
connection with a prior application (Doc-
ket Number 69-00665-33-46500), which
relates to the duty-free entry of an arti-
cle that is identjcal to those to which the
foregoing applications relate, the De-
partment of Health, Education, and Wel-
fare (HEW) advised that “Smooth cuts
are obtained when the speed of cutting,
(among such [other] factors as knife
edge condition and angle), is adjusted
to the characteristics of the material be-
ing sectioned. The range of cutting
speeds and a capability for the higher
cutting speeds is, therefore, a pertinent
characteristic of the ultramicrotome to
be used for sectioning materials that ex-
perience has shown difficult to section.'
In connection with another prior appli-
cation (Docket Number 70-00077-33-
46500) which also relates to an article

. that is identical to those described above,
HEW advised that “ultrathin sectioning
of a variety of tissues having a wide range
in density, hardness etc.” requires a
maximum range in cutting speed and,
further, that the “production of ultra-
thin serial sections of specimens that
have a great variation in physical prop-
erties is very difficult.” Accordingly, HEW
advises in its respectively cited memo-
randa, that cutting speeds in excess of 4
millimeters per second are pertinent to
the satisfactory sectioning of the speci-
men materials and the relevant em-
bedding materials that will be used by
the applicants in their respective experi-
ments.

For these reasons, we find that the
Sorvall Model MT-2B ultramicrotome is
not of equivalent scientific value to the
foreign articles to which the foregoing
applications relate, for such purpose as
these articles are intended to be used.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent sclentific value to any of the
foreign articles to which the foregoing
applications relate, for such purposes as
these articles are intended to be used,
which is being manufactured in the
United States,

NOTICES

(Catalog of Pederal Domestic Assistance Pro-
gram No. 11,105, Importation of Duty-Free
Educational and Scientific Materials,)

: RicHARD M., Serpa,
Director, Special Import
Programs Division.

[FR Doc.77-25643 Piled 5-1-77.8:45 am|)

TELECOMMUNICATIONS EQUIPMENT
TECHNICAL ADVISORY COMMITTEE

Partially Closed Meeting

Pursuant to Section 10(a) (2) of the
Federal Advisory Committee  Act, 5
U.S.C. App. I (Supp. V, 1975), notice is
hereby given that a meeting of the Tele-
communications Equipment Technlical
Advisory Committee will be held on
Tuesday, September 20, 1977, at 10:00
am. in Room 4833, Main Commerce
Bullding, 14th and Constitution Avenue
NW., Washington, D.C.

The Telecommunications Equipment
Technical Advisory Committee was ini-
tially established on April 5, 1973. On
March 12, 1975 and March 16, 1977, the
Acting Assistant Secretary for Adminis-
tration approved the recharter and ex-
tension of the Committee for two addi-
tional years, pursuant to Section 5(¢) (1)
of the Export Administration Act of 1969,
as amended, 50 U.S.C. App. Sec. 2404(¢c)
(1) and the Federal Advisory Commit-
tee Act.

The Commitiee advises the Office of
Export Administration, Bureau of East-
West Trade, with respect to questions
involving (A) technical matters, (B)
worldwide availability and actual utili-
zation of production technology, (C) li-
censing procedures which affect the level
of export controls applicable to telecom-
munications equipment, including tech-
nical data or other information related
thereto, and (D) exports of the afore-
mentioned commodities and technical
data subject to multilateral controls in
which the United States participates in-
cluding proposed revisions of any such
multilateral controls.

The Committee meeting agenda has
five parts:

GENERAL SESSION

(1) Opening remarks by the Chairman,

(2) Presentation of papers or comments by
the public.

(3) Discussion on draft sections of Find-
ings—Voiume I of the annual report.

(4) Review of export control regulations
with a view towards their simplification and
clarification,

EXEcuTive SESSION

(5) Discussion of matters properly classi-
fled under Executive Order 11652, dealing
with the US, and COCOM control program
and strategie criteria related thereto,

The General Session of the meeting is
open to the public, at which a limited
number of seats will be available, To the
extent time permits members of the pub-
lic may present oral statements to the
Committee. Written statements may be
submitted at any time before or after
the meeting.
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With respect to agenda item (5), the
Acting Assistant Secretary of Commerce
for Administration, with the concurrence
of the delegate of the General Counsel,
formally determined on April 22, 1977,
pursuant to Section 10(d) of the Fed-
eral Advisory Committee Act, as
amended by Section 5(¢) of the Govern-
ment In The Sunshine Act, Pub., L. 94~
409, that the matters to be discussed in
the Executive Session should be exempt
from the provisions of the Federal Ad-
visory Committee Act relating to open
meetings and public participation
therein, because the Executive Session
will be concerned with matters listed in §
U.S.C. 552b(¢) (1), Such matters are spe-
cifically authorized under criteria estab-
lished by an Executive Order to be kept
secret in the interests of the national de~
fense or foreign policy. All materials to
be reviewed and discussed by the Com-
mittee during the Executive Session of
the meetting have been properly classi-
fied under the Executive Order, All Com-
mittee members have appropriate se-
curity clearances.

Coples of the minutes of the open
portion of the meeting will be avallable
upon written request addressed to the
Freedom of Information Officer, Domes-
tic and International Business Adminis-
tration, Room 3012, U.S. Department
of Commerce, Washington, D.C. 20230.

For further information, contact Mr,
Charles C. Swanson, Director, Opera-
tions Division, Office of Export Ad-
ministration, Domestic and Interna-
tional Business Administration, Room
161T™, U.S. Department of Commerce,
Washington, D.C. 20230, telephone: A/C
202-377-41986.

The complete Notice of Determination
to close a series of meetings or portions
of meetings of the Telecommunications
Equipment Technical Advisory Commit-
tee and of any subcommittees thereof,
was published in the Feoerar REGISTER
on May 25, 1977, (42 FR 26682).

Dated: August 20, 1877,

RaveEr H. MEYER,
Director, Office of Export Ad-
ministration, Bureau of East-
West Trade, U.S. Department
of Commerce.

[FR Doc,77-25660 Plled 0-~1-77:8:45 am|)

UNIVERSITY OF CALIFORNIA, SAN DIEGO,
ET AL

Consolidated Decision on Applications for
Dtuy-Free Entry of Accessories for
Foreign Instruments

The following is a consolidated de-
cision on applications for duty-free en-
try of accessories for foreign instru-
ments pursuant to Section 6(c) of the
Educational Sclentific and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-851, 80 Stat. 897) and the regula-
tions issued thereunder as amended (15
CFR 301). (See especially Section 301.11
e).)

A copy of the record pertaining to
each of the applications in this consoli-
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dated decision is available for public re-
view during ordinary business hours of

Commerce,

Docket Number: 77-00180 Appllcant
University of California, S8an Diego,
Dept. of Neurosclences, School of Medi-
cine, La Jolla, Calif. 92093. Article: JEOL
JEM-100C-ASID-4D High Resolution
Scanning Attachment. Manufacturer:
JEOL Litd., Japan. Intended us of article:
The article is an accessory designed for
use with the JEM-100C transmission
electron microscope. Both will be used in
a wide variety of research and teaching
projects; in particular, the article will
permit the transmission electron micro-
scope to be used as an ultra high res-
olution scanning microscope for the
study of the structure of biological cells
and tissues. Induced among these will be
nerve tissues and phenomena associated
with neurological diseases; the supra-
molecular structure of excitable mem-
branes; and serial sections of subcellular
regions of neurons, suitable for com-
puter reconstruction. Experiments will be
highly varied in nature but all will con-
centrate on studies of cell surface mor-
phology. In addition, the article will be
used primarily in a course: “Workshop
in Electron Microscopy” which in-
troduces studies to standard preparative
techniques for both scanning and trans-
mission electron microscopy. Applica-
tion received by Commissioner of Cus-
toms: March 28, 1977. Advice submitted
by the Department of Health, Education,
and Welfare on: July 11, 1977.

Docket Number: 77-00189, Applicant:
Washington University School of Medi-
cine, 660 South Euclid, St. Louis, Mo.
63110. Article: ASID-4D Scanning Sys-
tem for JEM 100C Electron Microscope.
Manufacturer;: JEOL Ltd., Japan, In-
tended use of article: The article is an
accessory for an electron microscope
which is intended to be used to study
native and reconstituted liproproteins,
vascular tissues, endocrine tissues, cell
membranes, ete. The ultrastructural as
well as immunological and biological
activity of native and synthetic lipropro-
teins will be characterized and compared
In studies designed to elucidate the
structure and function of apoproteins
and lpid constituents of lproproteins
and their role in the pathogenesis of
atherosclerotic vascular disease. The
permeability of capillaries and venules of
the heart to electron dense markers in-
cluding ferritin and peroxidase type
markers will be examined in a variety of
pathophysiological conditions including
diabetes mellitus and ischemic injury in
studies designed to investigate the path-
ogensis of diabetic microangiopathy and
ischemlc injury to vessels. Experiments
will also be performed to demonstrate
and characterize insulin receptor sites on
fat cell membranes using ferritin label-
led insulin conjugates. Application re-
ceived by Commissioner of Customs:
April 1, 1077. Advice submitted by the
Department of Health, Education, and
Welfare on: June 24, 1877.

NOTICES

Docket Number: 77-00192. Applicant.
The Pennsylvania State University, Uni-
versity Park, Pa. 16802. Article: Gonio-
meter stage assembly and scanning at-
tachments for EM 300. Manufacturer:
Philips Electronics Instruments NVD,
The Netherlands. Intended use of article:
The articles are accessories to an exist-
ing electron microscope which allows the
electron microscope to be used to analyze
suitably prepared thin sections of bi-
ological samples for a large array of
chemical elements. Some of the tissue
and cells to be studied are bone (cells
and matrix), avian oviduct mucosa,
intestinal mucosa, and enamel organ,
Experiments will be conducted to obtain
an accurate description of the pathway
of several physiologically important ele-
ments during their translocation across
cells, to identify the cellular sites of
locallzation of these elements and to
ascertain quantitatively and qualita-
tively the changes in the subcellular
distribution of their elements in cer-
tain pathological conditions. In addi-
tion, the article will be used for educa-
tional purposes in the courses: Bio-
physics 585—to develop an understand-
ing of the structure and function of cells
by observing them at the ultrastructural
level and to learn how to prepare and In-
terpret electron micrographs and Bio-
physics 600—in which students perform
research for a graduate degree. Applica-
tion received by Commissioner of
Customs: April 4, 1977. Advice submitted
by the Department of Health, Education,
and Welfare on: June 24, 1977.

Docket Number: 77-00197. Applicant:
William Paterson College, 300 Pompton
Road, Wayne, N.J. 07470. Article: Cryo-
kit for Cryo-ultramicrotomy, Model LKB
14800-1 and accessories. Manufacturer:
LKB Produkter AB, Sweden. Intended
use of article: The article will be used to
study the effects of cryo-protectants on
animal tissues, eg. heart, spleen, and
liver tissues of rats. The experiments to
be conducted Include the use of cryo-
protectants, such as fluorocarbon com-
pounds, as a media for storing frozen tis-
sues for extended periods of time. Enzyme
activity levels will be measured and the
tissue will be examined under the elec-
tron microscope for structural damage.
The objectives pursued in the course of
the investigations include the develop-
ment of a suitable media for storing
frozen organs so that when the tissue is
thawed there is negligible damage to the
structure and the biochemical activities
of the organ. In addition, the article will
be used in the courses: Electron Micros-
copy and Independent Study to prepare
undergraduate students for jobs as
electron microscopy technicans and
graduate students for conducting re-
search and for preparation for thesis
work for their doctorate in other institu-
tions. Application received by Commis-
sioner of Customs: April 21, 1977, Advice
submitted by the Department of Health,
Education, and Welfare on: June 24,
1977.

Comments: No comments have been
received with respect to any of the fore-
going applications.

Decision: Applications approved. No
instrument or apparatus of equivalent
scientific value to the foreign articles, for
the purposes for which the articles are
intended to be used, is being manu-
factured in the United States.

Reasons: The applications relate to
compatible accessories for instruments
that have been previously imported for
the use of the applicant institutions. The
articles are being manufactured by the
manufacturers which produced the in-
struments with which they are intended
to be used. We are advised by the De-
partment of Health, Education, and
Welfare (HEW) in the respectively cited
memoranda that the accessories are
pertinent to the applicants' intended uses
and that it knows of no comparable
domestic articles.

The Department of Commerce knows
of no similar accessories manufactured
in the United States which are inter-
changeable with or can be readily
adapted to the instruments with which
the foreign articles are intended to be
used,

(Catalog of Federal Domestic Assistance Pro-
gram No. 11,105, Importation of Duty-Free
Educational and Scientific Materials.)

RICHARD M. SEPPA,
Director, Special Import*
Programs Division.

[FR Doc.77-25642 Filed 0-1-77;8:45 am|

UNIVERSITY OF CHICAGO
Decision on ication for Duty-Free Entry
g'dcntiﬂc Article

The following is & decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to Section 6(¢) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-651, 80 Stat. 897) and the regu-
Iations issued thereunder as amended
(15 CFR 301),

A copy of the record pertaining to
this decision is available for public re-
view during ordinary business hours of
the Department of Commerce, at the
Omce of Import Programs, Department
of Commerce, Washington, D.C. 20230.

Docket number: 77-00249. Applicant:
University of Chicago, Operator of
Argonne National Lab., 8700 South Cass
Avenue, Argonne, IIl. 60439, Article:
Backward-wave millimeter microwave
oscillator and accessories. Manufacturer:
Thomson-CSF, France. Intended use
of article: The article is intended to be
used in proton polarized target (PPT)
facilities which are used to conduct high
energy physics (HEP) research on the
scattering produced by high energy
K's and «'s, etc.,, on a proton polarized
target, fe., material which has a large
fraction of its protons pointing in the
same direction. There are certain HEP
experiments such as the measurement
of A and R, the scattering amplitudes
and phases of weak resonance which can
only effectively be measured with PPT
targets, .

Comments: No comments have been
received with respect to this application.
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Decision: Application approved. No in-
strument or apparatus of equivalent
sclentific value to the foreign article, for
such purposes as this article is intended
to be used, is being manufactured in the
United States. Reasons: The forelgn ar-
ticle provides a 6885 to 71.00 gigahertz
frequency range. The National Bureau of
Standards (NBS) advises in its memo-
randum dated July 14, 1977 that (1) the
capability of the article described above
is pertinent to the applicant's research
purposes and (2) it knows of no domes-
tic instrument of equivalent scientific
value to the foreign article for the appli-
cant’s Intended use.

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 is being
manufactured in the United States,
(Catalog of Federal Domestic Assistance Pro-

gram No, 11,105, Importation of Duty-Free
Educational and Sclentific Materials,)

RiIcHARD M. SEPPA,
Director, Special Import
Programs Division.
[FR D0c.77-26640 Filed 8-1-77,8:45 am|]

UNIVERSITY OF FLORIDA
Decision on Application for Duty-Free En
or Scientific Article .

The following is a decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to Section 6{(¢c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1968 (Pub.
L. 89-651, 80 Stat. 807) and the regula-
tions issued thereunder as amended (15
CFR 301),

A copy of the record pertaining to this
decision is avallable for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Departmment of
Commerce, Washington, D.C. 20230.

Docket Number: 77-00222. Applicant:
University of Florida, College of Engi~
neering, Chemical Engineering, 227 CHE,
Galnesville, Fla. 32611, Article: NMR
Spectrometer, Model JNM-C-60-HL.
Manufacturer: JEOL Ltd., Japan. In-
tended use of article: The srticle is in-
tended to be used by staff members and
students for studies of biological mate-
rials such as lipids, proteins,, hormones,
vitamins, and membranes, 4s well as en-
gineering materials such as asphalt,
crude ofls, surfactants, plgments, and va-
rious collokis by means of nuclear mag-
netic resonance spectroscopy. The fol-
lowing are the major projects which will
be carried but with the article: (a) The
structure of water in microemulsions. (b
The mechanisms of phase inversion of
micro- and macro-emulsions, (¢) Molec-
ular motions in liquid-crystalline struc-
tures, (d) The equilibrium rate of ex-
change of molecules at the air-liquid in-
terface, () Micelle formation and solu-
bilization fn surfactant solutions. ()
Molecular interactions in biological
membranes, (g) The structure of ab-
sorbed phases on solids, (h) TQe struc-
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ture of fluid mixtures and electrolyte so-
lutions. (i) NMR spectroscopy for fluoro-
carbon studies. (j) Applications of NMR
spectroscopy in asphalt research., (k)
Mechanisms, reactions, and activity of
thiosulfonates and disulfides. (D Syn-
thesis of new polymers for use in extreme
environments, (m) Donor-acceptor com-
plexes of fluorine compounds. (n) Non-
classical aromaticity in hydrogen-
bonded systems, (o) The effect of metal
jons of unsaturated hydrocarbons In re-
lation to boundary lubrication. (p) In-
teraction of oxygen with fluorocarbons.
(q) NMR spectroscopic studies of poly-
meric fluids. In addition, the article will
be used for teaching purposes in chem-
ical engineering courses,

“ Comments: Comments dated June 14,
1977 were recefved from Varian Associ-
ates (Varian). Varian alleged inter alin
that its Model XL-100 Nuclear Magnetic
Resonance (NMR) spectrometer is of
equivalent scientific value to the foreign
article for such purposes as the article
is intended to be used. Varian also al-
leged that, as early as September 19869,
“ease of operation” was felt to be a key
feature of the XL-100. Sole support for
Varian's allegations was a copy of the
introductory ad for the XI.-100, which
described this instrument as a “high
resolution research system™ and as “the
easiest to use research NMR spectrome-
ter on the market'.

Decision: Application approved. No
instrument or apparatus of equivalent
scientific value to the foreign article,
for such purposes as this article is in-
tended to be used, was being manufac-
tured in the United States at the time
the foreign article was ordered (June
24, 1971).

Reasons: This application is a resub-
mission of Docket Numbers 72-00063-01-
77030, 73-00262-01-77030, 76-00026-01-
77030, and 77-00002 which were denied
without prejudice to resubmission on
August 30, 1972, April 3, 1875, July 9,
1976 and February 1, 19877, respectively
for informational deficiencies. Although
the foreign article can be equipped with
a variety of accessories to increase its
versatility as well as its complexity, the
foreign article as ordered by the appli-
cant is a relatively unsophisticated in-
strument which is amenable to use by
large numbers of relatively inexperi-
enced individuals with moderate super-
vision, The most closely comparable do-
mestic instrument available at the time
the foreign article was ordered was the
Model X1L-100 NMR. spectrometer manu-
factured by Varian. Through the years
the Model X1,-100 has undergone steady
improvement and now, due to added
automation, is considered much simpler
than the X1-100 initially produced. How-
ever, at the time of order the XL-100,
which was designed to be a research in-
strument with a great deal of versatility
(especially in the study of & number of
nuclel and in the employment of vari-
ous double resonance experiments), had
(even without added accessories) the un-
avoidable complexity that usuelly accom-
panies such & degree of sophistication.
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Although the XI-100 in existence at the
time of order could probably be used
for teaching under certain restrictive
conditions, freedom of use by a large
number of relative neophytes was not
advisable, (In this connection, it is noted
that Varian's introductory ad for the
XL~100 did not indicate that this in-
strument was receptive for use in any
kind of training program). The applicant
provided evidence to show that inexperi-
enced individuals including a very large
number of undergraduate students will
be using the foreign article in research
and training, The National Bureau of
Standards (NBS) and the Department of
Health, Education, and Welfare (HEW)
advised In their memoranda dated July
25, 1977 and July 5, 1977, respectively
that the relatively lower degree of com-
plexity of the foreign article compared to
the XL~100 is pertinent to the purposes
for which the foreign article is intended
to be used. Both of these agencles also
advise that the Model XL-100 NMR spec~
trometer was not of equivalent scientific
value to the foreign article for such
educational purposes as this article Is
intended to be used at the time the for-
eign article was ordered,

Thus, based on advice of NBS and
HEW, our review of the application and
factual information in our possession
(specifications, textbooks, etc.), we find
that the Model XI1-100 NMR spectrom-
eter was not of equivalent scientific value
to the foreign article for such purposes
as this article is intended to be used at
the time the forelgn 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
manufactu in the United States at
the time the foreign article was ordered.

(Catalog of Federal Domestic Asslstance
No, 11,105, Importation of Duty-
Pree Educational and Scientific Materlals.)

RicHarD M. SepPA,
Director, Special Import
Programs Division,

[ PR Doo.77-25641 Piled 0-1-77;8:45 am|]

National Bureau of Standards

CHARACTER SETS FOR OPTICAL
CHARACTER RECOGNITION

Proposed Revision of Federal Information
Processing Standard

Under the provisions of Public Law
89-306 and Executive Order 11717, the
Secretary of Commerce is authorized to
establish uniform Federal Automatic
Data Processing (ADP) Standards. A re=~
vised standard for Character Sets for
Optical Character Recognition is being
recommended for use by Federal agen-
cies in their Optical Character Recogni-
tion (OCR) data entry systems,

Prior to the submission of this proe
posed revision to the Secretary of Com=-
merce for approval, it is essential to as-
sure that proper consideration is given
to the needs and views of manufacturers,

J
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the public, and state and local govern-.

ments. The purpose of this notice is to
solicit such views.

This revised Federal Information Pro-
cessing Standard contains two basic sec-
tions: (1) An announcement section
which provides information concerning
the applicability and implementation of
the standard, and (2) a specification sec-
tion which defines the technical param-
eters of the standard, Both sections are
provided with this notice.

Interested parties may obtain copies of
the referenced voluntary standards,
ANSI X3.49-1975—Character Set for
Optical Character Recognition (OCR~
B), and X3.2-1976—Print Specifications
for Magnetic Ink Character Recognition
(MICR), from the American National
Standards Institute, 1430 Broadway,
New York, N.Y. 10018, Copies of X3.17-
197X, Character Set and Print Quality
for Optical Character Recognition
(OCR-A), are available from the NBS
Office of ADP Standards Management,

Comments should be submitted to the
Assoclate Director for ADP Standards,
Institute for Computer Sciences and
Technology, National Bureau of Stand-
ards, Washington, D.C. 20234. Comments
to be considered must be submitted
within 90 days of the date of this notice.

Date: August 29, 1877.

ARTHUR O. MCCOUBREY,
Acting Director.

[FR Doc.77-25629 Filed 9-1-77,8:45 am|

National Oceanic and Atmospheric
Administration

WEATHER MODIFICATION ADVISORY
BOARD

Public Meeting

Pursuant to Section 10(a)(2) of the
Federal Advisory Committee Act, 5
U.S.C., App. 1 (Bupp. V, 1975), notice is
hereby given of the fourth meeting of the
Weather Modification Advisory Board.

The Weather Modification Advisory
Board will meet from 2 p.m. to 6:15 pm.
on September 23, 1977, and from § am.
to 6:30 p.m. on September 24, 25 and 26,
19177, in Boulder, Tolo., at locations in-
dicated in the agenda. Evening sessions
will be scheduled when necessary,

The Board was established In January
1977 (42 FR 4512, 1-25-77), to advise the
Secretary of Commerce on matters of a
national policy, a national research and
development program, and other aspects
of weather modification as outlined in
the National Weather Modification
Policy Act of 1876 (Pub. L. 94-490), en-
acted on October 13, 1976. The Board
consists of 17 members, with a balanced
representation selected from scientific,
academic, commercial, consumer, legal,
and environmental groups, who are ap-
pointed by the Secretary of Commerce.

The purpose of this meeting is to dis-
cuss reports of consultant working
groups, consolidate various weather
modification issues, assign study tasks,
begin drafting parts of the Board's re-
port and plan future meetings. The
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Board will also hear from local and State
officials concerned with the Colorado
Weather Modification Program and from
opponents of weather modification ac-
tvity.
The agenda for the meeting is:
SerTEMBER 23 (PRIDAY)

2-2:15 p.m.—Introductory remarks (Confer-
ence Room Pleischman Building, Natlonal
Center for Atmospheric Research, Boulder,
Colo.).

2:15-6:15 p.m —Presentation and discussion
of working group report, "The Case for
Weather Modification: Sclence, Technol-
ogy, BEconomic Benefits and Obstacles.”

Sxprameen 24 (SATURDAY)

9 am.~12:30 p.m.—(Conference Room, Rode-
way Inn, Boulder, Colo.). Discussion with
Local and State Officlals on Colorado'’s reg-
ulatory and operational programs. Oppo-
nents of weather modification activity will
also present thelr views,

12:80-2 p.m—Recess for lunch with speaker
covering Utah's weather modification pro-
gram.

2-6:30 p.m.—Presentation and discussion of
working group report on international, In-
stitutional and legal aspects of weather
modification.

BEPTEMER 25 (SUNDAY)

? a.m.-12:30 p.n.—{Rodeway Inn conference
room), Presentation and discussion of
working group report on weather modifica-
tion research, operations, demonstration,
and funding,

12:30-2 p.m.—Recess for lunch.

2-4 p.m~—~Continuation of discussion.

4-6:30 p.m.~Presentation and discussion of
working group report on possible weather
modification techniques.

Serremoex 26 (MoNDAY)

9 am-12:30 pm-—(Fleischman Bullding,
National Center for Atmospheric Research,
Boulder, Col.). Discussion and resolution
of weather modification issues, assignment
of study tasks and planning for future
meetings.

12:30-1:30 p.m.—Recess for lunch,

1:30-6:30 p.m—Writing sesslon for Initial
drafts of sections of the Board's report.,

6:30 pm.—Adjournment,

The meeting will be open to the public
and a period will be set aside at the dis-
cretion of the Chairman for oral com-
ments or questions by the public which
do not exceed 10 minutes each. More ex-
tensive questions or comments should be
submitted in writing before September
20. Other public statements regarding
Board affairs may be submitted at any
time before or after the meeting, Seating
will be available for the public on a first-
come first-served basis at the Fleischman
Building and the Rodeway Inn confer-
ence rooms.

Copies of the minutes will be available
on request 30 days after the meeting.

Inquiries may be addresed to Dr. Ron-
ald L. Lavole, Director, Environmental
Modification Office, National Oceanic
and Atmospheric Administration, Rock-
ville, Md. 20852, phone; 301-443-8721.

Dated: August 81, 1977.

T. P. GLEITER,
Assistant Administrator
Jor Administration.

[FR Doo,T7-25870 Flled 9-1-77;8:46 am |

Office of the Secretary
ADVISORY COMMITTEES
Termination

Notice is hereby given of the termina-
tion of five advisory committees as a re-
sult of the recent Annual Comprehensive
Review of Advisory Committees.

The committees and their respective
termination dates are as follows:

Census Advisory Committee on State and
Local Area Statistics (June 30, 1877).

Commerce Technical Advisory Board's Pane)
on Energy Policy (March 2, 1077),

Federal Information Processing Standards
Task Group 15 (May 31, 1897).

Industry Advisory Commitiee on Metal Scrap
Problems (June 30, 1977),

Secretary’s Advisory Council (March 25,
1977).
Dated: August 26, 1977.
ELsa A. PORTER,
Assistant Secretary for
Administration,

[FR Doc.77-26684 Piled 0-1-77:8:456 am|

COMMITTEE FOR PURCHASE FROM THE
gkl;iP%DAND OTHER SEVERELY HANDI-

PROCUREMENT LIST 1977
Proposed Addition
AGENCY: Committee for Purchase from

the Blind and Other Severely Handi-
capped,

ACTION: Proposed Addition to Procure-
ment List.

SUMMARY: The Committe has received
& proposal to add to Procurement List
a commodity to be produced by work-
shops for the blind or other severely
handicapped.

COMMENTS MUST BE RECEIVED ON
OR BEFORE: October 6, 1877,

ADDRESS: Committee for Purchase
from the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Va. 22201,

FOR FURTHER INFORMATION CON-
TACT:

C. W. Fletcher, 703-557-1145,

SUPPLEMENTARY INFORMATION:
This notice is published pursuant to 41
U.S.C. 47(a)(2), 85 Stat, 17.

If the Committee approves the pro-
posed addition, all entities of the Fed-
eral Government will be required to pro-
cure the commodity listed below from
workshops for the blind or other severely
handicapped.

This notice supersedes the notice of
proposed addition of this commodity
which was published in the FEpERAL REG-
ISTER on August 30, 1977 (42 FR 43659).

It is proposed to add the following
commodity to Procurement List 1977,
November 18, 1976 (41 F.R, 50975):

Class 6645
Clock, Wall, 6645-01-046-8849.

C. W. FLETCHER,
Ezecutive Director.

[FR Doo.77-25740 Plled 9-1-77;8:45 am]
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COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SE-
VERELY HANDICAPPED

PROCUREMENT LIST 1977

Proposed Additions
AGENCY: Committee for Purchase from
the Blind and Other Severely Handi-
capped.

ACTION: Proposed Additions to Pro-
curement List.

SUMMARY: The Committee has re-
ceived proposals to add to Procurement
List 1977 commaodities to be produced by
workshops for the blind or other severely
handicapped.

COMMENTS MUST BE RECEIVED ON
OR BEFORE: October 6, 1877,

ADDRESS: Committee for Purchase
from the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Va, 22201.

FOR FURTHER INFORMATION CON-
TACT:

C. W. Fletcher, 703-557-1145.

SUPPLEMENTARY INFORMATION:
This notice is published pursuant to 41
US.C. 47(a) (2), 85 Stat. 77. If the Com-
mittee approves the proposed additions,
all entities of the Federal Government
will be required to procure the commodi-
ties listed below from workshops for the
blind or other severely handicapped.

It is proposed to add the following
commodities to Procurement List 1977,
November 18, 19768 (41 FR 50875) :

Class 7330
Pad, Bakery 7330-00-370-4430, (The above

for GSA Supply Distribution facilities in
Reglons 3 and 6 only.)

Class 8115
Box, Wood, 8115-00-035-6528,
Class 8465
Clipboard, Pilot's, 8465-01-012-9174.
C. W. FLETCHER,
Ezecutive Director.
[FR Doo.77-25707 Filed 8-1-77;8:45 am|

COUNCIL ON ENVIRONMENTAL
QUALITY
ENVIRONMENTAL IMPACT STATEMENTS
Availability

The following is & list of environmental
impact statements recelved by the Coun-
cil on Environmental Quality from Au-
gust 22 through August 26, 1977. The date
of receipt for each statement is noted
in the statement summary. Under Coun-
cil Guidelines the minimum period for
public review and comment on draft en-
vironmental impact statements is forty-
five (45) days from this FEpERAL REGISTER
notice of avallability (October 17, 1977,
The thirty (30) day period for each final
statement begins on the day the state-
ment is made available to the Council
and to commenting parties.

Coples of Individual statements are
available for review from the originating
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agency. Back coples are also available
at 10 cents per page from the Environ-
mental Law Institute, 1346 Connecticut
Avenue, Washington, D.C. 20036.

DEPARTMENT OF AGRICULTURE

Contact: Mr. Errett Deck, Coordinator, En-
vironmental Quality Activities, US, Depart-
ment of Agriculture, Room 307A, Washing-
ton, D.C. 20260 (202-447-6827).

YOREST SERVICE

Draft

Klamath Basin Working Circle, Timber
Plan, Lake and Klamath Countles, Oreg.,
August 26: Proposed is a revision of the 10-
year Timber Resource Plan for the Klamath
Basin Working Circle of the Fremont and
Winema National Forests. The Working Cir-
cle 15 located in Lake and Kiamath Countles,
South Central Oregon. Flve alternatives are
presently under consideration. The preferred
slternative proposes a potential yleld of 234
MMEF/year. This 15 based on the sustalned
yield and even flow concept, Intensive timber
mansgement practices are proposed that will
enable a greater harvest during the plan
period. Roads will be constructed, skid tralls
opened up and a general disturbance of por-
tions of the forest floor will occur., (ELR
Order No, 71046.)

SOIL CONSERVATION SERVICE
Final

Furnace Brook Watershed, Warren County,
NJ.,, August 23: The propoged channel im-
provement is & component of the Furnace
Brook Watershed Project, which is designed
10 reduce floodwater damages in the village of
Oxford, New Jersey. The planned work in-
volves the enlargement and deepening of a
1530 foot reach of Furnace Brook. This work
will complement the previously installed up-
stream floodwater retarding structure to pro-
vide a 100-year level of flood protection to
the village. Short term blological impacts will
result, Comments made by: USDA, DOD,
HEW, DOIL, EPA, AHP, State and local sgen-
cies. (ELR Order No. 71030.)

CANAL ZONE GCOVERANMENT
Drajt

White Amur Introduction, Canal Zone
Waters, August 23: Proposed is the Introduc«
tion of 250,000 white amur (Ctenopharyngo-
don idella) into Gatun Lake as a blological
control for the submerged aquatic weed
Hydrills verticiliata. Although present in the
lake for at least fifty years, hydrilla hes
grown rapldly In recent yoars until an esti-

‘mated 12 percent of the lake Is densely in-

festod. Current ment techniques em-«
ploying copper sulfate have not been success~
ful In lmiting the spread of this specles of
aquatic weed. The Panama Canal Company
proposes to transport 125,000 fingerling white
Amur & year for two consecutive years and
place them into two small lakes that are
confluent with Gatun Lake. (ELR Order No,
71082.)
DEPARTMENT OF DEFENSE
ARMY CORPS

Contact: Dr. C. Grant Ash, Office of Envi-
ronmental Pollcy Department, Attn: DAEN-
CWR-P, Offico of the Chief of Engineers,

UB. Army Corps of Engineers, 1000 Inde-
pendence Avenue, SW, Washington, D.C.,
20314 (202-603-6705).
Final

Mississippl R, Flood Control, Pralrie du
Chien, Crawford County, Wis, August 23:
The proposed sction Is a mixture of flood-
plain evacuation, flood proofing, and con-
tinued floodplalin regulations within the 100-
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year floodpiain at Prairie du Chien, located
on the Mississippl River. The plan recome
mends that Praire du Chien designate a
somewhat larger floodpiain and that all resi-
dential homeowners with houses at ground
elevations between 625 and 6305 feet have
the option of partially fiood proofing thelr
homes at project expense. (St. Paul District)
Comments made by: EPA, AHP, USDA, DOC,
DOI, DOT, State agencies. (ELR Order No.
71033.)

Supplement

Quif ICW, Texas, Channel to Arkansas Pass
(8-1), Texas, August 22; This statement sup-
plements & final EIS filed with CEQ in May
1974 and relates to the Gulf Intracoastal
Waterway, Texas, tributary channel to
Arkansas Pass, The proposed sction involves
designation of a former residential area lo-
cated within the city of Arkansas Pass for
disposal of dredged material in connection
with new work dredging and future main-
tenance of the project. This supplement ad-
dresses designating Disposal Area No. 7, a
former residential area, to be used as a dis-
posal site in association with new work, and
maintenance dredging of the Tributary
Channel to Arkansas Pass. (Galveston Dis-
trict.) (ELR Order No. 71021,)

DePARTMENT OF DEFENSE
U5, NAVY
Contact: Office of the Chief of Naval Op-
Departme:

erations, (OP-£41D), Navy nt,
Washington, D.C. 20350,

Supplement

Project Seafarer, Eleotric and Magnetic
Flelds (S5-1), August 18: This statement sup-
plements a draft EIS filed with CEQ and re-
iates to the blologic effects of electric and
magnetic fields associated with proposed
Project Seafarer. This report has been pre-
pared by the Committee on Biosphere Effects
of Extremely-Low-Frequency Radiation in
response to & request from the US. Navy fora
study of the possibility that plants, people,
and other animals would be harmed by the
electric and magnetic fields associated with
operation of the transmitter of the Seafarer
communication system proposed by the Navy.
(ELR Order No, 71051.)*

ENVIRONMENTAL PROTECTION AGENCY

Contact: Please refer to tho separate no-
tice published by EPA in this lssue of the
FeoeraL Rxcisten for the appropriate EPA
contact,

Drajt

Boulder Wastewater Treatment Faollities,
Boulder County, Colo., August 23: Proposed
are the design and construction of additional
wastewnter treatment facllities for the clty
of Boulder, Colorado, This statement identi-
fies alternatives for providing Boulder with
improved wastewater faclliities to meet the
needs of its residents. The projected service
area contalns approximately 140 square miles
and 1s bounded by the foothllls to the west,
Dayison Mesa to the south and Gunbarrel
HIl to the north. The population of the plan-
ning arén is projected to be 120,000, (Region
VIII.) (ELR Order No. 71025.)

Final

N. Monterey County Fuollities Plan,
Monterey County, Callf, August 23: The pro-

! Due to administrative oversight, the no-
tice of receipt of the supplemental EIS pre-
pared by the Department of the Navy con-
cerning Biologic Effects of Electric and
Magnetic Plelds Associated with Proposed
Project Seafarer was omitted from the last
CEQ Fxoenal Reaistea listing, The statement
was recelved by the Councll on August 18,
1077,
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posed Facllities Plan is designed to Improve
water quelity by improving wastewater
treatment service to residents in the southern
Monterey Bay-lower Sallnas Valley region of
Monterey County, Calif, The major objec-
tive of the project is to eliminate public
health haserde and water gquallty problems
being caused by existing wastewnter dis-
charges to Monterey Bay, the Salinas River,
Tembisdero Slough, and Eikhorn Slough. In
sddition, the plan seeks to supply the addi-
tional wastewster treatinent capacity needed
to accommodate anticipated growth in the
area, (Region IX.) Comments made by: COE,
USCG, DOI, USDA, EPA, HEW, DOT, FPC,
AHP, State and local agencies, groups and
individuals, (ELR Order No. 71084.)

Steamboat Springs, 201 Wastewater Faclll-
ties, Routt County, Colo, August 268: Pro-
posed & the provision of federal matching
funds for reglonal wastewster treatment in
the Steamboat region through. the
authority of the Water Poliution Control Act.
The principal river drainage is the Yampe
River which s in poor condition. This proj-
ect Is intendod to consolidate the five exist-
ing polnt sources of sewage effluent into one
plant designed 1o achieve stated water qual-
ity goals. Plant site options include use of
the existing city lagoon site or & new loca-
tion three miles west of the city lagoons.
(Region VIIL) Comments made by: EPA,
FEA, USDA, DOI, DOT, State and local
agencies. (ELR No. 71080.)

Albuquergue Wastewater Treatment
Facilities, New Mexioo, August 256: Proposed
s the construction of 105 miles of new inter-
ceptor and collector sewer lines for the City
of Albuguerque. Also, relief interceptors will
be constructed pamlle]l to overloaded lUnes
and lift and odor control stations will be up-
graded. It Is proposed that 1 mgd of efMuent
be wold to the Public Service Company of
New Mexico for use as cooling water, All other
effuent will be discharged to the Rio Grande
a5 at present. Adverse impacts Include con-
sumption of energy, materials, chemicals and
financial resources; generation of small
amounts of non-recycled wastes; and con-
tinued discharge to the River. (Region VI)
Comments made by: COE, DOT, AHP, USDA,
State and local sgencies. (ELR Order No.
71041.)

Supplement

W. Contra Costa Co. Wastewater Program
(8-2), Contra Costa County, Callf.,, August
26: This statement supplements & final EIS
filed with CBEQ in January 1077, and relates
to the West Contra Costa County Wastewnater
Management (Wet Weather Flow
Treatment, Plant Rehabilitation and Re-
glonal Sludge Handling at the San Pablo
Sanitary District). The project proposes to
provide wastewater treatment for wet
weather Infltration-inflow flows to the San
Pablo Sanitary District (SPSD) treatment
plant, rehabilitate or replace some treatment
facliities at the SPSD, and provide a sludge
transport pipeline from the Richmond treat-
ment plant to the SPSD. (ELR Order No.
71048.)

FEDERAL ENEROY ADMINISTRATION

Contact: Mr. Robert Stern, Director, Office
of Environmental Programs, Federal Energy
Administration, New Post Office Building,
Room 7119, 12th and Pennsylvania Avenue
NW., Washington, D.C. 20401 (202-586-8760).

Draft

Crude O}l Price Incentive Rulemakings
Effects, August 24: Proposed is the imple-
mentation of a new set of price reguintions
by the Pederal Energy Administration. These
regulations, pursuant to the Energy Policy
and Conservation Act (EPCA) and the En-
ergy Conservation and production Act

GENERAL SEuvICES ADMINISTRATION

Contact: Mr. Andrew E Kauders, Execu-
tive Director, Environmental Affairs Division,
Geoneral Services Administration, 18th and P
Streeta NW., Washington, D.C. 20405 (202~
566-0408).

Final

Metallurgy Research Center, Salt Lake
City, Balt Lake County, Utah, August 24:

Salt Lake City and will house approximately
120 full- and 20 part-time employees. The
project will require the commitment of 3¢
acres of land and will have an lmpact upon
the cultural and historic resources of the
area, Comments made by: AHP, COE, HEW,
DOI, EPA, NRC, State and local agencies, in-
terest groups. (ELR Order No. 71040.)

DerarrvenT oF HUD

Contact: Nr Richard H. Broun, Director,
Office of Environmental Quality, Department
of Houslng and Urban Development, 451 7th
Street, 8. W., Washington, D.C. 20410 (202~
766-6308).

Draft

Taylor Ranch Community, Bernallllo
County, N. Mex,, August 23: Proposed is the
acceptance of the Twaylor Ranch Planned
Community in Albuquerque, New Mexico for
mor insurance purposes, The develop-
ment of the 1003.6-acre area calls for single
family bomes, multi-family homes, apart-
ments, schools, & civie center, shopping and
commercial areas, and park and recreation
facilities. Major adverse impacts of the pro-
posed project would include removal of the

cal resources of the site, and crea-
tion of significant traffic congestion and
safety hazard on Coors Road unless trans-
portation alternatives are implemented.
(ELR Order No. 71028.)

Herltage Hills Subdivision, New Mexico,
August 23: Proposed Is the acceptance of the
in Albuquerque,

mortgage insurances purposes.
The 306-acre development will be composed
of single family homes, a park, an elemen-
tary school site and an area reserved for fu-
ture development. Adverse eflects Include
ghort term crowding in existing middle and
high school facilities and an associsted im-
petus for construction of new facilities. (ELR
Order No, 71029,)

Country Colony Subdivision, Montgomery
County, Tex., 23: is FHA
approval for mortgage insurance for Superior
Homes, Inc.'s 30022 scre Country Colony
Subdivision In southeastern ' Montgomery
County, Texas. This request for in-
surance refiects the fact that the develop-
ment will exceed the 500-lot threshold, thus
requiring an EIS. Adverse effects of the de-
velopment include increased alr and noise
pollution, and increased demand upon coms-
munity services. (ELR Order No. 71023.)

Westpoint Development, Tarrant County,
Tex,, August 23: Proposed is the acceptance
of the 1,311-acre Westpolnt Development for

persons with a housing supply of 4,600 units,
Of these housing units, 8,650 are stngle-fam-
{ly homes and 950 units are apartments,

development also provides for schools, parks,
commercial and shopping centers and other
ecommunity facilities. (ELR Order No, 71024.)

Camden Park Subdivision, Harrls County,
Tex., August 23: Proposed is the socceptance
of the 316-acre Camden Park Subdivision for
mortgage insurance purposes, Project plans
eall for the development of single-family
homes, with some commercial reserves Iin
Harrls County, Texns. Adverse effects {nciude
the loss of agricultural land and an in-
creased demand for fossil fuels through
heavy dependence on the automobile for
transportation. (ELR Order No. 71081.)

North Spring Subdivision, Harris County,
Tex., August 24: Proposed is the acceptance
of North Spring Joint Venture's 1125-acre
North Spring Subdivision In the northern
part of Harris County, Texas for mortgage
insurance purposes. The proposed develop-
ment plan calls for the construction of ap-
proximately 3300 housing units with addi-
tional scroage reserved for commercial, open
space and recreational use, Adverse effects
include increased automoblle traffic, vehicie
emissions, and noise levels. (ELR Order No.
71035.)

Greenshrook and Lake Forest Subdivisions,
Harrls County, Tex., August 26: The pro-
posed action is for the Department of HUD
1o accept for HUD-FHA mortgage insurance
purposes the Greensbrook and Kings Lake
Forest Subdivisions located in the northeast
section of Harrls County, Texas, When com-
pleted In approximately ten years, the sub-
divisions will contaln approximataly 2,628
single family homes plus recreational facili-
ties to serve the subdivisions, Adverse effects
include the removal of potential forestiand
and livestock grazing land from production.
(ELR Order No. 71047).

Final 2

Oak Tower, Oak Park, Cook County, Il
August 24: Proposed is the provision of FHA
mortgage insurance for 472 residential units
in & structure with two nineteen-story towers
located at Lake Street and Forest Avenue in
Oak Park, Illinols. Adverse effecta include
construction related pollution, increased
traffic, potential for alteration of the-exist-
ing setting of an historically significant dis-
trict, and potential to stimulate s trend of
high Intensity development which could
overioad some components of the physical
infrastructure. Comments made by: EPA,
PPC, DOL, DOT, State and local agencies, and
concerned groups. (ELR Order No. 71037.)

