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Highlights

TWICE-A-WEEK PUBLICATION SCHEDULE

For a change in the schedules of “Agency Publication
on Assigned Days of the Week™, see the note appearing
under the table in the Reader Aids section of this issue.

58801 Convention for the Safety of Life at Sea
Executive Order

58803 Natural Gas Supply Emergencies Executive
Order

58805, Executive Schedule Executive Orders amending
58807 levelsIVandV

58820 - Campalgn Funds FEC anncunces effective date of
9=5--80 for final rule relating to public financing of
Presidential General Election Campaigns

58935 Grant Programs—Education ED announces
acceptance of applications for grants in the program
of Research Grants on Teaching and Learning;
apply by 1-27-81

58970 Medical Devices HHS/FDA considers establishing
uniform standards for electromedical devices;
comments, data and information by 11-4-80

CONTIMUED INSIDE
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FEDERAL REGISTER Published’ daily, Monday through Friday, . 58843 Cuban Assets Control Treasury/Foreign Assets

(not published on Saturdays, Sufidays, or on official holidays), Control Office provides general license for

by the Office of the Federal Régister, .National Arcluves and . transactions incident to satellite

Records Service, General‘Servlces A&mxmstratxon, Washington, telecommunications between the U.S. and Cuba for

D.C. 20408, under the Federal Reglster Act (49:Stat. 500, as _purposes of transmission of news coverage;

amended; 44 U.S!C, Ch. 15) 'and the regulations of the . effective 9-5-80

Administrative- Comiittee of the-Federal Reglsteg (1 CFR Ch. ). ,

Distribution 15! made only by the, ;Superintendent, of Documents, 58831, Banks, Banking - SEC amends and withdraws a

U.S. Governmerit -Printing ‘Office, ‘Washington,! D'G. 20402. 58879 proposed amendment to Form MSD, the registration
. form used by municipal securities dealers;

The Federal Register provides a umformn system, for making withdrawn proposal effective on 9-5-80 (2

available to the publxc regulahgnsj and‘legal otices 1ssued by documents)

Federal agencies. These nclide Presxdentzal -proclamations and

Execufive Orders and Fedetral-agency dofuments having general 59132 Health Systems HHS/PHS sets forth an interim

applicability and legal effect; documents required to be rule governing the award of additional funds in

published by Act of Congress and other Federal agency ’ order to assist health systems agencies in meeting

documents' of public interest. Documents are on file for public certain extraordinary expenses; comments by

mspection m the Office of the Federal Register the day before 11-4-80; effective 9-5-80 (Part V, of this issue)

they are published, unless earlier filing 1s requested by the “

155UINg agency. 58936 CoalLeasing DOE announces availability of

The Federal Register will be furmshed by mail to subscribers, . preliminary coal production goals report for 1985,

free of postage, for $75.00 per year, or $45.00 for six months, 1990 and 1995; comments by 10-8-80

payable in advance. The charge for individual copies 1s $1.00

for each 1ssue, or $1.00 for each group of pages as actually ) 58983 Oil and Gas Exploration Interior/GS issues notice

bound, Remit check or money order; made payable to the of receipt of a proposed development and

Supenintendent of Documents, U.S. Government Printing Office, ) production plan

Washington, D.C. 20402, . .
58871 Petroleum Price Regulations DOE/ERA proposes

There are no restrictions on the republication of matenal " rule to address retroactive amendments to “V”

appeanng in the Federal Register. factor of refiner cost allocation formulae; comments
by 11-4-80; hearing on 10-16-80

Area Code 202-523-5240 N ‘ .

58865 Motor Carriers ICC eliminates requirement for
motor coritract carriers to file a copy of each
bilateral cpntract entered into between carriers and
shippers; effective 9-5-80

58809, Privacy Act Documents Nuclear Safety Oversight

58933, Committee and DOD
58988

59062 Improving Government Regulations HUD
publishes fourth semiannual agenda of significant
regulations

58814 Farm Operating Loans USDA/FmHA amends
regulations pertaining to consolidation or
rescheduling of limited resource operating loans;
effective 9-5-80 .

59028 Sunshine Act Meetings
Separate Parts of This Issue

59062 Part Il HUD/Sec'’y
59076 Part III Labor/ESA
59122 Part lV USDA/FGIS
59132 PartV, 'HHS/PHS
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Presidential Documents

Title 3—
The President

[FR Doc. 80-27463
Filed 9-3-80; 2:45 pm}
Billing code 3195-01-M

Executive Order 12234 of September 3, 1980

Enforcement of the Convention for the Safety of Life at Sea

By the authority vested in me as President by the Constitution and the laws of
the United States of America, and in order to implement the International

- Convention for the Safety of Life at Sea, 1974, it is hereby ordered as follows:

1-101. The International Convention for the Safety of Life at Sea, 1974, signed
at London on November 1, 1974, and proclaimed by the President of the United
States on January 28, 1980 (TIAS 9700), entered into force for the United States
on May 25, 1980.

1-102. The Secretary of State, the Secretary of the Department in which the
Coast Guard is operating, the Secretary of Commerce, and the Federal Com-
munications Commission shall (a) perform those functions prescribed in the
Convention that are within their respective areas of responsibility, and (b)
cooperate and assist each other in carrying out those functions.

1-103. (a) The Secretary of the Department in which the Coast Guard is
operating, or the head of any other Executive agency authorized by law, shall
be responsible for the issuance of certificates as required by the Convention.
(b) If a certificate is to include matter that pertains to functioins vested by law
in another Executive agency, the issuing agency shall first ascertain from the
other Executive agency the decision regarding that matter. The decision of
that agency shall be final and binding on the issuing agency.

1-104. The Secretary of the Department in which the Coast Guard is operating
may use the services of the American Bureau of Shipping as long as that
Bureau is operated in compliancé with Seclion 25 of the Act of June 5, 1920, as
amended {46 U.S.C. 881), to perform the functions under the Convention. The
Secretary may also use the services of the National Cargo Bureau to perform
functions under Chapter VI (Carriage of Grain) of the Convention.

1-105. The Secretary of the Department in which the Coast Guard is operating
shall promulgate regulations necessary to implement the provisions of the
Convention.

1-106. To the extent that the International Convention for the Safety of Life at
Sea, 1974, replaces and abrogates the International Convention for the Safety
of Life at Sea, 1960 (TIAS 5780), this Order supersedes Executive Order No.
11239 of July 31, 1965, entitled "Enforcement of the Convention for the Safety
of Life at Sea, 1960.”

1-107. Executive Order No. 10402 of October 30, 1952, entitled “Enforcement of
the Convention for the Safety of Life at Sea, 1948,” is revoked.

— W
RSy
THE WHITE HOUSE, ~<%57
September 3, 1960.
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[FR Doc. 80-27464
Filed 9-3-80; 2:46 pm]
Billing code 3195-01-M

Presidential Documents

Executive Order 12235 of September 3, 1980 -

Management of Natural Gas Supply Emergencies

By the authority vested in me as President by the Constitution and statutes of
the United States of America, including Section 304(d) of the Natural Gas
Policy Act of 1978 (92 Stat. 3387; 15 U.S.C. 3364(d)) and Section 301 of Title 3 of
the United States Code, and in order to assign management responsibility in
case of a natural gas supply emergency, it is hereby ordered as follows:

1-101. The functions vested in the President by Sections 301 through 304(c) of
the Natural Gas Policy Act of 1978 (92 Stat. 3381-3387; 15 U.S.C. 3361-3364(c))
are delegated to the Secretary of Energy; except for the authority to declare,
extend, and terminate a natural gas supply emergency pursuant to Section 301
thereof (15 U.S.C. 3361).

1-102. The functions vested in the President by Section 607 of the Public
Utility Regulatory Policies Act of 1978 (92 Stat. 3171; 15 U.S.C. 717Z) are
delegated to the Secretary of Energy; except for the authority to declare,
extend, and terminate a natural gas supply emergency pursuant to Section 607
(a) and (b} thereof (15 U.S.C. 717z (&) and (b}).

1-103. The Secretary shall consult with the Administrator of the Environmen-
tal Protection Agency, the Director of the Federal Emergency Management
Agency, and the heads of other Executive agencies in exercising the functions
delegated to him by this Order.

1-104. All functions delegated to the Secretary by this Order may be redele-
gated, in whole or in part, to the head of any other agency. )

1-105. All Executive agencies shall, to the extent permitted by law, cooperate
with and assist the Secretary in carrying out the functions delegated to him by
this Order.