Sangaree Planned Community, Berkeley
County, 8.C., August 26: Proposed Is the de-
velopment of the Sangares Planned Com-
munity on a 1,200 mcre tract in Berkeldy
County, South Carolina, 70% of which will be
single family residential. Other long range
jJand uses include multifamily, offices, Jght
commercial, light industrial, and public and
guasi-public buildings. SBangaree is proposed
to be totally developed over a 6-15 year
pertod. Adverse effects Include the conversion
of open and wooded land to urban use. Com-
ments made by: EPA, COE, UBAF, FPC, GSA,
HEW, ERDA, DOI, USDA, State and local
agencies, and interest groups. (ELR Order

No. 71046.)
Section 104(h)

The following are Community Develop-
ment Block Grant statements prepared and
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elirculated directly by applicants pursuant to
section 104(h) of the 1974 Housing and Com-
munity Development Act, Copies may bo ob-
talned from the office of the appropriate local
chlef executive. (Coples are not avallable
from HUD).

Draft

Bulloch Co., Aln~Rural Water System
Improvement, Bulloch County, Als, August
24: Proposed 15 the provisdion of a new rural
water service to the Cornerstone, Thompson
and Fitzpatrick communities In northwest-
ern Bulloch County, Alabama. Also, existing
service In the Greenwood community will be
u and Interconnected to the Union
Springs water system and the South Bulloch
water system. The proposed improvements
will servico approximately 222 rural house-
holds. Adverse effocts Include short-term
minor sedimentation of streams and an exist-
ing potential for limited erosion. (ELR Order
No. 71035.)

Rock Hall, 8.C—Johnson Street Extension,
York County, 8.C,, August 25: Proposed Is
the construction of the Johnson Street Ex-
tension, & one mile, five-lane road passing
to the west of the downtown center of Rock
Hall, South Carolina and connecting to & 1.3
mile, three-lane road which connects with
8.C. 274 at the Village Plaza Shopping Cen-
ter. The project would also Invoive the clear-
ance of about 25 acres In census tract 5, near
the City Post Office, which would be rede-
veloped for commercial, wholesale and light
manufacturing uses. Adverse effects Include
short term relocation of displaced residents
and increased levels of alr and nolse pollu-
tion. (ELR Order No. 71044.)

Final

Sants Rosa, 8, Park Nelghborhood Develop-
ment, Sonoma County, Calif, August 23:
This statement provides a comprehensive
analysis of the environmental consequences
of full implementation of the South Park
Nelghborhood Development Program in Santa
Ross, California, Redevelopment activities
nave been underway in the nelghborhood for
over thres years and ure anticipated to con-
tinue for another ten. Specific features of
the plan are the rezoning of a seven-block
area to be totally commercial, the expansion
of a neighborhood park, and the construction
of a new roadway completing a beltway
around the neighborhood. Alternatives In-
clude cessation of redevelopment, and ro-
duced funding, Comments made by: USDA,
AHP, DOI, DOT, EPA, DOD, and State agen-
cles, (ELR Order No. 71026.)

Norfolk, Va—Downtown West Conserva-
tion Projects, August 22: Proposed is the
revitalization of the Central Business Dis-
trict of Norfolk, Virginls through the Down-
town-West Conservation Project. Three main
types of action will take place In the 101-
acre ares: clearance of structures which are
sources of blight for adjacent properties or
which cannot be rehabllitated; reworking
and upgrading of worn-out public Improve-
ments; and rehabllitation of all other prop-
erties to meetl project standards, The proj-
ect 15 expected to ameliorate adverse on-
vironmental conditions, Comments made
by: EPA, USDA, DOT, DOI, COE, AHP, DOC,
USN, and State and local agencles, (ELR
Order No. 71001,)

DeErARTMENT OF INTERIOR
Coutact: Mr, Bruce Blanchard, Director,
Environmental Project Review, Room 4268
Interior Bldg, Department of the Interior,
Washington, D.C. 20240, 202-343-3891.
BUREAU OF OUTDOOR RECREATION
Final
Proposed Oregon Natlional Historie Trall,
August 25: The statement concerns Federal

NOTICES

legislation that would designate the historic
route of the Oregon Trail from Independ-
ence, Missour! to Oregon City, Oregon as a
component of the Neational Tralls System,
within the new category of National Historle
Trails and Travelways, and establish trail
segments and & travelway for public use,
mued public use would resuit in in-

damage to solls, vegetation, historic
remnants, and artifacts. Acquisition along
high-potential route segments will ulti-
mately total spproximately 4,000 acres.
Comments made by: AHP, USDA, DOC, COE,
DOT, FPC. EPA, HEW, HUD, DOI, State
agencies, and private organizations. (ELR
Order No. 71042.)

BUREAU OF RECLAMATION

Final

Coronado Project, Maricopa County, Ariz,
August 25: Proposed is a joint project, in-
volving the Department of Interior and the
Department of Agriculture, associated with
the Salt River Project’s proposed electrical
generating plant at St. John's, Arizona. The
facilities are intended to meet the future
needs of Maricopa County and of the “East-
ern Mining Area.” The generating plaot,
wellfields, pipellnes, limestone source, and
rallrond would occupy 3,616 acres of land and
the transmission line would occupy 526 acres.
Negative effects include the impact of access
roads, tower sites and staging arcas on solls,
forage, vegetation, and -archeological re-
sources. Comments moade by: DOI, USDA,
HEW, FPC, DOT, ICC, State and local agen~

. clos, and groups and individuals. (ELR Or-

der No, 71043.)

GEOLOGICAL SURVEY
Final

Eagle Butte Mine, Amax Coal Co, Lease,
Campbell County, Wyo, August 23: Pro-
poied Is approval of the surface mining and
reclamation plan for Amax Coal Company's
Eagle ‘Butte mine in Campbell County,
Wyoming. The project calls for mining of
566.2 milllon tons of coal over & 30-year
period, at a rate of 16 milllon tons per
year, on a total of 3,530 nores of Federal
coal land. and 640 acres of State coal land,
The mining will result in the destruction of
o total of 3,448 acres of land, degradation
of water and open space quality, loss of
wiidiife habitat, and incressed burden on
sooinl and economi¢ institutions. Comments
made by: HEW, A, ICC, DOI, State and
local agencles, and concerned groups and
individuals. (ELR Order No. 71027.)

~ DEPARTMENT OF STATE

BUREAU OF OCEANS AND INTERNATIONAL,
ENVIRONMENTAL, AND SCIENTIFIC AYYAIRS

Contact: Mr, Willlam Mansfield, IIT, Office
of Environmental Affairs, Department of
State, Washington, D.C, 20520,

Draft

New Panams Canal Treaty, August 26: Pro-
posed is the conclusion of & new Panama
Canal Treaty with the Republic of Panama
concerning the operation and defense of the
Panama Canal. The statement examines the
alternatives of taking no action on the pro-
posed Treaty, postponing further action on
the Treaty, Implementing the Treaty's pro-
visions, and the possibility of n new treaty
with stronger environmental safegunrds.
Other elements discussed In the E!IS are &8
proposed Treaty Concerning the Permanent
Neutrality and Operation of the Panama
Canal and an AID Joan for watershed man-
agement, which has been proposed in con-
nection with the Canal Treaty. (ELR Order
No. 71067) »

* The period for comment on this draft has
been reduced from the usual 45 days to 30
days.
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DEPARTMENT OF TRANSPORTATION

Contact: Mr. Martin Convisser, Director,
Office of Environmental Affairs, U.S. Depart-
ment of Transportation, 400 7th Street, S.W.,
Washington, D.C. 20580, 202-426-4357,

FEUERAL AVIATION ADMINISTRATION

Final

William P. Hobby Alrport, Houston, Tex,
August 23: The statement refers to the con-
struction of two runways parallel to two ex-
{sting runways st the Willlam P, Hobby Alr-
port for use by light alrcraft. The uew run-
ways will be marked and lighting will he
instailed, Associated taxiways, a new fire
and rescue station, and extended drainage
and sewer systems will also be installed, Ad-
verse impacts include Increased levels of alr
and noise poliution. Comments made by:
EPA, DOI, HEW, HUD, COE, State and local
agencies, and concerned interest groups.
(ELR Order No, 71022.)

FEDERAL MIGHWAY ADMINISTREATION

Final

Balley Ave., Peler-Neatum Streets, Hinds
County, Miss., August 24: The proposed con-
struction project is located within the city
limits of Jackson, Mississippl, The project
is approximately 1,878 feet in length and ox-
tends in o northerly direction from Peter
to Neatum Streets. Construction is to take
place on exiating right of way where feasible;
however, approximately 2.2 acres of right-
of-way will be required. The completed proj-
ect will provide a basic four-lane facility
meeting criteria for an arterial (Reglon 4).
Comments made by: EPA, DOI, USDA, HUD,
and Stato agencles. (ELR Order No, 71038.)

Forest Highway 13 (US, Rte. 2), Montana,
August 24: The statement refers to the pro-
posed construction of 36 miles of Forest
Highway Rte, 13 (US. Rte. 2), from the Es«
sex Bridge easterly to just east of the Bur-
lington Northern R.R, underpass. Stream
pollution will increase during construction. A
4(1) determinstion is because the
project is almost entirely within Glacler Na-
tional Park. Comments made by: DOI
USDA, EPA, FPC, DOT, State ngencles, and
concerned groups and persous, (ELR Order
No, 71039.)

Nicroras C. Yosr,

Acting General Counsel,
[FR Doc.77-25680 Filed 9-1-77:8:45 am)|

DEPARTMENT OF DEFENSE
Department of the Air Force

M-X BURIED TRENCH CONSTRUCTION
AND TEST PROJECT

Public Hearing and Availability of Draft
Environmental Impact Statement

An informal public hearing will be
held for the purpose of soliciting com-
ments from the public on the Draft En-
vironmental Impact Statement (EIS) on
the M-X Buried Trench Construction
and Test Project proposed in the San
Cristobal Valley on the Luke Alr Force
Base Range In Yuma County, AZ. The
hearing 1s scheduled to be conducted on
September 10, 1977 at 7:30 pm at the
Antelope Union High School, Box 26,
Route 1, Wellton, AZ 85356. Any changes
to this schedule will be publicized in the
local news media.

The project includes the construc-
tion of two sections of underground tun-
nel totaling approximately 21,500 feet In
length.«The proposed construction proj-
ect will provide essential cost and con-
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struction data to analyze conceptual pro-
tective structures for the moblile, land-
based Intercontinental Ballistic Missile
(ICBM) System known as the MX., The
construction will also serve as a test bed
for mechanisms designed to punch
through the tunnel roof and erect a
dummy missile to simulate launch posi-
tion. The Draft EIS on the proposed
project was filed with the Council on En-
vironmental Quality (CEQ) on August 5,
1977. Limited copies of the Draft EIS
are available from:

Clvil Engineering Division, SAMSO/MNND

Norton AFB, CA 02400,

In addition, copies of the Draft EIS
have been placed in the following libra-
ries for public reference:

Arizona Collection, University Library, Arle
zona State University, Temple, AZ 85281,
University Library, Documents Section, Uni-

versity of Arlzona, Tucson, AZ 85721,
Arizona Department of Library and Archives,

8rd Floor, State Capitol, Phoenlx, AZ 85007,
Library Arizons Western College, Yuma, AZ

B5364.

Library, Maricopa County, Community Col-
lege District, P.O. Box 13349, Phoenix, AZ,

Library, Pima Cdllege, 2202 West Ankiam R4,
Tucson, AZ 85700,

Miss Gertrude Thayor, Librarian, Maricopa
County Free Library, Regional Headquar-
ters, 125 West Washington, Phoenix, AZ
85003.

Mr, Clarence M. Dial, Librarian, Mesa Pubite
Library, Maricopa County System, 59 East
First St., Mess, AZ 85203,

Phoentx Public Library, 12 East McDowell,
Phoenix, AZ 85004.

Mrs. Frances E. Thomas, Librarian, Yuma
City County Library, Reglonal Headguart-
ers 360 South 3rd St, Yuma, AZ 835364,

Tempe Public Library, Maricopa County Sya.
tem, 3300 South Mill Ave., Tempe, AZ 85281,

Tucson Public Library, Regional Headguar-
ters, 200 South 6th Ave., Tucson, AZ 85701.

The Presiding Officer at the Hearing
will be Colonel Allan C. Smith, Chief Cir-
cuit Judge, 5th Judiciary Circuit, USAF
Trial Judge, Travis Air Force Base, CA
94535,

The following procedures will be fol-
lowed during the informal public hear-
ing. Individual speakers will be limited to
five minutes, with ten minutes for a
group spokesman. There will be no relin-
quishing of time by one speaker to an-
other, Written statements, in addition to
or in leu of oral presentations will be ac-
cepted. The closing date for including
written communications in the hearing
record is five days after date of puublic
hearing. Submit written communications
to the presiding officer or as directed at
the public hearing.

Other persons not able to participate
in the public hearing have until Sep-
tember 26, 1877 to submit their written
comments to the Deputy for Environ-
ment and Safety, Office of the Secretary
of the Air Force (SAF/MIQ), Wash-
ington, D.C. 20330,

For further information, contact Mr.
Wayne Hudson, Environmental Planning
Division, Headquarters U.S. Air Force,
202-695-1422.

Feraxxie S. Estep,
Federal Register Liaison,
Directorate of Administration,

|FR Doc,77-25871 Filed 8-1-77;0:27 am|

NOTICES

DEPARTMENT OF DEFENSE
Office of the Secretary

DEFENSE SCIENCE BOARD TASK
FORCE ON CRUISE MISSILES

Advisory Committee Meeting

The Defense Science Board Task Force
on Cruise Missiles will meet in closed
session on September 19 and 20, 1977, in
the Pentagon, Washington, D.C.

The mission of the Defense Sclence
Board is to advise the Secretary of De-
fense and the Director of Defense Re-
search and Engineering on overall re-
search and engineering policy and to
provide long-range guidance to the De-
partment of Defense in these arcas,

The Task Force will provide an analy-
sis of the major issues concerning stra-
tegic cruise missile employment, theater
cruise missile employment and potential
defenses to the U.S. deployment of cruise
missile systems,

In accordance with Section 10(d) of
Appendix I, Title 5, United States Code,
it has beefi determined that this Task
Force meeting concerns maltters listed in
Section 552b(c) of Title 5 of the United
States Code, specifically subparagraph
(1) thereof, and that accordingly this
meeting will be closed to the public.

Mavrice W. ROCHE,

Director, Corvespondence and
Directives. OASD (Comp-
trolier) .

Avcusrt 30, 1977.
[FR Doc.77-25864 Filed 0-1-77;8:45 am)

ENVIRONMENTAL PROTECTION
AGENCY
[FRL 786-1]

AMBIENT AIR MONITORING EQUIVALENT
METHOD DESIGNATION

ASARCO Model 500 SO: Monitor

Notice is hereby given that the EPA,
in asccordance with 40 CFR Part 53 (40
FR 7044, February 18, 1875), has des-
ignated another equivalent method for
the measurement of ambient concentra-
tions of sulfur dioxide. The new equiva-
lent method is an automated method
(analyzer) which utilizes a measurement
principle based on the Increase in the
electrolytic conductance of a chemical
solution from absorption of sulfur
dioxide. The method i5: EQSA-0877-024.
“ABARCO Model 500 Sulfur Dioxide
Monitor,” operated on a 0-05 ppm
range.

The application for an equivalent
method determination for this method
was submitted by ASARCO Inc., 3422
South 700 West, Salt Lake City, Utah
84119. A notice of receipt of the appli-
cation appeared in the FEDERAL REGISTER,
Vol. 41, June 9, 1976, page 23225,

A test analyzer representative of this
method has been tested by & representa-
tive of the applicant, in accordance with
the test procedures specified in 40 CFR
Part 53, After reviewing the results of
these tests and other Information sub-
mitted by the applicant, EPA has de-
termined, in accordance with Part 53,

that this method should be designated as
an equivalent method. The information
submitted by the applicant will be kept
on file at the address shown below and
will be available for inspection to the
extent consistent with 40 CFR Part 2
(EPA’s regulations implementing the
Freedom of Information Act).

As an squivalent method, this method
is acceptable for use hy States and other
control agencies for purposes of § 51.-
17(n) of 40 CFR Part 51 (“Requirements
for Preparation, Adoption, and Submit-
tal of Implementation Plans") as

‘amended on February 18, 1975 (40 FR

7042). For such use, the method must
be used in strict accordance with the
operation or instruction manual pro-
vided with the method and subject to
any limitations (eg., operating range)
specified in the applicable designation
(see description of the method above).
Vendor modifications of a designated
method used for purposes of §51.17(a)
are permitted only with prior approval
of EPA, as provided In Part 53. Provi-
sions concerning modification of such
methods by users were promulgated on
March 17, 1076 (41 FR 11255).

In general, the designation applies to
any analyzer which is identical to the
analyzer described in the designation.
In many cases, similar ansalyzers manu-
factured prior to the designation may be
upgraded (eg., by minor modification
or by substitution of a new operation or
instruction manual) so as to be identical
to the designated method and thus
achieve designated status at modest cost.
The manufacturer should be consulted
to determine the feasibflity of such
upgrading.

Part 53 requires that sellers of desig-
nated methods comply with certain con-
ditions. These conditions are given in 40
CFR 53.8 and are summarized below:

(1) A copy of the approved operation
or instruction manugsl must accompany
the analyzer when it is delivered to the
ultimate purchaser.

(2) The analyzer must not generate
any unreasonable hazard to operators
or to the environment.

(3) The analyzer must function within
the limits of the performance specifica-
tions given in Table B-1 of Part 53 for
at Jeast 1 year after delivery when main-
tained and operated in accordance with
the operation manual.

(4) Any analyzer offered for sale as
@ reference or equivalent method must
bear a label or sticker indicating that it
has been designated as a reference or
equivalent method in accordance with
Part §3.

(5) If such an analyzer has one or
more selectable ranges, the label or
sticker must be placed in close proxim-
ity to the range selector and indicate
which range or ranges have been desig-
nated as reference or equivalent
methods.

{6) An applicant who offers analyzers
for sale as reference or equivalent meth-
ods 15 recuired to maintain a lst of ulti-
mate purchasers of such analyzers and
to notify them within 30 days if a ref-
erence or equivalent method designation
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applicable to the analyzer has been can-
celled or if adjustment of the analyzers
15 necessary under 40 CFR 53.11(b) to
avold a cancellation.

(7) An applicant who modifies an ana-
lyzer previously designated as a reference
or equivalent method is not permitted to
sell the analyzer (as modified) as a refer-
ence or equivalent method (although he
may choose to sell it without such rep-
resentations), nor to attach a label or
sticker to the analyzer (as modified)
under the provisions described above, un-
til he has received notice under 40 CFR
53.14(c) that the original designation or
a new designation applies to the method
as modified or until he has applied for
and recejved notice of a new reference
or equivalent method determination for
the analyzer as modified,

Aside from occasional breakdowns or
malfunctions, consistent or repeated
non-compliance with any of these con-
ditions should be reported to: Director,
Environmental Monitoring and Support
Laboratory, Department E (MD-76),
U.S. Environmental Protection Agency,
Research Triangle Park, N.C. 27711.

Designation of this equivalent method
will provide assistance to the States in
establishing and operating their air qual-
ity surveillance systems under 40 CFR
51.17(a). Additional information con-
cerning this action may be obtained by
writing to the address given above,

SrerHER J. Gace,
Assistant Administrator jor
Research and Development.
AvcusT 26, 1977.
[FR Doc.77-25743 Filed 9-1-77,8:45 am|

[FRL 785-7: OPP-180140]

MARYLAND DEPARTMENT OF
AGRICULTURE

Issuance of a Specific Exemption To Use
Terramycin To Control Bacterial Spot on
Peaches, Nectarines, and Plums

The Environmental Protection Agency
(EPA) has granted a specific exemption
to the Maryland Department of Agricul-
ture (hereafter referred to as the “Ap-
plicant') to use no more than 17,830
pounds of Terramycin to control bac-
terial spot on peaches, nectarines, and
plums involving approximately 800 acres
in Maryland, This exemption was
granted in accordance with, and is sub-
ject to, the provisions of 40 CFR Part
166, which prescribes requirements for
exemption of Federal and Staté agencies
for use of pesticides under emergency
conditions,

‘This notice contains a summary of cer-
tain information required by reg-
ulation to be Included In the no-
tice, For more detafled information,
interested parties are referred to
the application on file with the Registra-
tion Division (WH-567), Office of Pesti-
cide Programs, EPA, 401 M Street S'W,,
Room E-315, Washington, D.C. 20460.

According to the Aplicant, bacterial
spot is caused by the bacterium Xantho-

NOTICES

monas pruni; bacterial spot affects
leaves, fruit, and tender growing shoots,
Growers consider bacterial spot a very
destructive disease. If infection occurs
early in the seaosn, constant defoliation
chuses the trees to lose vigor and conse-
quently, to evoke smaller total crop yield
and smaller fruit, Infected fruit develop
cracks and a mottied appearance; both
of these render the fruit unmarketable,
The Aplicant stated that the future crop
vields also tend to be s=maller. Wet
weather conditions favor development
of the disease. The Applicant stated that
bacterial spot symptoms usually appear
early in June in Maryland.

According to the Applicant, registered
pesticides have proven ineffective in the
past to control bacterial spot in the State,
Cyprex-captan mixes have been used
but were not efficacious and copper hy-
droxide has demonstrated phytetoxicity.

The Applicant proposed to use the
product Myco Shield Agricultural Ter-
ramycin, manufactured by Pfizer Chemi-
cal Division, at the rate of 45.32 ounces of
Terramycin/acre (11.33 ounces of Ter-
ramycin/100 gallons of water) per appli-
cation by ground spray, There will be
a maximum of 7 applications, Applica-
tion will be made by growers.

The Applicant stated that the annual
peach, nectarine, and plum crop yield
in Maryland is approximately 500,000
bushels valued at about $3 million, One-
fifth (%) of this crop is of the suscepti-
ble varieties. The Applicant estimated
that damsage to susceptible varieties by
bacterial spot may be approximately 5% -
25%, eliciting an economic loss of about
$30,000-$150,000 annually.

EPA has determined that, under heavy
inoculum pressure, Terramycin (the cal-
cium compiex of oxytetracycline) would
be needed to prevent large scale losses of
peaches, nectarines, and plums infected
with bacterial spot. Tolerances for oxy-
tetracycline hydrochloride were previ-
ously established at 0.35 ppm on pears;
currently, a tolerance of 0.1 ppm in or
on pears for the calcium complex of oxy~
tetracycline has been proposed. Toler-
ances for peaches are pending. The use
of this pesticide for this exemption is
not expected to have any adverse effects
to either man or the environment, There-
fore, a residue level not exceeding 0.1
ppm has been determined by EPA to be
adequate to protect the public health,

After reviewing the application and
other available information, EPA has de-
termined that (a) a pest outbreak of
bacterial spot on peaches, nectarines,
and plums has or Is about to ocour;
(h) there is no pesticide presently reg-
istered and avallable for use to control
the bacterial spot in Maryland; (¢) there
are no alternative means of control,
taking into account the efcacy and haz-
ard; (d) significant economic prohlems
may result if the bacterfal spot iz not
controlled; and (e) the time avaflable for
action to mitigate the problems posed s
insufficient for a pesticide to be regis-
tered for this use. Accordingly, the Ap-
pleant has been granted a specific ex-
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emption to use the pesticide noted above
until August 15, 19717, to the extent and
in the manner set forth in the applica-
tion. The specific exemption is also sub-
Ject to the following conditions:

1. Myco Shield Agricultural Terramy-
cin (containing the calcium complex of
oxytetracycline) , manufactured by Pfizer
Chemical Division, is authorized;

2. Application rate shall be 4532
ounces of Terramyein/acre (11,33 ounces
of Terramycin/100 gallons of water) per
application by ground spray:

3. A maximum of 7 applications of
Terramycin may be made;

4. A maximum of 17,830 pounds of
Terramycin may be applied;

5. The duration of the application
period shall be from June 10, 1997, until
August 15, 1977;

6. A maximum of 900 acres in Mary-
land may be treated;

7. Application of Terramyein shall be
by growers:

8. Workers shall not enter orchards
after Terramycin application until foli-
age isdry;

8. There shall be a 21-day preharvest
interval;

10. The Applicant shall notify Niagarn
{a subsidiary of FMC), sole distributor
of this material, that records of the sale
of this material shall be kept and made
available. These records shall include the
name and address of the purchaser, and
the quantity of material purchased:

11. An Extension Plant Pathologist at
the University of Maryland shall co-
ordinate the program; he shall make all
initial recommendations of Terramvein
application, based on observation of dis-
ease, past history of the disease, and local
weather conditions. County agricultural
agents will assist the Pathologist in
monitoring the program. A néwsletter or
agricultural bulletin shall be promul-
pated informing growers about program
criteria;

12. A residue level of oxytetracycline
not exceeding 0.1 ppm has been deemed
adequate to protect the public health,
The Food and Drug Administration, U.S.
Department of Health, Education, and
Welfare, has been advised of this action;

13. All Iabel precautions shall be fol-
lowed;

14. A final report shall be submitted to
EPA by the end of 1977, summarizing
the results of this program:; and

15. The Applicant shall inform EPA
immediately of any adverse effects re-
sulting from this.program and shall be
responsible for the performance of all
provisions of this exemption.

(Sec., 18, Federal Insecticide, Punglcide, and
Rodenticide Act (FIFRA), ns amended (88
Stat. 973; 88 Stat, T61; 7 US.C. 136(a) et
seq.).)
Dated: August 29, 1977.
Epwix L, Jounson,

Deputy Assistant Administrator
for Pesticide Programas.

[FR Doc.7T7-25730 Plled 0-1-77;8:45 am]
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|FRL 786-4; OPP-50323]
PENNWALT CORP.
Issuance of Experimental Use Permits

The Environmental Protection Agency
{EPA) has Issued experimental use per-
mits to the following applicants. Such
permits are in accordance with, and sub-
Ject to, the provisions of 40 CFR Part
172, which defines EPA procedures with
respect to the use of pesticides for ex-
perimental purposes,

No. 4581-EUP-24. Pennwalt Corporation, Ta-
coma, Washington 98401, This ental
use permit allows the use of 2,510 pounds
of the lnsecticide methyl parathion on al-
monds, cabbage, conifers, cranberries, ou-
cumbera, melons, peanuts, peppers, pota-
toes, squash, strawberries, sugar beets,
turf, and twrnlps to evaluate control of
various insects, A total of 2,884 acres Is In-
volved: the program is authorized only
in tho States of California, Maine, Michi~
gan, Minnesota, Nebraska, New York, North
Dakota, Oregon, Texas, Virginia, Washing~
ton, and Wisoonsin, The experimental use
permit Is effective from July 15, 1977, to
July 15, 1978, Permanent tolerances for
residues of the active ingredient in or on
almonds, cabbage, cranberries, cucumbers,
melons, peanuts, peppers, potatoes, squash,
strawberries, sugar beets, and turnips have
been established (40 CFR 180.121).

No. 40285-EUP-:. Degesch America, Ino.,
Vienns, Virginia 22180, This experimental
use permit allows the use of 235 pounds of
the insecticide magnesium phosphide on
cereal graina on board cargo ships to evalu-
ate control of insects which Infest cereal
grains. A total of 1,440,000 bushels of cereal
grain is involved: the program s author-
imod only in the States of Alabama, Louisi-
ana, Mississippl, South Carolina, Texas,
and Virginia. The experimental use permit
is effective from July 20, 1977, to July 20,
1678. This permit is being issued under the
oondition that all treated grain will be

exported,

No. 27686-EUP-10, US, Department of Agri-
culture, Washington, D.C. 20250. This ex~
perimental use permit allows the use of
an insecticide which s a mixture of 576
pounds of technical malathion, and 1,700
pounds of methyl eugenol on undeveloped
grassland, scrub, and areas where thore Is
no permanent human habitation, and no
bodies of water or pormanent streams to
sttract and kill Oriental frult fiy males,
A total of 9,600 acres s involved; the pro-
gram is authorized only In the State of
Hawall. The experimental use permit is ef-
fective from July 13, 1077, to July 13, 1978,

Interested parties wishing to review
the experimental use permits are re-
ferred to Room E-315, Registration Di-
vision (WH-567), Office of Pesticide Pro-
grams, EPA, 401 M St.,, SW.,, Washington,
D.C. 20460, It is suggested that such in-
terested persons call 202/755-4851 before
visiting the EPA Headquarters Office, 50
that the appropriate permits may be
made conveniently available for review
purposes, These files will be available
for inspection from 8:30 a.m, 10 4:00 p.m.
Monday through Friday.

(Sec. 5, Federal Insecticide, Pungicide, and
Rodenticide Act (FIFRA), as amended (86

NOTICES

Stat. 073; 80 Stat. 751; (7 USC. 138(n) et
20q.)) )

Dated: August 26, 1977,

Dovcras D. CamrT,
Acting Director,
Registration Division,

[FR Doc.77-25748 Plled 9-1-77:8:456 am]

[FRL 786-2)

SCIENCE ADVISORY BOARD EXECUTIVE
COMMITTEE, SUBCOMMITTEE ON
SCIENTIFIC CRITERIA FOR ENVIRON-
MENTAL LEAD

Meeting

Under Pub. L. 92-463, notice is hereby
given that a meeting of the Subcommit-
tee on Scientific Criteria for Environ-
mental Lead of the Sclence Advisory
Board will be held at 9:00 am. on Oc~
tober 7, 1977 in Conference Room A
(Room 1112), Crystal Mall Building No.
2, 1921 Jefferson Davis Highway, Arling-
ton, Va.

The purpose of the meeting will be to
provide advice and consultation on air
quality criteria for atmospheric lead and,
specifically, to review and comment on a
draft document entitled, “Alr Quality
Criteria for Lead,” External Review
Draft No. 3, August 1977, prepared by the
Agency's Office of Research and Develop-
ment,

The meeting will be open to the pub-
lic. Any member of the public wishing to
attend or submit a paper should contact
the Secretariat, Science Advisory Board
(A-101), U.S. Environmental Protection
Agency, Washington, D.C. 20460, by ¢.0.b.
September 30, 1977. Please ask for Ms,
Barbara Robinson or Mrs, Ilene F. Stein.

The telephone number is 703-557-7720.

Ricuarp M. Dowp,
Stafl Director,
Science Adpisory Board.
Avgusr 29, 1977,
[FR Doc T7-25744 Filed 9-1-77:8:45 am|

| FRL 786-3; OPP-50326]

STAUFFER CHEMICAL CO. AND CHEVRON
CHEMICAL CO.

Issuance of Experimental Use Permits

The Environmental Protection Agency
(EPA) has issued experimental use per-
mits to the following applicants. Such
permits are in accordance with, and sub-
ject to, the provisions of 40 CFR Part
172, which defines EPA procedures with
respect to the use of pesticides for experi-
mental purposes,

No, 476-EUP-85. Stauffer Chemical Co., Rich-
mond, Calif. 94804. This experimental use
permit allows the use of 280 pounds of the
herdbleide S-ethyl dipropylthlocarbamate
and 40 pounds of the herbicide triffuralin
on sugarbeets to ovaluate control of pig-
weed, lambsquarters, nightshade, Russian
thistle, barnyard grass, and s variety of

annual grasses, annual broadlenf snd per-
ennial weeds, A total of 120 ncres is In-
volved; the program is authorized in the
State of Idaho and Washington. The ex-
perimental use permit Is effective from No-
vomber 11, 1077, to November 11, 1978
Permanent tolerances for residues of S.
ethyl dipropyithlocarbamate and triflura-
lin in or on su ts have been estab-
;l;’hed (40 CPR 180.117 and 40 CFR 180.-

).
No, 238-EUP-73. Chevron Chemienl Co.,

Richmond, Calif. 04804. This experimental
use permit allows the use of tho remsin-
ing supply of approximately 1,000 pounds
of the resin soaking-herbicide paraquat
dichloride remsining from last year's ex-
perimental program on conifers, A total of
approximately 3,000 acres is involved; the
program is authorized only in the States
of Alabama, Arkansss, California, Florida,
Georgln, Kentucky, Loulsiana, Mississippl,
Missourl, New York, North Carolina, Okla-
homa, Oregon, Pennsylvania, South Caro-
lina, Tennesses, Toxas, Virginia, and Wash-
ington. The experimental use 1t Is
effective from July 20, 1977, to July 20,
1978.

Interested parties wishing to review

the experimental use permits are referred
to Room E-315, Registration Division
(WH-567), Office of Pesticide Programs,
EPA, 401 M St. SW., Washington, D.C.
20460. It is suggested that such interested
persons call 202-756-4851 before visiting
the EPA Headquarters Office, so that the
appropriate permits may be made con-
venlently avallable for review purposes.
These files will be available for inspec-
tion from 8:30 s.m. to 4:00 p.m. Monday
through Friday.
(Sec. b, Federal Insecticide, Funglelde, and
Rodenticide Act (FIFRA), as amoended (86
Stat. 973; 80 Stat. 751 (7 USC. 136(a) ef
#eq.))

Dated: August 30,1977, .

Dovcras D. Camer,
Acting Director,
Registration Division.

[FR D00 71-25745 Filed 9-1-77:8:45 am|]

FEDERAL ENERGY ADMINISTRATION

FOURTH ANTHRACITE COAL
CONFERENCE

Conference

Notice is hereby given that the fourth
Anthracite Coal Conference will be held
on September 15, 1977, from 1 p.m. to 4
p.m. at the Gus Genetti Motor Lodge,
Route 309, Hazelton, Pa. This meeting is
a follow-up to the third Anthracite Coal
Conference held on August 18, 1977, at
the Reading Motor Inn in Wyomissing,
Pa. Notice is also given that the five
subgroups to the Conference, appointed
at the first meeting on June 28, 1977, will
hold meetings before the fourth confer-
ence,

The urgency of convening both the
subgroup meetings and fourth confer-
ence results from FEA's responsibility to
study ways of improving the production
of anthracite coal. Analysis and recom-
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mendations to this end must be com-
pleted by mid-October. It is therefore
essential to call these meetings Immed]-
ately, thereby reducing the customary
advance period of notice normally given,

The schedule of subgroup meetings is
as follows:

UrLizATioNn Suscrovs

Beptember 0, 1977, 10 am. Pennsylvaunla
Power and Light Co. Bullding Two, North
Ninth St, Allentown, Pa.

Agenda: Preliminary conclusions and recom-
mendations on progross for assistance/
report,

EXVIRONMENTAL SuBGRGUP

September 1, 1877, 10 sm. Maln Capiltal
Building, Room 225, Harrisburg, Pa.

Agenda: Final report of study on environ-
montal lssues conoerning land use con-
ficts, water quality, refuse disposal, ré-
storation/rehabilitation,

MARKETING (TRANSPORTATION)  SUBGROUP

September 7, 1077, 10 am. ConRall, 214 Six

Penn Center Plaza, Phlindelphin, Pa.

Agenda: Preliminary polloy recommenda-
tions on the structure and efonomlics of
rall  transportation in  the anthracite
region.

The agenda for the September 15 con-
ference will be an assessment of the pre-
liminary recommendations by the Task
Force, in conjunction with presentations
by individual members on major issues
previously  identified at the August 18
conference.

These meetings will be open to the
public. The Chairman Is empowered to
conduct the meeting In a fashion that
will, In his judgment, facilitate the or-
derly conduct of business. Any member
of the public who wishes to file a writ-
ten statement will be permitted to do so,
either before or after the meeting,

Further information concerning this
meeting may be obtained from Stephen
T. Minihan, Room 3502, FEA Head-
quarters, 12th and Pennsylvania Av-
enue NW. Washington, D.C. 20461
202-566-6230.

Transeripts of the conference will be
avallable for public review and copying
at the Freedom of Information Public
Reading Room, Room 217, FEA Head-
quarters, 12th and Pennsylvania Ave-
nue NW., Washington, D.C. between the
hours of 8 am. and 4:30 p.m. Monday
through Friday except Federal holidays.
Any person may purchase a copy of the
transeript from the reporter.

Issued at Washington, D.C., on Au-
gust 29, 1977,
Eric J. Fyor,

Acting General Counsel.
[FR Doc.77-35025 Flled 0-1-77;8:45 am]

SOUTH DAKOTA El:&ng CONSERVATION

Negative Determination of Environmental
Impact

Pursuant to 10 CFR 208.4, the Federal

Energy Administration hereby gives no-

NOTICES

tice that it has performed an analysis
and review of the environmental impaects
associated with the provision of Federal
financial sssistance for the implementa-
tion, by the State of South Dakota, of its
State Energy Conservation Plan. Fed-
eral funding §s authorized by Part C of
Titie IIT of the Energy Policy and Con-
servation Act, 42 US.C. 6321, et seq.

Based upon assessment of environ-
mental iImpacts that are expected to re-
sult from implementation of this plan,
the FEA has determined that Federal fi-
nancial assistance will not be a “major
Federal action significantly affecting the
quality of the human environment”
within the meaning of section 102(2)
(C) of the National Environmental Pol-
icy Act of 1969, 42 U.S.C. 4332(2) (C).
Therefore, pursuant to 10 CFR 208.4(c),
the Pederal Energy Administration has
determined that an environmental im-
pact statement is not required for this
plan.

Single copies of the environmental as-
sessment of the State Plan for South
Dakota are avatlable upon request from
the FEA National Energy Information
Center, Room 1406, 12th and Pennsyl-
m Avenue, NW.,, Washington, D.C.

Copies of the environmental assess-
ment will also be available for public re-
view in the Federal Energy Administra-
tion Information Access Reading Room,
Room 2107, 12th and Pennsylvania Ave-
nue NW., Washington, D.C. 20461.

A copy of the State Plan is available
for public review In the Office of State
Energy Conservation Programs, Room
6437, 12th and Pennsylvania Avenue,
NW., Washington, D.C. 20461,

Interested persons are invited to sub-
mit data, views or arguments with re-
spect to the environmental assessments
to Executive Communications, Box PB,
Room 3317, Federal Energy Administra-
tion, Washington, D.C. 20461,

Comments should be identified on the
outside of the envelope and on docu-
ments submitted to FEA Executive Com-~
munications with the designation, “En-
vironmental Assessment—South Dakota
Energy Conservation Plan.” Fifteen cop=
ies should be submitted. All comments
should be received by FEA by 4:30 p.m,
edst, September 9, 1977, in order to
receive full consideration.

Any information or data considerad
by the person submitting it to be confi-
dential must be so identified and submit-
ted In one copy only. The FEA reserves
the right to determine the confidentinl
status of the information or data and to

treat it according to that determination.
mgg’sued in Washington, D.C., August 29,
[ Emc J, Fyer,

Acting General Counsel,
Federal Energy Administration,

[PR Doc.77-25626 Filed 0-1-77:8:45 am]
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FEDERAL HOME LOAN
BANK BOARD
[No, AC-44]

TRI-COUNTY SAVINGS AND LOAN
ASSOCIATION, CAMDEN, N.J.

Post Approval Amendment of Conversion
Application (Final Action)

Avcust 30, 1977.

Notice is hereby given that on August
18, 1977, the PFederal Home Loan Benk
Board, as the operating head of the Fed-
eral Savings and Loan Insurance Cor-
poration, by Reselution No. 77-513, ap-
proved the amendment to the application
of Tri-County Savings and Loan Associ-
atlon, Camden, New Jersey, for permis-
gion to convert to the stock form of or-
ganization. The application to convert

" was approved on May 4, 1877, by Resolu-

tion No. 77-279. Copies of the application
are available for inspection at the Office
of the Secretary'of sald Corporation, 320
First Street NW., Washington, D.C. 20352
and at the Office of the Supervisory
Agent of sald Corporation at the Federal
Home Loan Bank of New York, One
World Trade Center, Floor 103, New
York, N.Y. 10048,

By the Federal Home Loan Bank
Board,
J. J. FixxN,
Secretary,

[FR Doc.77-25706 Filed 0-1-77.8:45 am|

FEDERAL RESERVE SYSTEM
COMMUNITY BANKS OF FLORIDA, INC.
Acquisition of Bank

Community Banks of Florida, Inc.,
Seminole, Fla., has applied for the
Board’s approval under § 3(a)(3) of the
Bank Holding Company Act (12 US.C.
§ 1842(n) (3)) to acquire B0 percent or
more of the voting shares of The County
Bank, Palmetto, Fla. The factors that
are consfdered in acting on the applica-
tion are set forth in § 3(¢) of the Act (12
USC. §1842(¢c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Atlanta,
Any person wishing to comment on the
application should submit views in writ-
ing to the Secretary, Board of Governors
of the Federal Reserve System, Wash-
ington, D.C. 20551, to be received not
later than September 26, 1977,

Board of Governors of the Federal Re-
serve System, August 29, 1977,

GriFrITH L. GARWOOD,
Deputy Seoretary of the Board.

[FR Doe.77-25708 Filed 8-1-77,8:45 am|

.
NEW VIRGINIA BANCORPORATION
Acquisition of Bank

New Virginia Bancorporation, Spring-
fleld, Va., has applied for the Board’s ap-
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provid under §3(a)(3) of the Bank
Holding Company Act (12 US.C. § 1842
(a)(3)) to acquire 100 percent of the
voting shares of the successor by merger
to Bank of Warrenton, Warrenton, Va.
The {actors that are considered in acting
on the application are set forth in § 3(¢)
of the Act (12 U.S.C. § 1842(¢c) ).
The application may be inspected at
“the offices of the Board of Governors or
at the Federal Reserve Bank of Rich-
mond. Any person wishing to comment
on the application should submit views
in writing to the Secretary, Board of
Governors of the Federal Reserve Sys-
tem, Washington, D.C. 20551, to be re-
ceived not later than September 23, 1977,

Board of Governors of the Federal Re-
serve System, August 29, 1977,

GrirriTH L, GARWOOD,
Deputy Secretary of the Board.
[ FR Doc.77-25709 Filed 8-1-77;8:45 am|]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Alcohol, Drug Abuse, and Mental Health
Administration

ADVISORY COMMITTEES
Meetings

In accordance with Section 10(a)(2)
of the Federal Advisory Committee Act
15 U.S.C. Appendix I), announcement is
made of the following National Advisory
bodies scheduled to assemble during the
month of September 1977:

Druo Asuse TRAINING REVIEW COMMITIEE

Date and time: September 27-28, 8:30 am.
to 5:00 p.m.

Pince: 8th Floor Conference Room, One Cen-
tral Plaza, 11300 Rockville Pike, Rockville,
Maryland 20852,

Type of Meeting: Open—September 27, 8:30
0., 1o 9130 am,

Closed —Otherwise.

Contact—Mr., James F. Callaban, Rockwall
Bullding, Room 640, 11400 Rockville Plke,
Rockville, Maryiand 20852, 301-443-4922.

Purpose: The Committes is charged with the
initial roview of grant applications for
Federal assistance in the program areas
administered by the National Institute on
Drug Abuse relating to Drug Abuse Train-
ing Activities and makes recommendations
to the National Advisory Council on Drug
Abuse for final review.

Agenda; From 8:30 a.m. to $:30 am. Scp-
tember 27, the meeting will be open for
disoussion of administrative announce-
ments and program developments, Other-
wise, the Committee will be performing
initial review of grant applications for
Federal assistance and will not be open
1o the public, in accordance with the de-
rermination by the Acting Administrator,
Alcohol, Drug Abuse and Mental Health
Administration, pursuant to the provisions
of Title 65, US. Code 552b(c) (8) and Sec-
rion 10(d) of Pub. L. 82-463 (5 US.C. Ap-
pendix I).

Dava Apuse PREVENTION REvIRw COMMITTER

Date and time: September 30, 8 a.m.

Pince: Bih Floor Conference Room, SW, One
Central Plaza Bullding, 11300 Rockville
Pike, Rockville, Maryland 20852,

Type of meeting: Opon—September 30, § (o
10 n.m.

NOTICES

Closed—Otherwise.

Contact; Mrs. Lurn S, Jackson, Rockwall
Bullding, Room 752, 11400 Rockville Plke,
Rockville, Maryland 20852, 301-443-2450,

Purpose: The Committee Is charged with the
initial review of grant applications for
Federal assistance in the program Aareas
ndministered by the Natlonal Institute on
Drug Abuse relating to prevention activi-
ties and makes recommendations to the
National Advisory Council on Drug Abuse
for final review.

Agenda: From 9 am. to 10 am., September
30, the meeting will be open for discus-
slon of sdministrative announcements and
program developments. Otherwise, the
Committee will be performing initial re-
view of graut applications for Federal as-
sistance and will not be open to the pub-
lie In accordance with the determination
by the Acting Administrator, Alcohol,
Drug Abuse, and Mental Health Adminis-
tration, pursuant to the provisions of Sec-
tion B52b(e)(6), Title 6 U.8. Code and
Section 10(d) of Pub, L. 92-463 (5 US.C.
Appendix I).

Substantive program information may be
obtained. from the contact person listed
above, The NIDA Information Officer who
will furnish upon request summaries of the
meeting and rosters of the committee mem-
bers is Mr. Ken Howard, Director, Office of
Communications and Public Affalrs, NIDA,
Room 110, Rockwall Bullding, 11400 Rock-
ville Pike, Rockville, Md. 20852, 301-443-6500.

Dated: August 26, 1977.

CanoLyy T, EvaNs,
Committee Management Officer,

Alcohol, Drug Abuse, and
Mental Health Administra-
tion.

[PR Doc.77-25279 Filed 9-1-77; 8:45 am]

ADVISORY COMMITTEES
Meetings

In accordance with Section 10(a)(2)
of the Federal Advisory Committee Act
(5 U.S.C. Appendix I), announcement is
made of the following National Advisory
bodies scheduled to assemble during the
month of October 1977:

Mexrtal Hraure Spnvices REsSEARCH REVIEW
COMMITTER

Date and time: October 5-7; 9 am.

Place: Gramercy Inn, Parkview Room, 1616
Rhode Island Avenue NW., Washington,
D.C. 20056.

Type of Meeting: Open—October 5, 8 to 10
am

Closed—-Otherwise,

Contact:» James 7T. Cumlskey, Parklawn
Building, Room 11C-17, 5600 Fishers Lane,
Rockville, Maryland 20857, 301-443-3764.

Purpose: The Commitiee is with
the initial review of grant applications for
Federal assistance in the areas
sdministered by the National Institute of
Mental Health relating to mental health
services research and makes recommonda-
tions to the Nstional Advisory Mental
Health Council for final review.

Agonda: From 9 am. to 10 am., on Octo-
ber 5, the meeting, will be open for dis-
cussion of administrative announcements
and program developments, Othérwise, the
Committee will be performing initial re-
view of grant applications for Federal as-
sistance and will not be open to the publlc
in accordance with the determination by
the Acting Administrator, Alcohol, Drug
Abuse, and Mental Health Administration,

pursuant to the provisions of Section 5562b
(c)(6), Title § US. Code and Section 10
gﬂ !‘;t Pudb, L. 92—40_! (6 U.B.C. Appen-

Crivx AND DELINQUENCY Revizw CoMMITTEE

Date and time: October 5-7; 9 s.m.

Place: Plaza Room, DuPont Plaza Hotel, 1500
New Hampshire Avenue NW., Washington,
D.C. 20036,

Type of meeting: Open—October 5, § to
10:30 a.m,

Closed—Otherwise.

Contact: Carol Beall, Room 18C-04, Parkinwn
Bullding, 5600 Fishers Lane, Rockville,
Maryland, 20857, 301-443-3728.

Pui : The Committee is charged with the
initial review of grant applications for
Federal sssistance In the program arens
administered by the National Institute of
Mental Health relating to resenrch and
training activities in orime and deiln-
quency individual viclent behavior, and
related law and mental health interac-
tions, and makes recommendations to the
National Advisory Mental Health Council
for final review, i

Agenda: Prom 9 ago. to 10:30 a.m,, October
5, the meeting will be open for discussion
of administrative announcements and
program deveiopments., Otherwise, the
Committes will be performing initial re-
view of grant applications for Federal as-
sistance and will not be open to the pub-
1o In accordance with the determination
by the Acting Administrator, Alcohol, Drug
Abuse, and Mental Health Administration,

t to the provisions of Section 552b
(e) (6), Title 5 U.S. Code and Section 10(d)
of Pub, L. 92-463 (5 US.C. Appendix I).

MeETROPOLITAN MENTAL HEALTH PrONLEMS
Review COMMITTEE

Date and time: October 13-15, § a.m.

Place: Mooting Room B, Hollday Inn, 2505
Wisconsin Avenue NW, Washington, D.C.

Type of meeting: Open—October 13, 8 to 9:30
am,

Closed—Otherwise.

Contact: Mmi. Phyliss Plnzow, Parklawn
Bullding, Room 15-09, 5600 Fishers Lane,
Rockville, Maryland 20857, 301-443-3373,

Purpose; The Committes is charged with the
initial review of grant applications for
Federal assistance in the program areas
administered by the National Institute of
Mental Health relating to metropolitan
mental health problems and makes recom-
mendations to the Natlonal Advisory Men-
tal Health Council for final review.

Agenda: From @ am. 10 9:30 am. October
13, the meeting will be open for dlscussion
of administrative announcements and pro-
gram developments. Otherwise, the Com-
mitice will be performing Initial review of
grant applications for Federal assistance
and will not be open to the public In ac-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse,
and Mental Health Administration, pur-
suant to the provisions of Section 562b(c)
(6), Title § US, Code and Section 10(d)
of Pub. L. 92-463 (5 US.C. Appendix I).

- - . . -
ArcoHoL TRAINING REVIEW COMMITTER

Date and time: October 13-15; § a.m.

Piace: Conforence Room A, Parklawn Build-
ing, 5600 Pishers Lane, Rockville, Maryland
20857.

Type of meeting: Open—October 13, 9 to 11
am.

Closed—Otherwise.

Contact: Dr. Nathan Rossnberg, Parklaswn
Bullding, Room 140-17, 5600 Fishers Lane,
Rockville, Maryland 20857, 301-443-1060.
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Purpose: The Committee Is charged with the
initial review of grant applications for
Foderal assistance in the program Areas
sdministered by the National Institute on
Alcohol Abuse and Alcoholism, ADAMHA,
relating to training activities and make
recommendations to the National Advisory
Council on Alcohol Abuse and Alcoholismm.
Agenda: From 9 am. to 11 am, October 13,
the meeting will be open for reports and
announcements of administrative and pro-
gram deveolopments, Otherwise, the Com-
mittee will be performing initial review of
grant applicatiohs for Federal assistance
and will not be open to the public In ac-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse
and Mental Health Administration, pur-
suant to the provisions of Section 562(¢)
(8), Title 5 U.S. Code and Section 10(d) of
Pub. L, 92-463 (5 US.C, Appendix I).

INTERAGENCY COMMITTEE ON FEDERAL ACTIVI-

TIES FOR ALCOMOL ABUSE AND ALCONOL-
ISAL
Date and time; October 18; 9:30 a.m. to 4:30

pam.

Place: Conference Rooms "G" and “H”, Park-

Jawn Building, 5600 Fishers Lane, Rock-
M; 20857

ville, s
Type of meeting: Open meeting,
Contact: James Vaughan, Parklawn Bulld-
ing, Room 16C-10, 6600 Fishers Lane, Rock«
ville, Maryland 20857, 301-443-3888,
Purpose: The Interagency Committee on
Federal Activities for Alcohol Abuse and
Alcoholism (1) evaluates the adequacy
ond technical soundness of all Federal pro-
grams and activitles which relate to al-
cohol abuse and alcoholism and provides
for the communication and exchange of
information necessary to maintain the
coordination and effectiveness of such pro-
grams and activities, and (2) seeks to co-
ordinate eofforts undertaken to deal with
aloohol abuse and alcoholism in carrying
out Federal health, welfare, rehablilitation,
highway safety, law enforcement, and eco-
nomic opportunity laws,
Agoenda: This meeting will feature a pre-
sentation by Dr. Thomas Brysnt, Chalr
man of the President's Commission on
Mental Health and a report on alcoholizm
programs in the Veterans Administration.
In addition, & report will be given regard-
ing current legislation and working group
acté:lmn. This meeting will be opén to the
public,

PERLSONALITY AND COGNITION RESEANCH
Review ComMMITiER

Date and time: October 16-18; § am.

Place: Exocutive Room, Dupont Plaza Hotel,

t Plaza, Washington, D.C, 200360,

Type of meeting: Open—October 16, 8 to 10
am.

Closed—Otherwise,

Contact: 8hirley Maits, Parklawn Bullding,
Room 100-06, 5600 Pishers Lane, Rockville,
Maryland 20857, 301-443-3042.

: The Committee is charged with the
initial review of grant applications for
Federal assistance In the nreas
administered by the National Institute of
Mental Health relating to research actiyi-
ties and makes recommendations to the
Nationad Advisory Moental Health Council
for final review,

Agenda: From 9 am. to 10 am., October 189,
the meeting will be open for discussion of
administrative annocuncements snd pro-
gram developments, Otherwise, the Com-
mittee will be performing initial review of
grant applications for Federal asslstance
and will not be open to the public in ac-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse,
and Mental Health Administration, pur-
suant to the provisitons of Section 552b(¢)

NOTICES

(8), Title 5 U8, Code and Section 10(d) of
Pub, L. 92-463 (5 U.S.C. Appendix I).

Arcoyor ReEsEARCH REVIEW COMMITTEE

Date and Time: October 20-28; 9 am.

Place: Maryland Room, Holiday Inn, Be-
thesda, Maryland 20014.

Type of meeting: Open—October 26, 9 to 10

aam,

Closed — Otherwise.

Contact: Dr, James C. Teegarden, Parklawn
Bullding, Room 16C-26, 5600 Fishers Lane,
Rockville, Maryland 20837, 301-443-4223.

Purpose: The Commlitiee Is charged with the
initial review of grant applications for Fed-
eral mssistance In the program areas ad-
ministered by the National Institute on
Alcohol Abuse and Alcoholism relating to
research activities and makes recommenda~
tions to the National Advisory Couneil on
Alcohol Abuse and Alcoholisin for final re-
view.

Agenda: From © am. to 10 am., October 26,
the meeting will be open for discussion of
administrative announcements and pro-
gram developments. Otherwise, the Com-
mittes will be performing initial review of
grant applications for Federal assistance
and will not be open to the public in ac-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse,
and Mental Health Administration, pur-
suant to the provisions of Scction 552b(¢)
(6) Title 5 U.S. Codo and Section 10(d) of
Pub, L. 92-463 (6 U.S.0C. Appendix I).

Boarp oF ScieNTirFic Couxszrons, NIMH

Date and time: October 27-28; 8 a.m. (Oct.
27), 9:30 a.m. (Oct. 28).

Place: Bullding 36, Conference Room 1B-07,
National Institutes of Health, Bethesda,
Maryland 20014.

Type of meeting: Open—October 27, 8:30 to
10 am.

Closed—Otherwise.

Contact: Dr. John C. Eberhart, Bullding 36,
Room 1A-05, National Institutes of Health,
Bethesda, Maryland 20014, 301-406-3601,

Purpose: The Board of Scientific Counselors
provides expert advice to the Director,
NIMH, on the mental health Intramural re-
search program through periodic visits to
tho laboratories for assessment of the re-
search in progress and evaluation of pro-
ductivity and performance of stafl scien-

Agenda: The Board will meet in Bullding 38,
Room 1B-07, Bethesda, Maryland, for ap-
proximately 30 minutes for a report by. the
Director and Deputy Director of Intra-
mural Research, NIMH, on recent adminis-
trative developments, The remainder of the
two-day session will be devoted to the re-
view of intramural research projects from
the Laboratory of Developmental Psychol-
ogy. and the evaluation of individual scien-
tific programs, and will not be open to the
public in accordance with the determina-
tion by the Acting Administrator, Aleohal,
Drug Abuse, and Mental Health Adminis-
tration, pursuant to the provizions of Sec-
tion 10(d) of Pub. L. 92-463 (5 US.C. Ap-
pendix I).

PRECLINICAL PSYCHOPHARMACOLOGY RESEARCH
Revisw CoMMrrres

Date and time: October 27-28; § am.

Place: Sheraton-Park Hotel, Suite G-100 and
G-101, 2600 Woodley Road, NW., Washing-
ton, D.C.

Typo of meeting: Open—Ociober 27, § o
9:30 a.m.

Closed—Otherwise.

Contact: Nina Young, Parklawn Bullding,
Room 9-07, 5600 Fishers Lane, Rockville,
Maryland 20857, 301-443-3454.

11269

Purpose: Tho Committee is charged with the
initial roview of grant applications for
Federal assistance in the program areas and-
ministered by the National Institute of
Mental Health relating to preclinieal psy-
chopharmacology research and makes rec-
ommendations to the Natlonal Advisory
Montal Health Councll for final review.

Agenda: From 9 am. to 9:30 am., October 27,
the meeting will be open for discussion of
administrative announcements and pro-
gram developments. Otherwise, the Com-
mitiee will be performing initial review of
grant applications for Federal assistance
and will not e open to the public in ne-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse,
and Mental Health Administration, pur-
suant to the provisions of Section 562b(c)
(8), Title 5 U.S. Code and Section 10(d) of
Pub. L. 92-463 (6 US.C. Appendix I).

CrLiNICAL PROYECTS RESEARCH REVIEW
CoMMmITTER

Date and Time: October 27-29; 8 a.m.

Place: Twin Bridges Marriott Hotel, 333 Jef-
ferson Davis Highway, Arlington, Virginia
20001

Type of meeting: Open—Oc¢tober 27, 0 to 10
am,

Closed—Otherwise,

CONTACT: Harriet German, Parklawn Bulld-
ing, Room 10C-5, 6600 Fishers Lane, Rock-
ville, Maryland 20857, 301-443-3367.

Purpose: The Committes ia charged with the
initial review of grant applications for Fed-
eral assistance In tho program areas ad-
ministered by the National Institute of
Mental Health relating to clinfeal research
and makes recommendations to the Na-
tional Advisory Mental Health Council for
final review.

Agenda: From 9 am. to 10 am., October 27,
the meeting will be open for discussion of
administrative announcements and pro-
gram developments, Otherwise, the Com-
mittee will be performing initial review of
grant applications for Federal assistance
and will not be open to the public in ac-
cordance with the determination by the
Acting Administrator, Alcohol, Drug Abuse,
and Mental Health Administration, pursi-
ant to the provisions of Section 552b(¢)
(8), Title 5 U.S. Code and Section 10(d) of
PublL. 92463 (5 US.C. Appendix I).

Substantive program information may
be obtained from the contact person
listed above. The NIMH Information Of-
ficer who will furnish upon request sum-
maries of the meeting and rosters of the
committee members is Mr. Edwin Long,
Deputy Director, Division of Scientific
and Public Information, NIMH, Room
15-105, Parklawn Building, 5600 Fish-
ers Lane, Rockville, Maryland 20857, 301~
443-36600. The NTAAA Information Offi-
cer who will furnish summaries of the
meeting and rosters of the committee
members is Mr. Harry Bell, Associate Di-
rector for Public Affairs, National Insti-
tute on Alcohol Abuse and Alcoholism,
Room 11A-17, Parklawn Building,
5600 PFishers Lane, Rockville, Maryland
20857, 301-4493-3306.

Dated: August 26, 1877,

CaroLyN T, Evaxs,
Committee Management Officer,
Alcohol, Drug Abuse, and
b‘f:nlal Health Administra-
tion.

[FR Doc.77-26403 PFiled 8-1-77;8:45 am)
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Office of Education
FULBRIGHT-HAYS TRAINING GRANTS
Closing Date for Receipt of Applications

Notice is hereby given that pursuant to
the authority contained in section 102
(b) (6) of the Mutual Educational and
Cultural Exchange Act of 1961 (22 US.C,
2452(b) (6) ), applications are being ac-
cepted from eligible Institutions for Ful-
bright-Hays training grants. :

Eligible applicants for Fulbright-
Hays training grants are as follows:

A. For the Faculty Research Abroad
program, accredited institutions of high-
er education.

B. For the Doctoral Dissertation Re-
search Abroad program, accredited in-
stitutions of higher education which offer
doctoral programs in the fields of foreign
languages and area studies.

C. For the Group Projects Abroad pro-
gram, accredited institutions of higher
education, State departments of educa-
tion, private non-profit educational or-
ganizations, and consortiums of such
entities.

D. For the Forelgn Curriculum Con-
sultants program, ncoredited institutions
of higher education, State departments
of education, local public school systems,
private non-profit educational organiza-
tions, and consortiums of such entities.

Applications must be received by the
U.S. Office of Education Application Con-
t;?,l Center on or before November 4,
1977.

A. Applications sent by mail. An ap-
plication sent by mail should be ad-
dressed as follows: U.S, Office of Educa-
tion, Application Control Center, Wash-
ington, D.C. 20202, Attention (as applica-
ble) : 13.438A Faculty Research Abroad;
13.439A Foreign Curriculum Consult-
ants; 13.440A Group Projects Abroad; or
13.441A Doctoral Dissertation Research
Abrozd. An application sent by mail will
be considered to be received on time by
the Application Control Center if:

(1) The application was sent by regis-
tered or certified mail no later than Oc~
tober 31, 1977 as evidenced, by the U.S.
Postal Service postmark on the wrapper
or envelope, or on the original receipt
{rom the U.8. Postal Service: or

(2) 'The application is received on or
before the closing date by either the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education mail
rooms in Washington, D.C. (In establish-
ing the date of recelpt, the Commissioner
will rely on the time-date stamp of such
mail rooms or other documentary evi-
dence of recefpt maintained by the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education.)

B. Hand delivered applications. An ap-
plication to be hand delivered must be
taken to the U.S, Office of Education Ap-
plication Control Center, Room 5673,
Regional Office Building Three, Tth and
D Streets SW., Washington, D.C. Hand
delivered applications will bg accepted
daily between the hours of 8:00 am.
and 4:00 p.m. Washington, D.C. time ex-
cept Saturdays, Sundays, or Federal holl-

NOTICES

days. Applications will not be accepted
after 4:00 p.m. on the closing date.

C. Program information and forms.
Information and application forms may
be obtained from the International Stud-
ies Branch, Division of International
Education, Bureau of Higher and Con-
tinuing Education, Office of Education,
Reglonal Office Building Three, 7th and
D Streets SW., Washington, D.C. 20202.

D. Estimated Distribution of Program
Funds. The amount of funds available
for the Fulbright-Hays Training pro-
grams for Fiscal Year 1978 will be ap-
proximatiey $3,000,000 in addition to the
equivalent of $1,830,000 in special foreign
currencies. The tentative number of
awards for each program and their esti-
mated average costs are as follows: Fac-
ulty Research Abroad—80 {ellowships at
an average cost of approximately
$10,400; Doctoral Dissertation Research
Abroad—125 fellowships at an average
cost of approximately $9.300; Group
Projects Abroad—45 grants at an aver-
age cost of approximately $52.600; and
Foreign Consultants—25 grants at an
average cost of $13,000.

The above statement with regard to the
expected distribution of funds is an es-
timate and is for information purposes
only; it does not bind the Office of Edu-
cation except as may be required by ap-
plicable statute and regulation.

E. Applicable regulations. Awards
made pursuant to this notice will be
subject to the Office of Education Gen-
eral Provisions Regulations (45 CFR
Part 100a) and the regulations for Mod-
ern Foreign Language Training and Area
Studies (45 CFR Part 148) .

(22 US.C. 2452(b) (6).)

(Catulog of Pederal Domestic Assistance Pro-
grame: 13438A Fulbright-Hays Training
Grants—Faculty Research Abroad; 13.430A
Pulbright-Hays Tralning  Grants—Foreign
Curriculnm Consultants; 13.440A Pulbright-
Hays ‘Tralning Grante—Group Projects
Abroad; 13.441A Fulbright-Hays Training
Grants—Doctoral Dissertation Research
Abroad. )

Dated: August 30, 1977,

Joun ELLIs,
Acting U.S. Commissioner
of Education.

| FR Doc,77-25672 Plled 8-1-T7.8:40 am]

GIFTED AND TALENTED MODEL
PROJECTS

J
Closing Date for Rocdg: of Applications for
Programs for Gi and Talented
Competitive Continuation Assistance
Contracts

Notice is hereby given that pursuant to
the authority contained in Section 404(g)’
of Pub. L. 93-380 (20 U.S.C. 1863(g)),
applications are being accepted for con-
tinuation contracts of assistance from
public and private agencies to continue
and operate model projects. Applications
for continuation awards are competitive
with other applications for continuation
awards in the same year (45 CFR 160b.4
(¢) (2)), Funds are available for con-
tracts to continue the operation of model
projects presently in operation pursuant

to an approved project period In excess
of one year. Continuation applications
must be recelved by the U.S. Office of Ed-
ucation Application Control Center on or
before November 21, 1977,

A. Application sent by mail, An appli-
cation sent by mail should be addressed
as follows; US. Office of Education,
Application Control Center, Washington,
D.C. 20202, Attention: 13.562C. Applica~
tions sent by mail will be considered to
be received on time by the Application
Control Center if:

(1) The application was sent by reg-
istered or certified mail not later than
November 16, 18977 as evidenced by the
U.S. Postal Service Postmark on the
wrapper or envelope, or on the original
receipt from the U.S. Postal Service; or

(2) The application is received on or
before the closing date hy efther the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education mail
rooms In Washington, D.C. In establish-
ing the date of receipt, the Commissioner
will rely on the time-date stamp of such
mail rooms or’other documentary evi-
dence of receipt maintained by the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education.

B. Hand declivered applications. An
application to be hand delivered must be
taken to the U.S. Office of Education, Ap-
plication Control Center, Room 5673, Re-
gional Office Bullding Three, Tth and D
Streets SW., Washington, D.C. Hand de-
livered applications will be accepted
daily between the hours of 8:00 a.m, and
4:00 p.m. Washington, D.C. time except
Saturdays, Sundays, or Federal holidays.
Applications will not be accepted after
4:00 p.m. on the cloging date.

C. Program information and Jjorms.
The amount of funds which is expected
to be available in Fiscal Year 1978 for
the continnation of Gifted and Talented
programs is $1,328,360, out of which
$210,000 is profected for Model Projects.
The anticipated number of continuation
assistanice contracts for Gifted and Tal-
ented Model Projects is five, The funding
level of multi-vear Model Projects has
been in the approximate range of $40,-
000 in the past operational year. It is
projected that many of these continua~-
tion projects may be funded at the same
level this Fiscal Year,

This statement on the availability of
funds is only an estimate and does not
bind the Office of Education to any pat-
tern of distribution, except as required
by the applicable provisions of the Gifted
and Talented regulations, and appropri-
ation acts.

Further information and application
forms may be obtained from the OfMce
of Gifted and Talented, US. Office of
Education, 400 Maryland Avenue SW.,
Washington, D.C. 20202.

D. Applicable regulations, Assistance
contract awards made pursuant to this
notice are subject to the Regulations
published In the Feoerar REGISTER on
May 6, 1976 (41 FR 18660, 45 CFR Part
160b, Subpart F) and the Office of Edu-
cation General Provisions Regulations
(45 CFR Part 100a),
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(20080, lm(g))

(Catalog Federal Domestic Assistance

Number :am Gifted and Talented.)
Dated: August 29, 1977,

Joux ELus,
Acting U.S.
Commissioner of Education,

[PR Doc.77-26671 Filed 9-1-77;8:45 am |

HANDICAPPED CHILDREN'S EARLY
TION PROGRAM

Closing Date for Receipt of
Applications

Notice is hereby given that pursuant
to the authority contained in sections
623 and 624 of the Education of the
Handicapped Act (20 U.S.€. 1423, 1424),
the U.8. Commissioner of Education has
established a final closing date of No-
vember 9, 1977 for receipt of applications.
Applications for New Model Demonstra-
tion Projects (13.444A) must be received
on or before the above date. The notice
of closing for non-competing continua-
tions will be published separately.

The funding level of the Handicapped
Children’s Early Education Program in
Fiscal Year 1978 is expected to be $22.-
000,000. These funds will be made avall-
able for new and non-competing contin-
uation demonstration projects, technical
assistance support actlvities, and out-
reach projects. The approximate number
of new demonstration awards is 70. Dur-
ing previous years of the program, fund-
ing for new demonstration projects has
averaged between $60,000 and $70,000.

Projects approved for funding under
this program will be for & three-year pe-
riod with annual review of progress. The
funding level and distribution of project
funds are predicated upon the allotment
of funds and may vary according to the
final appropriation made available dur-
ing a specific fiscal year.

Applications must be received by the
U.8. Office of Education Appllcauon Con-
trol Center on or before

A. Applications sent by mail, An
application sent by mail should be ad-
dressed as follows: U.S, Office of Educa-
tion, Application Control Center, Wash-
ington, D.C. 20202, Attention: 13.444A.
An application sent by mail will be con-
sidered to be received on time by the
Application Control Center if:

(1) The application was sent by regis-
tered or certified mail no later than No-
vember 4, 1977 as evidenced by the U.S.
Postal Service postmark on the wrapper
or envelope, or on.the original receipt
from the U.S. Postal Service; or

(2) The application is received on or
before the closing date by either the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education mail
rooms In Washington, D.C. In establish-
ing the date of receipt, the Commissioner
will rely on the time-date stamp of such
mail rooms or other documentary evi-
dence of receipt maintained by the De-
partment of Health, Education, and
Welfare, or the U.S, Office of Education.

B. Hand delivered applicalions. An ap-

Initial
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on to be hand dellvered must be
delivered to the U.S. Office of Education,
Awucauon Control Center, Room 5673
Regional Office Buflding Three, 7th and
D Streets, SW., Washington, D.C. Hand
delivered applications will be accepted
daily between the hours of 8:00 a.m. and
4:00 p.m. Washington, D.C, time except
Saturdays, Sundays, or Federal holidays.
Applications for new awards will not be
accepted by the Application Control
Center after 4:00 p.m., Washington, D.C.
time, on the closing date.

C. Program Information and forms.
Information and applications may be
obtained from the Division of Innova-
tion and Development, Bureau of Edu-
cation for the Handicapped, U.S. Office
of Education, Rm. 3100 Donohue Build-
ing, 400 Maryland Avenue SW., Wash-
ington, D.C. 20202. Applications will be
available on or about September 12,
1977.

D. Applicable regulations. The regu-
lations applicable to this program in-
clude the Office of Education General
Provisions Regulations (45 CFR Parts
100 and 100a) and the applicable pro-
gman regulations (45 CFR Parts 121,

21d),

(20 U.S.C. 1423, 1424))

(Catalog of Pederal Domestic Asslstance No.
13.444A, Handlcapped Children's Early Edue
cation Program.)

Dated: August 29, 1977.
Joux ELuis,

Acting U.S.
Commissioner of Education.

[FR Doc 77-25669 Filed 9-1-77; 8:45 am|

HANDICAPPED RESEARCH AND
DEMONSTRATION

Closing Date for Receipt of Applications

Notice is hereby given that, pursuant
to the authority contained in sections
641 and 642 of Part E of the Education
of the Handicapped Act (20 U.S.C. 1441,
1442), applications are being accepted
for support for research and related
purposes related to education of the
handicapped. This announcement covers
applications for new awards only for
the Field Initiated Studies program.
Under this program, the Office of Edu-
cation is interested in a broad range of
research-related projects focusing on
the education of handicapped children,

Applications must be received by the
US. Office of Education Application
Con7trol Center on or before December 7,
1977,

A. Availability of junds and estimated
number and amount of awards. The es-
timated total amount of funds avanilable
for support of new Field Inftiated Stud-
fes projects is $3,000,000. Based on 2
mean grant amount in recent years of
approximately $90,000, we anticipate
that about 33 new grants will be
awarded. The range of funding for 1977
projects was from $8,496 to $286,231 per
year., However, the large majority of
awards have been for under $100,000 per
year.
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B. Multiple year awards. While there
15 no legal limit on the duration of
projects, the vast majority of Field Ini-
tiated projects are for one to three years.
In the event that assistance Is provided
for multiple year projects, grant awards
will be made for a budget period of a
single year’s duration with continuation
awards made on a non-competitive basis
subject to satisfactory performance as
determined pursuant to 45 CFR 121h 4
(b) and the avallability of funds in fu-
ture fiscal years.

C. Applications sent by mail. An ap-
plication sent by mail should be ad-
dressed as follows: U.S, Office of Educa-
tion, Application Control Center, Wash-
ington, D.C. 20202, Attention: 13.44C, An
application sent by mail will be con-
sidered to be received on time by the Ap-
plication Control Center if:

(1) The application was sent by reg-
istered or certified mail not later than
December 2, 1977, as evidenced by the
U.S. Postal Bervice postmark on the
wrapper or envelope, or on the original
receipt from the U.S. Postal Service; or

(2) The application is received on or
before the closing date by either the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education mail-
rooms in Washington, D.C. (In estab-
lishing the date of receipt, the Commis-
sioner will rely on the time-date of such
malilrooms or other documentary evi-
dence or receipt maintained by the De-
partment of Health, Education, and Wel-
fare, or the U.S. Office of Education.)

D. Hand delivered applications, An ap-~
plication to be hand delivered must be
taken to the U.S. Office of Education Ap-
plication Control Center, Room 5673, Re-
gional Office Building Three, 7th and D
Streets, SW., Washington, D,C. Hand de-
livered applications will be accepted
dally between the hours of 8:00 a.m. and
4:00 p.m., Washington, D.C. time except
Saturdays, Sundays, or Federal holi-
days. Applications will not be accepted
by the Application Control Center after
4:00 p.m., Washington, D.C. time, on the
closing date.

E. Program injformation and forms,
Further information and application
forms may be obtained from the Re-
search Projects Branch, Bureau of Edu-
cation for the Handicapped, Office of
Education, 400 Maryland Avenue SW..
(Donohue, 3165), Washington, D.C.
20202,

F. Applicable regulations. The regula-
tions applicable the this program in-
clude the Office of Education General
Provisions Regulations (45 CFR Parts
100 and 100&) and the applicable pro-
gram regulations. (43 CFR Parts 121 and
121h).

(20 USC. 1441, 1442))

Dated: August 29, 1977.

(Catalog of Federal Domestic Asalstance, No,
13.443, Handlcapped Research and Demon-

stration )
Joux ELrs,
Acting U.S,
Commissioner of Education.

{FR Doc.77-26670 Plled 0-1-77:8:45 am]
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HANDICAPPED RESEARCH AND
DEMONSTRATION

Closing Date for Rm:m of Applications;

In the notice of closing date for receipt
of applications under Part E of the Edu-
cation of the Handicapped Act, pub-
lished at 42 FR 39479 (August 4, 1977,
the following corrections are made.

Paragraph 3: Applications must be re-
ceived by the US. Office of Education
Application Control Center on or before
the following dates: First Cycle, Novem-~
ber 8, 1977; and for the Second Cycle,
March 17, 1978.

Paragraph C(1): (1) The application
was sent by registered or certified mall
not later than November 3, 1977 for First
Cycle, and March 13, 1978 for Second
Cycle, as evidenced by the US. Postal
Service postmark on the wrapper or en-
velope, or on the original receipt from
the U.S. Postal Service, or

Paragraph E

E. Program information and jorms,
Further information and application
forms may be obtained from the Re-
search Projects Branch, Bureau of Edu-
cation for the Handlcapped, Office of
Education, 400 Maryland Avenue SW.,
(Donchoe, 3165), Washington, D.C.
20202. Complete application material will
be available on or about September 9,
1977,

(20 U.S.C. 1441, 1442.)

Dated: August 25, 1977,
(Catalog of Federal Domestic Assistance, No.
13443 Handloapped Research and Demon-
stration.)
Erngst L. BOYER,
U.S, Commissioner of Education.

[FR Doc.77-25068 Filed 9-1-77;8:45 nm]

Office of Education

NATIONAL ADVISORY COUNCIL ON
INDIAN EDUCATION

Amendment to Notice of Meeting

AGENCY: National Advisory Council on
Indian Education. -

ACTION: Amendment to the Frornran
Recister Notice, Wednesday, August 17,
1977, page 41479,

DATES: Full Council Meeting: Septem-
ber 17, 1977, from 9:00 am. to 10:30 am,,
closed,

ADDRESS: Hotel Adolphus, 1321 Com-
merce Street, Dallas, Tex. The meeting
on September 17, 1877, from 9:00 am,
to 10:30 a.m.will be closed to the public.
During that time the Council will dis-
cuss its annual evaluation of personnel
performance on an individual basis. This
discussion will include consideration of
the qualifications and fitness of individ-
ual staff members, and will touch upon
many matters which would constitute a
serious invasion of privacy if conducted
in an open session. Such matters are
protected under the anthority of Section
10(d) of the Federal Advisory Committee
Act (Pub. L. 92-463) and under the ex-

NOTICES

emptions contained in the Government
in the Sunshine Act, Section 552b(c) (2)
and (6) of Title 5 USC, (Pub. L.
94-409), 45 CFR § 5.71 (a) and (c).

Signed at Washington, D.C. on Au-
gust 17, 1977,

STUART A. TONEMAH,
Ezxecutive Director, National Ad-
visory Council on I'ndian Edu-
cation.

[FPR Doo.77-25300 Filed 8-1-77;8:45 am|

NATIONAL ADVISORY COUNCIL ON
WOMEN'S EDUCATIONAL PROGRAMS

Meeting

AGENCY: Office of Education National
Advisory Council on Women's Educa-
tional Programs.

ACTION: Notice,

SUMMARY: This notice sefs forth the
schedule and proposed agenda of a
forthcoming meeting of the National Ad-
visory Council on Women's Educational
Programs and iits Executive, Federal
Policy and Practices, Legislation, Pro-
gram and Public Information Commit-
tees. It also describes the functions of the
Council. Notice of the meeting is re-
quired pursuant to Section 10(a) (2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), This document is in-
tended to notify the general public of
thelr opportunity to attend.

DATE: September 18, 2:30 to 5:30 pm.;
September 19, 8:30 a.m. to 5:00 p.m.;
September 20, 1977 from 8:30 aun, to
4:30 pm.

ADDRESS: 1832 M Street, NW., No, 821,
Washington, DC.

FOR FURTHER INFORMATION CON-
TACT:

Kathieen Maurer, National Advisory
Council on Women's Educational Pro-
grams, 1832 M St. NW,, No. 821, Wash-
ington, DC. 20036 (202-653-5848).

The National Advisory Council on
Women's Educational Programs is estab-
lished pursuant to Pub. L. 93-380, Sec-
tion 408 (1) (1). The Council {s mandated
to (a) advise the Commissioner with re-
spect to general policy matters relating
to the administration of the Women’'s
Educational Equity Act of 1874; (b) ad-
vise and make recommendations to the
Assistant Secretary concerning the im-
provement of educational equity for
women; (¢) make recommendations to
the Commissioner with respect fo the al-
Jocation of any funds pursuant to Sec-
tion 408 of Pub. L. 93-380, including cri-
teria developed to insure an appropriate
distribution of approved programs and
projects throughout the Nation; (d)
make such reports to the President and
the Congress on the activities of the
Council as it determines appropriate;
(e) develop criteria for the establish-
ment of program priorities; and () dis-
seminate information concerning its ac-
tivities under Section 408 of Pub. L, 93-
380.

The meeting of the Executive Com-
mitiee will take place on September 18
from 2:30 p.m. to 5:30 p.m. The agenda
will include preparation for the Council
meeting. The meetings of the Federal
Policies and Practices Commitiee, the
Legislation Committee and the Program
@ommittee will take place on September
19 from 8:30 am. to 4:00 p.m. The
agenda for the Federal Policy and Prac-
tices Committee will include discussion
of FY 78 plans for Committee investi-
gation of how Federal policies and pro-
grams affect women. The agenda for the
Legislation Committee will include dis-
cussion of Title IX and pending legisia-
tion and regulations as they affect
women, The agenda for the Program
Committee will include discussion of
monitoring and evaluation efforts di-
rected toward the WEEA Program. The
meeting of the Public Information Com-
mittee will take place from 12:00 p.m.
to 2:00 p.m. on September 19. The agenda
for that Committee will include discus-
sion of FY 78 criterin for Committee

November National Women's Confer-
ence.

The Meeting of the National Advisory
Council on Women's Educational Pro-
grams will take place from 4:00 to 5:00
p.m. on September 19 and from 8:30 a.m.
L0 4:30 p.m, on September 20. The agenda
will include (B report of the Executive
Director; (2) report of the Women's Pro-
gram Staff; (3) discussion of the FY 78
budget proposal; (4) personnel proced-
ures; (6) action on committee reports;
(6) discussion of athletics for women;
and (7) plans for future activities,

All of the Council and committee and
Council meetings will be open to the
public, Records will be kept of all Coun-
cil proceedings and will be available for
public inspection at the Council offices
at Suite 821, 1832 M Street NW,, Wash-
ington, D.C.

Signed at Washington, DC on August
29, 1977,

Joy R. SIMONSON,
Ezxecutive Director.

[FR Doc.77-25682 Filed 9-1-77;8:45 am|

-

TITLE | AUDIT APPEAL
Acceptance of Application for Appeal

Notice Is hereby given that, pursuant
to the notice establishing the Title I
Audit Hearing Board (37 FR 23002, Octo-
ber 27, 1972), an application for an ap-
peal before the Board has been received
from the State of North Carolina and it
has met the jurisdictional requirements
of section 5 of the notice establishing the
Board. The appeal involves the allow-
ablility of specified expenditures of funds
under Title I of the ESEA during the
period of July 1, 1967, through June 30,
1971. The amount sought for recovery
from the State Is $25516, of which
$190,339 deals with State-wide eligibility
questions, $5,656 with allegedly Improper
use of audio-visual equipment, and $521

.
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with salaries at the Pitt County local
education agency. The Audit Control
Number 8 ACN: 20159-04,

The Prehearing Conference will be
held at 10:30 a.m. on October 20, 1977, in
Room 4173, 400 Maryland Avenue SW,,
Washington, D.C.

Section 7(¢) of the Notice sciting up
the Board provides:

(¢) Intervention by third parties. (1)
Interested third parties may, upon ap-
plication to the Board Chairman, Inter-
vene in proceedings conducted under this
notice. Such application must indicate
to the satisfaction of the Board Chair-
man that the intervener has informa-
tion relative to the specific Issues raised
by the final audit determination and
that such information will be useful to
the Hearing Panel in resolving those
issues,

(2) When third parties are given leave
to intervene in accordance with subpara-
graph (1) above, such parties shall be
afforded the same opportunities as other
parties to present written materials, to
participate in Informal conferences, to
call witnesses, to cross-examine other
witnesses, and to be represented by
counsel.

All such applications for intervention
will be considered if recelved on or before
October 6, 1977,

(20 U.5.0. 241a, 1232c)
Dated: August 29, 1977,

Jonn ELus,
Acting United States
Commissioner of Education.
(Catalog of Federal Domestic Assistance
Number 13.428, Educationally Deprived Ohil-
dren—Local Educational Agencles)

[FR Doc.77-25667 Filed 9-1-77;8:45 am]

[Docket No, 76N-0402; DESI 7037)
CERTAIN ANTIHISTAMANIC DRUGS USED
N ALLERGY

D for H Use;
e e ey
Opportunity for Heari

AGENCY: Food and Drug Administra-
tion (FDA) .

ACTION: Notice.

SUMMARY: The Food and Drug Ad-
ministration announces the conditions
for marketing certain antihistamine
drugs for the indications for which they
continue to be regarded as effective and
offers an opportunity for a hearing con-
cerning those indications reclassified as
lacking substantial evidence of effective-
nessy,

DATES: Hearing requests due on or be-
fore October 3, 1977,

ADDRESSES: Communications for-
warded in response to this notice should
be ldentified with the reference number
DESI 7937, directed to the attention of
the appropriate office named below, and
addressed to the Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville,
Md. 20857,

NOTICES

Supplements (identify with NDA num.
ber): Dijvision of Surgical-Dental Drug
Products (HFD-160), Rm, 18B-08, Bureau of

Druga. .

Original abbrevinted new drug applica-
tions and supplements thereto (ldentify as
such): Division of Generic Drug Mono-
graphs (HFD-530), Bureau of Drugs.

Request for Hearing (identify with Docket
number appearing in the heading of this
notice) : Hearing Clerk, Food and Drug Ad-
ministration (HFC-20), Rm, 405,

Requests for the report of the National
Acadermy of Sclences-National Research
Councll: Public Records and Document Cen-
ter (HFC-18). Rm. 4-62.

Requesis for opinion of the applicability
of this notice to a specific product: Division
of Drug Labeling Compliance (HFD-310),
Bureau of Drugs.

Ofther communications regarding this no-
tice: Drug Efficacy Study Implementation
Projeot Mannger (HPD-501), Bureau of
Drugs.

FOR FURTHER INFORMATION CON-
TACT:
Ronald L. Wilson, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Educa~
tion, and Welfare, 5600 Fishers Lane,
Rockville, Md. 20857 (301-443-3650).

SUPPLEMENTARY INFORMATION: In
& notice (DESI 7937) published in the
FeperaL Rzcister of June 6, 1972 (37T FR
11277), the Food and Drug Administra-
tion classified the antihistaminic drug
products described below as less than
effective for their labeled indications
(possibly effective and lacking substan-
tial evidence of effectiveness). A subse-
quent notice was published In the Fen-
ErAL RecistEr of February 6, 1974 (39
FR 4679) (Docket No. FDC-D-683 (now
Docket No. 764N-0402)), and corrected
by a notice published on March 27, 1974
(39 FR 11323), reclassi{ying the products
to effective for the treatment of seasonal
and perennial allergic rhinitis, and vaso-
motor rhinitis. Other indications related
to the relief of symptoms of cough, cold,
or allergy remained as possibly effective
The notice classified all other indications
as lacking substantial evidence of effec-
tiveness. The notice stated that the label-
ing of these particular products could
continue to include the possibly effective
indications related to the relief of symp-
toms of cough, cold, or allergy as pro-
vided for in a notice published in the
FepenaL Recister of December 14, 1973
(38 FR 34481), which granted a tempo-
rary exemption from the time lmits
established for completing certain phases
of the drug efficacy study (DESI) pro-
gram, for certain oral prescription drugs
offered for relief of cough, cold, allergy,
and related symptoms. That exemption
included antihistamines and, therefore,
covered the drugs that are the subject of
this notice, The exemption was granted
because of the close relationship be-
tween, and the similarities In, drugs sold
over-the-counter (OTC) and thus sub-
ject to review In the ongoing OTC study
(21 CFR Part 330), and prescription
drugs offered for rellet of cough, cold,
allergies, and related symptoms, and the
active ingredients common to both. Post-
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ponement of final evaluations on the
DESI prescription products enabled the
agency to consider the recommendations
of the OTC review panel In addition to
any evidence submitted by NDA holders
in response to various DESI notices cov-
ering antihistamine-containing prod-
ucts. Those recommendations and a pro-
posed monograph for over-the-counter
cold, cough, allergy, bronchodilator, and
antiasthmatic (CCABA) drugs were pub-
lshed iIn the Feoeran Recister on Sep-
tember 8, 1976 (41 FR 38312). No person
has submitted additional data in re-
sponse to the DESI notice of February 6,
1974, Therefore, the Director of the Bu-
reau of Drugs has reclassified the drug
products described below ns lacking sub-
stantial evidence of effectiveness for the
indications previously classified as pos-
sibly effective. He concludes that these
evaluations are not inconsistent with the
recommendations of the OTC review
panel. This notice offers an opportunity
for hearing concerning the possibly effec-
tive indications, which are now reclassi-
fied to lacking substantial evidence of
effectiveness, and states the conditions
for marketing the drugs for the indica~
tions for which they continue to be re-
garded as effective. Persons who wish to
request a hearing may do so on or before
October 3, 1977,

The notice that follows does not per-
tain to the indications classified in the
February 6, 1974, notice as lacking sub-
stantinl evidence of effectiveness. No
person requested a hearing concerning
them, and they are no longer allowable
in labeling. Any such product labeled
for those indications i5 subject to regula-
tory action.

1, NDA 8-805; Pyronil Tablets containing
pyrrobutamine phosphate; EN Lilly & Co,
Box 618, Indianapolls, Ind. 46206,

2. NDA 10-897; Theruhtstin Tablets con-
taining isothipendyl hydrochloride; Ayerst
Laboratories, Division of American Home
Products Corp,, 685 Third Ave., New York,
N.Y. 10017,

3. NDA 11-078; 'nwmhhtm Syrup con-
talning Waothipendyl hydrochloride; Ayerst
Laborntories,

4. NDA 7-837; Neohetramine Hydrochlo-
ride Tablets contalning thonzylamine hy-
drochloride; Warner-Challcott Laboratories,
Division Warner-Lambert Co., 201 Tabor Rd.,
Morris Plains, N.J. 07950,

(NDA 10-395, which was included In
the June 6, 1972 and February 6, 1974
notices will be the subject of a future
Feorral. REGISTER notice.)

Such drugs are regarded as new drugs
(21 U.S.C. 321(p) ). The Director recog-
nizes that thonzylamine hydrochloride
at specific dosage levels Is included In
the proposed monograph published on
September 9, 1978, for CCABA drugs
that are generally recognized as safe and
effective for OTC use (Category I). The
proposed monograph would permit the
OTC marketing of this product at dosage
levels previously limited to prescription
dispensing and reviewed as prescription
drugs in the drug eflicacy study (DESI).
The Food and Drug Administration’s
position with respect to the marketing
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-of such drug products is set forth in
21 CFR 330.13. That regulation states
that certain Category I drugs may be
marketed over-the-counter after the
date of publication of a proposed mono~
graph and prior to the effective date of
a final monograph, subject to the risk
that the Commissioner of Food and
Drugs may not accept the panel's rec-
ommendation and may instead adopt a
different position that may require re-
labeling, recall, or other regulatory ac-
tion. A tentative decision not to accept a
panel's recommendation may be pub-
lished in the Fzoerat RecisTER at any
time. Thus, although, thonzylamine hy-
drochloride which is covered by this
DESI notice may now be marketed OTC,
since there has been no final decision
on this matter, this notice sets forth
the conditions for approval and market-
ing this drug as & prescription drug.
Supplemental new drug applications are
required to revise the labeling in and to
unpdate previously espproved applica-
tions providing for the above drugs ex-
cept In the case of thonzylamine hy-
drochloride when marketed OTC in con-
formance with the proposed monograph
for CCABA drugs. An approved new drug
drug application is a requirement for
marketing such drug products, except for
thongzylamine hydrochloride when mar-
keted in conformance with the proposed
monograph for OTC CCABA drugs.