J—
THE WHITE HOUSE, d””7 é‘;”{“

September 3, 1980.
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{FR Doc. 80-27543
Filed 9-4-80; 10:59 am}
Billing code 3195-01-M

Presidential Documents

Executive Order 12236 of September 3, 1980

Levels IV and V of the Executive Schedule

By the authority vested in me as President of the United States of America by
Section 5317 of Title 5 of the United States Code, in order to delete two
positions from and add one position to level IV of the Executive Schedule,
Section 1-101 of Executive Order No. 12154, as amended, is hereby further
amended as follows:

1-101. In subsection (a) delete “Senior Adviser to the Secretary, Department of
State” and substitute therefor “Counselor to the Secretary, Department of th
Treasury". .

1-102. In subsection (d) delete “Special Assistant to the Special Representa-
tive for Trade Negotiations, Office of the Special Representative for Trade

Negotiations."
— %7/'
~X 7//57/7 2l

THE WHITE HOUSE,
September 3, 1980.
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[FR Doc. 80-27534
iled 9-4-80; 11:00 am])
Billing code 3195-01-M

-

Presidential Documents

Executive Order 12237 of September 3, 1980

Levels IV and V of the Executive Schedule

By the authority vested in me as President of the United States of America by
Section 5317 of Title 5 of the United States Code, in order to place two new
Deputy Under Secretary positions in level V of the Executive Schedule,
Section 1-102 of Executive Order No. 12154, as amended, is further amended
by adding thereto the following new subseclions:

“(e) Deputy Under Secretary for Education, Department of Education.”
“(f) Deputy Under Secretary for Education, Department of Education.”.

— /; /
~<’/m RS
THE WHITE HOUSE, ' ’7
September 3, 1980.
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NUCLEAR SAFETY OVERSIGHT
COMMITTEE

1 CFR Part 476

Privacy Act of 1974; Access
Regulations

AGENCY: Nuclear Safety Oversight
Committee.

_ AcTiON: Final rule.

SUMMARY: The following final
regulations were drafted in accordance
with section {f] of 5 U.S.C. 552a, the
Privacy Act of 1974. The purposes of
these regulations are to establish
procedures by which an individual can
determine if the Committee maintains a
system of records which included a
record pertaining to that individual and
also to establish procedures for
individual access to the records for
purposes of review, amendment and/or
correction.

EFFECTIVE DATE: October 6, 1980.

FOR FURTHER INFORMATION CONTACT:
Neil Proto, General Counsel, Nuclear
Safety Oversight Committee, 1133 15th
Street, NW., Room 307, Washington,
D.C. 20005, (202) 653-8468.
SUPPLEMENTARY INFORMATION: The
Nuclear Safety Oversight Committee
(NSOC) was established by Executive
Order 12202 on March 18, 1980 ta
monitor the progress of the utilities and
their suppliers, the Nuclear Regulatory
Commission, other federal agencies, and
state and local governments in
implementing the recommendations of
the President’'s Commission on Three
Mile Island (Kemeny Commission) and
in improving the safety of nuclear
power. The Committee's activities and
areas of inquiry were deseribed ina
previous public notice, see 45 FR 51678,
August 4, 1980.

Since its inception, NSOC has
proceeded to properly organize itself

consistent with the requirements
promulgated by the Office of Personnel
Management (OPM) and the General
Services Administration (GSA). and in
accordance with applicable laws
governing advisory committees. The
purpose of this notice is to make public
the NSOC activities in three areas of
organization.

1. OPM's Approval of NSOC's
Regulations Governing Employees.
During its meeling of July 28, 1980,
NSOC adopted regulalions governing
the conduct of its committee members,
employees and special government
employees, including financial
disclosure requirements. Pursuant {o the
suggested recommendations of OPM
and GSA, NSOC modified OPM's
employee regulations [see 5 CFR
1001.735-102 (1980)], in order to make
them more applicable to the
Committee’s purpose and aclivities, and
adopted them. OFPM approved NSOC's
adoption by letter of August 6. 1980. A
copy, of the NSOC regulations and
OPM's letter of appraval is available for
inspection at NSOC's office.

2. Rules of Procedure. During ils
meeting of July 28, 1980, NSOC reviewed
and adopted Rules of Procedure
governing its meelings, hearings and
other activities. These Rules are based
on rules governing the operations of
other advisory committees, notions of
fairness and sound management, and
the importance of assuring the public
that NSOC is operating in an orderly
fashion. A copy of the NSOC Rules of
Procedure are available for inspection at
NSQOC's office.

3. Privacy Act: Final Rules. On July
31, 1980, NSOC published proposed
Rules (45 FR 50772, July 31, 1980)
generally establishing a system of
maintaining records and according
access to those records by the persons
affected, in accordance with the Privacy
Act of 1974, see 45 FR 51011 (July 31,
1980). Interested persons were invited to
submit wrilten comments within 30
days. None were received.
Consequently, the proposed rules are
hereby published in final form.?

!For the adoption document relating to the
systems of records. see the Notices section of this
issue of the Federal Register.

The following Part 476 will be added
to Title 1 of the CFR:

PART 476—PRIVACY ACT
IMPLEMENTATION

Sec.

476.1 Purpose and scope.

4762 Definitions.

4763 Procedures for requests pertaining to”
individual records in a records system.

4764 Times, places, and requirements for
the identification of the individual
making a request.

478.5 Access to requested information by
the individual.

4766 Request for correction or amendment
to the record.

4787 Agency review of request for
correction or amendment of the record.

476.8 Appeal of an injtial adverse agency
determination on correction or
amendment of the record.

4769 Disclosure of record to 2 person other
than the individual to whom the record
pertains.

476.10 Fees.

Authority: 5 US.C. 552a; Pub. L. 93-579.

§476.1 Purpose and scope.

The purpose of the regulations are to:

{a) Establish & procedure by which an
individual can determine if the Nuclear
Safety Oversight Committee hereafter
known as the Committee maintains a
system of records which includes a
record pertaining to the individual; and

{b) Establish a procedure by which an
individual can gain access to a record
pertaining to him or her for the purpose
of review, amendment andfor
correction.

§4762 Definitions.

For the purpose of these regulations:
{a) The term “individual” means a
cilizen of the United States or an alien

lawfully admitied for permanent
residence;

(b) The term “maintain” includes
maintain, collect, use or disseminate; _

(c) The term “record” means any item,
collection or grouping of information
about an individual that is maintained
by the Committee, including. but not
limited to, his or her employment
history. payroll information, and
financial transactions and that contains
his or her name, oridentifying number,
symbol, or other identifying particular
assigned to the individual, such as
social security number;

(d) The term “system of records™ .
means a group of any records under

e et D it 2L
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control of the Committee from which
information is retrieved by the name of
the individual or by some identifying
number, symbol, or, other identifying
particular assxgned to the individual;
and

(e} The term “routine use” means,
with respect to the disclosure ofa
record, the use of such record for a
purpose which'is compatible with the
purpose for which it was collected.

§476.3 Procedures for requests
pertaining to individual records in a records
system.

An individual shall submlt arequest
to the Administrative Officer to
determine if a system of records named
by the individual contains a record
pertaining to the individual. The
individual shall submit a request to the
Executive Director of the Committee
which states the individual's desire to
review his or her record.

§ 476.4 Times, places and requirements
for the i{dentification of the individuat
making a request.

An individual making a request to the
Administrative Officer of-the Committee
pursuant to Section § 476.3 shall present
the request at the Committee offices,
1133 15th Street, NNW.,, Room 307, ~
Waghington, D.C, 20005, on any business
day between the hours of 9:00 a.m. and
5:00 p.m. The individual submitting the
request should present himself or herself
at the Committee offices with a form of
identification which will permit the
Comm1ttee to verify that the individual -
is the same individual as contained in
the record requested.

"§476.5 Accessto requested information
by the individual.

Upon verification of identity the
Committee shall disclose to the
individual the information contained in
the record which pertains to that :
individual. . )

§476.6 Request for correction or
amendment to the record.

The individual should submit a
request to the Administrative Officer
which states the individual's desire to
correct or to amend his or her record.
This request is to be made in accord -
with provisions of § 476.4.

§ 476.7 Agency review of request for
correction or amendment of the record.

Within ten working days of the receipt
of the request to correct or to amend the
record, the Administrative Officer will
acknowledge in writing such receipt and
promptly either:

(a) Make any correction or
amendment of any portion thereof which

the individual believes is not accurate,
relevant, timely, or complete; or-

{b) Inform the individual of his or her
refusal to correct or to amend the record
in accordance with the request, and the
procedures established by the
Committee for the individual to request

©areview of fhat refusal.

§ 476.8 Appeal of an lnitlal adverse
agency determination on correction or
amendment of the record.

An individual who disagrees with the
refusal of the Administrative Officer to
correct or to amend his or her record
may submit a request for a review of
such refusal to the Executive Director,
Nuclear Safety Oversight Committee,
1133 15th Street, N.W., Room 307,
‘Washington, D.C. 20005. The Executive
Director will, not later than thirty .
working days from the date on which
the individual requests such review,
complete such review and make a final
determination unless, for good cause
shown, the Executive Director extends
such thirty day period. If, after his or her
review, the Executive Director also
refuses to correct or to amend the record
in accordance with the request, the -
individual may file with the Committee
a concise statement setting forth the, -
reasons for his or hei disagreement with
the refusal of the Committee and may
seek judicial review of the Executive
Director’s determination under 5 U.S.C.
552(g)(1)(A).