In addition to the holder(s) of the new
drug application(s) specifically named
above, this notice applies to all persons
who manufacture or distribute a drug
product, not the subject of an approved
new drug application, that is identical,
related, or similar to a drug product
named above, as defined in 21 CFR 310.6.
It is the responsibility of every drug
manufacturer or distributor to review
this notice to determine whether it covers
any drug product he manufactures or
distributes., Any person may request an
opinion of the applicability of this notice
to a specific drug product he manufac-
tures or distributes that may be identi-
cal, related, or similar to a drug product
named in this notice by writing to the
Divislon of Drug Labeling Compliance
(address given above).

A. Efectiveness classification, The
Food and Drug Administration has re-
viewed all available evidence and con-
cludes that the drugs are effective for the
indications listed in the labeling condi-
tions below. The drugs now lack sub-
stantial evidence of effectiveness for the
indications evaluated as possibly effec-
tive in the February 6, 1974, notice.

B. Conditions for approval and mar-
keting, The Food and Drug Administra-
tion is prepared to approve abbreviated
new drug applications and abbreviated
supplements to previously approved new
drug applications under conditions de-
scribed herein. If any drug product in
this notice is included in the final order
that establishes a monograph for OTC
cold, cough, allergy, bronchodilator and
antiasthmatic products, the marketing
of such drug product will thereafier
comply with the conditions of the final
order establishing the monograph. In the

NOTICES

interim period the drug produet must
comply with the following conditions for
approval and markeéting unless the man-
ufacturer or distributor markets the
drug in compliance with the proposed
monograph and the drug has not been
designated by the Commissioner as one
for which he has made a tentative de-
cision not to accept the panel’s recom-
mendation.

1. Form of drug. The drugs are In tab-
let form suitable for oral administration.
Isothipendyl hydrochloride may also be
in syrup dosage form.

2. Labeling conditions. a. The label
bears the statement, “Caution: Federal
Iaw prohibits dispensing without pre-
seription.”

b. The drug Is labeled to comply with
all requirements of the act and regula-
tions and the labeling bears adequate
information for safe and effective use of
the drug. The indications are as follows:

For treatment of seasonal and perennial
allergic rhinitis, and vasomotor rhinitis

3. Marketing status. a. Marketing of
such drug products that are now the sub-
ject of an approved or effective new drug
application may be continued provided
that. on or before November 1, 1977, the
holder of the application submits, if he
has not previously done so, (1) a supple-
ment for revised labeling as needed to be
In accord with labeling conditions de-
seribed in this notice, and complete con-
talner labeling if current container label-
ing has not been submitted, and (il) a
supplement to provide updating infor-
mation with respect to items 6 (compo-
nents), 7 (composition), and 8 (methods,
facilities, and controls) of new drug ap-
plication form FD-356H (21 CFR 314.1
(¢)) to the extent required in abbrevi-
ated applications (21 CFR 314.1(0)).

b. Approval of an abbreviated new
drug application (21 CFR 314.1(f)) must
be obtained prior to marketing such
product. Marketing prior to approval of
a new drug application will subject such
products, and those persons who caused
the products to be marketed, to regula-
tory action.

C. Notice of opportunity jor hearing.
On the basls 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 quall-
fied by sclentific training and experience,
meeting the requirements of section 505
of the Federal Food, Drug, and Cosmetic
Act (21 US.C. 355) and 21 CFR 314.111
(n) (5), demonstrating the effectiveness
of the drug(s) for the indication(s) lack-
ing substantial evidence of effectiveness
referred to in paragraph A. of this
notice,

Notice is given to the holder(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 U.S.C.
355(¢)), withdrawing approval of the
new drug application(s) and all amend-
ments and supplements thereto provid-
ing for the Indication(s) lacking sub-

stantial evidence of effectiveness referred
to in paragraph A. of this notice on the
ground that new information before him
with respect to the drug produci(s),
evaluated together with the evidence
avallable to him at the time of approval
of the application(s), shows there is a
lack of substantial evidence that the
drug product(s) will have all the effects
it purports or Is represented to have
under the conditions of use prescribed,
recommended, or suggested in the label-
ing. An order withdrawing approval will
not issue with respect to any applica-
tion{s) supplemented, in accord with
this notice, to delcte the claim(s) dacking
substantial evidence of effectiveness.

In addition to the ground for the pro-
posed withdrawal of approval stated
above, this notice of opportunity for
hearing encompasses all issues relating
to the legal status of the drug products
subject to it (Iincluding identical, related,
or similar drug products as defined in 21
CFR 310.8), e.g., any contention that any
such product is not & 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.8.C, 355) and
the regulations promulgated thereunder
(21 CFR Parts 310, 314), the applicant(s)
and all other persons who manufacture
or distribute a drug product which is
idantical, related, or similar to a drug
product named above (21 CFR 310.6),
are hereby given an opportunity for a
hearing to show why approval of the new
drug application(s) providing for the
claim(s) involved should not be with-
drawn and an opportunity to raise, for
administrative determination, all issues
relating to the legal status of & drug
product named above and all identical,
related, or similar drug products.

If an applicant or any person subject
to this notice pursuant to 21 CFR 310.6
elects to avail himself of the opportunity
for a hearing, he shall file (1) on or be-
fore October 3, 1977, a written notice of
appearance and request for hearing, and
(2) on or before November 1, 1877, the
data, information, and analyses on which
he relies to justify a hearing, as speci-
fled in 21 CFR 314.200, Any other inter-
ested person may also submit comments
on this proposal to withdraw approval.
The procedures and requirements gov-
erning this notice of opportunity for
hearing, a notice of appearance and re-
quest for hearing, a submission of data,
information, and analyses to justify a
hearing, other comments, and a grant
or denial of hearing, are contained in 21
CFR 314.200.

The failure of an applicant or any
other person subject to this notice pur-
suant to 21 CFR 310.6 to file timely
written appearance and request for hear-
ing as required by 21 CFR 314,200 con-
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stitutes an election by such person not
to avail himself of the opportunity for a
hearing concerning the action proposed
with respect to such drug product and a
waiver of any contentions concerning the
legal status of such drug product. Any
such drug product labeled for the indi-
cation(s) lacking substantial evidence
of effectiveness referred to in paragraph
A. of this notice may not thereafter law-
fully be marketed, and the Food and
Drug Administration will {nitiate appro-
priate regulatory action to remove such
drug products from the markel, Any new
drug product marketed without an ap-
proved NDA s 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 reguires a hearing. If it
conclusively appears from the face of
the data, information, and factual anal-
vses In the request for the hearing that
there is no genuine and substantial issue
of fact which precludes the withdrawal
of approval of the appiication, or when
a request for hearing is not made in the
required format or with the required
analyses, the Commissioner will enter
summary Jjudgment against the per-
son(s) who requests the hearing, making
findings and conclusions, denying a hear-
ing.

All submissions pursuant to this no-
tioe of opportunity for hearing shall be
filed in quintuplicate. Such submissions,
except for data and information pro-
hibited from public disclosure pursuant
to 21 U.8.C. 333()) or 18 US.C. 1905,
may be seen In the office of the Hearing
Clerk (address gilven above) between
the hours of 9 a.m. and 4 p.x.. Monday
through Friday.

This notice Is issued under the Federal
Food, Drug, and Cosmetic Act (secs, 502,
505, 52 Stat. 1050-1053, as amended (21
U.S.C. 352, 355)) and under the author-
ity delegated to the Director of the Bu-
reau of Drugs (21 CFR 5.82),

Dated: July 20, 1977.

J. Riciianp CrovT,
Director, Bureau of Drugs.

[FR Doc.77-25650 Filed 0-1-77;8:45 am]

[Docket No, 7TTN-0089; DESI 6290]

CERTAIN ANTIHISTAMINIC PREPARA-
TIONS FOR ORAL OR RECTAL ADMIN-
ISTRATION

Drugs for Human Use: Drug Efficacy Study
Implementation; Followup Notice and
Opportunity for Hearing

AGENCY: Food and Drug Administra-

tion (FDA).

ACTION: Notice.

SUMMARY: The Food and Drug Admin-
istration announces the conditions for
marketing certain antihistamine drugs
for the Indications for which they con-
tinue to be regarded as effective and of-
fers an opportunity for a hearing con-
cerning those Indications reciassified as

NOTICES

Iacking substantial evidence of effective-
ness.

DATE: Hearing requests due on or before
October 3, 1977,

ADDRESSES: Communications for-

warded In response to this notice should

be identified with the referénce number

DESI 6290, directed to the attention of

the appropriate office named below, and

addressed to the Food and Drug Adminis-

tration, 5600 Fishers Lane, Rockville, Md.

20857.

Supplements (identify with NDA number):
Division of Surgical-Dental Drug Products
(HFD-160), Rm 18B-08, Bureau of Drugs.

Original abbreviated new drug applications
and supplements thereto (identify as
such): Division of Generic Drug Mono-
graphs (HPD-530), Bureau of Drugs.

Request for Hearing (identify with Docket
number appearing in the heading of this
notice): Hearing Clerk, Food and Drug
Administration (HFC-20), Rm. 4-85,

Requests for the report of the National Acad-
omy of Sclences-National Research Couns=
cofl: Public Records and Document Center
(HPC-18), Rm. 4-62.

Requests for opinion of the appiicability of
this notice to a specific product: Divislon
of Drug Labeling Compliance (HFD-310),
Bureau of Drugs,

Other communications regarding this notice:
Drug Eficacy Study Implementation Proj-
ect Manager (HFD-501), Bureau of Drugs.

FOR FURTHER INFORMATION ' CON-
TACT:

Ronald L. Wilson, Buréau of Drugs
(HFD-32) , Food and Drug Administra-
tion, Department of Health, Education,
and Wellare, 5600 Fishers Lane, Rock-
ville, Md. 20857, (301-443-3650) .

SUPPLEMENTARY INFORMATION:
In 3 notice (DESI 6290; Docket No. FDC-
D-324 (now Docket No. TIN-0089) ) pub-
lished in the FeoerAL ReaisTer of June 18,
1971 (38 FR 11758), the Food and Drug
Administration classified the antihis-
taminic drug products described below as
effective for certain indications and less
than effective for other labeled Indica-
tions (probably effective, possibly effec=
tive and lacking substantial evidence of
effectiveness). The notice provided an
opportunity for a hearing on the indica~
tions concluded at that time to lack sub-
stantial evidence of effectiveness. The
notice also provided opportunity for
magnufacturers of such products to pre-
sent evidence in support of the probably
gl!eoﬂve and possibly effective Indica-
ons.,

Subsequently, a notice published in the
TFepErAL RearsTer on December 14, 1973
(38 FR 34481) granted a4 temporary ex-
emption from the time Hmit established
for completing certain phases of the
drug efficacy stugy (DESI) program, for
certain oral prescription drugs offered
Ior relief of cough, cold, allergy, and
related symptoms. That exemption in-
cluded antihistamines and, therefore,
covered the drugs that are the subject of
this notice. The exemption was granted
because of the close relationship between,
and the similarities in, drugs sold over-

the-counter (OTC) and thus subject to
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review in the.ongoing OTC study (21
CFR Part 330), and prescription drugs
offered for relief of cough, cold, allergies,
and related symptoms, and the active in-
gredients common to both. Postponement
of final evaluations on the DESI pre-
scription products enabled the agency to
consider the recommendations of the
OTC review panel in addition fo any
evidence submitted by NDA holders in
response to vartous DESI notices cover-
ing antihistamine-containing products,
Those recommendations and a proposed
monograph for over-the-counter cold,
cough, allergy, bronchodilator, and anti-
asthmatic (CCABA) drugs were pub-
lished in the FepEraL REGISTER on Sep-
tember 9, 1976 (41 FR 38312). Since no
person has submitted additional data in
response to the DEST notice of June 18,
1971 for the drug products described be-
low, the Director of the Bureau of Drugs
has reclassified them as lacking substan-
tinl evidence of effectiveness for the In-
dications previously classified as proba-
bly effective or possibly effective. He
concludes that these evaluations are not
Inconsistent with the recommendations
of the OTC review panel.

The temporary exemption granted by
the December 14, 1973 notice, as it per-
tains to these drugs. is reyoked in a sep-
arate notice appearing elsewhere in this
issue of the Feoerar Recisten. The notice
herein offers an opportunity for hearing
concerning the indications now reclassi-
fled to Incking substantial evidence of
effectiveness, and states the conditions
for marketing the drugs for the indica-
tions for which they continue to be‘re-
garded as effective. Persons who wish to
request & hearing may do so on or before
October 3, 1977,

‘The notice that follows does not per-
tain to the indications stated in the
June 18, 1071 notice to lack substantial
evidence of effectiveness. No person re-
quested a hearing concerning them, and
they are no longer allownble in labeling,
Any such product labeled for those indi-
cations is subject to regulatory action.

1. Preparations containing bromodiphen-
hydramine hydrochloride:

s, Ambodryl Kapseals (NDA 7-084);

b. Ambodryl Elixir (NDA 8-476); and

c. Ambodry! Syrup (NDA 8-T45); Parke,
Davis & Co, Joseph Cpmpau st the River,
Detrolt, MI 48232,

2. Preparation contalning ohlorphenira-
mine mnleate: Chlor-Trimeton Tablets and
Syrup (NDA 6-021); Schering Corp,, Gallop~
ing Hill Rd., Kenllworth, NJ 07033

3. Preparation containing diphenylpyraline
hydrochloride: Diafen Tablets (NDA 6-670);
Riker Laboratories, Inec, Subsidiary of 3M
Co,, 196801 Nordhoff St, Northridge, CA 01324,

4. Preparations contalning promethasine
hydrochloride:

a. Phenergan Tablets (NDA 7-083);

b. Phenergan Syrup (NDA 8-381); and

©. Phenergan Rectal Suppositories (NDA
10-926 and® NDA 11-680); Wyoth Labora-
tories, Division, American Home Products
Corp., P.O, Box 8200, Philadelphia, PA 19101,

5. Preparation containing pheniramine
maleste: Trimeton Tablots (NDA 6-481);
Schering Corp.

6. Preparation containing pyrilamine male-
ate: Diaminide Maleate Tablets (NDA 7-
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119); Merck Sharp & Dohme, Division Merck
& Co., Inc, West Point, PA 10488, (Although
the initinl notice listed Neo-Antergen Male-
ate a3 the name of the product marketed
under NDA 7-119, the correct name is Diam-
inide Maleate,)

7. Preparations containing tripelennamine
hydrochloride or tripelennamine cltrate:

#. Pyribenzame Tablets (NDA 5-014);°

b. Pyribenzamine Elixir (NDA 5-014); Ciba
Pharmaceuticals Co., Division of Ciba-Gelgy
Corp., 556 Morris Ave, Summit, NJ 07901.

The following drug product was
neither submitted for review by the Na-
tional Academy of Sciences-National Re-
search Council nor included in the June
18, 1871 notice, but the conclusions de-
scribed in this notice apply to it:

Pyraline Hydrochloride Tablets (NDA
9-132) ; containing diphenylpyraline hy-
drochloride, Nopco Chemical Co., Di-
vision Diamond Shamrock Chemical Co.,
353 Mt. Kemble Ave.,, Morristown, NJ
07960.

NDA's 5-845, 7-638, 10-533, 12-640, and
13-220, which were included in the June
18, 1971 notice, will be the subjects of
future FeoeraL REGISTER notices. NDA 6-
290, which was also included in the June
18, 1971 notice, was deferred to the OTC
review in & notice published in the Feo-
ERAL Recister of May 23, 1872 (37T FR
10457),

In a notice published in the FEDERAL
Recister of February 8, 1872 (37 FR
2851), the approval of NDA 7-119 wus
withdrawn on the ground of failure to
submit required reports under section
505()) of the Federal Food, Drug, and
Cosmetic Act (21 US.C. 355(§) ). At the
time that notice was published, no final
conclusions concerning the less-than-
effective indications (probably effective
and possibly effective) had been reached.
Those conclusions have now been reached
and the purpose of including NDA 7-119
in this notice is to inform all interested
persons of the conclusions and offer them
the opportunity to request a hearing cor-
cerning all issues relating to its legal
status.

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). The Director recog-
nizes that chlorpheniramine maleate,
pheniramine maleate, and pyrilamine
maleate, at specific dosage levels, are in-
cluded in the proposed monograph pub-
lished on September 9, 1976, for CCABA
drugs that are generally recognized as
safe and effective for OTC use (Category
1). The proposed monograph would per-
mit the OTC marketing of those products
at dosage levels previously limited to pre-
seription dispensing and reviewed as pre-
soription drugs in the drig eflicacy study
{DESI). The Food and Drug Adminis-
tration’s position with respect to the
marketing of such drug products is set
forth in 21 CFR 330,13. That regulation
states that certain Category I drugs may
be marketed over-the-counter after the
date of publication of a proposed mono-
graph and prior to the effective date of a
final monograph, subject to the risk that
the Commissioner of Food and Drugs
may not accept the panel's recommenda-
tion and may instead adopt a different
position that may require relabeling, re-
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call, or other regulatory action. A tenta-
tive decision not to accept a panel's rec-
ommendation may be published in the
FrpERAL RecisTer at any time. Thus, al-
though some products covered by this
DESI notice may now be marketed OTC,
since there has been no final decision on
this matter, this notice sets forth the
conditions for approval and marketing
of those drugs as prescription drugs. Sup-
plemental new drug applications are re-
quired to revise the labeling in and to
update approved applications providing
for such drugs except in the case of those
drug products mentioned above now mar-
keted OTC in conformance with the pro-
posed monograph for CCABA drugs. An
approved new drug application is a re-
quirement for marketing such drug prod-
ucts, except those marketed in conforms-
ance with the proposed monograph for
OTC CCABA drugs. Although prometh-
azine hydrochloride also was included
in the proposed OTC monograph, the
Commissioner has tentatively decided not
to accept that panel recommendation, as
stated in the preamble to the proposed
monograph (41 CFR 38312). An approved
new drug application is required for all
dosage levels of this drug.

In addition to the holder(s) of the new
drug application(s) specifically named
above, this notice applies to all persons
who manufacture or distribute a drug
product, not the subject of an approved
new drug application, that is identical,
related, or similar to a drug product
named above, as defined in 21 CFR 310.6.
It is the responsibility of every drug
manufacturer or distributor to review
this notice to determine whether it covers
any drug product he manufactures or
distributes. Any person any request an
opinion of the applicability of this notice
to a specific drug he manufactures or
distributes that may be identical, related,
or similar to & drug product named in
this notice by writing to the Division of
Drug Labeling Compliance (address
given above).

A. Eflectiveness classification. The
Food and Drug Administration has re-
viewed all available evidence and con-
cludes that the drugs are effective for the
indications listed in the labeling condi-
tions below. The drugs now lack sub-
stantial evidence of effectiveness for the
other indications evaluated as probably
or possibly effective in the June 18, 1971
notice,

B. Conditions jor approval and mar-
keting, The Food and Drug Administra-
tion is prepared to approve abbreviated
new drug applications and abbreviated
supplements to previously approved new
drug applications under conditions de-
scribed herein. If any drug product in
this notice is included In the final order
that establishes a monograph for OTC
cold, cough, allergy, bronchodilator and
antiasthmatic products, the marketing
of such drug product will thereafter
comply with the conditions of the final
order establishing the monograph. In
the interim period the drug prodiict must
comply with the following conditions for
approval and marketing unless the

manufacturer or distributor markets the
drug in compliance with the proposed
monograph and the drug has not been
designated by the Commissioner as one
for which he has made & tentative deci-
sion not to accept the panel's recom-
mendation.

1. Form of drug. a. The drugs are in &
conventional dosage form sultable for
oral administration,

b. Promethazine hydrochloride may
also be in a suppository form suitable for
rectal administration.

2. Labeling conditions. a. The label
bears the statement, “Caution: Federal
Iaw prohibits dispensing without pre-
scription.”

b. The drug is labeled to comply with
all requirements of the act and regula-
tions, and the labeling bears adequate
information for safe and effective use of
the drug. The Indications are as follows:

BROMODIPHENH YORAMINE HYDROCMLORIDE

Perennial and seasonal allergle rhinitis.

Vasomotor rhinitis,

Allergic conjunctivitis due to Inhalant al-
lergens and foods,

Mild, uncomplicated allergle skin manifes-
tations of urticaria and angloedema.

Amelioration of allergic reactions to blood
or plasma.

Dermographism,

As therapy for anaphylactic reactions ad-
Junctive to epinephrine and other standard
measures after the acute manifestations have
been controlled.

CHLORPHENIRAMINE MALEATE

Perennial and seasonal alliergic rhinitis,

Vasomotor rhinitis,

Allergic conjunctivitis due to Inhalant al-
lergens and foods.

Mild, uncomplicuted allergic skin manifes-
tations of urticaria and angiocedema.

AmeHoration of allergic reactions to blood
or plasma,

Dermographism.

As therapy for anaphylactic reactions ad-
junctive to epinephrine and other standard
measures after the aoute manifestations have
been controlled.

DIPHENYLPYRALINE HYDROCHLORIDE

Pereunial and seasonal allergic rhinitis,

Vasomotor rhinitis,

Allergic conjunotivitis due to inhalant al-
lergens and foods.

Mild, uncomplicated allergic skin manifes-
tations of urticaris and angloedemn,

Amelioration of allergie reactions to blood
or plasma,

Dermographism.

As therapy for anaphylactio reactions ad-
junctive to epinephrine and other standard
measures after the acute manifestations have
been controlled.

PROMETHAZINE HYDROCHLORIDE

Perennial and seasonal allergie rhinitiy,

Vasomotor rhinitis,

Allergle conjunctivitis due to Inhalant al-
lergens and foods,

Mild, uncomplicated allergic skin manifes-
tations of urticaria and angioedema.

Amselioration of allergic reactions to blood

Dermographism,
As therapy for anaphylactic reactions ad-

junctive to epinephrine and other standard
measures after the acute manifestations have
been controlled,

Preoperative, postoperative, or obstotrio
sedation.
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Prevention and control of nausea and
vomiting associated with certaln types of
anesthesia and surgery,

Therapy adjunctive to meperidine or other
analgesics for control of postoperative pain.

Sedation in both children and adults as
well as rellef of apprehension and production
of light sleep from which the patient can be
easlly aroused,

Active and prophylactic treatment of mo-
tion sickness,

Antiemetic effect In postoperative pationts.

PHENIRAMINE MALEATE

Perennial and seasonal allergie rhinitis.

Vasomotor rhinitis.

Allergic conjunctivitis due to inhalant al-
lergens and foods.

Miid, uncomplicated allergic skin manifes-
tations of urticaria and angloedema.

Amelloration of allergic reactions to blood
or plasma.

Dermographism.

As therapy for anaphylactic reactions ad-
Junctive to epinephrine and other standard
measures after the acute manifestations have
been controlled,

PYRILAMINE MALEATE

Perennial and seasonal allergio rhinitis.

Vasomotor rhinitis.

Allergic conjunctivitis due to inhalant al-
lergens and foods.

Mild, uncompiicated allergic skin manifes-
tations of urticaria and angioedema.

Amelioration of allergic reactions to blood

or plasma.
hism.

As therapy for anaphylactic reactions ad-
Junctive to epinephrine and other standard
measures after the acute manifestations have
been controlled.

TRIPLENNAMINE HYDROCHLORIDE AXD CITRATE

Perennial and seasonal allergic rhinitis,

Vasomotor rhinitis.

Allergic conjunctivitis due to Inhalant al-
lergens and foods,

Mild, uncomplicated allergic skin mani«
festations of urticaria and anglodema.

Amelioration of allergic reactions to blood
or plasma.

Dermographism.

Aa therapy for anaphylactic reactions ad-
Jjunctive to epinephrine and other standard
mesasures after the acute manifestations have
been controlled.

3. Marketing status. a. Marketing of
such drug products that are now the sub-
ject of an approved or effective new drug
application may be \ontinued provided
that, on or before November 1, 1977,
the holder of the application submits, if
he has not previously done so, (1) a sup-
plement for revised labeling as needed
to be in accord with the labeling condi-
tions described in this notice, and com-
plete container labeling if current con-
tainer labeling has not been submitted,
and (i) a supplement to provide updat-
ing information with respect to items 6
(components), 7 (composition), and 8
(methods, facilities, and controls) of new
drug application form FD-356H (21 CFR
314.1(¢c)) to the extent required in ab-
breviated applications (21 CFR 314.1(f) ).

b. Approval of an abbreviated new
drug application (ANDA) (21 CFR 314.-
1(1)) must be obtained prior to market-
ing such product. Marketing prior to ap-
proval of a new drug application will

NOTICES

who caused the products to be marketed,
1o regulatory action.

C. Notice of opportunity for hearing.
On the basis of all the data and Infor-
mation available to him, the Director
of the Bureau of Drugs s unaware of
any adequate and well-controlled clini-
cal investigation, conducted by experts
qualified by scientific training and ex-
perience, meeting the requirements of
section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355) and 21
CFR 314.111(a) (), demonstrating the
effectiveness of the drug(s) for the Indi-
cation(s) lacking substantial evidence
of effectiveness referred to in paragraph
A. of this notice.

Notice is given to the holder(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 approval of the
new drug application(s) and all amend-
ments and supplements thereto provid-
ing for the indication(s) lacking sub-
stantial evidence of effectiveness referred
to in paragraph A. of this notice 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
lack of substantial evidence that the
drug product(s) will have all the effects
it purports or is represented to have un-
der the conditions of use prescribed, rec-
ommended, or suggested in the labeling.
An order withdrawing approval will not
issue with respect to any application(s)
supplemented, in accord with this notice,
to delete the claim(s) lacking substan-
tial evidence of effectiveness.

In addition to the ground for the pro-
posed withdrawal of approval stated
above, this notice of opportunity for
hearing encompasses all issues relating
to the legal status of the drug products
subject to it (including identical, related,
or similar drug products as defined in 21
CFR 310.6), eg., any contention that
any such product is not a new drug be-
cause it is generally recognized as safe
and effective within the meaning of sec-
tion 201(p) of the act or because it is
exempt from part or all of the new drug
provisions of the act pursuant to the ex-
emption 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 there-
under (21 CFR Parts 310, 314), the ap-
plicant(s) and all other persons who
manufacture or distribute a drug prod-
uct which is identical, related. or similar
to a drug product named above (21 CFR
310.6), are hereby given an opportunity
for & hearing to show why approval of
the new drug application(s) providing
for the claim(s) Involved should not be

subject such products, and those persons =withdrawn and an opportunity to raise,
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for administrative determination, all
issues relating to the legal status of a
drug project named above and all {den-
tical, related, or similar drug products.

If an applicant or any person subject
to this notice pursuant to 21 CFR 310.6
elects to avail himself of the opportunity
for a hearing, he shall file (1) on or be-
fore October 3, 1977, a written notice of
appearance and request for hearing, and
(2) on or before November 1, 1977, 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 com-
ments on this proposal to withdraw ap-
proval, The procedures and requirements
governing this notice of opportunity for
hearing, a notice of appearance and re-
quest for hearing, a submission of data,
information, and analyses to justify a
hearing, other comments, and a grant or
denial of hearing, are contained in 21
CFR 314.200,

The failure of an applicant or any
other person subject to this notice pur-
suant to 21 CFR 310.6 to file timely
written appearance and request for
hearing as required by 21 CFR 314.200
constitutes an election by such person
not to avail himself of the opportunity
for a hearing concerning the action pro-
posed with respect to such drug product
and a waiver of any contentions con-
cerning the legal status of such drug
product, Any such drug product labeled
for the indication(s) lacking substantial
evidence of effectiveness referred to in
paragraph A, of this notice may not
thereafter lawfully be marketed, and the
Food and Drug Administration will ini-
tiate appropriate regulatory action to re-
move such drug products from the mar-
ket. Any new drug product marketed
without an approved NDA is subject to
regulatory action at any time.

A request for a hearing may not rest
upon mere allegations or denials, but
must set forth specific facts showing that
there is a genuine and substantial issue
of fact that requires a hearing. If it 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 lssue 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(g) who requests the hearing, making
&x;dlngs and conclusions, denying a hear-

All submissions pursuant to this no-
tice of opportunity for hearing shall be
filed in quintuplicate. Such submissions,
except for data and Information prohih-
ited from public disclosure pursuant to
21 US.C, 331() or 18 US.C. 1905, may
be seen in the office of the Hearing Clerk
between the hours of 9 am. and 4 pm.,
Monday through Friday.

This notice Is issued under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat. 1050-1053, as amended (21
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U.S.C. 352, 3566)) and under the author-
ity delegated to the Director of the Bu-
reau of Drugs (21 CFR 5.82).
Dated: July 20, 1977.
J. Ricuann Crour,
Director, Bureau of Drugs.
[FR Do0.77-25053 Piled 9-1-77;8:45 am]

Food and Drug Administration
| Docket No, T6N-0353; DESI 9760 and 12180]

CERTAIN ANTILIPEMIC DRUGS

Drugs for Human Use; Drug Efficacy smdy
mplementation; Followup Notice and
0pporlunity for Hearing
AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY: This notice sets forth the
conditions for marketing the drug prod-
ucts described below for the- indication
for which they continue to be regarded
as effective and offers an opportunity for
a hearing concerning the indications re-
classified as lacking substantial evidence
of effectiveness. The drugs are antili-
pemic sgents.

DATES: Hearing requests due on or be-
fore October 3, 1977. Supplements to ap-
proved NDA's due on or before Novem-
ber 1, 1977,

ADDRESSES: Communications for-
warded in response to this notice should
be identified with the reference number
DESI 9760 and 12180, directed to the
attention of the appropriate office named
below, and addressed to the Food and
Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857. Supplements (iden-
tify with NDA number): Division of
Metabolic and Endocrine Drug Products
(HFD-130), Rm. 14B-03, Bureau of
Drugs.

Original abbreviated new drug appli-
cations and supplements thereto (identi-

fy as such): Division of Generic Drug
Monographs (HFD-530), Bureau of
Drugs

Request for Hearing (dentify with
Docket number sppearing in the head-
ing of this notice) : Hearing Clerk, Food
and Drug Administration (HFC-20),
Rm. 4-65.

Requests for the report of the National
Academy of Sclences-National Research
Council: Public Records and Document
Center (HFC-18), Rm. 4-62,

Requests for opinion of the applicabil-
ity of this notice to a specific product:
Division of Drug Labeling Compliance
(HFD-310), Bureau of Drugs,

Other communications regarding this
notice: Drug Efficacy Study Implemen-
tation Project Manager (HFD-501), Bu-
reau of Drugs.

FOR FURTHER INFORMATION CON-
TACT:
Herbert Gerstenzang, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers Lane,
Rockville, Md. 20857, (301-443-3650),

FEDERAL REGISTER,

NOTICES

SUPPLEMENTARY INFORMATION:
In notices (DESTI 8760) published in the
Feopenar Recister of April 15, 1972 (37
FR 7535) sas amended on March 19,
1973 (38 FR 7270); and (DESI 12180)
published in the FeperalL REGISTER
of August 12, 1872 (37 FR 16421), the
Food and Drug Administration an-
nounced its conclusions that the drugs
described below are (1) effective as ad-
junctive therapy in addition to diet and
other measures in the treatment of hy-
percholesterolemia and hyperbetalipo-
profeinemia; and possibly effective for
all their other labeled indications. The
manufacturers have deleted the possibly
effective indications from the labeling of
the drugs. No person has submitted any
data in support of the possibly effective
indications, and those indications are
now reclassified as lacking substantial
evidence of effectiveness,

In order to clarify when these drugs
are to be used FDA has reworded the
effective indication to read as follows:
as adjunctive therapy in the treatment
of patients with hypercholesterolemia
and hyperbetalipoproteinemia who do
not respond adequately to diet and other
measures,

1. NDA 12-180; Nicalex Tablets con-
taining 625 mg aluminum nicotinate;
merrell-National Laboratories, Division
Richardson-Merrell Inc,, P.O, Box 15260,
Cincinnatl, OH 45215.

2. NDA 11-313; Nicotinic Acid Tablets
contalning 500 mg niacin: formerly
marketed by Merrell-National Labora-
tories.

3. NDA 11-578; Efacin Tablets con-
taining 500 mg niacin; Person & Covey
Ine., 616 Allen Ave., Glendale, CA 91201,

4. NDA 9-760; Cytellin Suspension
containing 3 grams sitosterols per 15
cuble centimeters; Ell Lilly & Co,, P.O.
Box 618, Indianapolis, IN 48206,

The following drug not included in
the above notices, but dealt with as a
reformulated product in a notice of
September 25, 1973 (38 FR 26752), is
being included in this notice.

NDA 11-073; Wampocap Capsules
con 500 mg niacin; Wampole
Laboratories, Division Carter-Wallace,
Inc. Half Acre Rd., Cranbury, NJ 08512.

Such drugs are regarded as new drugs
(21 UBS.C. 321(p)). Supplemental new
drug applications are required to revise
the labeling in and to update previously
approved applications providing for such
drugs. An approved new drug application
is a requirement for marketing such
drug products,

In addition to the holder(s) of the
new drug application(s) specifically
named above, this notice applies to all
persons who manufacture or distribute
& drug product, not the subject of an
approved new drug application, that is
identical, related, or similar to & drug
product named above, as defined in 21
CFR 310.6. It is the responsibility of
every drug manufacturer or distributor
to review this notice to determine
whether it covers any drug. product he

manufactures or disfributes. Any person.

may request an opinion of the ap-

plicability of this notice to a specific
drug product he manufactures or dis-
tributes that may be identical, related,
or similar fo a drug product named
in this notice by writing to Division of
Drug Labeling Compliance (address
glven above).

A. Efectiveness classification. ‘The
Food and Drug Administration has re-
viewed ail available evidence and con-
cludes that the drugs are effective for
the Indication in the labeling conditions
below. The drugs now lack substantial
evidence of effectiveness for the indica-
tions evaluated as possibly effective in
the April 15, 1972 and August 12, 1072
notices.

B. Conditions jor approval end mar-"
keting. The Food and Drug Adminis-
tration is prepared to approve abbrevi-
nted new drug applications and abbrevi-
ated supplements to previously approved
new drug applications under conditions
described herein.

1. Form of drug. Aluminum nicotinate
and niacin are in tablet or capsule form
and sitosterols are in suspension form,
suitable for oral administration,

2, Labeling conditions. n, The labels
bear the statement, “Caution: Federal
law prohibits dispensing without pre-
soription.”

b. The drugs are labeled to comply
with all requirements of the act and
regulations, and the labeling bears ade-
quate information for safe and effective
use of the drug. The Indication is as fol-
lows for aluminum nicotinate, sitosterols,
and niacin (given at a dosage rate of 1
to2 grams a day) :

As adjunctive therapy in the treatment
of patients with hypercholesterolemia
and hyperbetalipoproteinemia who do
not respond adeguately to diet and other
IMeasures,

c. The following statement is to follow
the “Indications" section either enclosed
in a block or in italics:

Notice: It has not been established
whether the drug-induced lowering of
serum cholesterol or triglyceride levels
has a beneficial effect, no effect, or a
detrimental effect on the morbidity or
mortality due to atherosclerosis includ-
ing coronary heart disease. Investiga-
tions now in progress may vield an an-
swer to this question.

3. Marketing status. a. Marketing of
such drug products that are now the
subject of an approved or effective new
drug application may be continued pro-
vided that, on or before (insert date 60
days after date of publication in the Fen-
ERAL REeGisten), the holder of the appli-
cation submits, if he has not previously
done so0, (1) a supplement for revised
labeling as needed to be In accord with
the labeling conditions described in this
notice, and complete container labeling
if current container labeling has not been
submitted, and (1) a supplement to pro-
vide updating information with respect
to items 6 (components), 7 (composi-
tion), and 8 (methods, facilities, and
controls) of new application form
FD-356H (21 CFR 314.1(¢)) to the ex-
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tent required in abbreviated applications
(21 CFR 314.1(10) ).

b. Approval of an abbreviated new
drug application (21 CFR 314.1(f)) must
be obtained prior to marketing such
product, Marketing prior to approval of
a new drug application will subject such
products, and those persons who caused
the products to be marketed, to regula-
tory action,

¢. Notice of opportunity for hearing.
On the basis of all the data and informa-
tion available to him, the Director of the
Bureau of Drugs is unaware of any ade-
quate and well-controlled clinical inves-
tigation, conducted by experts qualified
by scientific training and experience,
meeting the requirements of section 505
of the Federal Food, Drug, and Cosmetic
Act (21 US.C. 355) and 21 CFR 314.111
(a) (5), demonstrating the effectiveness
of the drug(s) for the indication(s) lack-
ing substantial evidence of effectiveness
referred to in paragraph A, of this notice.

Notice s given to the holder(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, 355(e)), withdrawing ap-
proval of the new drug application(s)
and all amendments and supplements
thereto providing for the Indicationf(s)
lacking substantial evidence of effective-
ness referred to in paragraph A, of this
notice on the ground that new informa-
tion 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 lack of substantial evidence
that the drug product(s) will have all
the effects it purports or is represented
to have under the conditions of use pre-
seribed, recommendd, or suggested in the
labeling. An order withdrawing approval
will not issue with respect to any appli-
cation(s) supplemented, in sccord with
this notice, to delete the claim(s) lack-
ing substantial evidence of effectiveness.

In addition to the ground for the pro-
posed withdrawal of approval stated
above, this notice of opportunity for
hearing encompasses all issues relating to
the legal status of the drug products
subject to it (including identical, related,
or similar drug products as defined in
21 CFR 310.6), e.g,, any contention that
any such product 4s not a new drug be-
cause it Is generslly recognized as safe
and effective within the meaning of sec-
tion 201(p) of the act or because it is
exempt from part or all of the new drug
provisions of the act pursuant to the ex-
emption 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 thersun-
der (21 CFR Parts 310, 314), the appli-
cant(s) and all other persons who manu-
facture or distribute a drug product
which is identical, related, or similar to
a4 drug product named above (21 CFR
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310.6), are hereby given an opportunity
for a hearing to show why approval of
the new drug application(s) providing
for the claim(s) involved should not be
withdrawn and an opportunity to ralse,
for administrative determination, all is-
sues relating to the legal status of a
drug product named above and all iden-
tieal, related, or similar drug products.

If an applicant or any person subject
to this notice pursuant to 21 CFR 310.6
elects tomvail himself of the opportunity
for a hearing, he shall file (1) on or
before October 3, 1977, a written notice
of appearance and request for hearing,
and (2) on or before November 1, 19797,
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 com-
ments on this proposal to withdraw ap-
proval. The procedures and requirements
governing this notice of opportunity for
hearing, a notice of appearance and re-
quest for hearing, a submission of data,
information, and analyses to justify a
hearing, other comments, and a grant or
denial of hearing, are contained in 21
CFR 314.200.

The faflure of an applicant or any
other person subject to this notice pur-
suant to 21 CFR 310.6 to file timely
written appearance and request for
hearing Is 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 respect to such drug product and
a walver of any contentions concerning
the legal status of such drug product.
Any such drug product labeled for the
indication(s) lacking substanfial evi-
dence of effectiyeness referred to in para-
graph A. of this notice may not there-
after lawfully be marketed, and the Food
and Drug Administration will initiate
appropriate regulatory action to remove
such drug products from the market.
Any new drug product marketed with-
out an approved NDA is subject to regu-
Jatory action at any time.

A request for a hearing may not rest
upon mere sllegations or denials, but
mut set forth specific facts showing that
there is a genuine and substantial issue
of fact that requires a hearing. If it
conclusively appears from the face of
the data, information, and factual analy-
808 In the request for the hearing that
there is no genuine and substantial is-
sue of fact which precludes the with-
drawal 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 person(s) who requests the hearing,
making findings and conclusions, deny-
ing a hearing.

All submissions pursuant to this notice
of opportunity for hearing shall be filed
in quintuplicate. Such submissions, ex-
cept for data and information prohibited
from public disclosure pursuant to 21
U.B.C. 331()) or 18 U.S.C, 1905, may be
seen in the office of the Hearing Clerk
between the hours of 9 am. and 4 p.m,,
Monday through Friday.

14279

This notice 1s issued under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat. 1050-1053, as amended (21
US.C. 352, 355)) and under the au-
thority delegated to the Director of the
Bureau of Drugs (21 CFR 5.82),

Dated: August 23, 1977,

RicaARD A. TERSELIC,
Acting Director, Bureau of Drugs.

|FR Doc.77-254090 Filed 9-1-77;8:45 am|

| Docket No, 77N-0244. DESI 12101 |

COMBINATION DRUG  CONTAINING
S&%?@PSNE AND HYDROCHLORO-

Oppodunnltz l%rp rl;xri:g on Proposal To

New Drug Appli-
cation

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY : This notice reclassifies the
combination drug syrosingopine and
hydrochlorothiazide to lacking substan-
tial evidence of effectiveness, proposes
withdrawal of approval of the new drug
application, and offers an opportunity
for a hearing on the proposal.

DATES: Hearing requests due on or be-
fore October 3, 1977.

ADDRESSES: Communications forward
in response to this notice should be iden-
tifled with the reference number DESI
12101 and the docket number appearing
in the heading of this notice, and ad-
dressed to the Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville, MD
20857. Request for Hearing: Hearing
Clerk, Food and Drug Administration
(HFC-20), Rm. 4-65. Request for opinion
of the applicability of this notice to a
specific product: Division of Drug Label-
ing Compliance (HFD-310), Bureau of
Drigs, Food and Drug Administration.

FOR FURTHER INFORMATION CON-
TACT:

Herbert Gerstenzang, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 5600 Fishers Lane,
Rockville, Md. 20857, (301-443-3650).

SUPPLEMENTARY INFORMATION:
In & notice (DESI 12101) published in
the Feopral REeGIsTer of February 12,
1973 (38 FR 4281), the Food and Drug
Administration (FDA) announced its
conclusion that the combination drug
product described below is less than ef-
fective (possibly effective) for its labeled
indications, The drug has been used as
an antihypertensive agent,

NDA 12-101; Singoserp-Esldrix Tab-
lets (2 strengths) containing syrosingo-
pine and hydrochlorothiszide; Ciba
Phamaceutical Co., Division of Ciba-
Gelgy Corp., 556 Morris Ave.,, Summit,
NJ 07901.

Pursuant to the notice of February
12, 1973, Ciba submitied data from six
clinical studies of similar design to sup-
port s claims for effectiveness of the
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Singoserp-Esldrix combination. The
studies were conducted under double-
blind conditions. Following a 6-week

uueeumesndayxoraweekso!enher
placebo, hydrochlorothiazide 25 milli-
grams, syrosingopine 1 miiligram, or the
combination syrosmgovme-hydrochloro-
thiagide. Patients were seen at c:week
tervals and effectiveness was m
g; comparing systolic and diastolic blood
pressures in the sitting, standing, and

lying tions (a total of & blood pres-
o‘::psrlsons) during the treatment

sure
od with the baseline blood pressures
?:: ietwl: position. The baseline was the
average of the pressures at the last two
visits of the placebo lead-in period. The
changes in blo&d
compared for the
defined a “satisfactory re-
b %h was oonslderedb to be nu:i:x-\
crease blood ure by more
20 peme:lt of the tontrol or a reduction
of diastolic pressure 1o 00 millimeters
ercury or below,
Otll: this review of the submitted data,
only the comparison between the Esidrix
and the Esidrix-Singoserp treatment
need be considered, as the contri-
bution of Singoserp to the combination,
not the effectiveness of Esidrix, is in

question. :
The individual studies were conducted
by Drs. Adams, Atkins, Cristoforl, Hol-
lander, Nolan, and Willson. The Hollan-
der study was not subjected to separate
statistical analysis because too few pa-
tients were involved. In the Willson
study, which included only 10 patients,
the comparisons between the two treat-
ments revealed only slight differences
(favoring the combination), that were
not considered significant. The Atkins
study, which involved 48 patients, slight-
1y favored Esldrix for all six blood pres-
sure comparisons (systolic and diastolic
in each of the three positions), although
not at statistically significant levels.
Only the Nolan study showed a substan-
tial advantage for the combindtion over
Esidrix, with differences of from 6to0
millimeters of mercury in the sitting,
standing, and lying diastolic pressure,
These differences were statistically sig-
nificant. The Adams study, which was
of comparable size to the Nolan study,
produced results that favored the single
ingredient Esldrix over the combination
Esidrix-Singoserp, and for several blood
pressure comparisons at a statistically
significant level. The Cristofori study
tended to favor the combination, al-
though only for certain blood pressure
comparisons. Perhaps more important,
however, the largest average difference
Cristofori found between any blood pres-
sure measurement during combination
treatment and the same measurement on
Esidrix was 2.8 millimeters of mercury.
The results of the individual studies
comparing Esidrix to Esldrix-Singoserp
can therefore be summarized as follows:
(1) Two studies (Nolan, Cristoforl) fa-
vored the combination over the single
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drug; however, only one of these (Nolan)
showed & clinically meaningful difference
between the two groups; (2) one study
(Adams) favored the single drug over
the combination; and (3) two studies
(Atkins, Willson) did not show signifi-
cant differences between the two treat-
ments; one of these favored the single
drug, while the other favored the combi-
nation, Although these results could sug-
gest that Singoserp contributes some-
what to the effect of the Singoserp-Esl-
drix combination, the data are inconsist-
ent and none of the studies demonstrated
a satisfactory response as defined by

In addition to its analysis of the in-
dividual studies, Ciba submitted an anal-
ysis of the results of pooling the data
from all six studies. It was reasonable
for Ciba to have combined these resulls
because in all six studies patient popu-
lations were essentially similar and the
protocol used was identical. In combining
these data, however, Ciba excluded the
largest group of patients, those studied
by Dr. Atkins, Ciba excluded Dr, Atkin's
data because some of his results differred
significantly from the results of the other
five studies. Specifically, the placebo in
Atkins study showed a fall in sitting
blood pressure during the 8-week treat-
ment period, even though these patients
already had been on a placebo for the 6
weeks prior to treatment. This unexpect-
ed fall in blood pressure was not seen in
patients receiving placebos in the other
five studies. The credibility of any study
from which data have been excluded in
this way, however, must be considered
in doubt, particularly when the exclusion
improves the apparent performance of
the drug.

The pooled data for all 6 studies (in-
cluding Atkins) reveals there was no sig-
nificant difference between the combina-
tion and Esidrix in lying or sitting dia-
stolic blood pressure. There was a signifi-
cant difference in supine diastolic pres-
sure, but the mean difference was only 2
millimeters of mercury. The systolic
blood pressures in all three positions
were significantly lower with the combi-
nation than with Esidrix alone. In each
case, however, the difference was only 2
to 3 millimeters of mercury. The lack
of effect on diastolic pressure is more
apparent when the Atkins study is in-
cluded—an important observation, as it
is the change In diastolic pressure that
most physicians rely upon in following
antihypertensive therapy. It should be
noted that despite the unusual response
of the placebo group in the Atkins study,
the blood pressure response of patients
on active drugs was similar to that seen
in the other studies. These responses
favored the single ingredient Esidrix
group, although not at & statistically
significant level,

The analysis of the pooled data ex-
cluding the Atkins study is still unim-
pressive. The mean difference in dia-
stolic blood pressure ranges from 1.11
millimeters of mercury in the supine po-
sition to 3.59 millimeters of mercury in
the standing position. Only in the stand-

ing position is the difference statistically
significant. The changes in systolic pres-
sure range from 3.95 to 5 millimeters of
mercury.

The submitted data thus fall to dem-
onstrate a consistent difference among
treatments favoring the combination
drug in these blood pressure compari-
sons. The results of the six individual
studies are inconsistent in that some
favor the combination Singoserp-Esidrix
while others fayvor the single drug Esi-
drix. In only one case is the difference
favoring the combination more than &
few millimeters of mercury. The pooled
analysis, including the Atkins study
(which should be included as no satis-
factory reason has been given to exclude
it), shows even smaller differences. In
this analysis the largest difference in
dinstolic pressures seen s just 2 milli-
meters of mercury. The largest differ-
ence in systolic pressures seen Is some-
what over 2.5 millimeters of mercury,
Although these data provide a suggestion
that Singoserp contributes minimally to
the effect of an Esidrix-Singoserp com-
bination, the data fall far short of the
requirements of substantial evidence.

A notice published in the FEDERAL REG-
1sTER of July 12, 1977 (42 FR 35897) with-
drew approval of NDA 11-565 for Singo-
serp Tablets containing syrosingopine,
one of the components of Singoserp-
Esidrix. The withdrawal was based on a
lack of substantial evidence of effective-
ness for its use as an antihypertensive
agent,

On the bas!s of all of the data and in-
formation avallaple to him, the Director
of the Bureau of Drugs Is unaware ol
any adequate and well-controlled clini-
cal investigation, conducted by experts
qualified by scientific training and ex-
perience, meeting the requirements of
section 505 of the Federal Food, Drug,
and Cosmetic Act (21 US.C. 356) and 21
CFR 314.111(a) (5) and 21 CFR 300.50,
demonstrating the effectiveness of the
drug.

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 G,8.C. 366(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) lsted 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 &
lack of substantial evidence that the drug
product(s) will have the effect it pur-
ports or Is represented to have under the
conditions of use prescribed, recom-
mended, or suggested in the labeling.

In addition to the holder(s) of the new
drug application(s) specifically named
above, this notice of opportunity for
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hearing applies to all persons who man-
ufacture or distribute a drug product
which is identical, related, or similar to
a drug product named above, as defined
in 21 CFR 310.6. It Is the responsiblility
of every drug manufacturer or distrib-
utor to review this notice of opportunity
for hearing to determine whether it cov-
ers any drug product he manufactures
or distributes. Any person may request
an opinion of the applicability of this
naotice to a specific drug product he man-
ufactures 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 (address given above).

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
subject to it (including identical, related,
or similar drug products as defined in
21 CFR 310.6) e.g, any contention that
any such product is not a new drug be-
cause it Is generally recognized as safe
and effective within the meaning of sec-
tion 201(p) of the act or because it is
exempt from part or all of the new drug
provisions of the act pursuant to the
exemption for products marketed prior
to June. 25, 1838, 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 US.C. 355)
and the regulations promulgated there-
under (21 CFR Parts 310, 314), the ap-
plicant(s) and all other persons subject
to this notice pursuant to 21 CFR 210.6
are hereby given an opportunity for a
hearing to show why approval of the
new drug application(s) should not be
withdrawn and an opportunity to raise,

for administrative determination, all

issues relating to the legal status of a
drug product named above and of all
identical, related, or similar drug prod-
ucts. .

If an applicant or any other person
subject to this notice pursuant to 21
CFR 310.6 elects to avail himself of the
opportunity for a hearing, he shall file
(1) on or before October 3, 1977, a writ-
ten notice of appearance and request for
hearing, and (2) on or before Novem-
ber 1, 1977, the data, Information, and
analyses on which he relies to justify
& hearing, as specified in 21 CFR 314.200.
Any other Interested person may also
submit comments on this notice. The
procedures and requirements governing
this notice of opportunity for hearing,
o notice of appearance and request for
hearing, a submission of data, informa-
tion, and analyses to justify a hearing,
other comments, and a grant or denial
of hearing, are contained in 21 CFR
314.200.

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
4s required by 21 CFR 314.200 consti-
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tutes an election by such person not to
avall himself of the opportunity for a
hearing concerning the action proposed
with respect to such drug product and
a walver of any contentions concerning
the legal status of any such drug prod-
uct. Any such drug product may not
thereafter lawfully be marketed, and the
Food and Drug Administration will ini-
tiate appropriate regulatory action to re-
move such drug products from the mar-
ket. Any new drug product marketed
without an approved DNA is subject to
regulatory action at any time,

A request for a hearing may not rest
upon mere allegations or denials, but
must set forth specific facts showing
that there is genuine and substantial
issue of fact that requires a hearing.
If it conclusively appears from the face
of the data, information, and factusal
analyses in the request for the hearing
that there Is no genuine and substan-
tial Issue of fact which precludes the
withdrawal of approval of the applica-
tion, or when a request for hearing is
not made in the required format or with
the required analyses, the Commissioner
will enter summary judgment against
the person{s) who requests the hearing,
making findings and conclusions, deny-
ing a hearing.

All submissions pursuant to this notice
shall be flled in quintuplicate. Such sub-
missions except for data and informa-
tion prohibited from public disclosure
pursuant to 21 US.C. 331(j) or 18 US.C.
1905, may be seen in the office of the
Hearing Clerk between the howrs of 9
am, and 4 pm., Monday through Fri-
day.

This notice is issued under the Fed-
eral Food, Drug, and Cosmetic Act (sec.
505, 52 Stat. 1052-1053, as amended (21
U.8.C. 356)), and under authority dele-
gated to the Director of the Bureau of
Drugs (21 CFR 5.82).

Dated: August 25, 1977.

RiciArD A. TERSELIC,
Acting Director,
Bureau of Drugs,

[FR Doc77-25408 Filed 8-1.-77,8:45 am)

[Docket No, 7T6N-0402]
DRUGS FOR HUMAN USE
Drug Efficacy Study Implementation;

Revocation of Exemption

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY: The temporary exemption
for certain antthistamine drug products,
which permitted them to remain on the
market beyond the time limit scheduled

for implementation of the drug efiiciency
study, is revoked.
EFFECTIVE DATE: September 2, 1977.
FOR FURTHER INFORMATION CON-
TACT:
Ronald L. Wilson, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Educa-
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tion, and Welfare, 5600 Fishers Lane,
Rockville, Md. 20857 (301-43-36560) .

BUPPLEMENTARY INFORMATION:
in a notice appearing elsewhere in this
issue of the FroeraAL REcIsTER, the Food
and Drug Administration is reclassifying
the possibly effective indications for the
antihistamine drugs described below
(DESI 7937 : the drugs are now deemed
as lacking substantial evidence of effec~
tiveness. These products have heen al-
lowed to remain on the market labeled
for their posaibly effective indications be~
cause of their close relationship to drugs
sold over-the-counter (OTC) and thus
subject to review in the ongoing OTC
study (21 CFR_ Part 330). The tem-
porary exemption was announced In
notices published in the Feperar Recis-
TEr of December 14, 1973 (38 FR 34481)
and February 6, 1974 (39 FR 4679) (cor-
rected by a notice published in the Feo-~
ERAL RecisTER of March 27, 1074 (39 FR
11323) ). A proposed monograph for OTC
cold, cough, allergy, bronchodilator, and
antiasthmatic drugs was published in the
Feperan RecisTER of September 9, 1976
(41 FR 38312). Because the recom-
mendations of the proposed monograph
are not inconsistent with the evaluations
of the drugs described below, which were
announced in the February 6, 1974, no-
tice, and as no person has submitted ad-
ditional data, or expressed an intent to
perform additional studies far the ex-
empted possibility effective indications of
that notice, the temporary exemption
granted by the December 14, 1973, and
February 6, 1974, notices, as it pertains
to these drugs, is hereby revoked, These
drugs include the following:

1. NDA 8-305; Pyronll Tableis, contalning
pyrrobutamine phosphate; EH Lilly & Co,
Box 618, Indlanapolls, Ind, 48206,

2. NDA 10-807; Theruhistin Tablets, con-
taining isothipendyl hydrochloride; Ayerst
Laboratories, Divislon of American Home
Products Corp., 685 Third Ave, New York,
N.¥. 10017.

3. NDA 11-078; Theruhistin Syrup, con-
talning. isothlpendy! hydrochloride; Ayerss
Laboratories,

4. NDA 7-937; Neohetramine Hydrochlo-
ride Tablets, containing thonzylamine hydro-
chloride; Warner-Chilcott Laboratories, Di-
vigion Warner-Lambert Co., 201 Tabor Rd.,
Morris Pialns, N.J. 07950,

This notice is issued under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat. 1050-1053, as amended (21
US.C. 352, 355)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.1). :

Dated; August 26, 1977.

Winriam F. RanNboLer,
Acting Associate Commissioner
Jor Compliance.
[FR D0c.77-26640 Filed 9-1-77;8:45 am] |
.

[ Docket No. 7TIR-0080]
DRUGS FOR HUMAN USE

Drug Efficacy Study Implementation;
Revocation of Exemption

AGENCY: Food and Drug Administra~
tion. e
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ACTION: Notice,

SUMMARY: The temporary exemption
for certain antihistamine drug products,
which permitted them to remain on the
market beyond the time limit scheduled
for implementation of the drug efficacy
study, Is revoked. -

EFFECTIVE DATE: September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Ronald L. Wilson, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 5600 Fishers Lane,
Rockville, Md. 20857 (301-443-3650).

SUPPLEMENTARY INFORMATION:

In a notice appearing elsewhere in this
issue of the FeperaL Recister, the Food
and Drug Administration s reclassify-
ing the probably and possibly effective
indications for the antihistamine drugs
described below (DESI 6290) ; the drugs
are now deemed as lacking substantial
evidence of effectiveness. A temporary
exemption, in a notice published in the
FeperaL RecisTER of December 14, 1973
(38 FR 33481), we granted for these drug
products, allowing them to remain on
the market as labeled for their probably
and possibly effective indications because
of thelr close relationship to drugs sold
over-the-counter (OTC) and thus sub-
ject to review In the ongoing OTC study
(OTC procedures are described in 21
CFR Part 330). A proposed monograph
for OTC cold, cough, allergy broncho-
dilator, and antiasthmatic drugs was
published in the Feperar Recister of
September 9, 1876 (41 FR 38312). Be-
cause the recommendations of the pro-
posed monograph are not Inconsistent
with the evaluations of the drugs de-
scribed below, which were announced in
a notice published in the Fepezan Rec-
1sTER of June 18, 1971 (36 FR 11758),
and as no person has submitted addi-
tional data, or expressed an intent to
perform additional studies for the ex-
empted probably and possibly effective
indications of that notice, the temporary
exemption granted by the December 14,
1973, notice, as it pertains to these drugs,

is hereby revoked. These drugs include
the following:

(1) Preparations containing bromodi-
phonhydramine hydrochloride:

(a) Ambodryl Kapseals (NDA 7-084);

(b) Ambodryl Elixir (NDA 8-476); and

(¢) Ambodryl Syrup (NDA 8-745); Parke,
Davis & Co. Joseph Campau at the River,
Detrolt, Mich, 48232,

(2) Preparations containing chlorphenira-
mine maleate: Chlor-Trimeton Tablets and
Syrup (NDA 8-921); Schering Corp., Gallop=-
ing Hill R4, Kenllworth, N.J. 07033.

{8) Preparation containing diphenylpyra~-
line hydrochloride: Dinfen Tablets (NDA @8-
070): Riker Laboratories, Inc,, Subsidiary of
8M Co., 18001 Nordho!r St., Northridge, Callf,
01324,

(4) Preparations contalning promethazine
hydrochloride:

(a) Phenergan Tablets (NDA 7-035);

(b) Phenergan Syrup (NDA 8-381); and

(¢) Pheonergan Rectal Suppositories (NDA
10-026 and NDA 11-689); Wyeth Laborn-
tories, Division, American Home Products
Corp., P.O. Box 8200, Philadelphia, Pa. 19101,

NOTICES

(G) Preparation contalning pheaniramine
maleste: Trimeton Tablets (NDA 6-461);
Schering Corp.

(6) Preparation containing pyrilamine
maleate: Dinminide Maleate Tablets (NDA
7-119); Merck Sharp & Dohme, Division
Merck & Co,, Inc, West Point, Pa. 10486,
(Although the June 18, 1071 notice listed
Neo-Antergan Maleate as the name of the
product marketed under NDA 7-119, the cor-
rect name is Diaminido Maleate.)

(7) Proparations containing tripelenna-
mine hydrochloride or tripelennamine c¢it-
Tate:

?) Pyribenzamine Tableta (NDA 5-014):
an

(b) Pyribenzamine Elixir (NDA 5-814);
Ciba Pharmaceutical Co,, Division of Ciba-
g’cslosy Corp., 6566 Morris Ave, Summit, NJ.

1.

This notice is issued under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat. 1050-1053, as amended (21
U.S.C. 352, 355)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.1).

Dated: August 26, 1977.

WiLLiaM F. RANDOLPH,
Acting Assoclate Commissioner
jor Compliance.

{FR Doo.77-25651 Filed 0-1-77;8:45 am]

[Docket No. 76G-0348]

DYNAMIT NOBEL-KAY FRIES
CHEMICALS, INC.

Withdrawal of Petition for Affirmation of
GRAS Status

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY: This document announces
the withdrawal without prejudice of the
petition (GRASP) 5G0057) proposing
aflirmation that a triglyceride mixture of
caprylic and capric acids for use as a
surface finishing agent, formulation aid,
relense agent and In dietary foods Is gen-
erally recognized as safe (GRAS).

FOR FURTHER INFORMATION CON-
TACT:

Corbin 1. Miles, Bureau of Foods (HFF-
335), Food and Drug Administration,
Department of Health, Education, and
Welfare, 200 C St. SW., Washington,
D.C. 20204, (202-472-4750) ,

SUPPLEMENTARY INFORMATION:
Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (seo, 409
(b), 72 Stat. 1786 (21 U.8.C. 3481b))),
the following notice is issued:

In accordance with § 1717 Withdrawal
of petition without prejudice of the pro-
cedural food additive regulations (21
CFR 171.7), Dynamit Nobel-Kay Fries
Chemical Inc, 105 Stonehurst Ct,
Northvale, N.J. 07647, has withdrawn its
petition (GRASP 5G0057), notice of
which was published in the FEpErAL REG-
1s7ER of October 4, 1976 (41 FR 43754),
proposing that a triglyceride mixture of
Caprylic and capric acids be aflirmed as
GRAS for use as a surface finishing
agent, formulstion aid, release agent and

in dietary foods is generally recognized
as safe (GRAS).

Dated: August 24, 1877,

: DoNALD W. RIESTER,
Acting Director, Bureau of Foods,

[FR Doc,77-26652 Flled 0-1-77,8:45 am|

[Docket No. T6N-0305]

GRAS SAFETY REVIEW OF BUTYLATED
HYDROXYANISOLE

Public Hearing

&?ENCY 1 Food and Drug Administra-
n.

ACTION: Notice.

SUMMARY : The Food and Drug Admin-
istration !s announcing that a public
hearing will be held for butylated hy-
droxyanisole so that data, information,
and views can be presented orally to
determine if that category of food ingre-
dients Is generally recognized as safe
(GRAS) or subject to a prior sanction.

DATES: Hearing, September 26, 1977.

ADDRESS: The hearing will be held in
the Holiday Inn, 8120 Wisconsin Ave,
Bethesda, MD 20014,

FOR FURTHER INFORMATION CON-
TACT:

Corbin I. Miles, Bureau of Foods
(HFF-335), Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, 200 C St. 8W,,
Washington, D.C. 20204, (202-472-
4750). George W. Irving, Jr, Life
Sciences Research Office, -Federation
of American Socleties for Experi-
mental Biology, 9650 Rockville Pike,
Bethesda, MD 20014, (301-530-7033).

SUPPLEMENTARY INFORMATION:
In the Fepenar RecisTer of June 7, 1977
(42 FR 20105), the Commissioner of
Food and Drugs issued a notice advis-
ing the public that an opportunity
would be provided for the oral presenta-
tion of data, information, and views at
public hearings fo be conducted by the
Select Commitiee on GRAS Substances
of the Life Sclences Research Office,
Federation of American Societies for
Experimental Blology (hereinafter re-
ferred to es the SBelect Committee), con-
cerning the safety of the following four
categories of food ingredients—butyl-
ated hydroxyanisole, hypophosphites,
rennet, and vegetable olls—and the Se-
lect Committee’s tentative determina-
tion of whether or not they are GRAS
or subject to & prior sanction, No re-
quests were received for a hearing on
hypophosphites, rennet, or vegetable
oils. Accordingly, no hearing will be held
on these food ingredients.

The Select Committee received re-
quests from the Food Research Institute,
University of Wisconsin, Madison, Wis.
53706, and Eastman Chemical Products,
Inc., Kingsport, Tenn, 37662, asking for
an opportunity to appear at a public
hearing on butylated hydroxyanisale to
make an oral presentation.
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The request for a hearing on butylated
hydroxyanisole from Northwest Food

Processors Assoclation, Cascade Plaza,

Protland, OR 97223, was later withdrawn,
No other requests for & hearing on buty-
Iated hydroxyanisole were received.

In accordance with the procedures set
forth in the June 7, 1977, FepEnal Reg-
1sTER notice, announcemtnt is hereby
made that s hearing on butylated hy-
droxyanisole will be held 2 p.m., Septem-
ber 26, 1977, in the Holiday Inn, 8120
Wisconsin Ave., Bethesda, MD 20014.
Those who have requested an opportunity
to make oral presentations will be ex~
pected to complete their presentations
within the periods indicated and in ac-
cordance with the following schedule:
Sepltember 26, 1977, 2 p.m. to 3:45 p.m.
J. R. Allen, et al., Food Research Insti-
tute, University of Wisconsin—20 min-
utes; B. D. Astill, Eastman Kodak Com-
pany, Kingsport, TN—45 minutes.

Dated: August 25, 1977.

Winriam F, RANDOLPH,
Acting Associate
Commissioner for Compliance.

[FR D0c.77-25406 Filod §-1-77;8:45 am|

[Docket No, TIN-0186]

REVIEW PANEL ON NEW DRUG
REGULATION FINAL REPORT

Hearing
[Docket No. TIN-01961)

AGENCY: Food and Drug Administira-
tion, .

ACTION: Notice of public hearing.

SUMMARY: The Commissioner of Food
and Drugs announces that a public
hearing will be held on September 29,
1977, to recelve informsation and views
from Interested persons on recommens-
dations contained in the Final Report
of the Review Panel on New Drug Regu-
Iation.

DATES: Public hearing on Sepléember
20, 1977, at 9 am.; written notice of
participation must be filed by Septem-
ber 16, 1977,

ADDRESSES: Written notice of partici-
pation to the Hearing Clerk (HFC-20),
Food and Drug Administration, Rm, 4-
65, 5600 Fishers Lane, Rockville, Md.
20857, Coples of the Final Report and
coples of the Interim Reports of the
Panel referred to in the Final Report
may be obtained by writing to the Pub-
lic Health Service Forms and Publica-
tlons Distribution Center, 12100 Park-
lawn Drive, Rockville, Md. 20857.

FOR FURTHER INFORMATION CON-
TACT: ..

Bruce Brown, Office of the Executive
Secretarint (HF-1), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, Md, 20857 (301-443-3380).

SUPPLEMENTARY INFORMATION:
In 1975 the Secretary of Health, Edu-
cation, and Welfare appointed s Review
Panel on New Drug Regulation to re-

NOTICES

view current policles and procedures of
the Food and Drug Administration
(FDA) relating to the approval and dis-
approval of drugs for marketing in the
United States; to evaluate the imple-
mentation of these policies and proce-
dures by FDA; to ascertain the nature,
extent, and adequacy of public, indus-
try, and professional participation In
this review process; and, insofar as the
Panel identified any deficiencies, to rec-
ommend improvements in the policles
and procedures, including changes that
might be effectuated through adminis-
trative action and those that might re-
quire additional legislative authority.

Between November 1876 and May
1971, the Panel submitted to the Secre-
tary 17 interim reports and stafl papers
on particular aspects of FDA regula-
tion. On May 31, 1977, the Panel sub-
mitted its Final Report summarizing the
findings and recommendations of its 27-
month inquiry. The Panel’s principal
conclusions were:

1. The systom of now drug regulntion that
requires governmental premarket clearance
of prescription drugs, based on evidence of
safoty and offectivenecss, Is fundamentally
sound,

2. FDA 15 neither pro- nor anti-industry
in its review and approval of new drugs.

3. Impiemontation of the sysiem of new
drug regulation by FDA needs substantial
improvement. The Panel proposed a wide
range of legislative, administrative, and
procedural reforms to achileve this objective.

Copies of the Final Report, together with
the interim and staff reports, are on display
in the office of the Hearing Clerk (HFC-20),
Food and Drug Administration, Rm. 4-65,
5600 Fishors Lane, Rockyille, Md. 20857. Ad-
ditional coples of these reports have been
printed and may be obtalned from the Pub-
llo Health Service Forms and Publications
Distribution Center, 12100 Parklawn Drive,
Rockville, Md. 20857,

On June 2, 1977, the Secretary asked
the Commissioner of Food and Drugs to
undertake a thorough and careful review
of all recommendations offered by the
Panel and to identify the actions that
the Commissioner will take to implement
those recommendations of the Panel with
which he agrees, The Secretary further
directed that this “review of the Panel's
report and recommendations should be
Informed by full consultation with public
interest groups, consumer organizations,
the affected industries and other inter-
ested persons.” As one aspect of this con-
sultation, the Commissioner published a
notice in the FroraL REecisTER of June
14, 1977 (42 FR 30432) inviting inter-
ested persons to submit comments on the
Panel’s report and specific recommenda-
tions, for use by the Commissioner In
reaching final decisions on these matters.
Comments were requested to be filed on
or before August 15, 1977, and may be
seen in the office of the Hearing Cletk
(HFC-20), Food and Drug Administra-
tion, Rim. 4-65, 5600 Fishers Lane, Rock-
ville, Md. 20857, between ¢ a.m, and 4
p.m., Monday through Friday.

In light of the comments received and
because of the public interest In and im-
portance of the Panel’s proposals, the
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Commissioner belleves that further op-
portunity should be provided for inter-
ested persons to present information and
views on the Panel's report and recom-
mendations, as well as on the comments
submitted to FDA regarding them. Ac-
cordingly, a public hearing will be held
on September 29, 1977, pursuant to 21
CFR Part 15, to receive further com-
ments. The purpose of the hearing is to
provide an open forum for the presenta-
tion of views concerning the wvalidity
and/or merit of specific findings and rec-
ommendations and their applicability
or practicability, as well as to foster
greater consideration of the Panel's pro-
posals among the regulated industry and
the general public. Although the hearing
will encompass all aspects of the Panel’s
report, there are several specific areas of
consideration on which the Commis-
sioner particularly secks advice. These
are:

1. Relations and communieations with
regulated Industries.

2. Trade secrets and freedom of informn-
tion policies.

3. Improvement In new drug review pro-
cedures.

4. Expansion of postmarketing authorities.

5. Prescribing for unapproved use of drugs.

The hearing will take place at 9 a.m.
The hearing will take place at 9 a.m.,
In Conference Rm. E, Parklawn Bldg.,
5600 Fishers Lane, Rockville, Md. 20857.
The presiding officer will be Dr, Donald
Kennedy, Commissioner of Food and

A written notice of participation must
be filed pursuant to 21 CPR 12.45 with
the Hearing Clerk (HFC-20), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857 not
later than September 16, 1977. The en-
velope containing the notice of partici-
pation should be prominently marked

JReview Panel Hearing."” The notice of

participation itself must contain the
Hearing Clerk Docket No, TTIN-0198, the
name, address, and telephone number
of the person desiring to make a state-
ment along with any business affiliation,
A summary of the scope of the presenta-
tion, and the approximate amount of
time being requested for the presenta-
tion. A schedule for the hearing will be
mailed to each person who files a notice
of participation; the schedule will also
be available from the FDA Hearing
Clerk. Individuals and organizations
with common interests are urged to con-
solidate or coordinate their presenta-
tions.

In the event that the responses Lo this
notioe of hearing are so numerous that
insufficlent time is avallable to accom-
modate the full amount of time requested
In-the notices of participation recelved,
FDA will allocate the avallable time
among persons making the oral presen-
tations to be used as they wish. Formal
written statements (preferably in quad-
ruplicate) may be presented to the pre-
siding officer on September 29, 1977, for
Inclusion in the administrative record.

The hearing will be open to the publie,
Any interested person who flles a written
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notice of participation may be heard
with respect to matters relevant to the
issues under consideration.

Dated: August 27, 1977.

DonaLp KENREDY,
Commissioner of Food and Drugs.

[ PR Doc.77-26682 Filed 9-1-77,8:45 am|

[Docket No. TIN-0221]

SAFETY OF CERTAIN FOOD INGREDIENTS
Opportunity for Public Hearing
aoGnENCY: Food and Drug Administra-

ACTION: Notice.

SUMMARY: This document announces
an opportunity for public hearing on the
safety of certain acrylates, citrates and
citric acid, corn silk, and sodium oleate
and sodium palmitate to determine if
they are generally recognized as safe
(GRAS) or subject to a prior sanction.
This action accords with procedures of
a comprehensive safety review that the
agency is conducting. Interested persons
are given an opportunity to give their
views on the safety of these substances.

DATES: Requests to make oral presen-
tations at the public hearing must be
postmarked on or before October 3, 1977,

ADDRESSES: Written requests to the
Select Commitiee on GRAS Substances,
Life Sciences Research Office, Federation
of American Societies for Experimental
Biology, 9650 Rockville Pike, Bethesda,
MD 20014, and to the Hearing Clerk
(HFC-20), Food and Drug Administra-
tion, Rm. 4-65, 5600 Fishers Lane, Rock-
ville, MD 20857,

FOR FURTHER INFORMATION CON-
TACT:

Corbin I. Miles, Bureau of Foods
(HFF-335), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 C St. 8W,,
Washington, D.C. 20204 (202-472-
4750).

SUPPLEMENTARY INFORMATION:
The Commissioner of Food and Drugs
{ssued, In the FeorraL RecistEr of July
26, 1873 (38 FR 20053) , a notice advising
the public that an opportunity would be
provided for oral presentation of data,
information, and views at public hear-
ings to be conducted by the Select Com-
mittee on GRAS Substances of the Life
Sciences Research Office, Federation of
American Societies for Experimental Bi-
ology (hereafter, the Select Committee),
about the safety of ingredients used in
food to determine if they are GRAS or
subject to a prior sanction.

The Commissioner now gives notice
that the Select Committee is prepared
to conduct a public hearing on the fol-
lowing categories of food ingredients:

NOTICES

Acrylates used in paper and paperboard
food-packaging materials (monomeric
ethyl acrylate, monomeric methyl aery-
late, polymeric ethyl acrylate, polymeric
methyl acrylate) ; citrates and citric acid
(citrle acid, sodium citrate, potassium
citrate, calcium citrate, isopropyl citrate,
stearyl citrate, triethyl citrate): corn
silk; and sodium oleate and sodium
palmitate used in paper and paperboard
hearing will provide an opportunity be-
food-packaging materials, The public
hearing will provide an opportunity be-
fore the Select Committes reaches its
final conclusions, for any interested per-
son(s) to present scientific data, infor-
mation, and views on the safety of these
substances, in addition to those pre-
viously submitted in writing pursuant to
notices published in the FEpERAL REGISTER
of July 26, 1973 (38 FR 20051, 20053) and
April 17, 1974 (39 FR 13798).

The Select Committee has reviewed all
the avallable data and information on
the categories of food ingredients listed
above and has reached one of the five
following tentative conclusions on the
status of each:

1. There is no evidence in the avail-
able Information that demonstrates or
suggests reasonable grounds to suspect
a hazard to the public when it is used at
levels that are now current or that might
reasonably be expected in the future.

2. There is no evidence in the avail-
able information that demonstrates or
suggests reasonable grounds to suspect a
hazard to the public when it is used at
levels that sre now current and in the
manner now practiced. However, it is not
possible to determine, without additional
data, whether a significant increase in
consumption would constitute a dietary
hazard. (This finding does not apply to
the substances covered by this notice.)

3. Although no evidence in the avail-
able information demonstrates a hazard
to the public when it is used at levels
that are now current and in the manner
now practiced, uncertainties exist requir-
ing that additional studies be conducted.
(This finding does not apply to the sub-
stances covered by this notice.)

4. The evidence is insufficient to deter-
mine that the adverse effécts reported
are not deleterious to the public health
when it is used at levels that are now cur-
rent and in the manner now practiced.
(This finding does not apply to the sub-
stances covered by this notice.)

5. The information available is not
sufficient to make a tentative conclusion.

The following table lists each ingredi-
ent, the Select Committee's tentative
conclusion (keved to the five types of
conclusions listed above), and the avall-
able information on which the Select
Committee reached its conclusions:

Belect
Substatsoe eommities Sclentifie Animal study Other [nformation
tentative Nierature review report Order
Jush Order b
Monomerlcand ... ... .o PB-234-897/A8 .. 8. Letter datad Dec. 17, 1076, from G, A,

polymeric ethyl Richter, Rolimt and Haas Co, Plhlis.

iate and delphia, Pa.
el h{l scrylate
et oy
P d food

Monomerie ) o o A B ol ST e P A i b, Latter dsted Mar. 8, 1977, and attach-

ethyl serylate. wents from Ldnda Taylor, FDA,

Monomeric 1
methyl
serylate.

Polymoric ety s S T e e e Ay €4 e mzm datod Mur, 3, 1930, by Munch
othiyl ecenrch Laby,, Ine., Upper Darby,
acrylate, Pa

Polymeric
maothyl
acrylate,

d. Letter dated th{lzl 1053, fram LaWall

and Harrison, Philadelphia, Pa.
Citeate and citrfe  woooeoveiee PB-223-830/A8  Terstologle A Human intake dats taken from “A
weid: FPB-MUI-WT/AS evalustion of Comprehensive &lm&'d Industry

Citricncid..... eltric acid on the Use of Food Chemicals Gen-

Sodinm eitrate.. ] (71-54) by Food mll{bllomndud s Safe (GRAS)"

Potassinm | and avaiiable from the National Technical
oltrate, Information Serviee, PB Nos, 22)-41

Calofum pitrate. 1 Ine., under through 221-040,

lsorfopyl 1 FDA controot

trate. ‘ XPB—M‘I

ﬂu-r‘l cltrate . . 1 8).

Triethyl citrate. SRR s ea oS Mutsgenie ovalu
ation &:M--
medinted sssy,
oytogoenetios,
ey
nasay
nald (71-84) by
};mon 5

jonet! oc.,
under ¥DOA
contract (PB-
45-403/A8),

b. Toveatigation of the toxio aud ters-
togonio effects of GRAS subat to
the d-ukﬂnc ehickon  embryo;
cltric aeld, Bubmitted by Mississippd
State Unlvenity.
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NOTICES
Belect
Substance tleo Animal study Other Information
tentative literature review report
conclusion  Order number numbor
Mutagenic evalu- e xnvutlauom of the toxie and teratogen-
ation (Ler lr ol ic offects of GGRAS substances to the
potassium eit dmdopanc chioken embryo;
mio (75-4) by sium eitrate. FDA In-house re
tton Bio- d. Investigations of the toxie
noties, Ino. fogorie offects of GRAS mbanncu 1o
under FDA the dawloph( chicken  embryo;
contmet (B~ sodium ecitmte. FDA in-house ropon.
U5-5IBAB) o Investigation of the toxio and
Mutagenic e . togenio offeots of GRAS mbtuum (o
atlon (tier 1) the developlng  cohicken  embryo;
of triethy! m- wiothyl clitmate, ¥ DA in-liouse report,
mte (75-10) b;
Litton Bio-
notics, Inc,
under FDA
contract (PB-
257-860/A 8),
Mutagenio evalu-
ation (tier 1) of
podivm eitrato
(75-12) by Lit-
ton Bionet
Ine., under
FDA contrnct
XPI})-ZM-.'»W
£. Clironlo oral toxicity stndies of m"”'L
citrate in dou. Submitted b) Flelse
mann Lahomtories.
g. Triethyl citrate lifetime study on rats
wzmum by Flobohmann Laborn-
Cornsllk.....n. e § PB-DA0VAS o inii e aaanddane a. Human infake data taken from *“A
(,om vhensive Survey of Industry oo
50 of Food Chemicals Uoounll{
zod 8a Sals (GRAS)™ aval
lo otn the Natlonal Technieal In-
formation wvm B Nos, 221-021
through 221-04!

Sodium oleato and TH-M1-908/A8 .cicrranaaccins a. Human intake m {aken from A
sodium palmitute Comprohensive Survey of [ndustry on
used in and Ihn Use of Food Cheimicals (quuﬂl{
paper! Reocognized a5 Sale (GRAS)" avall

ng: able from the National Technical
um oleale . . 1 Information Service, I'B Nos, dHV'l
umn 1 throngh 2219,

palmilate, b. Evaluation of the hmllh ols of alu-
rolnum compounds s redlonts
(8CO GE-13), submitted by FASER,
& Evaluation of the health aspeots of hy-

drogenated fah oll as n
(SCOGE-04), sabmitted by FAS I'li

d. Evaluation of tkie health sapects of tall
oll as It may migmts 10 foods from
packaging materials  (SCOGSE-88),
submitted by FASEB.

o Emlulnllon of the health napeets of (al.

w, hydrogenated tallow, stoarie acid
mul caloium stearate as food ingre-
disuts (SCOGR-51), mhnutlcd by
VASEB,

—~

Reports in the table with “PB" pre-
fixes may be obtained from the National
Technical Information Service, U.S. De-
partment of Commerce, 5285 Port Royal
Rd., Springfield, VA 22151.

In addition to the information con-
tained in the documents listed in the ta-
ble above, the Select Committee supple-
mented, where appropriate, their reviews
with specific Information from special-
lzed sources 2s announced in a previous
hearing opportunity notice published in
the FepErAL REGISTER of September 23,
1974 (39 FR 34218),

The Select Committee’s tentative re-
ports on (1) acrylates used in paper and
paperboard food-packaging materials
(monomeric ethyl acrylate, monomeric
methyl acrylate, polymeric ethyl scry-
lnte, polymeric methyl acrylate), (2) cit-
rates and citric acid (citric acid, sodium
citrate, potassium citrate, calcium cit-
rate, lsopropyl citrate, stearyl citrate,
triethyl citrate), (3) corn silk, and (4
sodium oleate and sodium palmitate used
In paper and paperboard food-packaging
materials are available for review in the

FEDERAL REGISTER,

office of the Hearing Clerk, Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857, and
also at the Public Information Office,
Food and Drug Administration, Rm.
3807, 200 C St. SW., Washington, D.C.
20204. In addition, all reports and docu-
ments used by the Select Committee to
review the ingredients are available for
review in the office of the Hearing Clerk.

To schedule the public hearing, the
Select Committee must be informed of
the number of persons who wish to at-
tend and the amount of time requested
to give their views. Accordingly, any in-
terested person who wishes to appear at
the public hearing to make an oral pres-
entation shall so inform the Select Com-
mittee in writing, addressed to: The Se-
lect Committee on GRAS Substances,
Life Sclences Research Office, Federation
of American Socleties for Experimental
Blology, 9650 Rockville Pike, Bethesda,
MD 20014. A copy of each such request
shall be sent to the Hearing Clerk, ad-
dress noted above, and all requests shall

be placed on public display in that office.
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Any such request must be postmarked on
or before October 3, 1977, shall state the
substance(s) on which an opportunity
to present oral views is requested, and
shall state how much time is requested
for the presentation. As soon as possible
thereafter, a notice announcing the date,
time, place, and scheduled presentations
for any public hearing that may be re-
quested will be published in the FepgnaL
REGISTER.

The purpose of the public hearing is
to receive data, information, and views
not previously available to the Select
Committee about the substances listed
above. Information already contained in
the scientific literature reviews and in
the tentative Select Committee report
shall not be duplicated, although views
on the interpretation of this material
may be presented.

Depending on the number of requests
for opportunity to make oral presenta-
tions, the Select Committee may reduce
the time requested for any presentation,
Owing to time limitations, individuals
and organizations with common inter-
ests are urged to consolidate their pres-
entations. Any interested person may, in
lieu of an oral presentation, submit writ-
ten views, which shall be considered by
the Select Committee. Three copies of
such written views shall be addressed to
the Select Committee at the address
noted above, and must be postmarked
not later than 10 days before the sched-
uled date of the hearing. A copy of any
written views shall be sent to the Hear-
ing Clerk, Food and Drug Administra-
tion, and shall be placed on public dis-
play in that office.

A public hearing will be presided over
by a member of the Select Committee,
Hearings will be transcribed by a report-
ing service, and a transcript of each
hearing may be purchased directly from
the reporting service and will also be
placed on public display in the office of
the Hearing Clerk, Food and Drug Ad-
ministration.

Dated: August 25, 1977.

Wintiam F. RANDOLPH,
Acting Associate
Commissioner for Compliance.

{ PR Doc.77-25405 Flled 9-1-77:8:45 am|

[Docket No, 7TN-0026)

SPECIFICATION, MANUFACTURING, AND
USE INFORMATION ON CERTAIN GRAS
OR PRIOR-SANCTIONED HUMAN FOOD
INGREDIENTS

Amended Request for Data and
Information

AGENCY: Food and Drug Administra«
tion,

ACTION: Notice.

SUMMARY: This notice amends the re-
quest for submittal of data and Informa-
tion on (1) food-grade specifications, (2)
manufacturing practices, and (3) extent
of food use of certain generally recog-
nized as safe (GRAS) or prior-sanc-
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tioned human food ingredients, which
appeared as a notice in the FepErAL REd~
1STER of May 31, 1977 (42 FR 27676).

DATE: Avallable data and information
may be submitted until October 1, 1977,

ADDRESS: Written submissions to the
Food and Nutrition Board, GRAS/Food
Additives Survey Office (JH 224), Na~
tional Academy of Sclences, 2101 Consti-
tution Ave. NW., Washington, D.C. 20418,

FOR FURTHER INFORMATION CON~-
TACT:

Corbin I. Miles, Bureau of Fouods
(HFP-335), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 C St. SW.,
Washington, D.C. 20204 (202-472-
4750).

SUPPLEMENTARY INFORMATION:
In the Feoerarl Recister of May 31, 1977
(42 FR 27676), the Food and Drug Ad-
ministration (FDA) requested submis-
sion of data and information on (1)
food-grade specifications, (2) manulfac-
turing procedures, and (3) use data for
certain generally recognized as safe
(GRAS) and prior-sanctioned food In-
gredients. The information was re-
quested to provide sufficlent data to com-
plete FDA reviews of the affirmed GRAS
status of these ingredients, The Com-
missioner had previously determined
that without such data It may not be
possible to affirm a substance as GRAS
or to specify the conditions under which
it may be safely used in food. The notice
requested submission of data and in-
formation by August 1; 1977.

While recognizing FDA’s need for this
data and information, the National
Academy of Sciences—National Research
Council’s (NAS/NRC) Committee on
GRAS/Food Additive Surveys informed
FDA in a letter, dated July 7, 1977, of
its concern over a potential problem
that may arise as part of this request.
Because some of the substances in-
cluded in the above-described notice
are also included In the NAS current
survey of industry food additives, colors,
and certain flavors and GRAS Ingre-
dients (as announced in the FEDERAL
RecisTer of June 17, 1977 (42 FR
30804) ), the Committee expressed con-
cern that the industry may be confused
over two such requests for similar in-
formation on these ingredients. The
Committee also suggested that it is un-
necessary to request the food industry
1o submit this data and information to
both NAS and FDA, and it sald that in-
adequate data may be submitted because
of the dusal! request. The Committee
therefore suggested that the informa-
tion requested in the FDA notice of
May 31, 1977 be sent to the Food and
Nutrition Board (address below) and
that the deadline for submission of
such data be extended to October 1,
1977 to coincide with completion of the
current NAS survey.

The Commissioner has carefully con-
sidered the NAS request and agrees with
it. Therefore, to minimize any poten-
t4al for confusion and to facilitate com-
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plete and timely responses to both the
FDA request of May 31, 1977 and the
NAS survey, the Commissioner makes
the following amendments to the May 31
notice:

1. Offerors of all data and information
in response to the May 31 notice are
requested to submit such data and in-
formation to the Food and Nutrition
Board, GRAS/Food Additive Survey
Office (JH 224), National Academy of
Sciences, 2101 Constitution Ave, NW,,
Washington, D.C. 20418, attention Mr.
Durward P, Dodgen 202-389-6537 or
Kenneth R. Fulton 202-389-6330.

2. The deadline for submittal of data
and information in response to the May
31 notice is extended to October 1, 1877,
to coincide with the deadline date of
the current NAS survey.

3. Data and information submitted in
response to the May 31 notice should
be submitted within the format re-
quirements of the current NAS survey
questionnaire. Questionnaires should be
requested from the above-designated
NAS-GRAS/Food Additive Survey Office
personnel, as indicated in the FEpERAL
ReorsTex notice of June 17, 1977 (42 FR
30894).

The NAS Committee will receive and
process responses to the FDA request
and provide specification, manufactur-
ing, and composites of use information
to FDA. Individual responses on food
use of the ingredients will be retained
%ANAS. and will not be supplied to

Dated: August 26, 1977.

Witriam F, RAxpoLra,
Acting Associate
Commissioner for Compliance,

|FR Do0.77-25407 Filed 8-1-77;8:45 am|

[Docket No, TIN-0203; DEST 12342]
TRANYLCYPROMINE SULFA,TE

Drugs for Human Use; Drug E Study

Implementation: Permmbn%g to
Remain on the Market

AGENCY: Food and Drug Administra-

tion (FDA).

ACTION: Notice.

SUMMARY: This nolice specifies the
conditions under which tranylcypromine
sulfate tablets may remain on the market
pending completion and review of
planned clinical studies to determine its
effectiveness In treating certain types
of depresslon. :

DATES: Protocols due on or before Oc-
tober 3, 1977,

Studies must be in progress within 80
days after recelpt of Bureau of Drugs ap-
proval or comments on protocols,

Studies must be completed within 1
year after starting.