§476.9 Disclosure of record to a person
other than the individual to whom the
record pertains, .

The Committee will not disclose a
record to any individual other than to
the individual to whom the record
pertains without receiving theprior
written consent of the individual to
whom the record pertains, unless the
disclosure has been listed as a “routine
uge” inthe Committee’s notices of its
system of records, or falls within one of
the special disclosure situations listed in
the Privacy Act of 1974 {5 U.S. C

552a(b)).

§ 476.10 Fees.

If an individual requests copies of his
or her record, he or she shall be charged
ten cents per page, excluding the cost of
any search for review of the record, in
advance of receipt of the pages.

Neil Proto,

General Gounsel.

[FR Doc. 80-26947 Filed 9-4-80; 8:15 am]
BILLING CODE 6820-01-M ‘

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 213

Excepted Service; Department of
Health and Human Services;
Department of Education

AGENCY: Office of Personnel
Management.
AcTioN: Final rule.

SUMMARY: 1. This document changes the
headings for the Department of Health,
Education, and Welfare to “Dopartment
of Health and Human Services” and
adds a section for the Department of
Education to reflect the establishment of
the new department.

2. It also transfers the organizational
coverage of an excepted employment
authority under Schedule B previously -
authorized for the Department of Health,
Education, and Welfare to the
Department of Education because the
functions of the program were
transferred to thie Department of
Education. The authority excepts from
the competitive service 75 positions to
be filled by participants in midcareer
programs. This exception is continued
because it is impractical to
competitively examine for these
positions,

EFFECTIVE DATE: March 31, 1980.
FOR FURTHER INFORMATION CONTACT!
On position authority: William Bohling,

Office of Personnel Management, 202~

632-6000.

On position content: Edward C. Cook,

Department of Education, 202-246~

8366.

Office of Personnel Management.
Beverly M. Jones,
Issuance System Manager.

Accordmgly, the heading of 6§ CFR
213.3116 is revised; the heading of
§ 213.3216 is revised; § 213.3216(c) is
revoked; and § 213.3217 is added, as set
out below:

§213.3116 Department of Health and
Human Services.
* * * * *

§213.3216 Department of Health and
Human Services.
* * * * *
{e) [Revoked]
* * +* *

*

§ 213.3217 Department of Education.

(a] Seventy-five positions, not in
excess of GS-13, of a professional or
analytical nature when filled by
persons, other than college faculty
members or candidates working toward
college degrees, who are participating in
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midcareer development programs
authorized by Federal statute or
regulation, or sponsored by private
nonprofit organizations, when a period
of work experience is a requirement for
completion of an organized study
program. Employment under this
authority shall not exceed 1 year.

{5 U.S.C. 3301, 3302; E.O. 10577, 3 CFR 1954—
1958 Comp. p. 218)

{FR Doc- 80-27136 Filed 9-4-50: 845 am]

BILLING CODE 6325-01-M

5 CFR Part 213

Excepted Service; Department of
Health, Education, and Welfare;
Overseas Private Investment

" Corporation; Department of Education

AGENCY: Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: (1) This document changes
the name of the “Department of Health,
Education and Welfare” to the
“Department of Health and Human
Services™. {2) This document also
redesignates Overseas Private
Investment Corporation—this is an
editorial change only. (3) This
amendment also adds the Department of
Education and excepts certain positions
in the department from the competitive
service under Schedule C because they .
are confidential in nature. Appointments
may be made to these positions without
examination by the Office of Personnel
Management.

EFFECTIVE DATE: March 31, 1980.

FOR FURTHER INFORMATION CONTACT:

On positition authority: William Bohling,
Office of Personnel Management, 202-
632-6000.

On position content: Martha Brooks,
Department of Education, 202-245-
8366.

Office of Personnel Management,

Beverly M. Jones,

Issuance System Manager.

Accordingly, OPM is amending 5 CFR
Part 213 as follows:

{1) The heading of § 213.3316 is
revised to read as follows:

§213.3316 Department of Health and
Human Services.

(2) § 213.3317 is redesignated
§ 213.3323 to read as follows:

§213.3323 Overseas Private Investment
Corporation.
* +* * * *

(3] A new § 213.3317 is added to read
as follows:

§213.3317 Department of Education.

(a) Office of the Secretary. (1) Two
Personal Assistants to the Secretary.

(2) One Personal Assistant to the
Under Secretary.

{b) Office of the Inspector General. (1)
One Personal Assistant to the Inspector
General.

(c) Office of the Assistant Secretary
for Public Affairs. (1) One Personal
Assistant to the Assistant Secretary.

(d) Office of the Assistant Secretary

. Jor Civil Rights. (1) One Personal

Assistant to the Assistant Secretary.
(e) Office of the Assistant Secrelary
for Elementary and Secondary

Education. (1) One Personal Assistant to

the Assistant Secrelary.

(f) Office of the Assistant Secrelary
for Postsecondary Education. (1) One
Personal Assistant to the Assistant
Secretary.

() Office of the Assistant Secretary
for Educational Research and
Improvement (1) One Personal
Assistant to the Assistant Secretary.

(h) Office of the Assistant Secrelary

_ for Vocational and Adult Education. (1)

One Personal Assistant to the Assistant
Secretary.

(i) Office of the Assistant Secretary
for Special Education and
Rehabilitative Services. (1) One
Personal Assistant to the Assistant
Secretary.

(i} Office of the Assistant Secretary
for Management, {1) One Personal
Assistant to the Assistant Secretary.

(k) Office of the Assistant Secretary
for Planning and Budget. (1) One
Personal Assistant to the Assistant
Secretary.

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp., p. 218)

[FR Doc. 80-27137 Filed §—4-80: 8:38 am]
BILLING CODE 6325-01-R

5 CFR Part 213

Excepted Service; Department of
Education

AGENcY: Office of Personnel
Management.

AcTiOoN: Final rule.

SUMMARY: This amendment excepls
from the compelitive service under
Schedule C two Executive Assislants to
the Assistant Secretary for
Management, Depariment of Education,
because they are confidential in nature.
Appointments may be made to these
positions without examination by the
Office of Personnel Management.

EFFECTIVE DATE: April 14, 19860.

FOR FURTHER INFORMATION CONTACT:

On position authority: William Bohling,
Office of Personnel Management, 202—
632-8000.

On position content: Martha Bracks,
Department of Education, 202~245-
8366.

Office of Personne! Management.

Beverly M. Jones,

Issuance System Muanoger.

Accordingly, 5 CFR 213.3317(j}{2] is
added as set out below:

$213.3317 Department of Education.
* A - * *

(§) Office of the Assistant Secretary
 for Manogement. * * *

(2) Two Executive Assistanis fo the
Assistant Secretary.
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp., p. 218)
[FR Doc. 80-27138 Plled $-3-80: &S a=]
BILLING CODE 6325-01-4

5CFRPart213

Excepted Service; Department of
Education

AGENCY; Office of Personnel
Management.

ACTION: Final rule,

SUMMARY: This amendment excepts
from the competitive service under
Schedule C one Personal Assistant to
the Secretary and one Private Secretary
to the General Counsel, Department of
Education because they are confidential
in nature. Appointments may be made
to these positions without examination
by the Office of Personnel Management.
EFFECTIVE DATE: April 15, 1960.

FOR FURTHER INFORMATION CONTACT:

On position authority: William Bobling,
Office of Personnel Management, 202-
632-6000.

On position content: Martha Brooks,
Department of Education, 202-245-
83606,

Office of Personnel Management.
Beverly M. Jones,
Issuance Systea: Monager.

Accordingly, 5 CFR 213.3317(a}{1} is
{’e;'iscd and (1) is added as set oul below:
elow:

§213.3317 Department of Education.

(a) Office of the Secretary. (1) Three
Personal Assistants 1o the Secretary.

{1) Office of the General Counsel. (1}

One Private Secretary to the General
Counsel.
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Interagency Affairs; Deputy | Under
Secretary for Intergovemmental Affairs;
Assistant Secretary for Legislation;
Director, Bilingual Education and
Minority Language Affairs; and
Assistant Secretary for Non Public

(5 U.S.C. 3301, 3302, E.O. 10577. 3 CFR 1954~
1958 Comp., p. 218)

[FR Doc. 80-27139 Filed 8-4-80; 8:45 am]

BILLING CODE 6325-01-M

5 CFR Part 213 Education, Department of Education
because they are confidential in nature.
Ezﬁig:ieodnService, Department of Appointments may be made to these
positions without examination by the
AGENCY: Office of Personnel Office of Personnel Management.
Management. g , EFFECTIVE DATE: May 2, 1980.