ADDRESSES: All submissions pursuant
to this notice should be identified with
the words “Paragraph XIV Drugs—Cate~
gory XX—Tranylcypromine Sulfate”
placed in & box In the upper portion of
the cover letter, and should be directed

to the Division of Neuropharmacologi-
cal Drug Products, Psychopharmacology
Unit (HFD-120), Bureau of Drugs, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, Md. 20857.

FOR FURTHER INFORMATION CON-
TACT:

Ronald Kartzinel, Bureau of Drugs
(HFD-120), Food and Drug Admin-
istration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857 (301-443-
40207,

SUPPLEMENTARY INFORMATION: In
A notice published in the Fepenat Rec-
1sTeR 0of December 14, 19872 (37 FR 26623) ,
the Commissioner of Food and Drugs in-
formed manufacturers of prescription
drugs for human use of the future sched-
ule for implementation of the Drug Effl-
cacy Study. That notice listed certain
drugs, together with the justification
for their medical need, which may re-
main on the market pending completion
of sclentific studies to determine effec-
tiveness, and provided for future addi-
tions to, or deletions from, that list,
Tranylcypromine sulfate tablets is now
being added to that lst, as discussed
below.

In a notice (DESI 12342) published
in the FeoeraL RecisTer of September 1,
1970 (35 FR 13855), the Food and Drug
Administration announced 1its conclu-
sion that the drug product described be-
low is less than effective (probably effec-
tive) for symptomatic rellef in patients
who have severe depression, are not can-
didates for electroconvulsive therapy,
have falled to respond satisfactorily to
other antidepressant therapy, and are
hospitalized or under similar close su-
pervision. Additional data were sub-
mitted by the manufacturer, but they
were determined not to provide substan-
tial evidence of effectiveness.

NDA 12-342; Parnate Tablets contain-
ing tranyleypromine sulfate; Smith
Kline & French Laboratories, Division of
SmithKline Corp., 1500 Spring Garden
St.. Philadelphia, Pa. 10101,

The position of FDA that Parnate Is
probably effective was identical with the
conclusion of the Panel on Psychiatric
Drugs of the National Academy of Sci-
ences-National Research Council, Drug
Efficacy Study Group. Although the
Panel had commented that solid proof of
eflicacy is far from evident, in its Gen-
eral Comments, the Panel had stated as
follows:

Despite the side effects of thls group of
drugs, the Panel feels that monocamine oxi-
dase Inhibitors should be avaiiable to the
practitioner to provide a greater range of
treatment for selected depressed populations.
Ciinlcal experionce suggests that monoamine
oxidase Inhibitors may be effective in a small
and ss yet poorly delineated group of do-
pressed patients.

In 1071 it was the consensus of mem-
bers of the FDA Neuropharmacology Ad-
visory Committee that there are In-
stances In which Parnate treatment’'re-
sults In & remission of a depressive fli-
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ness which has falled to respond to other
measures, It was the opinion of those
consulted that Parnate should be avall-
able with restricted labeling.

In July 1973, Smith Kline & French
submitted a supplemental application
providing for revised labeling and re-
quested a walver of the requirement of
clinieal trials to prove effectiveness, on
the basis of ethical considerations in
volved in such trials. The Food and Drug
Administration granted the waiver, and
on September 5, 1973, the supplemental
application was approved, The Indication
approved was “Parnate is indicated for
symptomatic relief of severe reactive or
endogenous depression in hospitalized
or closely supervised patients who have
not responded to other antidepressant
therapy.”

Since the approval of September 5,
1973, the information available concern-
ing Parnate and other monoamine oxi-
dase inhibitors has been thoroughly re-
viewed by FDA with the assistance of the
Psychopharmacological Agents Advisory
Committee and its Subcommitiee on
Monoamine Oxidase Inhibitors. The
purpose of this exhaustive review was
to determine whether the data avail-
able provide substantial evidence of ef-
fectiveness. On April 21, 1975, Smith
Kline & French submitted material con-
cerning the safety and effectiveness of
Parnate In treating depressed patients
for consideration by the Subcommittee
on Monoamine Oxidase Inhibitors. The
data were thoroughly reviewed by a
member of the Subcommittee and a
member of the Bureau of Drugs Division
of Neuropharmacological Drug Products.
Their report was presented to the Sub-
committee on May 15, 1975, and to the
full Committee on June 26-27. 1975,

The Director of the Bureau of Drugs
considered the findings of the Committee
and concluded that, while there is some
suggestive evidence of efficacy, the stud-
ies available did not meet the statutory
criteria for substantial evidence of ef-
fectiveness.

The conclusions of the review were
communicated to Smith Kline & French
by letter of August 25, 1975. The letter
pointed out that, in accordance with
Paragraph XIV of the order entered on
October 11, 1872, by Judge Willlam B.
Bryant of the U.S. District Court for the
District of Columbia, and published in
the FeEpErAL REGISTER of December 14,
1972 (37 FR 26623), a limited number
of drugs may reémain on the market
pending completion of scientific studies
to determine effectiveness when there is
compelling justification of the medical
need for the drug. The letter invited
Smith Kline & French to submit infor-
mation to justify such & medical need,
along with a commitment to carry out
the necessary efficacy studies, The firm
subsequently submitted satisfactory doc-
umentation of the medical need, but, in
& meeting on December 10, 1975, with
members of the Bureau of Drugs, ex-
pressed reluctance, because of ethical
conslderations, to conduct additional
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clinical studies, and urged that the re-
quirement for additional studies be
waived.

Since FDA granted the walver of clinl-
cal studies and approved the supple-
mental application on September 5, 1973,
as discussed above, it was demonstrated
that adequate and well-controlled stud-
fes can be successfully conducted with
a monoamine oxidase inhibitor without
violating ethical precepts or patents’
rights. Under the circumstances of a
lack of substantial evidence of effective-
ness and evidence that well-controlled
studies could be conducted, the Director
of the Bureau of Drugs concluded that
approval of the new drug applicaion for
Parnate should be withdrawn. Accord-
ingly, a notice of opportunity for hearing
on un proposal to withdraw approval of
the new drug application was published
in the Frperarn Recister of October 5,
1976 (41 FR 43042) .

On November 2, 1976, the firm re-
quested a hearing, and on November 16,
1976, cited material previously submitted
to the Bureau of Drugs, that indicated
that the firm was making arrangements
for the necessary clinfeal studies.

The Commissioner of Food and Drugs
now concludes that, in view of sufficient
Justification of the medical need for the
drug and assurance that the necessary
clinical studies will be undertaken, the
probably effective classification of tran-
yieypromine sulfate tables should be re-
instated and the drug should be per-
mitted to remain on the market pending
completion and review of such studies. A
notice appearing elsewhere in this issue
of the FepERAL REGISTER rescinds the
October 5, 1978, notice.

Accordingly, a new section is hereby
added to the list of drugs which may re-
main on the market (paragraph 3 of the
notice of December 14, 1972, as amend-
ed), to read as follows:

XX. TRANYLCYPROMINE SULFATE

In a notice published In the FepEraL
Reaister of September 1, 1970 (35 FR
13855), the Food and Drug Administra-
tion announced {ts conclusion that Par-
nate Tablets (tranyleypromine sulfate)
(DNA 12-342) is less than effective
(probably effective) for symptomatic re-
lief in patients who have severe depres-
sion, are not candidates for electrocon-
vulsive therapy, have failed to respond
satisfactorily to other antidepressant
therapy, and are hospitalized or under
similar close supervision. Information
subsequently submitted by Smith Kline &
French Laboratories, holder of the NDA,
provided suggestive evidence of efficacy,
but did not meet the statutory criteria
for substantial evidence of effectiveness.
It has ben determined that adequate and
well-controlled clinical studies can be
successfully conducted with such drugs
without violating ethical precepts or pa-
tients' rights, There is adequate justifi-
cation of the medical need for tranyleyp-
romine sulfate in patients who have not
responded to other antidepressant ther-
apy. Tranlycypromine is one of a small
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number of drugs which reputedly exert
antidepressant action through inhibition
of the enzyme monoamine oxidase.
Whereas the majority of patients respond
to the administration of tricyclic antide~
pressants which offer a greater ease of
clinical administration and do not re-
quire the drug and dietary restrictions
necessary to the safe use of monoamine
oxidase inhibitors, some patients do not
respond to tricyclic drugs and require a
trial with other avallable drug clasees or
modalities of antidepressant therapy.
Smith Kline & French has assured the
agency that it intends to conduct the
necessary sfudies. The Commissioner of
Food and Drugs concludes, therefore
that tranyleypromine sulfate tablets may
remain on the market pending comple-
tion and review of studies to determine
effectiveness. The specific conditions un-
der which tranylcypromine sulfate tab-
lets may remain on the market are as fol~
lows:

1. Labeling. The drug shall be labeled
as probably effective for symptomatic
relief of severe reactive or endogenous
depression in hospitalized or closely
supervised patients who have not re-
sponded to other antidepressant therapy.

2. Studies. On or before October 3,
1977, the manufacturer or distributor of
any such product, if he has not already
done so, shall submit protocols to the
Division of Neuropharmacological Drug
Products, Psychopharmacology Unit
+ HFD-120), Bureau of Drugs, for at
least two adequate and well-controlled
studies by independent investigators or
for a multi-clinic study in which the data
of at least three investigators can be
evaluated independently, to determine
whether or not the product is effective
for the indication.

The Bureau of Drugs will review sub-
mitted protocols within a 30-day period
and will provide to the manufacturer or
distributor notice of approval or com-
ments.

(b) Within 60 days after receipt of the
Bureau's approval or comments on the
protocol, studies shall be in progress
and the manufacturer or distributor
shall so notify the Division of Neuro-
pharmacological Drug Products in
writing.

(¢) At 6-month intervals after studies
have begun, the manufacturer or dis-
tributor shall submit a progress report
stating the number of patients and in-
vestigators in the studies, the number of
studies completed, and the number con-
tinuing.

(d) Within 12 months after starting
the studies, the manufacturer or dis-
tributor shall submit data on the com-
pleted study fo the Division of Neuro-
pharmacological Drug Products,

3. It will be acceptable to the Food
and Drug Administration for manufac-
turers of tranylcypromine sulfate tablets
to conduct studies In cooperation with
one another and to submit a joint pro-
tocol.

Failure of any manufacturer or dis-
tributor of tranylcypromine sulfate tab-
lets, whether or not his drug is the sub-~"
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ject of a new drug application, to comply
with the requirements of this notice, or
to show adequate progress, will result in
regulatory action to remove the drug
product from the market.

This notice is issued under the Fed-
eral Food, Drug, and Cosmetic Act (secs,
505, 701, 52 Stat. 1052-1053, as amended,
1055-1056, as amended (21 U.S.C. 355,
371)), the Administrative Procedure Act
(5 U.8.C. 553, 554), and under authority
delegated to the Commissioner (21 CFR
5.1).

Dated: August 24, 1977,

Wirriax F. RANDOLPH,
Acting Assoclate Commissioner
Jor Compliance.

[FR Doc.17-25278 Piled 8-1-77;8:45 am]
:

[Docket No. TON-0156; DEST 12342
TRANYLCYPROMINE SULFATE
Rescission of Opportunity for Hearing

AGENCY: Food and Drug Administra-
tion (FDA).

ACTION: Notice.

SUMMARY: This notice rescinds a no-
tice of opportunity for hearing published
October 5, 1976, that proposed to with-
draw approval of the new drug applica-
tion (NDA 12-342) for Parnate (tranyl-
cypromine sulfate) Tablets, a8 drug used
in the treatment of certain types of de-
pression. The drug’s classification is rein-
stated as probably effective and, iIn a
notice appearing elsewhere in this issue
of the FroesAl Recister, the Commis-
sloner of Food and Drugs announces the
conditions under which tranylcypromine
sulfate tablets may remain on the market
pending completion and review of addi-
tional clinlcal studies concerning its ef-
fectiveness, .

DATE: Effective September 2, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Robert H. Hahn, Bureau of Drugs
(HFD-32), Food and Drug Admin-
istration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857 (301-443-
3650).

SUPPLEMENTARY INFORMATION:
In a notice published in the FEpgraL Rea-
1sTEr of October 5, 1976 (41 FR 43942)
the Director of the Bureau of Drugs of-
fered an opportunity for hearing on his
proposal to issue an order withdrawing
approval of the following new drug ap-
plication:

NDA 12-342; Parnate Tablets contain-
Ing tranylcypromine sulfate; Smith
Kline & French Laboratories, Division of
SmithKline Corp., 1500 Spring Garden
St., Philadelphja, Pa. 19101,

The basis of the proposed action was
that there is lack of substantial evidence
that the drug Is effective for its claimed
indications. In response to the notice, the
firm clted submissions previously made

to the Bureau of Drugs that indicated

!
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that It was making arrangements to con-
duct the necessary adequate and well-
controlled clinical studies to determine
the effectiveness of the drug. Having
been assured that such studies are to be
conducted, the Commissioner of Food
and Drugs has concluded that Parnate
should be added 1o the list of drugs tem-
porarily exempt from further implemen-
tation of the Drug Efficacy Study pend-
ing completion and review of the re-
quired studies. A notice announcing that
conclusion appears elsewhere in this Is-
sue of the Feperar RecisTER. The notice
of opportunity for hearing of October 5,
1976, is hereby rescinded,

This notice is issued under the Federal
Food, Drug, and Cosmetic Act (sec. 505,
52 Stat. 1052-1053, as amended (21 US.C
355)), and under authority delegated to
the Director of the Bureau of Drugs (21
CFR 5.82).

Dated: July 27, 1977,

J. Ricnuarp CrouT,
Direcior Bureau of Drugs.

[FR Doc.17-25277 Flled 9-1-77:8:45 am]

Health Resources Administration

DETERMINATION OF POPULATION OF
HEALTH SERVICE AREAS

Section 1516 of the Public Health
Service Act, as added by the National
Health Planning and Resources Devel-
opment Act of 1974 (Pub. L. 93-461),
authorizes the Secretary of Health, Edu-
cation, and Welfare to make grants
(hereinafter referred to as “planning
grants”) to health systems agencies to
assist them in meeting thelr costs. The
amount of the planning grant to each
health systems agency, as provided in
the regulations governing this program
(42 CFR Part 122, Subpart C), is deter-
mined In accordance with a formula set
forth in the regulations, and is based In
part upon a determination by the Secre-
tary of the population of the health
service area to be served by each agency.
Section 122.205 of the governing regula-
tions provides that the Secretary will

determine the population of such areas-

based upon the latest available estimate
from the Department of Commerce, and
will publish annually in the FEDpERAL
RzcisTen & list of all health service areas
and their populations as so determined.
The purpose of this Notice is to set forth
the populations of the health service
areas designated. In the future, the pop-
ulations of the health service areas will
be published prior to the final aliocation
of funds in each fiscal year, Pursuant to
section 1536 of the Act, certain States
(District of Columbia, Rhode Island and
Hawail) as well as the Virgin Islands,
Guam, the Trust Territories of the Pa-
cific Islands, and American Samoa do
not have health service areas established
within them or health systems agencies
designated for them but are nonetheless
eligible to receive planning grants, based
in part upon their population. This No-
tice also sets forth the population of
such areas,

The latest available Department of
Commerce comparable estimates of the
populations of the health service areas
are the July 1, 1975, estimates which ap-
pear In the current Population Reports,
series P-26. The issues from series P-26
publish the population of States by coun-
ties and by equivalent major Incorpo-
rated jurisdictions, and were used to de-
termine the population of the areas
within all States except those listad be-
low. The Department of Treasury, Office
of Revenue Sharing, “Tribe List and Ex-
tract” was used to clarify the populations
of health service areas In Arizona and
the health service area that includes por-
tions of Arizona, New Mexico, and Utah,

Series P-25 Population Reporis lists
the population of States and Territories
by counties, incorporated places, and se-
lected minor jurisdictions. Jssues from
this series were used to determine, by ag-
gregation of data for local jurisdictions,
the populations of Alaska, Connecticut,
Illinois, and Massachusetts, as well as
gxe population of the District of Colum-

a.

Estimates of July 1, 1973, Population
Reports, serles P-25 Indicate the popula-
tion of Puerto Rico, American Samoa,
Guam, Virgin Islands, and the Trust
Territories of the Pacific Islands. These
are the latest avallable estimates from
the Department of Commerce for the
outlying territories.

Accordingly, the Secretary has made
the following determination of popule-
tions of the health service and other
areas as described above.

Dated August 24, 1077, ¢

HArOLD MARGULIES,
Deputy Administrator,
Health Resources Administration,

Health service area population, 1975
Department of Commerce estimate

Health
pervice
aren

FPopulation

097,700
a7, o
852, o
1, 50
70, 500
L1, 900
41, 800
2%, 000
72,000
2%, 00
1,599, 150
564, 1158
345, 450

147, 670
107, 700
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Committee for use in a variety of Fed-
eral Programs, then multiplied by a fac-
tor of 1.3 for adaptation to the Health
Professions and Nursing Student Loan
Programs, and have been updated to re-
flect increases in the Consumer Price In-
dex through December 31, 1976.

Sizo of parents' family (Includes

only dependents listed on Fed- Income

eral income tax form): level?
L e N e b= boni ot s -0 $3, 800
D it i e i G 5, 000
T e L, IS . S L 5. 900
A o S e s s s i o 7, 600
B e i et b ey diid e - 8, 500
B O 0N ce e oo i 10, 000

! Rounded to $100—adjusted gross Income
for calendar year 1976,

Dated: August 19, 1977.

HAROLD MARGULIES,
Deputy Administrator,
Health Resources Adminisiration.

|FR DocT7-25308 Filed 9-1-77,8:45 am]

National Institutes of Health
DIVISION OF RESEARCH GRANTS
Workshop

Notice is hereby given of a Workshop
" on Mechanism of Localized Bone Re-
sorption to be held by the Oral Blology
and Medicine Study Section and the
General Medicine B Study Section at
the Shoreham Americana Hotel, Wash-
ington, D.C,, November 14, 1977, from
8:00 a.m. to adjournment and Novem-
ber 15, 1977, from 8:30 a.m. to adjourn-
ment. :

Further information may be obtained
from Dr, Thomas M. Tarpley, Jr., Execu-
tive Secretary, Oral Biology and Medi-
cine Study Section, Westwood Building,
Room 325, telephone 301/496-7818, and
Dr. Willilam F. Davis, Jr., Executive
Secretary, General Medicine B Study
Section, Westwood Building, Room 322,
Telephone 301/496-7730.

This workshop will be open {o the
public. Attendance by the public will
be limited to space avallable.

Dated: August 25, 1977.

SuzaNkE L. FREMEAD,
Commiittee Management Officer, NIH.

| FR Doc.77-25206 Piled 8-1-77;8:45 am]

NATIONAL DIABETES ADVISORY BOARD
Meeting

Pursuant to Pub. L. 92-463, notice is
hereby given of a meeting of the Na-
tional Diabetes Advisory Board on Oclo-
ber 19, 1977, 8:30 am. to 5:00 pm,, In
Room 528A, South Portal Building of
Health, Education, and Welfare, 330 In-
dependence Avenue SW. Washington,
D.C.

In sddition, the Executive Committiee
of the Board will have a meeting on
October 18, 1977, 8:30 a.m. to 5:00 p.m.
at the same location. The meetings,
which will be open to the public both
days from 8:30 am. to 5:00 pm., are
being held to continue review of the

status and implementation of the long-
range plan to combat diabetes formulated
by the National Commission on Diabetes.
Attendance by the public will be limited
to space avallable.

Messrs. James N. Fordham or Leo E.
Tracy, Office of Scientific and Technical
Reports, NIAMDD, National Institutes
of Health, Bullding 31, Room 8A04,
Bethesda, Md. 20014 (301-496-3583), will
provide summaries of the meeting,
(Catalog of Federal Domestic Assistance Pro-

gram  No. 13.847, National Institutes of
Health)

SuzaxNE FrREMEAU,
Commitice Management
Officer, NIH.
|FR Doc.77-25205 Filed 8-1-77;8:45 am|}

OFFICE OF MANAGEMENT ANALYSIS AND
SYSTEMS

Statement of Organization, Functions and
Delegations of Authority

Correction

In FR Doc. 77-20084 appearing in the
issue of Thursday, July 14, 1977, at page
36312, paragraph “B" should read as
follows:

B. The Office of Management Analysis
and Systems: (1) Recommends manage-
ment policles; (2) implements approved
policies and assesses thely effectiveness;
(3) establishes management ~control
mechanisms and administers the man-
agement-by-objectives process; (4) an-
alyzes organizational structures and
management procedures and recom-
mends improvements; (5) applies man-
agement science and systems analysis
techniques and, (6) controls the develop-
ment of Information systems and imple-
ments the Department’s policies on the
collection, storage, and dissemination of
information.

SAFETY AND OCCUPATIONAL HEALTH
STUDY SECTION

Notice of Meeting

In accordance with Section 10(&) (2)
of the Federal Advisory Commitiee Act
(Public Law 92-463) , the Center for Dis-
ease Control announces the following
National Institute for Occupational
Safely and Health Committee meeting:

Name; Safety and Occupational Health
Study Section.

Date: October 20-21, 1977.

Piace: Quality Inn, 2775 Van Ness Avenue,
San Prancisco, Callf.

Time: 9 am.

Type of Meeting: Open: 8 am. to 10:30 a.m.
on October 20, 1977. Closed: Remalnder
of meeting.

Contact Person: C. Iona Howarth, Acting
Exeoutive Secretary, 5600 Fishers Lane,
Parklawn Bldg, Room 8-63, Rockville, Md.
20857, phone 301-443-4403.

Purpose: The Committee 15 charged with
the initial review of research, training,
demonstration, and fellowship grant ap-
plications for Federal assistance in pro-
gram areas administered by the National
Institute for Occupational Safety and
Health, and with advising the Institute
staff on tralning and research needs,
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Agenda: Agenda Itema for the open portion
of the meeting will Include reading of
minutes of previous meoting, and admin-
isirative and stafl reports, Beginning at
10:30 am., October 20, 1977, through ad-
Journment on October 21, 1877, the Study
Section will be performing the initial re-
view of research grant and trathing grant
applications for Federal Assistance, and
will not be open to the publie, In accord-
ance with the provisions set forth in Sec-
tion 562b(c) (6), Title 6 U8 Code, and the
Determination of the Director, Center for
Disease Control, pursuant to Public Law
92463, Agenda items are sutbject to change
as priorities dictate.

The portion of the meeting so indi-
cated Is open to the public for chserva-
tion and participation. A roster of mem-
bers and other relevant information re-
garding the meeting may be obtained
from the contact person listed above.

Dated: August 25, 1977.
Witniam C, Warson, Jr.,

Director, Center
Jor Disease Control,

[FR Doc.77-25702 Filed §-1-77;8:45 am|

Office of the Secretary

SUPPLEMENTARY MEDICAL INSURANCE
FOR THE AGED AND DISABLED

Economic Index for Period July 1977
through June 1978

Notice is hereby given that the eco-
nomic index applicable to prevailing
charges for physicians’ services under
the program of Supplementary Medical
Insurance for the Aged and Disabled
(Part B of Title XVIII of the Social Se-
curlty Act, commonly known sas “Medi-
care Part B") Is 1,357 for the period
July 1,°1977 through June 30, 1978, This
represents an increase of 6.35 percent
over the index of 1.276 applicable for the
prior 12 months, computed pursuant to
section 1842(b) (3) of the Social Secu-
rity Act (42 US.C. 1395u(b)(3)), as
amended by section 224(a) of Pub. L.
92-603 (42 U.S.C. 1395u), sections 2 and
3 of Pub. L. 94-368 (42 U.S.C. 1395w, and
a.; implemented by 20 CFR 405.504(a)
I,

The increase In the economic index
over the base value of 1.000 is the maxi-
mum allowable increase in any prevail-
ing charge for physicians' services in the
period July 1977 through June 1978 over
the corresponding prevailing charge for
the same service in the same geographic
area in fiscal year 1973. It is calculated
by increasing the economie index for the
period July 1976 through June 1077 (as
adjusted for certain revisions in the Bu-
reau of Labor Statistics Indexes) by the
welghted average of the increases in
calendar year 1976 over calendar year
1975 in several indexes published by the

Bureau of Labor Statistics, and by an
Index of the increase in physicians' mal-
practice insurance premiums based on a
survey of the premiums charged in 47
States and in the District of Columbia
by several major insurers. However, pur-

suant to sections 2 and 3 of Pub. L, 94-
368, as implemented by regulations pub-
lished in the Peperan Recister (42 FR
18274) on April 6, 1977, the application
of the economic index may not result in
a lowering of the allowable prevailing
charges for physicians' services below
the levels that were In effect for the
fiscal year ending June 30, 1975.

A separate component to reflect the
effect of malpractice insurance premium
increases on physician practice expenses
was previously included for the first time
in the economic index calculated for the
12-month period beginning in July 1976,
To accommodate the lack of prior (sep-
arate) data on malpractice insurance
costs, the other components of the index
have again been computed on an annual
basis to reflect the changes in these
components in 1976 over 1975 and in
1975 over 1974. The calendar year 1974
data used for these components in the
calculation of the economic index, in
turn, reflect the cumulative increases
since calendar year 1871. Therefore (with
appropriate adjustmenis for the mal-
practice insurance data) the economlie
Index (1.357) for the 12-month period
beginning in July 1077 refliects the cumu-
lative change in the components of the
index since calendar year 1971, as is In-
tended by section 1842(b) (3) of the So-
cial Security Act as amended by Pub. L.
94-368, and by § 405.504(a) (3) (1) of Reg-
ulations No. 5.

The calculation reflects information
that became available from the Bureau
of Labor Statistics after the economic
index for the period July 1976 through
June 1977 was announced in the Fzp-
ERAL REGISTER on September 8, 1976, and
put into effect. The economic index for a
particular period must necessarily be
calculated on the basis of the best infor-
mation that is avaiflable at the time the
calculation is made and put into effect.
Therefore, the new data have been used
to calculate the economic index for the
period July 1977 through June 1978 in
order to provide the most accurate caleu-
lation that 5 possible at this time of the
changes that have taken place In the
components of the index since the base
year (calendar year 1971),

Calendar year 1976 charge data will be
used to determine reasonable charges
for the period July 1, 1977 through June
30, 1978. The table below shows the
derivation of the economic index.

FOR FURTHER INFORMATION CON-
TACT:

Paul Riesel, Bureau of Health Insur-
ance, 301-594-9595, or David R, Mc-
Kusick, Office of the Actuary, 301-504-
2864, 6401 Security Boulevard, Balti-
more, Md, 21235,
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(Secs, 1102, 1832, 1833, 1842(Db) (3), and 1871 of ths Social Security Act; 40 Stat. 647, as amended, 79 Stat. 302, 70 Stat. 310, 70 Stat. 831; 42
U.S.C. 1302; 1305k, 13061, 1506u, and 1306hh; sec. 224(n) of Pub. L. 02-603, 86 Stat. 1395; 42 U.S.0. 1305u; secs. 2 and 3, Pub, L. 04-368,

00 Stat. 997, 42 U.S.0. 1395u.)

(Catalog of Pederal Domestic Asslstance Program No

Insurance.)
Date: August 27, 1977,

13.801,

[FR Doc, 77-25606 Plled 9-1-77,8:45 am |

Health Insurance for the Aged and Disabled—Supplementury Medicnl

Hare CHAMPION,
Acting Secretary.

OFFICE OF MANAGEMENT AND
BUDGET

CLEARANCE OF REPORTS
List of Requests

The following is a list of requests for
clearance of reports intended for use in
collecting information from the public
received by the Office of Management
and Budget on 8/26/77 (44 USC 3500).
The purpose of publishing this list in
the Feoeral Recrstea is to inform the
public.

The list includes the title of each re-
quest received; the name of the agency
sponsoring the proposed collection of in-
formation; the agency form number(s),
if applicable; the frequency with which
the information is proposed to be col-
lected; the name of the reviewer or re-
viewing division within OMB, and an in-
dication of who will be the respondents
to the proposed collection.

Requests for extension which appear
to raise no significant issues are to be
approved after brief notice thru this
release.

Further information about the items,

on this daily list may be obtained from

the Clearance Office, Officé of Manage-

ment and Budget, Washington, D.C.

20503 (202-395-4529), or from the re-
viewer listed.

New Forwms
ENVIRONMENTAL PROTECTION AGENCY

Reporting Chemtoal Substances for Inven-
tory, section 8 (a) and (b) Toxic Sub-
stance Control Act, single time, chemical
manufacturers, processors and importers,
Ellett, C. A, 305-6807.

DEPANTMENT OF COMMERCE

Bureau of Census: Survey of Federal General
Revenue Sharing and Antirecession Fiscal
Assistance Expenditures, RS-000 and 901,
single time, local government officials,
Ellett, C. A, 305-5867.

DEPARTMENT OF HEALTH, EDUCATION, AND
WELVARE

Health Services Administration: Patterns of
Utillzation of Contraceptive Services for
Toonagers, single time, teenage title X
clinic users and dropoutis, Richard Elsinger,
805-8140,

Ofhoe of Education:

Financial Status and Perfotmance n.oporu
for Domestic Mining and Mineral Fuel

llowships Program,
405-1, 400-2, annually, institutions of
higher education, Lowry, R. L., 8905-8772.

Endorsement of Defaulted Notes (National
Direct Student Loan Program), O 5563,

on occaslon, Institutions of d-
ary education, Kathy Wallman, 305-6140.

REVISIONS
VETERANS ADMINISTRATION

Application for Headstone or Marker, 40-
1330, on occasion, relatives of deceased
veterans, Caywood, D, P, 305-3443.

DEPARTMENT OF AGRICULTURE

Economlc Research Service: Survey of Hired
Farmworkers—December 1976 CPS, OPS-1,
single time, 63,000 households in Dec. CPS
Nationnl Sample, Strasser, A., 305-5867,

EXTENSIONS
U.S, CIVIL SERVICE COMMISSION

CSC Audit Function Questionnaire, PPW-1,
annuslly, firms engaged In manufacturing
wholesale trade and trans, Warren Tope-
llus, 385-5872.

DEPARTMERT OF HEALTI, EDUCATION, AND
WELFARE

Office of Education: Certificate of Project
Costs Capitalized, Interest, Higher Educa-
tion Facllities Act, OE 1144, OE 1143, on
occasion, Institutions of higher education,
Marsha Traynham, 395-45620.

Prirrip D. LARSEN,
Budget and Management Officer.

| FR D00 77-25761 Filed 9-1-77:8:45 am|

CLEARANCE OF REPORTS
List of Requests

The following is & list of requests for
clearance of reports intended for use in
collecting information from the public
received by the Office of Management
and Budget on 08/29/77 (44 U.S.C. 3509).
The purpose of publishing this list in the
FeperaLl RecisteR i35 to inform the public.

The list includes the title of each re-
quest received; the name of the agency
sponsoring the proposed collection of in-
formation; the agency form number(s),
if applicable; the frequency with which
the Information is proposed to be col-
lected; the name of the reviewer or re-
viewing division within OMB, and an in-
dication of who will be the respondents
to the proposed collection.

Requests for extension which appear
to ralse no significant issues are to be
lappx'cnred after brief notice thru this re-
ease,

Further information about the items
on this dally list may be obtained from
the Clearance Office, Office of Manage-
ment and Budget, Washington, D.C.
20503 (202-395-4529), or from the re-
viewer listed,

Nxw Forms
DEPARTMENT OF AGRICULTURE

Farmers Home Administration: Community
Facllities Survey, single time, PMHA coun-
ty supervisors and facllity sdministrators,
Natuml Resources Division, 305-8827,

REVISIONS
VETERANS ADMINISTRATION

Notlce of Change in Student Status—Insti-
tutional Course Only, 22-10008, on occa-
slon, certifylng officials of schools, Warren
Topelius, 305-5872.

DEPARTMENT OF COMMERCE

Bureau of Census: Atomic Energy Products
and Services, MA-38Q, annually, manufac-
turers of atomic energy produocts, 0. Louls
Kincannon, 395-3211,

Selected Industrial Air Pollution Control
Equipment, MA-36J, annually, mauufac-~
turing establishments, €. Louls Kincan-
non, 3056-3211,

Footwear Production, M31A, monthly, foot-

wear manufacturerss, C. Louls Kincannon,
305-3211.
Footwear Production and Shipments, MA-

31A, nnnually, footwear manufacturers,
C. Louls Kincannon, 395-3211.
DEPARTMENT OF THE INTERION

Bureau of Land Management: Communics-
tion Slite Request, 2860-)}, on oocasion,
commercial firms; State highway commis-
alons, Warren Topelius, 305-5872.

EXTENSIONS
DEPARTMERT OF AGRICULTURE

Food and Nutrition Service:

Destination Data for Delivery of Donated
Foods, PNS-7, on occhalon, Siate distrib-
uting agencies, human resources division,
Warren Topelius, 395-3532,

Food Preference Report, FNS-35, annually,
State distributing agencles and school
districts, human resources division, War-
ren Topelius, 305-3532,

Puinrie D, Lansex,
Budgel and Management Officer.

[ PR Doc.77-25762 Filed 9-1-77:8:43 am |
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DEPARTMENT OF LABOR
Employment and Training Administration

EMPLOYMENT TRANSFER AND BUSINESS
COMPETITION DETERMINATIONS UN-
DER THE RURAL DEVELOPMENT ACT

Applications

The organizations listed in the attach-
ment have applied to the Secretary of
Agriculture for financial assistance in the
form of grants, loans, or loan guarantees
in order to establish or improve facilities
at the locations listed for the purposes
given In the attached list. The financial
assistance would be authorized by the
Consolidated Farm and Rural Develop-
ment Act, as amended, 7 USC 1924(b),
1932, or 1842(b).

The Act requires the Secretary of
Labor to determine whether such Fed-
eral assistance is calculated to or is likely
to result in the transfer from one area
to another of any employment or busi-
ness activity provided by operations of
the applicant. It is permissible to assist
the establishment of a new branch,
afiliate or subsidiary, only if this will
not result in increased unemployment in
the place of present operations and there
is no reason to believe the new facility
is being established with the intention
of closing down an operating facility.

The Act also prohibits such assistance
if the Secretary of Labor determines that
it Is calculated to or is likely to result in
an inerease in the production of goods,
materials, or commodities, or the avalla-
bility of services or facilities in the area,
when there is not sufficient demand for
such goods, materials, commodities, serv-
ices, or facilities to employ the efficient
capacity of existing competitive commer-
cial or industrial enterprises, unless such
financial or other assistance will not have
an adverse effect upon existing competi-
tive enterprises in the area.

The Secretary of Labor's review and
certification procedures are set forth at
29 CFR Part 75, In determining whether
the applications should be approved or
denied, the Secretary will take into con-
sideration the following factors:

1. The overall employment and un-
employment situation in the local area
in which the proposed facility will be
located,

2. Employment trends. in the same in-
dustry in the local area.

3. The potential effect of the new fa-
cility upon the local labor market, with
particular emphasis upon Its potential
impact upon competitive enterprises in
the same area.

4. The competitive effect upon other
facilities In the same industry located
in other areas (where such competition Is
a factor).

5. In the case of applcations involv-
ing the establishment of branch plants
or facilities, the potential effect of such
new facilities on other existing plants
or facilities operated by the applicant,

All persons wishing to bring to the at-
tention of the Secretary of ILabor sny
information pertinent to the determina-

tions which must be made regarding
these applications are invited to submit

NOTICES

such information in writing within two
weeks of publication of this notice to:
Deputy Assistant Secretary for Employ-
ment and Training, 601 D St., NW.,
Washington, D.C. 20213.

Applicationa Received During

Signed al Washington, D.C. this 20th
day of August, 1977.

ERNEST G. GREEN,
Assistant Secretary
Jor Employment and Training.

the Week Ending Aug. 268, 1977

Name of applicant Locatlon of entecprise

Privcipal product or petiviry

Lawishn ‘ o
Lyon O

( hiroproetic Clinle. .. Lawisburg, W
Olek=a i:mvrpc'-{-'r- fnc. ... >

Miltwood, W, V
Mumown W Va.

Davia Caaket Co,, Inc..ouennanan Americuy, Ga.......
Isomedix, Ine 4 hpunanl,uru 8.C
Johtt Loe MeMinn. .. Water Volley, Miss..
Bharrock Filovator, Ino Edison, Olijo. ...
Town Il Eatates .. .....o..... Clayton, N. Mex...c

( mr aotic, prafessdonnl service.

m stornge and rofining faeility,

!tmul of real estate, fuel manbm(m!np, and - trucking

operntion,
Mannfasture and markeilng stesl cnekots,
« Medical supply steritisation center.
Hetall bullding materiais,

Manufcture of feed and Sertllirer.

Nurslng care.

[FR Doc.7T7-25710 Plled 0-1-77;8:40 am|

VERMONT

Ending of Extended Benefit Period and
Federal Supplemental Benefit Period

This notice announces the ending of
the Extended Benefit Period and the
Federal Supplemental Benefit Period in
the State of Vermont, effective on Sep-
tember 3, 1977,

BACKGROUND

The Federal-State Extended Unem-
ployment Compensation Act of 1970
(title IT of Pub. L. 91-373; 84 Stat. 695,
708) created a program of extended un-
employment benefits (referred to as Ex-
tended Benefits) as 8 permanent part of
the Federal-State Unemployment Com-
pensation Program, for unemployed in-
dividuals. who have exhausted their
rights to regular unemployment benefits
under State and Federal unemployment
compensation laws. Extended Benefits
are payvable during an Extended Bene-
fit Period, which is triggered on in a
State when unemployment in the State
or in all States collectively reaches the
high levels set in the Act. During an Ex-
tended Benefit Period the maximum
amount of Extended Benefits which is
payable to eligible individuals is up to 13
weeks, An Extended Benefit Period com-
zznem;ed in the State of Vermont on April

., 1974

The Emergency Unemployment Com-
pensation Act of 1974 (Pub. L. 93-572),
enacted December 31, 1974) created a
temporary program of supplementary
unemployment benefits (referred to as
Federal Supplemental Benefits) for un-
employed individuals who have exhaust-
ed their rights to regular benefits and
Extended Benefits under State and Fed-
eral unemployment compensation laws.
Federnl Supplemental Benefits are pay-
able during a Federal Supplemental
Benefit Period in a State which has en-
tered Into an Agreement under the Act
with the United States Secretary of
Labor. A Federal Supplemental Benefit
Period Is triggered on in a State when
unemployment in the State or in the
State and the nation reaches the high
levels set in the Act. During a Federal
Supplemental Benefit Period the maxi-
mum asmount of Federal Supplemental

Benefits which Is payable to eligible in-
dividuals is up to 13 weeks. A Federal
Supplemental Benefit Period commenced
in the State of Vermont on January 5,
1075.

The statutes also provide that benefit
periods in a State will trigger off when
unemployment in the State Is no longer
at the high levels sef in the Acts. A bene-
fit period actually terminates at the end
of the third week after the week for
which there is an “off” indicator. In
Vermont both the Extended Benefit Pe-
riod and the Federal Supplemental
Benefit Period have triggered off.

DETERMINATION OF “Orp"” INDICATORS

The employment security agency of
the State of Vermont has determined in
accordance with the applicable statutes
and regulations that the average rate of
insured unemployment in the State for
the period consisting of the week end-
ing on August 13, 1977, and the immedi-
ately preceding twelve weeks, was less
than 5.0 percent.

Therefore, I have determined in ac-
cordance with the applicable statutes
and regulations, and as authorized by
the Secretary of Labor's Order 4-75,
dated April 16, 1975 (published In the
Feperar REGISTER on April 28, 1875, at
40 FR 18515) , that there was an Extend-
ed Benefit “off" indicator and a Federal
Supplemental Benefit “off" indicator in
the State of Vermont for the week end-
ing on August 13, 1977, and that both
the Extended Benefit Period and the
Federal Supplemental Benefit Period in
that State terminates on September 3,
1877,

INFORMATION FOR CLAIMANTS

Any individual fo whom Extended
Benefits or Federal Supplemental Bene-
fits were payable in the State (whether
or not any payment actualiy was made),
for any portion of the last week of the
Federal Supplemental Benefit Period,
will have an additional eligibllity period
beginning immediately following the end
of the Federal Supplemental Benefit Pe-
riod. During the additional eligibility pe-
riod the Individual will be entitled to
Federal Supplemental Benefits to the
same extent as if the Federal Supple-
mental Benefit Perfod continued to be
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in effect. The additional eligibility pe-
riod will have a duration of 13 weeks,
unless it Is terminated sooner by reason
of the beginning of a new Federal Sup~
plemental Benefit Period In the State.
There will not be an additional eligibility
period for Extended Benefits,

Individuals currently filling claims for
Extended Benefits or Federal Supple-
mental Benefits will receive written no-
tices from the Vermont Department of
Employment Security of the end of the
Extended Benefit Perlod and the Federal
Supplemental Benefit Period in that
State and its effect on their entitlement
to Extended Benefits and Federal Sup-
plemental Benefits. The notice to any in-
dividual who will have an additional
eligibility period following the Federal
Supplemental Benefit Period will include
information concerning potential en-
titlement to Federal Supplemental Bene-
2::& during the addifional eligibility pe-
Persons who wish information about
their rights to Extended Benefits and
Federal Supplemental Benefits in the
State of Vermont should contact the
nearest office of the Vermont Depart-
ment of Employment Security in their
locality.

Signed at Washington, D.C., on Au-
gust 29, 1977.

Eaxgst G. GREEN,
Assistant Secretary for
Employment and Training.

[FR Doc,77-25725 Filed 9-1-77;8:45 am|

Safety and Heaith
Administration

[V=77-11]
DAYCO CORP,
Variance and Interim Order

AGENCY: Occupational Safety and
Health Administration, Department of
Labor.

ACTIONS: (1) Notice of application for
varlance and interim order; (2) Grant of
interim order.

SUMMARY: This notice announces the .

application of the Dayco Corp. Spring-
field Plant for a variance and interim or-
der pending a decision on the application
for & variance from the standard pre-
scribed In 20 CFR 1910.107(e) (6) con-
cerning spray finishing using flammable
and combustible materials. It also an-
nounces the granting of an interim ordes
until a deeision is rendered on the appli-
cation for variance,

DATES: The effective date of the interim
order is September 2, 1977, The last date
for interested persons to submit com-
ments is October 3, 1977. The last date
for affected employers and employees to
request a hearing on the application s
October 3, 1977.

ADDRESSES: ' Send comments or re-
quests for a hearing to: Office of Vari-
ance Determination, Occupational
Safety and Health Administration, US.
Department of Labor, 200 Constitution

NOTICES

Avenue NW., Room N-3668, Washington,
D.C. 20210,

FOR FURTHER INFORMATION CON-
TACT: )

Mr. James J. Concannon, Director, Of-
fice of Variance Determination, at the
above address, telephone: 202-523-
7121,

or the following Regional and Area Of-
fices:

U.S. Department of Labor, Occupa-
tional Safety and Health Administra-
tion, 911 Walnut Street—Room 3000,
Kansas City, Mo, 64106.

U.S, Department of Labor, Occu-
pational Safety and Health Adminis-
tration, 1627 Main Street—Room 1100,
Kansas City, Mo. 64108,

SUPPLEMENTARY INFORMATION:
NOTICE OF APPLICATION

Notice is hereby given that the Dayco
Corp.,, Springfield Plant, Battlefield
Road and Scenie Drive, Springfield, Mo,
65804 has made application pursuant to
section 6(d) of the Occupational Safety
and Health Act of 1970 (84 Stat. 1596
20 U.S.C. 655) and 29 CFR 1905.11 for a
variance, and interim order pending a
decision on the application for a vari-
ance, from the standards prescribed in
29 CFR 1910.107(c) (6) spray finishing
using flammable and combustible” ma-
terial.

The address of the place of employ-
ment that will be affected by the applica-
tion is as follows:

Dayco Corporation, Springfield Plant,
Battle Road and Scenfe Drive, Spring-
field, Mo. 65804.

The applicant certifies that employees
who would be affected by the variance
have been notified of the application by
giving a copy of it to their authorized
employee representative, and by posting
a copy at all places where notices to
employees are normally posted. Employ-
ees have also been informed of their right
to petition the Assistant Secretary for a

Regarding the merits of the applica-
tion, the applicant contends that it is
providing a place of employment as safe
as that required by § 1910,107(c)(6)
which requires, in part, that electrical
wiring, motors and other equipment out-
side of but within 20 feet of any spraying
area, and not separated therefrom by
partitions shall not produce sparks ander
normal conditions and shall otherwise
conform to the provisions of Subpart S
for Class 1, Division II Hazardous Loca-
tions.

The applicant asserts that cylindrical
drums wied to mainufacture power trans-
mission belts are sprayed on the surface
with a materinl containing flammable
and combustible materinl in their spray
booth, The spray booth has a powered
exhauster maintaining 150 feet per min-
ute air velocity on the face of the spray
booth. The applicant contends thet it has
the necessary equipment installed to: ¢1)
insure that the required air velocity is
maintained, (2) sprinkle the space within

44297

the spray booth on the downstream and
upstream sides of the filters, (3) inter-
Jock the spraying pump to the ventilation
blower, and (4) have the electrical wir-
ing and electrical equinment cutside of
the spraying area conform to the Na-
tional Electrical Code NFPA 70-1875,

GrANT OF INTERIM ORDER

It appears from the application for a
variance and interim order and from the
application that as required by section
6(d) of the Act, the operation of the
spray booth in the manner precribed will
provide to the aifected employees a place
of employment as safe as that which
would be provided if the applicant com-
plied with 28 CFR 1919.107(¢) (6) ., It fur-
ther appears that an interim order is
necessary to prevent undue hardship to
the applicant and its employees pending
a decision on the variance. Therefore it
s ordered, pursuant to the authority in
section 6(d) of the Occupational Safety
and Health Act of 1970, in 29 CFR 1905.~
11(c) and In Secretary of Labor’s Order
No. 8-76 (41 FR 25059), that Dayco
Corp. be, and it is hereby, authorized to
operate their spray booths in the manner
described within the application pro-
vided that the follow provisions are met:

(1) The ventilation shall be such so
that the concentration of solvent vapors
or dust from spraying may not exceed
five (5) percent of the Lower Flammable
Limit (LFL), five feet from the face and
any opening in the booth, and in any low
lying places between five feet and 20 feet
from the face and any openings in the
booth.

(2) The spraying equipment shall be
Interiocked with the ventilation system
s0 that the spraying equipment cannot
be operated unless the ventilation is in
operation.

(3) Monitoring shall be conducted by
a competent person with a combustible
gos meter for the solvent vapors or an
air sampling device for the dust for an
Initial period of at least three months.
Monitoring must be done during peak
spraying and immediately after spraying
once a week for the first month and
thereafter once a month for the last
two months.

(4) Procedures shall be written, using
the spraying experience gained during
the monitoring period, listing the condi-
tions for spraying, such as amounts of
minimum ventilation (natural or me-
chanical or beth), maximum volume and
type of spraying material applied per
hour, and the number and type of spray
apparatus. A summary of the monitoring
results and spraying procedures shall be
ovailable for inspection. The procedures
ghall become part of the training for all
employees that perform spraying in the
spray booth.

(5) If concentrations exceed five per-
cent of the LFL st five feet from the face
or any openings in the spray booth, or in
any low lying places between five feet
and 20 feet from the face or any openings
in the booeth, all spraying shall cease fm-
mediately with the ventilation system re-
maining in operation at least until the
concentration is down to five pereent of
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the LFL at five feet from the face or
any openings in the booth or any low
lying places between five feet and 20
feet from the faces or any openings in
the booth. Spraying may not proceed
until controls have been implemented
to maintain the levels at five percent
or less of the LFL at five feet from the
face and any openings in the spray booth
or in any low lying places between five
feet and 20 feet from the face or any
openings in the booth.

(6) When increased volume or new
equipment is used that may require in-
creased ventilation to maintain five per-
cent of the LFL, monitoring shall be re-
peated and the procedures adjusted if
necesary to include any changes.,

Dayco Corp. shall give notice of this
Interim order to employees affected
therby by the same means required to be
used to inform them of the application
for a variance.

This interim order shall remain in ef-
fect until a decision is rendered on the
application for a variance.

Signed at Washington, D.C., this 26th
day of August 1977,

EvLA BINGHAM,
Assistant Secretary of Labor,

|FR Doc.77-25727 Filed 9-1-77;8:45 aml

Occupational Safety and Health
Administration

MINNESOTA STATE STANDARDS
Approval
Correction

In FR Doc. T7-22026, appearing on
page 40276 in the issue of Tuesday, Au-
gust 9, 1877, the second through fifth full
paragraphs in the third column of the
page should be inserted between the sec-
ond and third full paragraphs of the doc-
ument as published.

Pension and Welfare Benefit Programs

ADVISORY COUNCIL ON EMPLOYEE
WELFARE AND PENSION BENEFIT PLANS

Meeting

Pursuant to Section 512 of the Em-
ployee Retirement Income Security Act
of 1974 (20 U.S.C. 1142) a meeting of the
Advisory Council on Employee Welfare
and Pension Benefit Plans will be held
at 9:30 a.m. on Tuesday, September 20,
1977. In the Federal Ballroom North,
Quality Inn—Capitol Hill, 415 New Jer-
sey Avenue NW., Washington, D.C.

The meeting will be open to the pub-
lic. The purpose of the meeting is to dis-
cuss the items listed in the following
agenda:

1. Swearing-in of Jozetta H. Srb.

2. Status report of Advisory Councll rec-
ommendations.

3. Department of Labor progress report
sinoe last Advisory Council meeting,

4. Impact of ERISA fiduclary standards on
Investment of pension assets.

6. Investment Work Group report.

6. Small Plans Impact Work Group report.,

7. Establishment of Work Group on Com-
munication of Benefit Information to Par-

NOTICES

ticipants and Beneficiaries of Employee
Benefit Plans,

8. Council suggestions for new study proj-
ects for work groups.

Any member of the public may file a
written statement concerning the topics
under this agenda by submitting 30
copies on or before the close of business
Monday, September 19, 1877, to the Ad-
ministrator of Pension and Welfare
Benefit Programs, New Department of
Labor Building, 200 Constitution Ave-
rzx(;gell:w.. Room N4629, Washington, D.C.

Persons desiring to attend should
notify Mr, Edward F. Lysczek, Executive
Secretary oft he Advisory Council, New
Department of Labor Building, 200 Con-
stitution Avenue NW., Room N4629,
Washington, D.C. 20216, or may call Area
Code 202-523-8753.

Signed at Washington, D.C. this 29th
day of August 1977.
Iax D. LANOFF,
Administrator of Pension
and Welfare Benefit Programs.
[FR Doc 77-25757 Piled 0-1-77;8:45 am|

. | TA-W-1648)
ANNA-RUBINA, INC., PORT ISABEL, TEX.

Negative Determination Regarding Eligi-
bila':o Apply for Worker Adjustment
As: nce

In accordance with Section 223 of the
Trade Act of 1974 the Department of La-
bor herein presents the results of TA-W-
1648: Investigation regarding certifica-
tion of eligibility to apply for worker ad-
justment assistance as preseribed in Sec~-
tion 222 of the Act.

The investigation was initiated on
February 14, 1977 in response to a work-
er petition received on February 10, 1977
which was filed by the workers on behalf
of workers engaged in shrimp fishing for
Amna-Rubina, Inc,, Port Isabel, Tex.

The notice of investigation was pub-
lished in the Feorrar ReGISTER on March
8, 1977, (42 FR 13082). No public hear-
ing was requested and none was held.

The Information upon which the de-
termination was made principally from
officials of Anna-Rubina, Inc,, its cus-
tomers, the U.S. Department of Com-
merce, the U.S. International Trade
Commission, industry analysts and De-
partment files, L

In order to make an affirmative deter-
mination and issue a certification of eli-
gibility to apply for adijustment assist-
ance each of the group eligibility require-
ments of Section 222 of the Trade Act of
1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm or
an approprinte subdivision thereof, have be-
come totally or partially separated, or are
threatensd to become totally or partially

ated;

(2) That salea or production, or boih, of
such firm or subdivision have decreased ab-
solutely;

(3) That articies like or directly competi-
tive with those produced by the firm or sub-
division are being Imported In increased

quantities, either actual or relative to domes-
tic production; and

(4) That suoh increased imports have con-
tributed importantly to the separations, or
threat thereof, and to thoe decrense In sales
or production. The term “contributed Im-
portantly™ means a cause which is important
but not necessarily more important than any
other cause,

Without regard to whether any of the
other criteria have been met, criterion
(4) has not been met,

The Department'’s investigation has
revealed that the decline in the quantity
of shrimp caught by Anna-Rubina in
19876 was due to several factors including
adverse weather conditions occurring
during the height of the shrimp season
in November and December which kept
the trawlers in port, the lack of shrimp
available in the known fishing grounds,
and because the 200 mile fishing restric-
tion imposed by the Mexican government
prevented domestic shrimpers from fish-
ing off the Mexican coastal waters.

Ann-Rubina’s only customer buys all
the shrimp that Anna-Rubina, Ine. is
able to supply, This customer purchases
imported shrimp when Rubina and other
domestic suppliers are unable to meect
the customer’s requirements,

CONCLUSION

Aflter careful review of the facts ob-
tained In the investigation, I conclude
that imports of articles like or directly
competitive with shrimp produced by
Anna-Rubina, Inc., Port Isabel, Texas
have not contributed importantly to the
total or partial separation of workers
of that firm as required for certification
under Section 222 of the TradeesAct of
1974,

Signed at Washington, D.C. this 18th
day of August 1977.

James F. Tavior,
Director, Office of Manage-
ment, Administration and Planning.

| FR Doc 77-25364 Filed 0-1-77;8:45 am|

Office of the Secretary

ANWELT CORP. ET. AL.

Investigations R ing Certifications of
Eligibility To Apply for Worker Adjust-
ment Assistance
Petitions have been filed with the Sec-

retary of Labor under section 221(a) of

sthe Trade Act of 1974 (“the Act”) and
are ldentified in the Appendix to this no-
tice. Upon receipt of these petitions, the

Director of the Office of Trade Adjust-

ment Assistance, Bureau of Interna-

tional Labor Affairs, has instituted in-

vestigations pursuant to section 221(a)

of the Act and 29 CFR 90.12.

The purpose of each of the investiga-
tions is to determine whether absolute or
relative increases of imports of articles
like or directly competitive with articles
produced by the workers' firm or an ap-
propriate subdivision thereof have con-
tributed importantly to an absolute de-
cline in sales or production, or both, of
such firm or subdivision and to the ac-

tual or threatened total or partial sep-
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aration of a significant number or pro-
portion of the workers of such firm or
subdivision,

Petitioners meeting these elis'lbmty
requirements will be certified as eligible
to apply for adjustment assistance under
Title II, Chapter 2, of the Act in accord-
ance with the provisions of Subpart B of
29 CFR Part 90. The investigations will
further relate, as appropriate, to the de-
termination of the date on which total or
partial separations began or threatened
to hegin and the subdivision of the firm
involved.

Pursuant to 28 CFR 90.13, the petiuon-
ers or any other persons showing a sub-
stantial Interest in the subject matter of
the investigations may request a public
hearing, provided stuch request is filed In
writing with the Director, Office of Trade
Adjustment Assistance, at the address

NOTICES

shown below, not later than September
12, 1977.

Interested persons are invited to sub-
mit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than September 12, 1977, .

The petitions filed in this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International La-
bor Affairs, U.S. Department of Labor,
200 Constitution Avenue NW., Washing-
ton, D.C. 20210.

Signed at Washington, D.C., this 15th
day of August 1977.

HasorLp A. Brarr,
Acting Director, Office of
Trade Adjustment Assistance.

ArrENpix

Potitioner: |mlon[vodm Locntlon Date Data of Putitlon Articles loced

or formee workers of— received petition No. o
Anwelt Corp. (worhn).. Pitehbarg, Mare. . Avg, 16,1077 Aug, 11,1977 TA-W-222 Mm’sklud women's

. wor and

C(;mu?ud rum Works, Parmingdale, N.Y.. June 0,177 Jiine 4,107 TA-W-2,25 'r.gg#'mnw

00, (workory en.
Cr«x{‘nwnl;unu Co. Hummonton, NJ... Aug. 15,1977 Aug. 10,1977 TA-W-2254  Men's pants.

(AC \
Hart, Sobwifner & Marks, Chlshokry, Minn.......... s Ang, 51977 TA-W-2255 Men's fncketa,

(2:} ' Diviston

(ACH N
Johnson l"nrma Chain Tebwnom, Pa..... .. . do........ Ang, 10,1977 TA-W-22% Duoy mooring chuln
KC&" ﬂmt Corp.  Font Calit 10, July 15,1077 TA-W-2257 BMrndl,Mrvll«l

T ‘ontans, AL s T L T n -. ~W-2,

i‘;wﬂmgm'mkmd - - lltm and tin mill
lul\'ml(dem; 8, ear, - Elmwood Purk, N.J, Aug. 10,1077 Ang. 11997 TA-W-228  Women's apparel.

ne. (workens),
Harey - Schnlder Co, Log Angeles; Calll. . Aug. 41977 ... - TILELL TA-W-22 ‘The selling of Indies,

(ILOWU), coata

[FR Doe.77-253562 Piled 8-1-T7.8:45 am|

| TA-W-2137]
ARKAY PANTS CO., FALL RIVER,
MASSACHUSETTS

N&umﬁm Apply for wﬁm

In accordance with Section 223 of the
Trade Act of 1874 the Department of
Labor herein presents the results of TA-
W-2137; investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
June 13, 1977 In response to a worker pe-
tition recefved on June 10, 1877 which
was filed by the Amalgamated Clothing
and Textile Workers' Union on behalf
of workers and former workers produc-
ing men's and boys' outerwear at the Fall
River, Massachusetts plant of the Arkay
Pants Company.

The notice of investigation was pub-
lished in the Feperan REGISTER on June
24, 1977 (42 FR 32328). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was ohbtained
principally from officials of the Arkay
Pants Company, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts, and De-
partment files,

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of Y974 must be met:

(1) That a significant number or propor-
tion of the workers In the workers' firm or an
appropriate subdivision thereof, have become
totally or partially separated, or are threat-
ened to becoms totally or partially separnted;

(2) Thnt sales or production, or both, of
such firm or subdivision have decrensed ab-
solutely:

(3) That arilcles like or directly competi-
tive with thoss produced by the firmy or sub-
division are being imported in inoreased
quantities, either actual or relative to domes-
tic production; and

(3) That sueh Increased imports have can-
tributed Importantly to the scparations, or
threat thereof, and to the decrease in sales
or production. The term ‘‘contributed im-
portantly” means a cause which is i
but not necessarily more lmportant than any
other canse.

Without regard to whether the other
criteria have been met, the investigation
revealed that criterion (2) has ndt been
met,

The Arkay Pants Company, a manu-

facturer, consists of one plant in Fall’

River, Massachusetts engaged in the pro-
duction of boys' winter coats.

Bince Arkay produces only on order,
production and sales are the same. Com-
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pany production in terms of quantity in-
creased 15.4 percent in 1975 compared to
1974 and increased 16.9 percent in 1976
compared ta 1875. Company production
increased 27.2 percent In the first six
months of 1977 compared to the first six
months of 1976, Production increased in
each of the last three quarters of 1976
and the first two quarters of 1977 when
compared to the like quarters of the pre-
ceding year,

As a result of Arkay's recent history
of increased sales, the plant has had
periods of full production, forcing Arkay
to use outside contractors to fulflll in~
creasing customer requirements of mer-
chandise, There is no indication that
current workers are threatened with any
involuntary separations from employ-
ment at the Fall River, Massachusetts
plant of the Arkay Pants Company.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that sales or production of boys' coats
at the Fall River, Massachusetts plant of
the Arkay Pants Company have not de-
clined absolutely as required for certi-
fication, under Section 222 of the Trade
Actof 1974,

Signed at Washington, D.C. this 15th
day of August 1977.
James F. Tavion,
Director, Office of Management,
Administration and Planning.
|FR Doc.77-256355 Filed 9-1-77:8:45 am)|

AVALON DYEING FINISHING CO. ET. AL

lnmtlgatlons Regarding Certifications of

Eligibility To Apply for Worker Adjust-

ment Assistance

Petitions have been filed with the Sec-
retary of Labor under section 221¢a) of
the Trade Act of 1974 (“the Act”) and
are identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade Ad-
justment Assistance, Bureau of Interna-
tional Labor Affairs, has instituted in-
vestigations purspant to section 221a)
of the Act and 29 CFR 90.12.

The purpose of each of the investiga-
tions is to determine whether absolute
or relative increases of Imports of arti-
cles like or directly competitive with ar-
ticles produced by the workers' firm or
an appropriate subdivision thereof have
contributed importantly to an absolute
decline in sales or production, or both, of
such firm or subdivision and to the ac-
tunl or threatened total or partial sepa-
ration of a significant number or pro-
portion of the workers of such firm or
subdivision.

Petitioners meeting these eligibility re-
quirements will be certified as eligible to
apply for adjustment assisteance under
Title IT, Chapter 2, of the Act in accord-
ance with the provisions of Subpart B
of 20 CFR Part 90. The investigations
will further relate, as appropriate, to the
determination of the date on which total
or partial separations began or threat-
ened to begin and the subdivision of the
firm Involved.
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Pursuant to 29 CFR 90.13, the petition-
ers or any other persons showing 8 sub-
stantial Interest in the subject matter of
the Investigations may request a public
hearing, provided such request is filed in
writing with the Director, Office of Trade
Adjustment Assistance, at the address
shown below, not later than September
12,1977,

Interested persons are invited to sub-
mit written comments regarding the sub-
ject matter of the investigations to the
Director, Office of Trade Adjustment As-

NOTICES

sistance, at the address shown below, not
later than September 12, 1877,

The petitions filed in this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International La-
bor Affairs, U.S. Department of Labor,
200 Constitution Avenue NW., Washing-
ton, D.C. 20210,

Signed at Washington, D.C., this 18th
day of August 1977,

HanoLp A, BraTT,
Acting Director, Office of
Trade Adjustment Assistance.

ArrEsmx

Petitiones: union/workers Location Date Drate of Polition Articles produced
o former workers of-- rocedved petition No.

Avaln Dyving Fiunsling Haledon, NJ... Avg. IGINT Aug. LI107 TA-W-2270. Dysing and Onishing
Co., Tue, (workers), of cloth,

Mmu.nlk Munufucturing Co. Lawrenoco, Mass. Aug, 17,1977 Avg, 15,1077 TA-W-2276  Meo's conts.
{workern),

Quality Bportswesr (work= Haledon, NJ. .. Aug. 16,1977 Aug. 5,107 TA-W-2277 Coats,
(F

Shutesr Manufoctiring Co.  Lawrence, Mass, Aug, 17,1977  Aug. J5, 1977 TA-W-2278  Mon's and same

(warkersl,
e

Tndiee” Juckels,

|FR Doc.77-253563 Piled 0-1-77,8:45 am |

[TA-W-1407]
BETHLEHEM STEEL CORP.

Negative Determination Regarding Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1874 the Department of
Labor herein presents the results of
TA-W-1497: investigation regarding cer-
tification of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act,

The investigation was injtiated on De-
cember 15, 1976, in response to a worker
petition received on Decemeber 15, 1976,

which was filled by the United Steel-

workers of America on behalf of workers
and former workers producing reinforc-
ing bars and welded pipe at the Steelton,
Pa., plant of Bethlehem Steel Corp,

The Notice of Investigation was pub-
lished in the Fepgrar RecIsTER on Janu-
ary 18, 1977 (42 FR 3366). No public
hearing was requested and none was
held,

The information upon which the deter-
mination was made was obtained prin-
cipally from officials of Bethlehem Steel
Corp., its customers, the U.S. Depart-
ment of Commerce, the US. Interna-
tional Trade Commission, Industry en-
alysts and Department files.

In order to make an affirmative deter-
mination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
peparated; .

(2) That sales or production, or both, of
such firm or subdivision have docreased &b~
solutely;

(3) That artdcies like or directly competli-
tive with those produced by the firm or
subdivision sre being imported In increased
quantities, eithor nctual or relative to do-
meotic produsction; and

(4) That such increased Imports have con-
tribited importantly to the separatlons, or
threat thereof, and to the decrease in sales
or produotion. The term “contributed im-
poriantly” menns a cause which is important
but not nocersarily more important than any
other cause,

Without regard to whether any other
criteria have been met, the investigation
has revealed that criterion (4) has not
been met.

A. WrLned Prre

Customers of the Steclton plant that
were surveyed by the Department have
not switched purchases of welded pipe
from the Steelton plant to foreign
sources. Customers of the Steelton plant
who decreased purchases of welded pipe
from that plant in 1976 Indicated that
their decreases were attributable to a
decline in construction of gas transmis-
sion lines. One customer attributed his
decline to a switch to other domestic
sources, coupled with a general decline
in sales.

B. REINFORCING BARS

Customers of the Steelton plant that
were surveved by the Department have
not switched purchases of reinforcing
bars from the Steelton plant to foreign
sources. Customers who decreased pur-
chases from the Steelton plant attrib-
uted their decrenses to a decline in con-
struction projects,

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that Increases of imports of articles like
or directly competitive with welded pipe
and reinforcing bars produced at the
Steelton plant have not contributed im-
portantly to the total of partial separa-

tion of workers at that plant as required
for certification under Section 222 of the
Trade Act of 1974,

Signed at Washington, D.C,, this 19th
day of August 1977,
James F. TAYLOR,
Director, Office of Management,
Administration and Planning.

|FR Doc 7726720 Filed 9-1-77:8:45 am |

[ TA-W-1408]
BETHLEHEM STEEL CORP.

Determinations Regarding Eligibility To
Apply for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1498: investigation regarding certifi-
cation of eligibllity to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The Investigation was initiated on De-
cember 15, 1976, in response to a worker
petition received on December 15, 1976,
which was filed by the United Steelwork-
ers of America on behalf of workers and
former workers producing industrial
fasteners, wire, and reinforcing bars at
the Vernon, Calif. plant of the Bethle-
hem Steel Corp,

The Notlce of Investigation was pub-
lished In the Frornran RecisTez on Janu-
ary 11, 1977 (42 FR 2370), No public
)}:ca,rins was requested and none was

eld.

The information upon which the de-
termination was made was obtained
principally from oificials of Bethlehem
Steel Corp., its customers, the U.S. De-
partment of Commerce, the U.S, Inter-
national Trade Commission, industry
analysts, and Department flles:

In order to make an affimative deter-
mination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be nret:

(1) That s siguificant number or propor-
tlon of the workers In such workers firm,
or an appropriate subdivision thereof, have
become totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly com-
petitive with those produced by the firm
or subdivision are being imported In iIn-
creased quantities, either actual or rela-
tive to domestic production; and

(4) That such Increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease In gnles
or production, The term “contributed im-
portantly" means a cause which ls important
but not necessarily more important than any
other cause.

The investigation has revealed that all
four of the above criteria have been met

for workers producing either industrial
fasteners or carbon steel wire. The In-

vestigation also revealed that without
regard to whether any of the other cri-
teria have been met, criterion (4) has not
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been met for workers producing rein-
forcing bars.

SIGNIFICANT TOTAL OR PARTIAL SEPARATION

Workers at the Vernon plant are sep-
arately identifiable by product line.

A, INDUSTRIAL FASTENERS

Employment of workers engaged in
employment related to the production of
industrial fasteners declined 26 percent
in 1976 compared to 1975.

8, WIRE

Employment of workers engaged in
employment related to the production of
wire declined 22 percent In 1976 com-
pared to 1875,

SarLes or PropucTioN, on Boti, Have
DECREASED ARSOLUTELY

A. INDUSTRIAL FASTENERS

Sales decreased In quantity 16 per-
cent in 1976 compared to 1975. Produc-
tion In quantity decreased 43 percent in
1976 compared to 1975.

B. WIRE

Sales decreased in quantity 5 percent
in 1976 compared to 1975. Production de-
creased In quantity 2 percent in 1976
compared to 1875.

INCREASED IMPORTS
A. INDUSTRIAL FASTENERS

Imports of nuts, bolts, and large screws
of fron and steel Increased in 1973 to
544.5 million pounds from 474.2 million
pounds in 1072, increased further to
776.4 million pounds in 1074, decreased
in 1975 to 534.7 million pounds, then in-
creased again in 1876 to 704.5 million
pounds. The ratio of imports of nuts,
bolts, and large screws of iron and steel
to domestic producer’s shipments was
33.5 percent In 1972, and increased every
year thereafter through 1976 when it was
97.7 percent.

Imports of small screws of iron or
steel was 97,097,000 pounds in 1972, in-
creased to 121,790,000 pounds in 1973,
increased further in 1974 to 134.459,000
pounds, decreased in 1975 to 61,489,000
pounds, then increased In 1976 to 108,-
250,000 pounds. The ratio of imports of
small screws of iron or steel to domestic
production was 23.7 percent in 1972, in-
creased to 25.7 percent in 1972, increased
further in 1974 to 28.6 percent, decreased
in 1975 to 17.9 percent, then increased
again in 1976 to 25.7 percent,

B, WIRE

Imports of carbun steel wire decreased
from 6515.8 thousand tons in 1972 to
433.2 thousand tons in 1973. In 1974, im-~
ports increased to 553.8 thousand tons,
then declined to 349.6 thousand tons in
1975. In 1976, imports increased 6.3 per-
cent to 371.8 thousand tons, The ratio of
imports to domestic shipments of carbon
steel wire decreased from 23.3 percent
in 1972 to 17.5 percent In 1973. In 1974,
the ratio Increased to 22.8 percent, then
decreased to 22.0 percent in 1975. In
1876, the ratio decreased to 19.9 percent.

NOTICES

CONTRIBUTED IMPORTANTLY
A. INDUSTRIAL FPASTENERS

The Department contacted some cus-
tomers of the Vernon plant that bought
industrial fastencrs. Many of these cus-
tomers contacted indicated that they
purchased imports. Some customers had
decreased purchases from the Vernon
plant and Increased purchases of im-
ports. These firms stated that the
cheaper price of the imports was the
major reason for their switch.

B, WIRE

The Department contacted some cus-
tomers of the Vernon plant that bought
carbon steel wire products, Some of the
customers contacted indicated that they
purchased imports. Some of these cus-
tomers decreased purchases from the
Vernon plant and increased purchases
of imported wire.

C. REINFORCING BARS

The Department contacted some cus-
tomers of the Vernon plant that bought
reinforcing bar. None of these increased
purchases of imports in 1976 while de-
creasing purchases from the Vermon
plant, Firms who decreased purchases
from the Vernon plant most frequently
cited a lack of business, particularly &
decline in construction, as the reason for
their decrease in purchases from the
Vernon plant.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with industrial
fasteners and carbon steel wire products
produced at the Vernon, Calif,, plant of
Bethlehem Steel Corp. contributed im-
portantly to the total or partial separa~
tions of workers engaged in the produc-
tion of such products at that plant. In
accordance with the provisions of the
Act, I make the following certification:

All workers at the Vernon, Calif, plant of
the Bothlehom Steel Corp., engaged In em-
ployment related to the production of efther
industrial fasteners or carbon ateel wire
and wire products who became totally or
partially separated from employment on or
after November 16, 1875 are eligible to apply
for adjustment asslstance under Title 1T,
Chapter 2 of the Trade Act of 1974.

It is further concluded that increases
of imports of articles like or directly
competitive with reinforcing bars pro-
duced at the Vernon, Calif., plant of the
Bethlehem Steel Corp, did not contribute
importantly to the total or partial sepa-
retions of workers engaged in the pro-
duction of such products as required in
Section 222 of the Trade Act of 1974.

Signed at Washington, D.C., this 19th
day of August 1977.

Jamxs F. TAYLOR,
Director, Office of Management,
Administration and Planning.

[FR Doc.T7-25730 Filed 9-1-77;8:45 am]
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[ TA-W-1857]

BOULET SPORTSWEAR, LTD.,

NEW YORK, NEW YORK

Certification Regarding Eligibility to Apply
for Workcr.zlustgum Aui?am

In accordance with Section 223 of the
Trade Act of 1974 the Department of La-
bor herein presents the results of TA-
W-1597; investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
April 7, 1977 in response to a worker pe-
tition received on April 5, 1977 which
was filed on behalf of workers and for-
mer workers producing men's sportswear
and underwear at Boulet Sportswear,
Ltd., New York, New York.

The notice of investigation was puh
lished In the FevErAL REGISTER on April
15, 1977 (42 FR 19939). No public hear-
ing was requested, and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of - Boulet
Sportswear, Ltd., its customers, the Na-
tional Cotton Council, the U.S, Depart-
ment of Commerce, the US. Interna-
tional Trade Commission, industry ana-
lysts, and Department files.

In order to make an affirmative deter-
mination and issue a certification of eli-
gibllity to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Sectlon 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In the workers' firm, or
an appropriste subdivision thercof, have be-
come totally or partially separated, or are
threatened to becono totally or partially
separated;

(2) That sales or production, or both of
such firm or subdivision have decreased ab.
solutely;

(3) That articles like or directly compet!-
tive with those produced by the firm or sub-
division are belng imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such Increased Imports have col-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term *“contributed im-
portantly” means a cause which is important
but not necessarily more Important than any
other cause,

The investigation revealed that all of
the above criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment at Boulet Sports-
wear (all salaried workers) Increased 121
percent in 1975 compared to 1974, de-
creased 6 percent in 1976 compared to
1975, then decreased 18 percent to the
first quarter of 1977 compared to the first
quarter of 1976.

Boulet Sportswear did not reduce
weekly hours of employment of its (sal-
aried) workers.

SALES OoR ProdpuctION, OR BorH,
HAVE DECREASED ABSOLUTELY

tal company sales (men’s pants, un-
derwear, sweaters and shirts) increased
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30 percent in value (adjusted for price
changes) in the second quarter of 1976
compared to the second guarter of 1975,
then decreased in value 10, 45, and 59
percent, respectively, in the third and
fourth quarters of 1976 and the first
quarter of 1977 compared to each like
quarter in the previous year.

Sales of men’s panis in value (adjusted
for price changes) were unchanged in
the second quarter of 1976 compared
to the second quarter of 1875, then de-
creased 41, 72, and 81 percent, respec-
tively, in the third and fourth quarters
of 1976 and in the first quarter of 1977
compared to each like quarter in the pre--
vious year. Men's panis represented 40
percent of total company sales in 1976,

Sales of men’s underwear (including
briefs and robes) increased 87 percent
in value (adjusted for price changes) in
the second quarter of 1976 compared to
the second quarter of 1975, then de-
creased 13, 11, and 17 percent, respec-
tively, in the third and fourth quarters
of 1976 and the first quarter of 1977 com-
pared to each like quarter in the previous
year. Underwear represented 40 percent
of total company sales in 1976.

Sales of men's sweaters increased in
value (adjusted for price changes) 744
and 66 percent, respectively, in the third
and fourth quarters of 1976 compared to
each like quarter in 1975, then decreased
28 percent in the first quarter of 1977
compared to the first quarter in 1976,
Men's sweaters represented 11 percent
of total company sales in 1876.

Sales of men's shirts decreased in
value (adjusted for price changes) 40,
6, 81, and 94 percent, respectively, in the
last three quarters of 1876 and the first
quarter of 1977 compared to each like
quarter in the previous year. Men's shirts
accounted for 9 percent of total company
sales in 1976.

Sales are primarily to customer order.
Neither production nor finished goods
inventory data are maintained by the
company.

* INCREASED IMPORTS

Imports of men's and boys' dress and
sport trousers and shorts decreased in
quantity both absolutely and relative to
domestic production in 1973 and 1974
compared to the previous year, then in-
creased both absolutely and relatively
in 1975 and 1976 compared to the pre-
vious year, These imports increased from
55,508 thousand units in 1875 to 73,208
thousand units in 1976, then Increased
from 14,623 thousand units in the first
quarter of 1976 to 17,152 thousand units
in the first quarter of 1977. The ratio of
imports to domestic production increased
from 34.1 percent in 1975 to 41.9 percent
in 1976.

Imports of men's and boys' under-
wear, knit and not knit, decreased in
quantity both absolutely and relative to
domestic production in 1973 and 1974
compared to the previous year, then in-
creased both absolutely and relatively in
1975, and increased absolutely in 1976
compared to the previous year. These
fmports Increased from 1,443 thousand
dozen In 1975 to 1,507 thousand dozen in

NOTICES

1976, then decreased from 421 thousand
dozen in the first guarter of 1976 to 369
thousand dozen In the first quarter of
1977. The ratio of imports to domestic
production decreased from 2.2 percent in
1975 to 2.1 percent in 1976.

Imports of men’s and boys' sweaters,
knit cardigans, and pullovers increased
In quantity both absolutely and relative
to domestic production in 1973 compared
to 1972, then decreased both absolutely
and relatively in 1974 compared to 1973.
These imports decreased absolutely, but
increased relative to domestic produc-
tion in 1975 compared to 1974, then in-
creased both absolutely and relatively in
1976 compared to 1975, These imports
increased from 20.4 million units in 1975
to 26.5 million units in 1976, then in-
creased from 2.7 million units in the
first quarter of 1976 to 2.8 million units
in the first quarter of 1977. The ratio of
imports to domestic production increased
from 36.6 percent in 1975 to 67.8 perccm
in 1976.

Imports of men's and boys" woven
sport shirts decreased In quantity both
absolutely and relative to domestic pro-
duction in 1973 compared to 1972, then
increased both absolutely and relatively
each year thereafter through 1976 com-
pared to the previous year. These im-
ports Increased from 61,008 thousand
units in 1975 to 79,820 thousand units in
1976, then decreased from 15,701 thou-
sand units in the first quarter of 1976 to
14,852 thousand units in the first quarter
of 1977, The ratio of imports to domestic
production increased from 38.7 percent
in 1875 to 48.6 percent in 1976,

Imports of men's and boys' knit sport
and dress shirts, excluding T-shirts in-
creased in quantity absolutely and rela-
tive to domestic production in 1973
compared to 1972, decreased absolutely
and relatively in 1974 compared to 1973,
and increased shsolutely and relatively
in 1975 compared to 1974, These im-
ports increased 12 percent absolutely in
1976 compared to 1975, then decreased
1 percent In the first quarter of 1977
compared to the first quarter in 1976.
The ratio of imports to .domestic pro-
duction decreased from 229 percent in
1975 to 22.6 percent in 1976,

CONTRIBUTED IMPORTANTLY

Customers who were surveyed stated
that they had swilched purchases of
sportswear primarily pants, swealers
and shirts from Boulet Sportswear to im-
ports,

CONCLUSION

After careful review of the facis ob-
tained In the investigation, I conclude
that increases of imports of articles like
or directly competitive with men’s
sportswear produced by Boulet Sports-
wear, Ltd., contributed importantly to
the total or partial separation of the
workers of that firm. In accordance with
the provisions of the Act, I make the
following certification:

All workers engagod in employment related
to the production of sportswear at Boulet
Sportswear, Lwd, New York, New York, who
became totally or partially separated from
employment on or after July 1, 1876 ‘are eil-

gible to apply for adjustment assistance un-
der Title 1I, Chapter 2 of the Trade Act of
1974,

Signed at Washington, D.C. this 16th
day of August 1977. %
Briax TURNER,
Executive Assistand to the Dep-
uty Under Secretary for In-
ternational Affairs,

[FR Doc.77-25356 Piled 9-1-77.8:45 am|)

| TA-W-1710]
CAPITOL GARTER CO., INC.

tive roi
mToApplyfwwmﬁustmmt

Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1710; investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
March 3, 1977 in response to a worker
petition received on February 25, 1877
which was flled by the International
Ladies’ Garment Workers' Union on be-
half of workers and former workers pro-
ducing girdles, brassieres, pants liners,
panty briefs, and garter belts at the New
York, New York plant of the Capitol
Garter Company, Incorporated.

The notice of investigation was pub-
lished in the FroeraL REGIsTER on March
15, 1977 (42 FR 14185). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of the Capitol
Garter Company, Incorporated, its cus-
tomers, the US. Department of Com-
merce, the U.S. International Trade
Commission, industry analysts, and De-
partment files.

In order to make an affirmative deter-
mination and issue a cerlification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In the workers' firm or an
appropriante subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
pseparated;

(2) That sales or production, or both, of
stch firm or subdivision have decreased ab-
polutely;

{3) That articles like or directly competi-
tive with those produced by ths firm or sub-
division are being imported in incressed
quantities, either actual or reiative to do-
mestic production; and

{4) That such Increasod Imports have
contributed importantly to the tions,
or threat thereof, and to the decrease In
sales or production. The term “contributed
importantly” means a cause which is im-
portant but not necessarily more lmportant
than any other cause.

Without regard as to whether any of
the other criteria have been met, ori-
terion (4) has not been met.

The Department’s investigation has
revealed that the overriding factor in

FEDERAL REGISTER, VOL 42, NO. 171—FRIDAY, SEPTEMBER 2, 1977




the decline in sales and eventual closing
of the Capitol Garter Company, Incor-
porated was the bankruptcy and with-
drawal from the retail tradé of Capitol
Garter's largest customer in late 1975,
This customer’s purchases had accounted
for approximately sixty percent of Cap~
itol Garter’s total sales In 1874 and
1975. Unable to replace this lost busi-
ness, Capitol Garter's sales declined 58.3
percent in 1976 compared to 1975 and
the company ceased all operations in
December 1876.

Other customers of Capitol Garter in-
dicated that they were not purchasing
imported girdles. These customers indi-
cated that they had held purchases from
Capitol Garter at relatively constant
levels in 1876 compared to 1875.

CORCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with girdles, bras-
sieres, -panty briefs, pants liners, and
garter belts produced at the Capitol Gar-
tér Company, Incorporated, New York,
New York have not contributed impor-
tantly to the total or partial separations
of workers at that firm as required for
certification under Title II, Chapter 2
of the Trade Act of 1974,

Signed in Washington, D.C., this 23rd
day of August 1977,

HARRY GRUBERT,
Director, Office of Foreign
Economic Research.

|FR Doc.77-25731 Piled 0-1-77;8:45 am|

[TA-W-1711]
CAPRI COATS, PANORAMA CITY, CALIF.

Certification Regardi bility To Apply
for WOrkem}u:tfn?n‘tg’ Assistance

In accordance with section 223 of the
Trade Act of 1874 the Department of
Labor herein presents the results of TA-
W-1711: Investigation regarding cer-
tification of eligibllity to apply for work-
er adjustment assistance as prescribed
in section 222 of the Act.

The investigation was initiated on
March 3, 1977, in response to a worker
petition received on March 1, 197% which
was flled by the International Ladies'
Garment Workers Union on behalf of
workers and former workers producing
women’s and misses' coats at Capri Coats,
Panorama City, Calif. :

The notice of investigation was pub-
lished in the FEpeEranL Recistenr on March
15, 1977 (42 FR 14185) . No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Capri Coats,
David L. Maffel Co., its customers, the
U.S. Department of Commerce, the U.S.
International Trade Commission, indus-
try analysts, and Department files,

In order to make an aflfirmative de-
termination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-

NOTICES

quirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially ated, or are
threatened to become totally or partially sep-
arated;

{(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutaly;

(3) That articles llke or directly competi-
tive with those produced by the firm or sub-
division are being Imported in jncreased

quantities, either actual or relative to do-

mestic production; and

(4) That such increased imports have con-
tributed Importantly to the separations, or
threat thereof, and to the decrease in sales
or production, The term “contributed im-
portantly” means a cause which s impor-
tant but not necessarily more important
than any other cause.

The investigation has revealed that all
of the criteria have been met for Capri
Coats.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Production of Capri Coats began in
October 1975. Employment of production
workers at Capri Coats increased in the
second, third, and fourth quarters of
1976 compared to the previous quarter, 8
percent, 81 percent, and 4 percent, re-
spectively. Employment of production
workers declined 2 percent for the period
November through December 1876 com-
pared to the same period In 1975. All
production workers were terminated on
December 17, 1976,

In 1976 the plant was closed due to
lack of work for one week In January
and one week in February and for the
months of March and April.

SALES OR PRODUCTION, OR BoTH, HAVE
DECREASED ABSOLUTELY

Capri Coats produced coats on a con-
tract basis, therefore production is equiv-
alent to sales.

Sales and production in quantity
(units) of women's and misses' coats in-
creased in the second, third, and fourth
quarters of 1976 compared to the previ-
ous quarter, 17 percent, 49 percent, and
42 percent, respectively. Sales and pro-
duction decreased 16 percent for the
November through December 1976 pe-
riod as compared to the same period in
:ggg Production ceased on December 17,

Total sales and production of women's
and misses’ coats for all five plants of
the David L. Maffel Co. (parent com-
pany of Capri Coats) declined 5 percent
in quantity from 1976 to 1976 and de-
clined 35 percent In the first quarter of
:g;g compared to the first quarter of

INCREASED IMPORTS

Imports of women's and misses’ coats
increased in absolute terms, from 1972
to 1973, decreased from 1973 to 1874,
and increased from 1974 to 1975. Imports
increased absolutely 48 percent from 1975
to 1976 and increased absolutely 17 per-
cent in the first quarter of 1977 com-
pared to the first quarter of 1976. The
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ratio of imports to domestic production
and consumption increased from 354
percent and 26.1 percent, respectively,
in 1975 to 52.2 percent and 34.3 percent,
respectively, in 1976.

CONTRIBUTED IMPORTANTLY

Capri Coats produced exclusively for
one manufacturer. The manufacturer
reduced purchases from Capri Coals
from 1975 to 1976 because his sales had
declined. Customers of this manufac-
turer, who were surveyed reduced pur-
chases from the manufacturer and in-
creased purchases of imported women's
and misses’ coats In 1976.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with women’'s
and misses’ coats produced by Capri
Coats contributed importantly to the to-
tal or partial separation of the workers
of that plant. In accordance with the
provisions of the Act, I make the follow-
ing certification:

All workers of Caprl Coats, Panorama City,
Callf,, who became totally or partially sep-
arated from employment on or after Feb-
ruary 14, 1976, and before April 1, 1977, are
eligible to apply for adjustment assistance
under Title II, Chapter 2 of the Trade Act
of 1974, All workers who became totally or
partially separated on or after April 1, 1977,
are donied certification.

Signed at Washington, D.C,, this 19th
day of August 1977,

: JAMES F. TAYLOR,
Director, Office of Management,
Administration and Planning.

|FR Do¢, 77-25357 Flled 9-1-77;8:45 am|]

| TA-W-1548]

CURLEE CLOTHING CO., INC,,
MAYFIELD, KY.

Certification R ing Eligibility to Appl
for Worker justn%em Assistance 2

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1548: Investigation regarding cer-
tification of eligibility to apply for
worker adjustment assistance as pre-
scribed In section 222 of the Act.

The investigation was initiated on
January 4, 1977, in response to a worker
petition received on that date which was
filed on behalf of workers and former
workers engaged in employment related
to the production of men's suits, vests,
sportcoats, and slacks, at the Mayfield,
Ky., plant of the Curlee Clothing Co.,
Ine.

The notice of investigation was pub-
lished in the FeoEraL REGISTER on Jan-
uary 28, 1977 (42 FR 5499). No public
g:la;mg was requested and none was

The information upon which the de-
termination was made was obtained

principally from officials of the Curlee
Clothing Co., Ine¢., its customers, the U.S.
Department of Commerce, the U.S, In-
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ternational Trade Commission, industry
anglysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must be met:

{1) That a significant number or propor-
tion of the workers in the workers' firm, or
an appropriste subdlivision thereof, have be-
come totally or partinlly separated, or are
threntened to become totaliy or partially
soparated:

(2) That sales or production, or both of
such firm or subdivision hiave decreased ab-
polutely;

(3) That articies ke or directiy competi-
tive with those produced by the firm or sub-
division are belng imported in Increased
aquantities, elther actuml or relative to do-
mestic production; and

(4) That such Increased imports have con-
tributed importantly to the , or
threat thereof, and to the decrease in sales
or production. The term “contributed Im-
portantly” means a cause which is impor-
tant but not necessarily more Iimportant
than any other cause,

The Investigation revealed that all of
the above criteria have been met,

S1oRIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment of production
workers at both plants of the Curlee
Clothing Co. (Mayfleld, Ky. and Win-
chester, Ky,) decreased 25 percent from
1074 to 1975, and 3 percent from 1975 to
1976.

Average employment of production
workers ot the Mayfield, Ky., plant of
the Curlee Clothing Co., decreased 24
percent from 1074 to 1975, and 16 per-
cent from 1975 to 1876,

Average employment of production
workers at the Winchester, Ky., plant of
the Curlee Clothing Co., decreased 27
percent from 1974 to 1975, and increased
21 percent from 1975 to 1976.

SaLrs or Propucrion, of Born, Have
DECREASED ABSOLUTELY .

Sales at the Curlee Clothing Co., Inc.,
including both the Mayfield, Ky.. and
Winchester, Ky. plants) decreased in
quantity and value 27 percent and 25
percent, respectively, from 1974 to 1975,
and 10 percent and 5 percent, respec-
tively, from 1975 to 1976.

Progduction of men's sportcoals at the
Mayfield, Ky., piant of Curlee decreased
in quantity 42 percent from 1974 to 1975,
and 21 percent from 1075 to 1976,

Production of men's slacks at the May-

- field, Ky., plant of Curlee decreased in
quantity 26 percent from 1874 to 1975,
then increased 9 percent.from 1875 to
1976,

Production of men's sportcoats at the
Winchester, Ky., plant of ‘Curlee de-
creased In quantity 43 percent from 1974
to 1875, then increased 5§ percent from
1996 to 1976.

Production of men’s vests at the May-
field, Kv., and Winchester, Ky., planis
of Curlee was begun In 1976.