ACTION: Final rule. FOR FURTHER INFORMATION CONTACT:

On position authority: William Bohling,
Office of Personnel Management, 202~
632-6000.

.On position content: Martha Brooks, .
Department of Education, 202-245-

8366.
Office of Personnel Management.
Beverly M. Jones,
Issuance System Manager.

Accordmgly, 5 CFR-213.3317(a) (1] and
{2) are revised; (a) (4) and (5), {m), (n),
_and (o) are added as set out below:

§213.3317 Department ofAEducation.

(a) Office of the Secretary. (1) Three-
Personal Assistants and two Private
Secretaries to the Secretary. .

(2) One Personal Assistant and one*

SUMMARY: This amendment excepts
from the competitive service under
Schedule C one Steward (Personal Aide
to the Secretary) and two Attorney-
Advisors (Special Assistant to the
General Counsel), Department of
Education, because théy-are confidential
in nature. Appointments may be made
to these positions without examination
by the Office of Personnel Management.
EFFECTIVE DATE: April 22, 1980.,
FOR FURTHER INFORMATION CONTACT:
On position authority: William Bohling,
Office of Personnel Management, 202-
632-6000.
,On position content: Martha Brooks,
Department of Education, 202-245~
8366.

Office of Personnel Management. Private Secretary to the Under
Beverly M. Jones, Secretary. *
* * * * %*

Issuance System Manager.

. Accordingly, 5 CFR 213.3317(a)(3) and .
()(2) are added as set out below:

§213.3317 Department of Education.
(a) Office of the Secretary. * * *

(4) One Private Secretary to the
eputy Under Secretary for Interagency
Affairs.

(5) One Private Secretary to the
Deputy Under Secretary for

{3) Steward (Personal Aide to the -Intergovernmental Affairs.
Secretary). *ooxoow o
* * %% - (m) Office of the Assistant Secretary

for Congressional Legislative Affairs. {1)
One Private Secretary to the Assistant
Secretary for Legislation.

- (n) Office of Bilingual and Minority

- Language Affairs. {1} One Private
Secretary to the Director, Bilingual
Education and Minority Language
Affairs.

(o) Office of the Assistant Secretary
for Non Public Education. (1) One
Private Secietary to the Assistant
Secretary

{6 U.S.C. 3301 3302; EO 10577, 3 CFR 1954~

(1) Office of the General Counsel.
* & & B o N

- {2) Two Attorney-Advisors (Special
Assistant to the General Counsel).
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954~
1958 Comp., p. 218)
[FR Doc. 80-27140 Filed 9—4—80: 8:45 am]
BILLING CODE 6325-01-M

5 CFR Part 213

Excepted Service; Department of

Education 1958 Combp., p. 218)

. - [FR Doc. 80-27141 Filed 94-80; 8:45 am}
:{gi’:;'ngﬁce of Personnel BILLING CODE 6325-01-M
ACTION: Final rule.

suMmARY: This amendment excepts 5 CFR Part 213

from the competitive service under

Schedule C two Private Secretaries to Excepted Serv:ce, Department of

the Secretary and one Private Secretary Education
to each of the following: Under AGENCY: Office of Personnel
Secretary; Deputy Under Secretary for Management.

ACTION: Final rule.

SUMMARY: This amendment excepts
from the competitive service under |
Schedule C two Special Assistants to
the Secretary, Department of Education,
because they are confidential in nature,

© Appointments may be made to this

position without examination by the

Office of Personnel Management,

EFFECTIVE DATE: May 5, 1980.

FOR FURTHER INFORMATION CONTACT:

On position authority: William Bohling,
Office of Personnel Management, 202~
632-6000.

On-position content: Martha Brooks,
Department of Education, 202-245-
8366.

Office of Personnel Management,

Beverly M. Jones,

Issuance System Manager.

Accordingly, 5 CFR 213.3317(a)(6) is
added as set out below:

§ 213.3317 Department of Education.
(a) Office of the Secretary. *-* *
(6) Two Special Assistants to the

Secretary.

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954

1958 Comp., p. 218)

{FR Doc. 80~27142 Filed 9-4-80; 8:45 am)

BILLING CODE 6325-01-M

5 CFR Part 213

Excepted Service; Department of
Health and Human Services; ‘
Department of Education

AGENCY: Office of Personnel
Management.

ACTION: Final rule._

SUMMARY: This amendment transfors
certain Schedule C positions from the
Department of Health and Human
Services to the Department of
Education, to reflect the establishment
of the new agency. This amendment also
revokes certain authorities from
Department of Health and FHluman
Services because they are no longer
needed.

_EFFECTIVE DATE: May 5, 1980.

FOR FURTHER INFORMATION CONTACT:

On position authority: William Bohling,
Oifice of Personnel Management, 202-
632-6000.

On position contents Martha Brooks,
Department of Education, 202-245-
8366.

Office of Personnel Management.

Beverly M. Jones,
Issuance System Manager.

Accordingly, 5 CFR 213.3316 (c), (f)(7),
(q) (5) and (9) and (r) are revoked and
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{q){1) is revised and 213.3317 (c)(2), (d)

{2): (3), and (4), (e)(2), (p), (g). and (r) are
added as set out below:

§ 213.3316 Department of Health and
Human Services.
% * * * *

(c) [Revoked.]
&* * * * *

{f) Office of the Assistant Secretary
for Legislation.* * *

(7) [Revoked.]

* * * * *

(a) Office of the Special Assistant to
the Secretary for Civil Rights. (1) One
Special Assistant to the Special -~
Assistant,

* * * * *

(5) [Revoked.]
* * * * *

(9) [Revoked.]
* * * * *

(r) [Revoked.]
* * * *

*

§213.3317 Department of Education.
* * * * *

{c) Office of the Assistant Secretary
for Public Affairs.* * *

(2) One Assistant Commissioner for
Public Affairs.

* * * * *

(d) Office of the Assistant Secretary
for Civil Rights.* * *

{2) One Director, Office of
Intergovernmental Affairs.

{3) One Special Assistant for Public
Affairs,

(4) One Special Assistant to the
Assistant for Public Affairs,

* * * * *

{€) Office of the Assistant Secretary
for Elementary and Secondary
Education.* * *

(2) One Special Assistant to the
Deputy Commissioner for Elementary
and Secondary Education.

* * * * *

{p) Office of Legisiation. (1) One
Special Assistant to the Deputy
Assistant Secretary for Legislation
(Education).

* * * * *,

(q) Office of the Commissioner for
Education.

(1) One Staff Director, Federal
Interagency Commission on Human
Service Delivery Systems.

(2) Executive Commissioner for
Executive Operations.

(3) Three Special Assistants, two
Confidential Assistants, one Personal
Assistant, and one Executive Assistant
" to the Commissioner.

{4) One Special Assistant to the
Executive Deputy Commissioner.

(5) Assistant Commissioner for
Educational Community Liaison.

(6) Director, Comprehensive School
Health, Bureau of Schoo!l Improvement.

{7) Confidential Assistant to the
Deputy Commissioner, Bureau of School
Improvement.

(8) Executive Assistant to the Deputy
Commissioner, Bureau of Occupational
and Adult Education.

{9) One Special Assistant to the
Assistant Commissioner for Policy
Studies.

{10) One Confidential Assistant to the
Executive Deputy Commissioner for
Resources and Operations.

* * * * *

(x) Office of the Assistant Secretary
for Education. (1) One Confidential
Secretary, one Confidential Assistant,
two Special Assistants, and one
Executive Assistant to the Assistant
Secretary.

(2) One Confidential Assistant and
one Special Assistant to the Deputy
Assistant Secretary.

(3) One Special Assistant to the
Deputy Assistant Secretary for
Education (Policy Communication).

(4) One Confidential Assistant to the
Deputy Assistant Secretary (Policy
Development).

(5) One Confidential Assistant to the
Director, Institute of Museum Services.

(6) Assistant Director for Programs,
Institute of Museum Services.

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1654
1958 Comp., p. 218)

[FR Doc. 80-27143 Plled 9—4-80; 8:45 am]
BILLING CODE 6325-01-M

5 CFR Part 213

Excepted Service; Department of
Education

AGENCY: Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: This amendment excepls
from the compelitive service under
Schedule C certain positions at the
Department of Education because they
are confidential in nature. They are as
follows: one Assistant and one Special
Assistant to the Secretary, three
Assistants to the Executive Secretary,
Office of the Secretary; two Special
Assistants to the Under Secretary; one
Executive Assistant and two Special
Assistants to the Assistant Secretary,
Office of Public Affairs; one Executive
Assistant and two Special Assistants to
the Assistant Secretary, Office of
Legislation; one Executive Assistant and
two Special Assistants to the Assistant
Secretary, Office of Civil Rights; one
Executive Assistant to the General
Counsel; one Executive Assistant to the

Inspector General; one Executive
Assistant and one Special Assistant to
the Assistant Secretary, Office of
Planning and Budget; one Executive
Assistant and two Special Assistants to
the Assistant Secretary, Office of )
Special Education and Rehabilitative
Services; three Special Assistants to the
Assistant Secretary, Office of
Elementary and Secondary Education;
one Executive Assistant and two
Special Assistants to the Assistant
Secretary, Office of the Assistant
Secretary for Vocational and Adult
Education; three Special Assistants to
the Assistant Secretary, Office of the
Assistant Secretary for Postsecondary
Education; one Special Assistant to the
Director, Office of Bilingual Education
and Minority Languages Affairs; and
one Executive Assistant and two
Special Assistants to the Assistant
Secretary, Office of Educational
Research and Improvement.
Appointments may be made to these
positions without examination by the
Office of Personnel Management.
EFFECTIVE DATE: May 7, 1980
FOR FURTHER INFORMATION CONTACT:
On position authority: William Bohling,
Ofiice of Personnel Management, 202-
632-6000.
On position content: Martha Brooks,
Department of Education, 202-245—
8369.

Office of Personnel Management.
Beverly M. Joaes,
Issuonce System Manager.

Accordingly, 5 CFR 213.3317(a)(6) is
revised and (a)(7) & (8), (b)(2), (c)(3).
(d)(5). (e)(3): (B(2). (8)(2). (R)(2), ()(2),
(%)(2), M), (n)(2), and (p)(2) are added

as set out below:
§213.3317 Department of Education.
(a) Office of the Secretary. * * *
{6) Three Special Assistants and one

Assistant to the Secretary.
(7) Three Assistants to the Executive

« Secretary.
(8) Two Special Assistants to the
Under Secretary.
- * * * *

(b) Office of the Inspector
General. * * *

(2) One Executive Assistant to the
Inspector General.
*

* * * -

(c) Office of the Assistant Secretary
for Public Affairs. * * *

(3) One Executive Assistant and two
Special Assistants to the Assistant
Secretary.

L * * * *

(d) Office of the Assistant Secretmy

for Civil Rights. * * *
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(5) One Executive Assistantand two
Special Assistants to the Assistant
Secretary.

* * * * *

(e) Office of the Assistant Secretary”

for EIementary and Secandary
Education. * * *

(3) Three Speclal Assistants to the
Assigtant Secretary

* * * * *

(f) Office of the Asszstazzt Secretary ™
for Postsecondary Education. * * *
(2) Three Special A551stants to the
Assistant Secretary.
* * * * *

-

{g) Office of the Assistant Secretary
for Educational Research and
Improvement. * * *

{2) One Executive Assistantand two
Special Assistants to the Assxstant
Secretary.

* s * * * *

(h) Offibe of the Assistant Secretary
for Vocational and Adult Education.
* %k & .

(2) One Executive Assistant and two
Special Assistants to the Assistant
Secretary.

* * * * *

(i) Office of the Assistant Secretary
for Special Education and
Rehabilitative Services. * * *

(2} One Executive Assistant and two
Special Assistants to the Assistant
Secretary.

* * Tk * *

(k) Office of the Assistant Secretary
for Planning and Budget. * * *

(2) One Executive Assistant and one
Special Assistant to the Assistant « -
Secretary.

* % * * *

(1) Office of the General Counsel.

(3) One Executive Assistant to the
General Counsel.
* * . * * .k

(n) Office of Bilingual and Minority
Language Affairs. * * * °
{2) One Special Assistant to the

Assistant. N
* * * * *

{(p) Office of Legislation. * * *-

{2) One Executive Assistant and two
Special Assistants to the Assistant
Secretary.

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954~
1958 Comp., p. 218)

[FR Doc. 80-27144 Filed 8-4~80; 8:45 am]

BILLING CODE 6325-01-M

DEISARTMENT OF AGRICULTURE

. Agricultural Marketing Service

7 CFR Part 910 .
[Lemon Regulation 268] .

Lemons Grown in California and
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing Service,
USDA. ,
ACTION: Final rule.

SUMMARY: This regulation establishes
the quantity of fresh California-Arizona
lemons that may be shipped to market
during the period September 7-13, 1980.
Such action is needed to provide for
orderly marketing of fresh lemons for
this period due to the marketing
situation confronting the lemon industry.
EFFECTIVE DATE: September 7, 1980.

FOR FURTHER INFORMATION CONTACT:

"Malvin E. McGaha, 202-447-5975.

SUPPLEMENTARY INFORMATION: Findings..
This regulation is issued under the
marketing agreement, as amended, and
Order No. 910, as amended (7 CFR Part -
910), regulating the handling of lemons
grown in California and Arizona. The
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601~
674). The action is based upon the
recommendations and information
submitted by the Lemon Administrative
Committee, and upon other information.
It is hereby found that this action will
tend to effectuate the declared policy of
the act,

This action is consistent with the
marketing policy for 1979-80 which was
designated significant under the
procedures of Executive Order 12044.
The marketing policy was recommended
by the committee following discussion
at a public meeting on July 8, 1980. A
final impact analysis on the marketing
policy is available from Malvin E.
McGaha, Chief, Fruit Branch, F&V,
-AMS, USDA, Washington, D.C. 20250,
telephone 202-447-5975.

The committee met again publicly on
September 2, 1980 at Los Angeles,
California, to consider the current and
prospective conditions of supply and
demand and recommended a quantity of
lemons deemed advisable to be handled
during the specified week. The
committee reports the demand for

. lemons continues very slow.

It is further found that there is
insufficient time between the date when
information became available upon
which this regulation is based and when.
the action must be taken to warrant a 60.
day comment period as recommended in

1

E.O. 12044, and that it is impracticable
and contrary to the public interest to
give preliminary notice, engage in public
rulemaking, and postpone the effective
date until 30 days after publication in
the Federal Register (5 U.S.C, 553)..1t is
necessary to effectuate the declared
purposes of the act to make these
regulatory provisions effective as
specified, and handlers have been .
apprised of such provisions and the
effective time.

§910.568 Lemon Regulation 268.

Qrder. (a) The quantity of lemons
grown in California and Arizona which
may be handled during the period
September 7, 1980, through Septomber
13, 1980, is established at 150,000
cartons.

(b) As used in this section, “handled”
and “carton(s)” mean the same as
defined in the marketing order.

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)
Dated: September 4, 1980.
D. S. Kuryloski,
Deputy Director, Fruit and Vegetable
Division,
Agricultural Marketing Service.

[FR Doc. 80-27589 Filed 9-4-80; 12:51 pm)
BILLING CODE 3410-02-M

Farmers Home Administration

7 CFR Part 1951

[FCDA No. 10.406 Farm Operating Loans]
Servicing and Collections; Account
Servicing Policles  ~

AGENCY: Farmers Home Administration,
USDA.

ACTION: Final rule.

SUMMARY: The Farmers Home
Administration (FmHA) amends its
regulations pertaining to the
consolidation or rescheduling of limited
resource operating loans. The intended
effect of this action is to require that all
consolidation or rescheduling of limited
resource operating loans be made at not
less than the current limited resource
interest rate. This action is taken as a
result of an Administrative review.

EFFECTIVE DATE: August 5, 1980,

FOR FURTHER INFORMATION CONTACT!
Ron Thelen, Production Loan Officer,
Production Loan Division, Room 5313,
14th and Independence Avenue, SW,,
Washington, DC 20250, telephone 202~
447-22.88.

The Final Impact Statement
describing the options considered in
developing this final rule is available on
request from the Office of the Chief,
Directives Management Branch, Farmers
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Home Administration, Room 6346, South
Agriculture Building, Washington, DC
20250,

SUPPLEMENTARY INFORMATION: This
final rule has been reviewed under the
USDA procedures established in -
Secretary’s Memorandum No. 1955 to
implement Executive Order 12044, and
has been classified “not significant.”
On April 23, 1980, FmHA published a
proposal in the Federal Register (45 FR
27453) to amend § 1951.33(c)(5) of
Subpart A of Part 1951, Chapter XVIII,
Title 7, Code of Federal Regulations.
One comment was received from the
Small Business Administration which
inguired about the effect of proposed
changes in small businesses. FmHA
does not anticipate any significant
adverse impacts on small business as a
result of this action. This instruction
does not directly affect any FmHA
programs or projects which are subject
to A-85 clearing house review.
Accordingly, as amended,
§ 1951.33(c)(5) of Subpart A of Part 1951
reads as follows:

§ 1951.33 Deferral, consolidation and
rescheduling of OL, EM and EE loans made
for Subtitle B purposes.