NOTICES

Imports of men's and boys' tatlored
dress coats and sportcoats increased ab-
solutely from 1972 to 1973, decreased
from 1973 to 1974, then increased from
1974 to 1975. Imports increased 27 per-
cent absolutely from 1875 to 1976 an
the ratio of imports to domestic produc~
tion increased from 28.2 percent in 1975
to 32.4 percent In 1976.

Imports of men's and boys' tallored
suits increased absolutely in every year
compared to the previous year from 1973
through 1976. Imports increased 15 per-
cent absolutely from 1975 to 1876 and
the ratio of imports to domestic produc-~
tion increased from 18.3 percent in 1975
to 20.0 percent in 1976,

Imports of men's and boys' dress and
sport trousers and shorts decreased ab-
solutely in 1973 and 1974 compared to
the previous years, increased In
1975 compared fto 1974. Imports in-
creased absolutely 32 percent from 1995
to 1976 and the ratio of imports to do-
mestic production increased from 34.1
percent in 1975, to 41.9 percent in 1976,

Imports of men's and boys' tailored
suit vests increased absolutely in every
year compared to the previous year from
1973 through 1976. Imports increased 129
percent absolutely from 1975 to 1976,
and the ratio of imports to domestic pro-
duction decreased from 160 percent . in

1975 to 12,9 percent In 1976. \
CONTRIBUTED IMPORTANTLY

Customers of Curlee Clothing Co. were
surveyed regarding thelr purchases of
men's suits, vests, sportcoats, and slacks.
Many of the customers surveyed de-
creased their purchases from Curlee from
1975 to 1976, and increased their pur-
chases from other domestic sources who
manufacture offshore.

CORNCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with men’s suits, vests,
sportcoats, and slacks, produced at the
Mayfield, Ky., plant of the Curlee Cloth-
ing Co., Inc, contributed importantly to
the total or partial separation of the
workers at that plant. In accordance
with the provisions of the act, I make the
following certification:

All workers at the Mayfleld, Ky, plant of
the Curlee Clothing Co, Inc., who became
totally or partially separated from employ-
ment on or after December 14, 1975, are
eligible to apply for adjustment assistance
under Title IT, Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C,, this 18th
day of August 1977,

Harny GRUBERT,
Director, Office of Foreign
Economic Research.

(PR Doc.77-26358 Filed 8-1-77,8:45 am)

[TA-W-2125]
DELL KNITWEAR INC., BRONX, N.Y.

Negative Determination Regarding Eligibil-
ity To Apply for Worker Mn]gustnﬂnt
Assistance

In accordance with Section 223 of the
Trade Act of 1974 ghe Department of
Labor herein presents the results of TA-
W-2125: investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initinted on
June 7, 1977 in response to a worker peti-
tion received on June 7, 1977 which was
filed on behalf of workers and former
workers producing children’s sweaters at
the Bronx, New York plant of Dell Enit-
wear, Inc.

The notice of investigation was pub-
lished in the FeoErAL REGISTER on June
16, 1977 (42 FR 30936) . No public hearing
was requested and none was held.

The information upon which the
determination was made was obtained
principally from officlals of Dell Knit-
wear, Incorporated, its ‘customers, the
U.8S. Department of Commerce, the US.
International Trade Commission, in-
dustry analysts, and Department files,

In order to make an affirmative deter-
mination and Issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propar-
tion of the workers in the workers' firm or an
appropriste subdivision thereof, have become
totally or partially separated, or are threat-
ened to become totally or partially separated;

(2) That sales or production, or both, of
stch firm or subdivision have decroased wb-
solutely,

(3) That articles ke or directly competi-
tive with those produced by the firm or sub-
division are being in increased
quantities, elther actual or relative to do-
mestic production; and

{4) That such increased Imports have con-
tributed {mportantly to the separations, or
thrent thereol, and to the decrease In sales or
production. The term “contributed Impor-
tantly” means a cause which is important
but pot necessarily more important than any
other cause.

The investigation has revealed that
without regard to whether the other cri-
teria have been met, the fourth criterion
has not been met.

Average employment of production
workers at the Bronx, N.Y. plant of Dell
Knitwear increased 255 percent in 1976
compared to 1975, increasing in each
quarter of 1976 compared to the same
quarters in 1975; employment further
inereased 25.6 percent in the first guarter
or_’! 977 compared to the same quarter in
1976.

Employment at Dell Knitwear follows
» definite seasonal pattern. In 1976, as in
the previous year, employment increased
gradually from March to November. In
December 1976 and January 1977, em-
ployment declined sharply, following the
pattern of a year earlier. Employment
again began to increase during February
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and March 1977. The trade adjustment
assistance program was not intended to
cover total or partial that
would have occurred regardless of the
level of imports, e.g., those resulting from
seasonal factors,

There i no Indication that current
workers are threatened with any invol-
untary separations from employment at
the Bronx, N.X. plant,

As stated in the petition, the workers
at Dell Knitwear, Inc. are seeking ad-
justment assistance benefits for unem-
ployment experienced during 1975. Sec~
tion 223(b) (1) of the Trade Act of 1974
states that a certification shall not ap-
ply to workers separated more than one
year before the date of the petition. The
petition was dated June 1, 1977,

A survey representative of Dell Knit-
wear's- customers indicated that none
had decreased purchases from Dell Knit-
wear in 1976 compared to 1975 while in-
creasing purchases of imported children’s
sweaters,

CONCLUSION

After careful review of the facts ob-
tained in the investigation, it is con-

cluded that imports like or directly com--

petitive with children's sweaters pro-
duced at the Bronx, N.Y. plant of Dell
Knitwear, Inc. did not contribute impor-
tantly to the separations of workers at
that plant.

Signed at Washington, D.C., this 19th
day of August 1977.
James F. TavLon,
Director, Office of Management,
4dmhttatrati¢m and Planning.
[FR Doc.77-26359 Piled 9-1-77,8:45 am|

[TA-W-2064]

KIDDY KRAFT MANUFACTURING,
PHILADELPHIA, PA.
Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2064: Investigation regarding cer-
tification of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
May 11, 1977 in response to a worker
petition received on May 6, 1977 which
was filed by the International Ladies
Garment Workers Union on behalf of
workers and former workers producing
juniors’ coats at Kiddy Kraft Manufac-
turing, Philadelphia, Pa.

The notice of Investigation was pub-
lished in the FEDERAL REGISTER o1 May 24,
1077 (42 FR 26481). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Kiddy Kraft
Manufacturing, its customers, the US,
Department, of Commerce, the US, In-
ternational Trade Commission, Industry
analysts, and Department files.

In order to make an affitmative deter-
mination and issue a certification of

NOTICES

eligibility to apply for adjustment assist-
ance, each of the group eligibllity re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number Or propor-
tion of the workers in the worker's firm, or
an appropriate subdivision thereof, have be-
como totally or partially separated, or are
threatemod to becomse totally or partially sep-
arted;

(2) That sales or production, or both, of
such firm or subdivision have decreased abso-~
Tutely: ¢

{3) That articles ke or directly com-
petitive with those produced by the firm or
subdivision are being imported in increased
quantities, eithor actunl or relative to domes=~
tia production; and

(4) That such increased imports have con-
tributed lmportantly to the separations, or
threat thereof, and to the decrease in sales or
production. The term “contributed impor-
tantly” means s cause which Is important
but not necessarily more important than any
other cause,

The Department's investigation re-
veals that all four criteria have been met.

S1oMPICANT TOTAL OR PARTIAL
SEPARATIONS

The plant was closed in the first quar-
ter of 1976 since Kiddy Kraft received no
orders, and was closed during one week
in March and three weeks in April 1977
because of & decrease in orders. Employ-
ment steadily decreased from the third
quarter of 1976 through the first quarter
of 1977.

Employment declined 1.6 percent in
the third quarter of 1976 compared to
the third quarter of 1975 and declined
14.1 percent in the fourth quarter of 1976
compared to the fourth quarter of 1975.
Employment then declined 87.5 percent
and 32.9 percent in April and May, re-
spectively, in 1977 compared to April and
May in 1976.

The average number of weekly hours
worked by production employees de-
cli'r;)ed 2.6 percent in 1976 compared to
1975.

SaLEs OrR ProOpuUcCTION, OR BOTH,
DECREASED ABSOLUTELY

Kiddy Kraft was closed in the first
quarter of 1976. Sales and production
declined 9.5 percent in the third quarter
of 1976 compared to the second, declined
8.9 percent in the fourth quarter of 1976
compared to the third, and declined 66.7
percent in the first quarter of 1877 com~
pared to the fourth quarter of 1976. Pro-
duction declined 78.2 percent and 23.0
percent in April and May, respectively of
1977 compared to April and May 1976.

INCREASED IMPORTS

Imports of women's, misses and chil-
dren’s coats and jackets increased from
1972 to 1973, decreased from 1973 to 1974
and increased from 1974 to 1975, Imports
increased 48.5 percent from 1,517,000
dozen in 1975 to 2,262,000 dozen in 1976.
The ratio of imports to domestic produc-
tion and consumption decreased from
1972 to 1974 and increased from 30.9 per-
cent and 23.6 percent, respectively, in
1974 to 52.2 percent and 34.3 percent, re-
spectively, in 1976,

HAvE
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CONTIIBUTED IMPORTANTLY

A customer who represented over 50
percent of orders received by Kiddy
Kraft in 1076 decreased orders to Kiddy
Kraft in 1976 and began placing orders
with foreign contractors.

As a result of a decrease in the number
of coats ordered, employment declines
were experienced at Kiddy Kraft in the
third and fourth quarters of 1976 and the
first quarter of 1977,

CONCLUSION

After careful review of the facts ob-
tained in the Investigation, I conclude
that increases of imports of articles like
or directly competitive with juniors’
conts produced by Kiddy Kraft Manufac-
turing, Philadelphia, Pa., contributed
importantly to the total or partial
separation of workers of that plant. In
accordance with the provisions of the
Trade Act of 1974, I make the following
certification:

All workers at Kiddy Kraft Manufecturing,
Philadelphia, Pa, who became totally or
partially separated from employment on or
after May 6, 1070 are eligible to apply for
adjustment assistance under Title II, Chap-
ter 2 of the Trade Act of 1974,

Signed at Washington, D.C. this 19th
day of August 1977.

Jauzs F. Tavron,
Director, Office of Management,
Administration and FPlanning.

[ ¥R Doc.77-25300 Filed 9-1-7T7;8:45 am]

['TA-W-1754]

L. K. SHAPIRO ASSOCIATES, INC., AND
MARDOR OF CALIFORNIA, INC.

Negative Determination Regarding Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of La-
bor herein presents the results of TA-
W-1754: investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed In
Section 222 of the Act.

The Investigation was Initiated on
March 3, 1977 in response to a worker
petition received on March 1, 1977 which
was filed by the International Ladies’
Garment Workers Union on behalf of
workers and former workers producing
women's coats at L. K. Shapiro Assocl-
ates, Inc., Los Angeles, California. The
investigation was expanded to inciude
Panorama Garment Corporation, Van
Nuys, Californiz, and Mardor of Cali-
fornia, Incorporated, Los Angeles, Cali-
fornia, both wholly-owned subsidiaries of
L. K. Shapiro Associates, Incorporated,

The Notice of Investigation was pub-
lished in the Frornan REGISTER on
March 22, 1977 (42 FR 15477). No public
gcaélna was requested and none was

eld.

The Information upon which the de-
termination was made was obtained prin-
cipally from officials of L. K. S8hapiro
Associates, Inc,, its customers, the U.S.

Department of Commerce, the U.S, In-
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ternational Trade Commission, industry
analysts and Department files.

In order to make an affirmative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm, or
an appropriste subdivision thereof, have be-
come totally or partially ted, or aro
threatened to become totally or partially sep-
arated;

(2) That sales or prodcution, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in Increased
guantities, elther actual or relative to do-
mestie production.

(4) That suoh Increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease In sales
or production. The term “contributed im-
portantiy” means a cause which is important
but not necessarily more important than any
other cause.

Without regard to whether any of the
other criteria have been met, criterion
(4) has not been met,

L. K. Shapiro Assoclates, Inc., designs,
sells and provides the administration
for the manufacture of women's coats.
The actual production, cutting, sewing,
and trimming of the coats is done for
L. K. Shapiro by contractors.

Panorama Garment Corporation and
Mardor of California were both wholly-
owned subsidiaries of L. K. Shapiro. Pan-
orama and Mardor were commissioned
contractors, producing women's coats
exclusively for L. K. Shapiro. All produc-
tion and employment at Panorama Gar-
ment Corporation ceased in March 1975,
prior to February 14, 1076, the earliest
possible impact date for this case.

Sales of women'’s coats by L. K. Shapiro
increased both in quantity and value
from 1975 to 1976. Customers surveyed
indicated that they did not reduce their
purchases of women's coats from L. K.
Shapiro in favor of imported coats,

In December 1976 officials of L. K.
Shapiro decided to close Mardor of Cali-
fornia and to contract all coat produc-
tion to outside domestic contractors, This
was done in order to minimize the over-
head expenses needed to operate Mardor
during seasonal periods of low demand.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with women's coats produced
by L. K. Shapiro Associates, Incorpo-
rated and by Mardor of California, In-
corporated, Los Angeles, California did
not contribute importantly to the total or
partial separations of the workers of

these firms.
Signed at Washington, D.C,, this 23rd
day of August 1977.

HARRY GRUBERT,
Director, Office of Foreign
Economic Research.,

[FR Doc.77-25732 Piled 9-1-77;8:45 am]

NOTICES

| TA-W-2045]

LILYETTE BRASSIERE CO., INC., NEW
;% N.Y. AND HATO REY, PUERTO

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2045: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on May
3, 1977 In response to a worker petition
received on May 2, 1977 which was filed
by the International Ladies’ Garment
Workers' Union on behalf of workers and
former workers engaged in work related
to the production of brassieres at the New
York, N.Y. warehouse of Lilyette Bras-
siere Co., Inc. The investigation was sub-
sequently expanded to include workers
producing brassieres at the firm's Hato
Rey, Puerto Rico plant,

The notice of investigation was pub-
lished in the FepErRAL REGISTER oOn
May 20, 1977, (42 FR 25841). No public
hearing was requested and none was
held. -

The information upon which the de-
termination was made was obtained
principally from officials of Lilyette
Brasstere Co., Inc., its customers, the
U.S. Department of Commerce, the U.S.
International Trade Commission, indus-
try analysts and Department files.

In order to make an affirmasive deter-
mination and Issue a certification of
eligibility to apply for adjustment assist-
ance each of the group eligibility re-
quirements of Section 222 of the Trade
Act o_r 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm or
an appropriste subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division nre belng imported In incrensed
quantities, eithor actual or relative to domes-
tic production; and

(4) That such increased Imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term “contributed lmport-
antly” means s oause which s important but
not necessarily moré important than any
other cause,

The investigation has revealed that all
four of the above criteria have been met.
S1681FICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment of production
workenrs declined 4.4 percent in 1976 com-
pared to 1975 and 33.5 percent in the first
quarter of 1877 compared to the same
quarter in 1976.

The New York warehousing facilities
were shut down on February 28, 1977,

SALES Or PRODUCTION, O BOTH, Have
DECREASED ABSOLUTELY

Production of brassieres declined 16.3
percent In 1976 compared to 18975 and
51.6 percent in the flrst quarter of 1977
compared to the same quarter in 1976,

Lilyette's production takes place at a
company owned plant in Hato Rey,
Puerto Rico which operates under the
name Lily of Puerto Rico, Inc.

INCREASED IMPORTS

Imports of brassicres, bra-lettes and
bandeaux increased each year, from 5.967
million dozens In 1972 to 8.751 million
dozens In 1976, and increased from 1.831
million dozens in the first quarter of 1976
to 2.235 million dozens in the same
quarter in 1977,

CONTRIBUTED IMPORTANTLY

A survey representative of Lilyette's
customers indicated that several custom-
ers decreased their purchases from
Lilyette In 1076 compared to 1975 and in
the first quarter of 1977 compared to the
same quarter in 1976, while Increasing
their purchases of imported brassieres.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with brassieres produced at
the Hato Rey, Puerto Rico plant of Lily-
ette Brassiere Co., Inc. and shipped from
New York, New York warehouse of
Lilyette Brassiere Co., Inc. contributed
importantly to the total or partial
separations of the workers at those
plants, In accordance with the provisions
of the Act, I make the following certi-
fication:

“All workers engaged in employment re-
lated to the production, storage, and ship-
ping of brassieres at the Hato Rey, Puerto
Rico plant (Lily of Puerto Rico, In¢.) and the
New York, N.¥Y. warchouse of Lilyette Bras-
slere Co,, Inc., who became totally or partially
separated from employment on or after
April 28, 1076, are eligible to apply for ad-
Justment assistance under Title II, Chap-
ter 2 of the Trade Act of 1074."

Signed at Washington, D.C, this 19th
day of August 1977.

James F. TAYLOR,
Direcior, Office of Management,
Administration & Planning.

|FR Doo.77-26361 Flled 8-1-77;8:456 am |

LOW-CARBON FERROCHROMIUM

On July 11, 1977, the International
Trade Commission determined that in-
creased imports of low-carbon ferro-
chromium are not a substantial cause of
serious Injury to the domestic industry
for purposes of the import relief pro-
visions of the Trade Act of 1974 (42
FR 36896).

Section 224 of the Trade Act directs the
Secretary of Labor to initiate an indus-
try study whenever the ITC begins an
investigation under the import relief pro-
visions of the Act. The purpose of the
study is to-determine the number of
workers in the domestic Industry peti-
tioning for relief who have been or are
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likely to be certified as eligible for ad-
justment assistance and the extent to
which existing programs can facilitate
the adjustment of such workers to im-
port competition. The Secretary Is re-
quired to make a report of this study
to the President and also make the report
public (with the exception of Informa-
tion which the Secretary determines to
be confidential) ,

The Department of Labor has con-
cluded its report on low-carbon ferro-
chromium. The report found as follows:

1. Since April 3, 1975, the effective date of
the adjustment assistance program, the De-
partment of Labor has recelved three peti-
tions for cerilfication of eligibllity for ad-
justment assistance from workers engaged in
the production of low-carbon ferrochromium.
To date, the Department has certified two of
these petitions, and an investigation is in
process in the remaining case. As of April 30,
1977, an estunated 200 workers had been
certified for sdjustment assistance and 8611,-
181 had been pald out to 258 of them in the
form of trade readjustment allownnces sup-
piemental to any unemployment insurance
that o worker may alzo have recelved.

2. Over the first half of 1977, overall em-
ployment in the low-carbon ferrochromium
industry has not changed much from the de-
pressed level reached in Inte 1978, In view of
recent improvements in the stainiess stoel
industry, which Is the primary user of low-
carbon ferrochromium, the Department of
Labor does not expect further layolls (n the
Industry over the balance of the year.

3. The three domestic plants which pro-
duce low-oarbon ferrochromium have all Iatd
off substantial numbers of workers since
early 1076, Approximately 225 of these work-

era have still not been rehired by their for-

mer employers. Unemployment rates in all of
the affected local areas, which are all located
in eastern Ohlo, are olther close to or some-
what below the natfonal average, Conse-
quently the reemployment praspects of most
of the Iald off workers are falr,

4. The Comprohensive Employment and
Training Act (CETA) programs appesr to be
capable of meeting the program elalmy of
most of the displaced workers, Although ac-
tunl lovels of enrollment anre somewhat
higher than expected levels in the avaliable
programs, funding appears to be more than
adequate to sustain them, The Employment
and Training Administration through the
State Employment Service has the authority
to produce additional training when CETA
funds are not available,

Copies of the Department report con-
taining nonconfidential information de-
veloped in the course of the 6-month in-
vestigation may be purchased by con-
tacting the Office of Trade Adjustment
Assistance, US. Department of Labor,
200 Constitution Avenue NW., Washing-
ton, D.C. 20210 (phone 202-523-7665).

Signed at Washington, D.C. this 22nd
day of August 1977,

Howarp D. SAMUEL,
Depuly Under Secretary.
International Affairs.

[FR Doc.T7-26362 Filed 9-1-77:8:456 am|

['TA-W~2028]
PICATO, MANCHESTER, CONN.

Certification To
for Worker stmem Aszr i

In accordance with Section 223 of the
Trade Act of 1974 the Department of

NOTICES

Labor herein presents the results of TA-
W-2026: investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed In
Section 222 of the Act.

The Investigation was Initiated on
April 25, 1077 in response to a8 worker
petition received on April 22, 1977 which
was filed on behalf of workers and for-
mer workers producing women’s coordi-
nated sportswear at the Manchester,
Conn. plant of Picato, a wholly owned
subsidiary of the General Mills Corp.

The notice of investigation was pub-
lished in the Feperan REGISTER on May
13, 1997 (42 FR 23656). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Picato, its
customers, the U.S. Department of Com-
merce, the US., Intemational Trade
Commission, Industry analysts and De-
partment files.

In order to make an affirmative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assist-
ance each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That s significant number or propors
tion of the workers (i tho workers' firm or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) thot sales or production, or both, of
such firm or subdivision have decreased ah-
solutely:

(3) that articlea like or directly competi-
tive with those produced by the firm or sub-
division are being imported (n increased
quantities, either actual or relative to do-
mestie production; and

{4) that such increased imports have con-
tributed lmportantly to the separations, or
threat thereof, and to the decrease in sales
or production, The term “contributed Lm-
portantly” means a cause which is impor-
tant but not necessarily more important than
any othef cause.

The investigation has revealed that all
four of the above criteria have been met,

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Employment at the Manchester, Con-
necticut plant of Pleato increased 10.4
percent in 1076 compared to 1975 and
then decreased 11.1 percent in the Janu-
ary-April period of 1977 compared to the
January-April period of 1976. Average
weekly hours worked decreased 11.9 per-
cent in the January-April period of 1977
cg;nmred to the January-April period of
1096,

Plcato ceased sll operations on June
15. 1977,

SALES OR PrRODUCTION, Ok Borit, Have
Dzcarased ABSOLUTELY

Sales in quantity decreassed 13.0 per-
cent in 1976 compared to 1975 and then
increased 39.1 percent in the first quar-
ter of 1977 compared to the first quarter
of 1976. Sales ceased In the second quar-
ter of 1977 when the company closed.

INCHEASED IMPORTS

Imports of women’s, misses’, and chil-
dren’s coats and jackets were recorded
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at 1,760,000 dozen in 1972; 1,807,000
dozen in 1973; 1,478,000 dozen in 1974;
and 1,517,000 dozen In 1975. In 1976 Im-
ports rose to 2,252,000 dozen, an increase
of 48.5 percent from 10%75. For the first
quarter of 1977, imports increased to
590,000 dozen, representing an increase
of 18.6 percent compared to 506,000
dozen in the .first quarter of 1976. The
ratio of imports to domestic production
increased from 30.9 percent in 1974 to
35.4 percent in 1975 and to 522 percent
in 1976.

Imports of women'’s, misses', and chil-
dren’s slacks and shorts decreased from
12,094,000 dozen in 1972 to 8,923,000 dozen
in 1974 and then increased to 10,067,000
dozen in 1975. In 1976 Imports rose to
11,040,000 dozen, an increase of 9.7 per-
cent from 1975, For the first quarter of
1977, imports decreased to 3,373,000
dozen, representing a decline of 4.5 per-
cent compared to 3,531,000 dozen in the
first quarter of 1976. The ratio of imports
to domestic production increased from
30.3 percent in 1974 to 33.0 percent in
1975 and to 39.0 percent In 1976,

Imports of women's, misses’, and chil-
dren's blouses and shirts increased in
each year from 17,265,000 dozen in 1972
to 26,113,000 dozen in 1975. In 1976 im-
ports rose to 30,273.000 dozen, an in-
crease of 15.0° percent from 1975. For
the first quarter of 1977, imports de-
creased to 8,280,000 dozen, representing
a decline of 143 percent compared to
9,657,000 dozen in the first quarter of
1976. The ratio of imports to domestic
production Increased from 50.2 percent
in 1973 to 70.4 percent in 1975 and to
76.0 percent in 1976.

Imports of women's misses’, and chil-
dren's skirts decreased from 583,000
dozen in 1972 to 254,000 dozen in 1974
and then increased to 508,000 dozen in
1975, In 1996 imports rose to 780,000
dozen, an increase of 53.5 percent from
1975. For the first quarter of 1977, im-
ports were recorded at 103,000 dozen,
representing a decline of 61.3 percent
compared to 266,000 dozen in the first
quarter of 1876, The ratio of imports to
domestic production Increased from 4.9
percent in 1974 to 10.6 pereent in 1975
and to 12.2 percent in 1976.

Imporis of women's, misses’, and chil-
dren's dresses decreased from 2,242,000
dozen in 1972 to 1,578,000 dozen In 1974
and then increased to 1,655,000 dozen in
1975. In 1976 imports declined to 1,614,-
000 dozen, a decrease of 2.5 percent from
1975. For the first quarter of 1977, im-
ports were recorded at 371,000 dozen,
representing an increase of 1.1 percent
compared to 367,000 dozen in the first
quarter of 1976. The ratio of imports to
domestio production increased from 6.3
percent in 1973 to 8.0 percent in 1975
before declining to 7.9 percent in 1976.

Imports of women's, misses®, and chil-
dren’s sweaters decrensed from 8,087,000
dozen in 1972 to 7,980,000 dozen in 1973
and then increased to 8,965,000 dozen in
1995, In 1976 imports rose to 9,613.000
dozen, an increase of 7.2 percent from
1975. For the first quarter of 1977, im-
ports were recorded at 816,000 dozen,
representing a decline of 33.4 percent
compared to 1,225,000 dozen in the first
quarter of 1976. The ratlo of imports to
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domestio production increased from 94.2
percent in 1873 to 115.1 percent in 1976
and to 122.3 percent in 1976.

CONTRIBUTED IMPORTANTLY

A survey of customers of Plcato Indi-
cated that some of these customers
switched their purchases of women's
sportswear from Picato to Imported
items. Style, quality, and price influ-
enced these customers to buy imported
women's sportswear,

CONCLUSION

After careful review of the facts ob-
tained in the investigation I conclude
that increases of imports of articles like
or directly competitive with women's
Jackets, slacks, shorts, blouses, shirts,
skirts, dresses, and sweaters produced at
the Manchester, Connecticut plant of
‘Picato contributed importantly to the
separations of workers of that firm. In
accordance with the provisions of the
Act, I make the following certification:

“All workers st the Manchester, Connacti-
cut plant of Plcato who became totally or
partially separated from employment on or
after October 11, 1976 are eligible to apply
for adjustment assistance under Title II,
Chapter 2 of the Trade Aot of 1974."

Signed at Washington, D.C. this 19th
day of August 1977.

James F. TayLon,
Director, Ofice of Management,
Administration, and Planning.

[FR Do077-26363 Plled 9-1-77:8:45 am|

[ TA-W-556
McLOUTH STEEL CO., TRENTON, MICH,

Revised Determination Regarding Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor issued a Notice of Determination
on March 31, 1076, and published in the
Feoeral RecisTeR on Aprll 9, 1976 41
FR 15082) certifying workers engaged in
employment related to the production of
stainless steel cold rolled sheet and strip
at the Detroit, Mich,, plant of McLouth
Steel Co. and denying workers engaged
in the production of carbon steel sheet,
strip, slabs, pig iron, and stainless steel
hot rolled strip at the Trenton, Mich.,
plant and workers engaged in the pro-
duction of carbon steel cold rolled sheet
and strip at the Gibraltar, Mich., plant
of McLouth Steel Co.

At the request of the United Steel-
workers of America, a review inyestiga-
tlon was instituted. The review investiga~
tion reexamined the case history and
additional information submitted by the
petitioners and officials of McLouth Steel
Co, concerning the Trenton, Mich,, plant,

In order to make an affirmative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Aot of 1974 must be met:

NOTICES

(1) That a significant number or propor-
tion of the workers In the workers' firm or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatoned to become totally or partlally
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in incressed
quantities, either actual or relative to do-
mestic production: and

(4) That such Increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term “contributed im-
portantiy"” means o cause which is important
but not necessarily more imporiant than any
other cause.

The investigation has revealed that all
of the above criteria have been met with
respect to workers producing stainless
steel hot rolled strip at the Trenton,
Mich,, plant of McLouth Steel Co.

SIGRIPICANT TOTAL OR PARTIAL
SEPARATIONS

Four major units of the Trenton plant
are primarily involved in the production
of stainless steel hot rolled strip: melt
shop furnace No. 7, mold preparation,
stainless slab conditioning, and the slab
reheat furnace.

Total hours worked on the production
of stainless steel hot rolled strip in those
units declined 74.4 percent from 1974 to
1975 and then increased 1029 percent
from 1975 to 1976. Total hours worked
decrensed in each quarter of 1975 when
compared to the same quarter in 1974,

Layoffs attributable to declines in
stainless steel production sre not
separately identifiable in the labor turn-
over data for the Trenton plant. How-
ever, the average number of people on
layoff status increased 2,215 percent from
1974 to 1975 and then declined 88 per-
cent from 1975 to 1976. Layoffs in 1975
equaled 59 percent of average- annual
employment,

SALES AND/OR PrODUCTION HAVE
DECLINED ABSOLUTELY

Production of stainless steel hot rolled
strip at the Trenton, Mich, plant of
McLouth Steel declined 76.8 percent
from 1974 to 1975 and then increased
1472 percent from 1975 to 1976.

All of the stainless steel hot rolled
strip produced at Trenton is shipped
to the Detroit plant for cold rolling, Sales
of stainless steel cold rolled sheet and
strip at the Detroit plant of McLouth
declined 74 percent from 1974 to 1975.

INCREASED IMYORTS

Imports of stainless steel hot and cold
rolled sheet and strip decreased ab-
solutely and relatively from 1972 to 1973
and then increased absolutely and rela-
tively from 1973 to 1974 and from 1974
to 1975. From 1975 to 1976, imports in-
creased by 18 percent from 66.0 thou-
sand tons to 78.2 thousand tons. The
ratio of imports to domestic shipments
increased from 7.5 percent in 1974 to
15.1 percent in 1975 and then decreased
to 11.1 percent in 1976.

CONTRIBUTED IMPORTANTLY

The Department's determination in
TA-W-556 denied workers producing
stainless steel hot rolled strip at the
Trenton plant because stainless steel
constituted less than 5 percent of Tren-
ton's production and because employees
work interchangeably on all products.

The evidence developed durlng the
Department's reinvestigation indicates
that although production of stainless
steel hot rolled strip Is a small per-
centage of total production at the Tren-
ton, Mich.,, plant, a separate group of
the most senior employees In the plant
are engaged In stainless steel produc-
tion in the melt shop furnace No. 7, mold
preparation, stainless slab conditioning,
and slab reheat furnace units. The stain-
less steel operation is staffed by =a
senlority system in which employees ex-
ercise preferences for jobs according to
their length of service. Positions in
stainless steel production are generally
filled by the most senlor employees in
the plant. When stainless steel produc-
tion declines and jobs in the stainless
operation terminate, stainless steel em-
ployees can bump into jobs in carbon
steel production, according to their
seniority.

The Department's first investigation
revealed that McLouth Steel operates an
integrated production process between
its Trenton, Mich. plant and its De-
troit, Mich., plant in the manufacture
of stainless steel cold rolled sheet and
strip. All of the stainless steel hot rolled
strip produced at the Trenton plant is
sent to Detroit for cold rolling. Cus-
tomers of the Detroit plant indicated
that they had decreased their purchases
of stainless steel sheet and strip from
the subject firm and had increased pur-
chases of Imports,

ConcLusion

After careful review of the facts ob-
tained in the reinvestigation of TA-W-
556, McLouth Steel Co,, Trenton, Mich.,
I concluded that increases in Imports
of stainless steel hot and cold rolled
sheet and strip like or directly competi-
tive with the stainless steel hot and cold
rolled sheet and strip produced at Mc-
Louth Steel Co. contributed importantly
to the total or partial separations of
workers in the Trenton, Mich., plant of
that firm. In accordance with the pro-
visions of the Act, I hereby Issue the fol-
lowing revised determination:

All workers who became totally or par-
tially separated from omployment reinted to
the production of stainless steal hot rolled
strip on or after December 26, 1974, {n the
melt shop furnace No. 7, mold preparation,
stalnless siab conditioning, and slab reheat
furnace units of the Trenton, Mich,, plant
of McLouth Co. are eligible to apply for ad-
Justment assistance benefits under Title II,
Chapter 2 of the Trade Aot of 1974.

Signed at Washington, D.C., this 19th
day of August 1977,
JAMES F, TAYLOR,
Director, Office of Management,
Administration and Planning.
| FR Do0.77-25384 Piled 0-1-77:8:45 am|
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[TA-W-2060]
QUAKER TROUSER CO.

Certification Regarding Eligibility To Apply
for Worker Adjustment stance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of
TA-W-2069: investigation regarding eli-
gibility to apply for worker adjustment
assistance as prescribed In Section 222
of the Act.

The investigation was initiated on
May 12, 1977 in response to a worker
petition received on that date which was
filed on behalf of workers and former
workers producing men’s dress pants at
the Quaker Trouser Company, Philadel-
phia, Pennsylvania,

The Notice of Investigation was pub-
lished in the FepERAL REGISTER on May
24, 1977 (42 FR 26482). No public hear-
ing was requested an none was held.

The information upon which the deter-
mination was made was obtained prin-
cipally from information provided by
officials of Quaker Trouser Company, its
customers, the U.S. Department of Com-~
merce, the U.S. International Trade
Commission, industry analysts, and De-
partment files,

In order to make an affirmative deter-
mination and issue & certification of eli-

gibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm, or
an sppropriaste subdivision thereof, have be-
come totally or partinlly separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in Increassed
quantities, elther netusl or relative to
domestic production; and

(4) That such Increased Imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term “‘contributed fm-
portantly” moeans a cause which s Important
but not necessarily more important than any
other cause,

The Department's investigation re-
vealed that all four of the above criteria
have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Employment at Quaker Trouser Com-
pany decreased 14 percent in 1976 com-
pared o 1975 and decreased 33 percent
in the first quarter of 1877 compared to
the same quarter of 1076.
SALES oR PRODUCTON, OR Born, Have De-

CREASED ABSOLUTELY

Sales by the Quaker Trouser Company
decreased 14 percent in 1975 compared
to 1974, decreased 8 percent in 1976 com-
pared to 1975 and decreased 40 percent in
the first five months of 1977 compared to
the same period of 1976.

NOTICES

INCREASED IMPORTS

Imports of men's and boy's dress and
sport trousers and shorts increased from
39.8 million units in 1974 to 55.6 million
units in 1975, and increased to 73.2 mil-
lon units in 1976. Imports increased
from 14.6 million units in the first quar-
ter of 1976 to 17.1 million units in the
same period of 1977. The ratio of im-
ports to domestic production Increased
from 18.2 in 1974 to 34.1 in 1975 and in-
creased to 41.9 In 1976.

CONTRIBUTED IMPORTANTLY

Customers of Quaker Trouser Com-
pany who were surveyed have decreased
purchases from Quaker Trousér and
stated that they purchase imported
men'’s pants,

CONCLUSION

After careful review of the facts ob-
tained in the Investigation, I conclude
that increases of imports of articles like
or directly competitive with men's pants
produced by Quaker Trouser Company
contributed importantly to the separa-
tions of workers of that firm. In accord-
ance with the provisions of the Trade
Act of 1974, I make the following certi-
fication:

All workers of Quaker Trouser Company,
Philadelphia, Pennsylvania who became to-
tally or partially separated from employment
on or after May 0, 1976 are eligible to apply
for adjustment assistance under Title II,
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 23rd
day of August 1877.

HARRY GRUBERT,
Director, Office of Foreign
Economic Research.

[FR Doo,77-25733 Filed 9-1-77:8:45 am |

[TA-W-2179]

ROCKWELL INTERNATIONAL, DRAPER
DIVISION, HOPEDALE, MASSACHUSETTS

Certification Regarding Eligibility To App
for Worker Adjustment As's?shnee Y

In accordance with Section 223 of the
Trade Act of 1974 the Department of La-
bor herein presents the results of TA-
W-2179: investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed In
Section 222 of the Act.

The investigation was initiated on

. June 27, 1977 in response to a worker pe-

tition received on June 24, 1977 which
was filed by the United Steelworkers of
America on behalf of workers and former
workers producing weaving looms at the
Hopedale, Massachusetts plant of Rock-
well International,

The notice of investigation was pub-
lished in the Froerar REecisTER on July
12, 1977, (42 FR 35904), No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained prin-
cipally from officlals of Rockwell Inter-
national, its customers, the U.S. Depart-
ment of Commerce, the US. Interna-
tional Trade Commission, industry ana-
iysts and Department flles,
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In order to make an affirmative deter-
mination and issue a certification of el-
igibllity to apply for adjustment assist-
ance each of the group eligibility require-
ments of Section 222 of the Trade Act
of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm
or an appropriate subdivision thereof,
have become totally or partially separated,
or are threatensd to become totally or par-
tially separated;

{2) That sales or production, or both, of
of such firm or subdivision have decreased
abisolutely;

(3) That articles llke or directly compet!-
tive with those produced by the firm or sub-
division are being tmported In increased
quantities, elther actual or reiative to do-
mestic production;: and

(4) That such Increased imports have con-
tributed importantly to the soparations, or
threat thercof, and to tho decrease In sales
or production. The term “contributed impor-
tantly” means a cause which 15 important
but not necessarily more important than any
other cause,

The Investigation has revealed that all
four of the above criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment of production
workers decreased 17.7 percent In the
first 5 months of 1977 compared to the
same period of 1976.

Average employment of salaried work-
ers decreased 5.2 percent in the first 5
months of 1977 compared to the same
period of 1976.

SALES OR PropuoTiON, OR BotH, Have
DECREASED ABSOLUTELY

Sales of weaving looms decreased 39.8
percent in the first 5 months of 1977 com-
pared to the same period of 19786,

Production of weaving looms decreased
38.0 percent in the first 5 months of
1977 compared to the same period of
1976.

INCHEASED IMPORTS

Imports of shuttie broadloom weaving
machines increased from 211 units in the
first 4 months of 1976 to 365 units in the
same period of 1977,

Imports of shuttleless broadloom
weaving machines decreased from 1,534
units in the first 4 months of 1976 to 802
units in the same period of 1977.

CONTRIBUTED IMPORTANTLY

Some of the customers surveyed by
the Office of Trade Adjustment Assist-
ance indicated that they have increased
purchases of imported weaving looms
while decreasing purchases of domesti-
cally produced weaving looms. -

A certification of eligibility to apply
for adjustment assistance, issued under
provisions of the Trade Act of 1974, ex-
pires on August 12, 1977—two years from
its date of issuance.

CoNcLUSION

After careful review of the facts ob-
tained in the Investigation, I conclude
that increases of imports like or directly
competitive with weaving looms pro-
duced at Hopedale plant of Rockwell In-
ternational, Draper Division contributed
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importantly to the total or partial sepa-
rations of the workers at that plant. In
accordance with the provisions of the
Act, I make the following certification:

All workers at the Hopedale plant of Rock-
well International, Draper Division who be-
cams totally or partially separated from em-
ployment on or after August 13, 1977 are
eligible to apply for adjustment assistance
under Title IT, Chapter 2 of the Trade Aot
of 1974,

Signed at Washington, D.C. this 19th
day of August 1977, b

Jaues F. TAyLom,
Director, Office of Management,
Administration and Planning.

IFR Doc,77-25365 Filed 9-1-77;8:45 am|

{TA-W-1769]

TRUE FORM FOUNDATIONS, DARBY,
PENNSYLVANIA

Negative Determination Regarding Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein ts the results of
TA-W-1759: investigation regarding cer-
tification of -eligibility to apply for
worker adjustment assistance 8s pre-
cribed in Section 222 of the Act.

The investigation was initiated on
March 3, 1977 in response to a worker
petition received on March 1, 1977 which
was filed by the Philadelphia Dress Joint
Board of the International Ladies Gar-
ment Workers Union on behalf of work-
ers and former workers producing
women's underwear at the Darby plant
of True Form Foundations.

The Notice of Investigation was pub-
Hshed In the Feperal RecisTer on March
22, 1977 (42 FR 15472). No public hear-
ing was requested and none was held.

The information upon which the deter-
mination was made was obtained prin-
cipally from officials of True Form
Foundations, its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts and Department files.

In order to make an affirmative deter-
mination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That o significant number or propor-
tion of the workers in the workers' firm, or
an appropriste subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partiaily
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely:

{3) That articles like or direclly competli-
1ive with those produced by the firm or sub-
division are being imported in increased
quantities, elther actual or relative to do-
mestio production; and

(4) 'That such increased {mports bhave con-
tributed importantly to tho separations, or
threat thereof, and to tho decrease in eales
or production. The term “contributed im-
portantly” means a cause which Is important

NOTICES

but not necessarily more imporiant than
any other cause.

The investigation revealed that the
without regard to any of the other cri-
teﬂ: the fourth criterion has not been
me

S1oNIPICANT TOTAL OR PARTIAL SEPARATION

Average employment of production
workers increased 1 percent in 1975
compared to 1974, declined 2 percent in
1976 compared to 1875, and declined 9
percent in the first quarter of 1977 com-
pared to the first quarter of 1976.

SaLEs OrR ProoucTioN, orR BoTH, HAVE
DECREASED ABSOLUTELY

Total company sales in quantity in-
creased 28 percent in the third quarter
of 1976 compared to the third quarter
of 1975, increased 14 percent in the
fourth quarter of 1976 compared to the
fourth quarter of 1975 and increased 13
percent in the first quarter of 1977 com-
pared to the first quarter of 1976,

Sales in value, increased 29 percent in
1976 compared to 1975.

Cutting production at Darby, in quan-
tity, increased 12 percent in the third
quarter of 1976 compared to the third
quarter of 1975, declined 6 percent in
the fourth quarter of 1976 compared to
the fourth quarter of 1975, and increased
5 percent in the first quarter of 1977
compared to the first quarter of 1976.

Sewing production at Darby, in quan-
tity, increased 15 percent in 1976 com-
pared to 1975 and declined 7 percent in
the first quarter of 1977 compared to the
first quarter of 1976.

Packing production at Darby, in quan-
tity, declined 16 percent in the third
quarter of 1976 compared to the third
quarter of 1975, increased 16 percent in
the fourth quarter of 1976 compared to
the fourth quarter of 1975, and declined
13 percent in the first quarter of 1977
compared to the first quarter of 1976.

INCREASED IMPORTS

Imports of brassieres, bra-lettes, and
bandeaux increased absolutely in 1973
and 1974 when compared to the previous
yvear, increased in 1975 compared to
1974, increased 26 percent in 1976 com-
pared to 1975, and increased 22 percent
in the first quarter of 1977 compared to
the first quarter of 1976. The ratio of
imports to domestic production increased
from 42.3 percent In 1975 to 50.3 percent
in 1976.

TImports of corsets and girdles declined
absolutely in 1973 and Increased in 1974
when compared to the previous year, in-
cregsed in 19756 compared to 1974, In-
creased 69 percent in 1976 compared to
1975, and increased 13 percent in the
first quarter of 1877 compared to the
first quarter of 1076. The ratio of im-
ports to domestic production increased
from 3.1 percent in 1975 to 5.3 percent in
1976.

Imports of women's, misses’, and jun-
fors' underwear, which Includes briefs
and pant liners, declined absolutely in
1973 and 1974 when compared to the pre-
vious year, increased in 1975 compared to

1974, increased 28 percent In 1976 com-
pared to 1975, and inereased 61 percent
in the first quarter of 1977 compared to
the first quarter of 1976. The ratio of im-
ports to domestic production Increased
Irounw?6 2.3 percent in 1975 to 2.6 percent in
CONTRIBUTED IMPORTANTLY

Customers responding to an OTAA
survey represented over 33 percent of
company sales. None of these customers
decreased purchases from True Form and
increased purchases of Imports. Total
company sales at True Form increased
from 1975 to 1976.

True Form began importing brassieres
in 1973. Company imports represent less
than 2 percent of total sales, The im-
ported brassieres are offered as periodic
low cost sale items.

Company wide sales which includes
sewing production from the Darby plant,
two other domestic company owned
plants and from two domestic contrac-
tors increased from 1975 to 1876 and in
the first quarter of 1977 compared to the
first quarter of 1976. Therefore any de-
crease in production at the Darby plant
was offset by an internal switch In pro-
duction to other company owned domes-
tic plants.

CONCLUSION

After careful review of the facts ob-
tained in the Investigation, I conclude
that increase of imports like or directly
competitive with brassieres, girdles, all-
in-ones, pant liners, and briefs produced
at the Darby, Pennsylvania plant of True
Form Foundations did not contribute im-
portantly to the total or partial separa-
tion of the workers at that plant.

Signed at Washington, D.C. this 10ih
day of August 1977,

; James F, Tavion,
Director, Officer of Manage-
ment, Administration and Planning

PR Doc.77-25266 Filed 0-1-77;8:45 am)|

| TA-W-1563)

U.S. STEEL CORP, CENTRAL
FURNACES

Negative Determination Rqordlhr‘?; Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
T