* * * * *

(c) Consolidation and rescheduling
OL loans. * * *

{5) The interest rate for consolidated
or rescheduled loans will be the current
interest rate for OL loans made to
regular or limited resource loan
borrowers, as appropriate. Limited
resource loan interest rates will be
stated in increments of whole numbers
and may be increased to the current OL
rate or decreased to not less than the

; current limited resource interest rate set
out in Exhibit B of FmHA Instruction
440.1 (available from any FmHA office),
in accordance with a borrower's
repayment ability.

*

* * * *

This document has been reviewed in
dccordance with FmHA Instruction
1901-G, “Environmental Impact
Statements. It is the determination of
FmHA that the proposed action does not
constitute a major Federal action
significantly affecting the quality of the
environment and in accordance with the
National Environmental Policy Act of
1969, Pub. L. 91~190, an Environmental
Impact Statement is not required.

(7 U.S.C. 1989; 5 U.S.C. 301; delegation of
authority by the Secretary of Agriculture, 7
CFR 2.23; delegation of authority by the
Assistant Secretary for Rural Development, 7
CFR 2.70)

Dated: August 11, 1980.
Gordon Cavansaugh,
Administrator, Farmers Home
Administration.

[FR Doc. 80-27219 Filed §-4-80; 45 am)
BILLING CODE 3410-07-

Food Safety and Quality Service
9 CFR Parts 317, 318 and 381

Use of Certaln Proteolytic Enzymes In
Certain Meat and Poultry Products

AGENCY: Food Safety and Quality
Service, USDA.

ACTION: Final rule.

SUMMARY: This rule amends the Federal
meat inspection regulations to permit
the use of aspergillus oryzae, aspergillus,
flavus oryzae group, bromelin, ficin, and
papain as proteolytic enzymes to
tenderize the muscle tissue of all cuts of
meat. In addition, this rule amends the
Federal poultry products inspection
regulations to permit the use of these
proteolytic enzymes to tenderize the
muscle tissue of mature poultry. Under
the current regulations, these proteolytic
enzymes are only authorized for use to
tenderize the muscle tissue of beef cuts.
This rule also limits the weight gain
from the application of the solution
containing the approved proteolytic
enzymes to the untreated meat or
mature pouliry, to 3 percent above the
weight of the untreated meat or mature
poultry. This rule also amends the
Federal meat and poultry products
inspection regulations to provide that
meat and poultry muscle tissue that has
been tenderized with a proteolytic
enzyme shall bear a statement on the
label contiguous to the product name
indicating the presence of the enzyme.
This rule will allow for expanded
supplies of meat and poultry products at
the retail market.

EFFECTIVE DATE: October 6, 1980.

FOR FURTHER INFORMATION CONTACT:
Mr. Robert G. Hibbert, Director, Meat
and Poultry Standards and Labeling
Division, Compliance Program, Food
Safety and Quality Service, U.S.
Department of Agriculture, Washington,
DC 20250, (202) 447-6042. The Final
Impact Statement describing the options
considered in developing this final rule
and the impact of implementing each
option is available on request from the
above-named individual.
SUPPLEMENTARY INFORMATION:

Significance

This final rule has been reviewed
under USDA procedures established in
Secretary's Memorandum 1855 to

implement Executive Order 12044, and
has been classified “significant.”

Background .

Approval of Substances for Use in the
Preparation of Meat Products

‘The present Federal meat inspection
regulations (3 CFR 318.7) permit the use
of aspergillus oryzae, aspergillus flavus
oryzae group, bromelin, ficin, and
papain as proteolytic enzymes to
tenderize the muscle tissue of cuts of
beef. These substances currently are
considered generally recognized as safe
for use in human food by the Food and
Drug Administration (FDA). In this
connection, FDA has proposed to affirm
the generally recognized as safe status
of papain as a direct human food
ingredient (43 FR 31349, July 21, 1978).

The Department had received
requests from the meat industry to
permit the use of certain proteolytic
enzymes to tenderize pork muscle
tissue. In connection with those
requests, the Department received data
from the industry which showed that
meat from larger and older swine is
effectively tenderized by the action of
these enzymes. The Department also
conducted a taste panel which
concluded that the enzyme treatment of
pork muscle tissue makes the meat from
larger and older swine more palatable.

On the basis of the previous findings
for beel and the current information
available on pork, on June 1, 1979, the
Department published a proposal in the
Federal Register (44 FR 31665-31667)
which would permit the use of such
proteolytic enzymes for use in pork as
well as other meat cuts, subject to
inspection under the Federal Meat
Inspection Act, such as lamb, mutton,
and goat (chevon).

Approval of Substances for Use in
Certain Poultry Products

The Department also had been
petitioned by Agway, Inc., Syracuse,
New York, to amend the Federal pouliry
products inkpection regulations to allow
the use of proteolytic enzymes to
tenderize mature poultry muscle tissue.
Industry proposals claimed that this
action would enhance producer
markeling prospects for the
approximately 250 million mature
chickens marketed annually.
Approximately 85 percent of these
mature chickens are old hens culled
from egg-laying flocks because they are
no longer economically productive. The
remainder are old birds from poultry
breeder flocks. The poultry meat from
these mature chickens is generally
tough, dry, and sinewy. As a result, the
market for such poultry meat is limited.
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Industry proponents indicated that if
proteolytic enzymes were permitted for
such poultry meat, the profitability of
commercial egg production would
significantly improve.

Poultry technologists, in evaluating
this situation on behalf of producers,
developed a method for tenderizing the
tissue derived from the older birds by
using a proteolytic enzyme (papain) in a
manner similarly used for treating tissue
from cattle. The Department has
observed the tests conducted by the
industry, examined the treated muscle
tissue, conducted its own taste panel,
and evaluated other available data. The
tests show that the use of papain as a
proteolytic enzyme softens and
tenderizes poultry muscle tissue from.
fowl. Because of the similarities
between papain and the other
proteolytic enzymes, the Department
believes that aspergillus oryzae,
aspergillus flavus oryzae group,
bromelin, and ficin would soften and
tenderize poultry muscle tissue in the
same manner as papain.

Thus, the Department, in the same
Federal Register publication of June 1,
1979, discussed above, proposed to
permit the use of these tenderizing
substances in mature poultry, which is
defined in section 881.170 of the poultry
products inspection regulations (9 CFR
381.170). The proposal did not apply to
immature poultry which comprises the
overwhelming proportion of poultry
processed under Federal inspection,
such as broilers, since these birds are by
definition tender-meated. -

Restrictions on Use

In proposing to permit the use of
certain proteolytic enzymes, as
discussed above, the Department also
proposed to permit the use of these
enzymes only under certain conditions:

Amount Limitations

1. Cooked Product. The Department
proposed a limitation on the weight gain
of the finished product if cooked at the
official establishment. Meat cuts or
poultry can be cooked after enzyme
treatment prior to leaving the official
establishment. In the expected cooking
process, the normal processing effect is
that products lose moisture rather than
gain moisture during cooking. The .
proposal specified a limit for the weight
of the finished product if cooked. It was
proposed that, if the product is cooked,
the weight of the finished product shall
" not be greater than the weight of meat
cuts or poultry prior to application of the
solution containing the enzyme
+ treatment. , ~ . .

2. Uncooked Product. The Department
also'proposed extending the present 3

percent weight gain limitation on the
amount of proteolytic enzymes
permitted to be used in uncooked beef
cuts to all uncooked meat cuts and
mature poultry. Federal meat inspection
regulations (9 CFR 318.7} currently
provide that solutions containing
approved proteolytic enzymes applied
or injected into cuts of beef shall not
result in a gain of more than 3 percent
above the weight of the untreated
products. The Department reviewed the
3 percent limitation on the weight gain
of the uncooked product and found that
the 3 percent limitation was sufficient
for the purpose of softening tissue for all
of the-uncooked product.

Labeling Requirements

In addition to the limitation on the
amount of weight gain permitted for
cooked and uncooked meat and poultry
products to which enzymes are applied
or injected, the Department proposed
that the labels for such products include

" a prominent descriptive statement, such

as “Dipped in a Solution of [approved
enzyme],” appearing on the label
contiguous to the product name. This
labeling requirement would apply to all
products prepared under Federal
inspection and to all products treated °
with the enzymes at the retail
establishments, including those
establishments exempt from Federal
inspection requirements.

The adulteration and misbranding
provisions of the Federal Meat
Inspection Act and the Poultry Products
Inspection Act, other than the
requirement of the official inspection
legend, apply also to custom operations
and other operations exempted from
routine inspection under the Acts (see
Attorney General’s opinion of August 17;
1972, Vol. 42; Op. No. 44; 21 U.5.C. 623(c)
and-464(d)). Therefore, it was also
proposed that the current labeling
requirement contained in § 317.8(b}(25)
of the Federal meat inspection
regulations (9 CFR 317.8(b}(25)) be
deleted. This requirement currently

. provides that the descriptive statement

that a product contains a proteolytic
enzyme only appear on the label if a
proteolytic enzyme has beenused on a
product prepared in an official
establishment.

Final Action:

Based on a review of the comments
and the data available to the
Department during the development of
the proposal, the Department has

"determined that this proposed rule

should become a final regulation. In '
finalizing this rule, the Department has
determined that modifications are
necessary in order to avoid

misinterpretation and to clarify the rule.
The proposal stated that:

“If the product is cooked, the weight
of the finished product shall not be
greater than the weight of the raw meat
{poultry) cuts prior to enzyme
treatment.”

While considering the comments,
departmental officials became
concerned that this language in the
proposal might be misconstrued, This
language could be interpreted to -
authorize unlimited addition of the
solution containing the proteolytic
enzyme and water to the raw meat and
poultry as long as the cooked product
did not exceed the weight of the
untreated raw product. This was not the
intent of the proposal.

Cooking reduces raw meat and
poultry weight as fat and moisture are
lost. The current inspection regulations
for meat and poultry do not permit
moisture to be added to a product to
compensate for cooking loss {shrinkage),
except as specifically provided, e.g, in
cured products. Traditionally, such
compensation has been achieved
through price mechanisms.

It is the intent of this regulation that
the use of the enzyme solution be
limited to 3 percent of the raw meat
weight. Therefore, both cooked and
uncooked meat and poultry products
which contain the enzyme solution are *
treated identically and the weight
limitation gain will be based on the
untreated-product or the raw meat
weight. Therefore, the previously.
discussed language relating to the
limitation on use of the enzyme solution
in cooked products has been deleted
from the final rule.

In addition, the Department in
finalizing the rule is requiring a
descriptive statement for use on the
labels of meat and poultry products to
which an enzyme is applied or injected.
Numerous comments received by the
Department stated that congumets
desired specific labeling when a product
was tenderized with an enzyme, The
Department believes that a statement
which would advise of the purpose of
the addition of a food additive, such as
“Used as s tenderizer,” is more
descriptive than a statement that
advises the process in which the food
additive is applied; i.e., dipped or

‘injected. Therefore, the final rule has

been modified to require the use of tha
statement on the label: “Tenderized’
with [approved enzyme].” For those
meat food products which currently
have approved labels indicating the
usage of phrases other than “tenderized
with [approved enzyme],” the
Department believes that a reasonable
period of time should be granted to
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processors and packers to exhaust
existing supplies of such approved
labels. Accordingly, the Department will
allow confinued use of such currently
approved labels for up to 1 year from the
effective date of this regulation.

One final point has been clarified in
the final rule concerning the labeling of
products in which an approved
proteolytic enzyme has been applied or
injected. As mentioned previously, the
proposal limited the amount of solution
to be applied or injected into the
product. The proposal stated that
“Solutions, consisting of water, salt,
monosodium glutamate, and approved
proteolytic enzyme” would be limited.
This statement was intended sclely to
be an example of the types of solutien
that could be utilized en the product and
not a requirement that the solution
contain water, salt, monosodium
glutamate and approved enzymes since
the solution used for tenderization
actually consists of water and approved
enzymes. The final rule clearly states
that the solution censists of water and
the approved proteolptic enzymes. In
order {o ensure that consumers will be
informed if a solutioncontains
substances other than water and
proteolytic enzymes, the final rule also
requires that “Any other approved
substance which may be used in the
solution shall also be included in the
descriptive statement” used in the
labeling of the products.

- Options Considered

Three options were considered by the
Department during development of this
final rule:

1. Deny the request for expansion of
proteolytic enzyme use. This option was
rejected because it does not provide
equal treatment to producers and
processors of pork, sheep, and poultry
that compete with beef producers and
processors that currently are permitted
to use proteolytic tenderization. The
efficacy of proteolytic tenderization has
been demonstrated for these animals.

2, Permit proteolytic enzyme
tenderization of all red meat and
poultry. This option was rejected
because efficacy could not be
demonstrated for young poultry, such as
broilers. Immature pouliry are by
definition tender-meated, and, therefore,
do not aeed to be tenderized.

3. Permit proteolytic enzyme’
tenderization of all red meat and mature
poultry. This option was chosen because
it meets the marketing needs of farmers
and processors, and provides for
expanded wholeseme meat and poultry
food products to consumers.

Comments {o Proposal

The June 1, 1979, Federal Register
notice announcing the proposal included
a solicitation for comments and
established a comment period from June
1 through August 1, 1979. In response to
requests from interested parties, the
comment period was reopened from
August 10 through September 10, 1978
{44 FR 47098).

A total of 705 comments were
received during the two comment
periods, most of which were from
individuals. The majority of comments
involved concerns of the health
consequences resulting from the
addition of enzymes or salt to meat and
poultry. Over 95 percent of the
comments were apparently in response
to newspaper articles which did not
report the complete text of the proposal;
therefore, the commenters were
unaware of the labeling provisions
provided for in the proposal.

The comments raised concerns
expressed along the following lines
which will be discussed individually:

1. Allergies on the part of some
consumers to enzymes, specifically
papain.

2. Too many additives already in
foods, and these additives may cause
cancer.

3. Tenderization would allow extra
water to be added to meat and poultry.

1, Federal government favors industry.

5. Tenderization would allow tough or
spoiled meat or poultry to be utilized by
industry.

6. Tenderized products should bear
informative labeling.

7. Tenderizers create an unusual or
bad taste in meat and poultry and also
result in a mushy texture to meat and
poultry.

8. Consumers should have the right to
choose between tenderized and
untenderized meat and poultry and be
free to add their own tenderizers if they
so desire.

9. The proposal would have resulted
in more salt being added to meat and
poultry, which would be a burden to
persons on salt-restricted diets.

10. The sefety of many substances on
the generally recognized as safe (GRAS)
list is questionable, and the enzymes
may harm various body organs.

11. Tenderization would increase the
cost of treated meat and poultry.

12. The need for the use of enzymes
on meat and poultry is questionable.

1. Potential Allergies lo Papain.
Possible allergic reactions to papain
present a serious problem to many
people. Eighty-six commenters reported
that they are allergic to papain and

- suffered allergic reactions to varying

degrees after eating meat tenderized
with papain. Additionally, five doctors
reported that patients under their care
had allergies to tenderizers. Two
professors from the University of
Minnesota Medical School reported that
allergies to tenderizers were fairly
common among allergic persons. Those
individuals, allergic to papain,
expressed a fear that they would no
longer be able to purchase meat or
poultry without tenderizers.

The Department recognizes that
allergies to tenderizing enzymes are well
documented. These enzymes are
proteins and, therefore, some degree of
allergy would be expected as with other
proteins. According to the US.
Department of Health and Human
Services (HHS) (formerly the
Department of Health, Education and
Welfare (HEW])), although experts are
not certain how many Americans suffer
from symptoms of allergic reactions to
food, a conservative estimate indicates
that approximately 31,000,000
Americans, or 15 out of every 100, suffer
from one or more significant allergles.
Of these, nearly 9,000,000 may have
allergic reactions to foods, drugs, or bee
stings. Some of the more common food
allergies are fish and seafood, berries,
nuts, eggs, cereals, milk, beef, pork,
chocolate, legumes such as beans and
peanuts, peaches, cherries, almonds.
crabs, lobsters, shrimp, apples, pears,
oyslers, clams, tomatoes, green peppers,
rye, wheat, pumpkin, cucumbers, an
cantaloupes (HEW Pub. No. (NIH] 74-

533).

1t is not the policy of the Department
to limit or prohibit the distribution and
sale of all these foods because of
possible allergic reactions to them. The
Federal meat and poultry products
inspection Acts require all ingredients of
a food to be identified on a label in an
ingredient list. Therefore, by reading the
list of ingredients on the package label.
individuals can avoid the food
ingredients to which they are sensitive.

In developing this regulation, the
Department recognized the importance -
of informing the consumer of the
presence of the approved enzymes in
tenderized meat and mature poultry.
The use of such meat and pouliry
tenderizers is optional, but if used, the
presence of the enzymes must be shown
by a stalement on the label contiguous
to the product name which is clearly
visible to the consumer.

Enzymes have been widely used for
quite some time in the cheese, brewing.
dairy, and baking industries. The use of
these enzymes in these industries has
not created a serious health problem for
allergic persons. Meat and poultry
products containing certain approved
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enzymes will be clearly labeled showing
the presence of these enzymes, thereby
allowing persons allergic to these
substances to avoid them.

2. Excessive Additives in Foods. Many
individuals stated that meat and poultry
already contain too many additives.
Several individuals compared enzymes
to pesticide residues.

The Department does not authorize
the use of substances without a
thorough investigation. The FDA
requires the proponent of any food
additive to furnish data showing the
additive is safe. Under the Federal Meat
Inspection Act and the Poultry Products
Inspection Act, any food additive which
is not safe under the Federal Food, Drug,
and Cosmetic Act is prohibited as an
adulterant in meat and poultry products.
The Department also obtains data from
the proponent of the use of an additive
to determine whether-the substance will
otherwise adulterate meat or poultry
products.

3. Tenderization Would Allow Extra
Water to be Added to Meat and Poulltry.
Comments were received from 12
individuals who believe that excessive
amounts of water would be added to
meat and poultry if the proposal were
adopted. .

Under the Federal meat mspecnon
* regulations, the Department has, for
many years, permitted the addition of a
solution consisting of water and the
approved proteolytic enzymes to beef
cuts in the process of tenderizing beef
with enzymes, provided it does not
result in a gain of more than 3 percent ,
above the weight of the unireated
product. Upon review, the Department
has retained the 3 percent maximum
weight gain level in this final rule.

As it was previously discussed, the
proposal also contained a requirement
that products cooked after enzymatic
treatment shall not be greater than the
weight of the meat or poultry product
before enzyme treatment. The
Department now believes that this
statement could be misinterpreted to
allowcooked meat or poultry to be
treated with enzymes, or to allow
excessive amounts of water to be added
prior to cooking. For clarity, this
reference has been deleted in-this final
rule. Water limitations for specnﬁc
cooked products-already exist in the
meat and poultry inspection regulations.
These limitations, in conjunction with
the 3 percent weight gain limitation of
this rule, will control the amount of
water permitted in products.

4, Federal Government Favors
Industry. Thirty-three comments were
received which accused USDA of
allowing the industry to recondition
products for resale to the public, thereby

permitting increased industry profits.

_These comments were all from private

individuals, The Department has
required extensive testing to show the
effective use of enzymes. Enzyme tests
for the use of enzymes on pork products
have been in progress for 10 years. The
tests on poultry have extended over the-
last 2 years. Thus, USDA required the
proponents to show that they could meet
various restrictions before publishing
the proposal.

5. Tenderizers Would A]Iow Tough or
Spoiled Meat or Poultry to be Utilized
by Industry. Several comments stated
that spoiled or tough meats would be
used. The Federal meat and poultry
products inspection Acts prohibif the
preparation and distribution of
adulterated meat and poultry products.
Sections 1(m)(3} and 4(g)(3) of the
Federal Meat Inspection Act (21 U.S.C.
601(m)(3)) and the Poultry Products
Inspection Act (21 U.S.C. 453(g)(3)) state
that meat and poultry products are
adulterated if, among other things, they
consist in whole or in part of any filthy,
putrid, or decomposed substance or are
for any other reason unsound,
unhealthful, unwholesome, or otherwise
unfit for human food. Therefore, the

-USDA inspectors may not allow spoiled

or adulterated meat or poultry to be
used as human food.

The intent of this rule is to allow meat
and poultry from mature animals to be
used in more ways. The acceptance of
the tenderized product is and will
continue to be defined by consumer
decisions in the marketplace. Under
current regulations, since the demand
for such products is relatively low, the
tougher cuts of meat and poultry which
are derived from mature animals are.
generally used only in products where
they are subjected to long periods of
moist cooking such as in canned soups
or stews. These products may also be .
mechanically tenderized by grinding or
chopping. The use of tenderizing
enzymes will allow such meat and
poultry to be used, like other meat and
poultry cuts, in foods that are ready-to-
eat and ready-to-cook. There is no
question that the tenderizing enzymes
are efficacious, i.e., that they accomplish
the intended effect of making the
product more.tender. The Administrator

- has reviewed the current use of these

enzymes to tenderizéd beef cuts and the
information developed during this

-rulemaking proceeding. Upon review, he

has determined that the use of these"
proteolytic enzymes as a tenderizer with
the labeling required by this rule, would
not reduce the quality of the products or
make the products appear of greater

value or otherwise adulterate the

. products,

6. Tenderized Products Should Bear
Informatlve Labeling. Some commenters
opposing the proposal stated many
times that tenderized products should bo

" labeled to show the enzyme used. This

rule requires all products treated with
certain enzymes to show, in a phrase
immediately following the product *
name, the enzyme used. This rule also
requires all meat tenderized at the retail
level to be labeled to show the presence
of the specified enzymes. In addition,

" the rule has been amended to require

the use of the phrase “Tenderized with
{approved enzyme)"” to more fully advige
consumers of the purpose of the enzyme.

7. Tenderizers Create an Unusual or
Bad Taste in Meat and Poultry and Also
Result in a Mushy Texture, Some
comments were received objecting to
the taste and texture of the tenderized
meats, Although some individuals may
find products treated with proteolytic
enzymes unpalatable, such personal -
preferences do not provide a basis for
the Department to limit the use of theso
substances. Moreover, a product's taste
or texture may be affected by many
factors other than the addition of
proteolytic enzymes, It would be
inappropriate to prohibit the use of
these tenderizers which may be one of .
many factors involved in the
development of the product's taste or
texture.

8. Consumers Should Have the Right
to Choose Between Tenderized and
Untenderized Meat and Poultry and Be
Free To Add Their Own Tenderizers If
They So Desire. A great many
commenters expressed the wish to be
able to tenderize meat at home, This
rule does not require that all meat be
tenderized, nor will it remove
untenderized meat from the market.
Consumers will still be able to purchage
fresh, untenderized meat and prepara it
as they desire at home, The Department
believes that tenderized meat and
poultry will be used predominantly in
preparing convenience foods or ready- *
to-eat items which could not be made
from the tough, untenderized meat or
poultry.

9. This Rule Would Result in More,
Salt Being Added to Meat and Poultry
Which Would Be a Burden to Persons
on Salt Restricted Diets. One hundred -
and forty-seven comments were
received stating that too much salt is
being used in foods. Seven of these were
in favor of the proposal if salt were not
required to be used.

These comments were from persons
on salt-restricted diets who believed
that salt would be added along with the
enzymes. This information was gathered



Federal Register | Vol. 45, No. 174 | Friday, September 5, 1980 / Rules and Regulations

58819

from an analysis of a widely circulated
newspaper article reporfing on the
Department’s proposal. The newspaper
article quoted an example of the
labeling to be required which includes a
qualifying phrase such as “tenderized
with a solution of water, salt, flavoring
and papain.” These consumers,
therefore, believed that the approval of
papain as a tenderizer was also the
approval of the use of salt in such
products. This rule does not require salt
15 be added with the enzymes. Salt is
already authorized for use in all meat
and peuliry products and this rule does
not affect the use of salt.,

10. The Safety of Many Substances on
the GRAS List is Questionable and the
Enzymes Would Harm Various Body
Organs. Several commenters stated that
they do not believe that GRAS
substances are really safe and that the
enzymes would harm various parts of
the body. Some commenters stated that
things declared safe today would not be
called safe 5 years from now.

Substances on the GRAS list are
currently being studied and reviewed to
determine if there is any available
evidence to show that they are harmful.
Historically, substances on the GRAS
list have been permitted in food based
on their long history of use. FDA is
currenily reviewing the GRAS list and
reevaluating substances based on
available information.

As noted above, FDA has published a
proposal to affirm the GRAS status of
papain {43 FR 31349). As part of its
ongeing review of GRAS substances,
FDA has also received and reviewed a
report from the American Society of -
Experimental Bielogy which concludes
that papain is safe for human
comsumption. Copies of the report of the
Society’s Select Committee on GRAS
Substances are available from the
National Technical Information Service,
5285 Post Royal Road, Springfield,
Virginia 22161.

These enzymes occur naturally in
plants and have been used for centuries
by various people to tenderize meat.
There is no evidence that enzymes
directly harm any part of the body when
use as a tenderizer.

11. Tenderization Would Increase the
Cost of Treated Meat and Poultry. Bifty
commenters expressed concern that the
tenderizing procedure would increase
the production costs of the meat
processor who would pass the increased
cost on to the consumer.

The meat and pouliry from older
animals are not generally sold at the
retail level. The public demand for
better grades of meat and poultry has
limited the utilization of breeding
animals and egg-laying poultry as food

sources. Consequently, the farmer has a
very limited market for these mature
animals and poultry.

This situation of a large supply and a
small demand has resulted in a very low
price for mature animals and poultry.
The use of tenderizers would expand the
uses of these animals and poultry as
food. The lower original cost of the
animals and poultry would enable the
processor to offer the consumers more
products at lower coste, whereas
without tenderizing, most of this meat
and poultry would not enter the retail
market.

This action is not expected to have a
significant effect on the retail prices of
red meat or pouliry products. The
proportion of meat and poultry affected

“by this action is relatively small. The

proportions of each class affected are
estimated as follows: pork, 8 percent;
lamb and mutton, 7 percent; chicken, 5
percent; and turkey, 1 percent.
Furthermore, the animal supply suitable
for such processing may expand as a
result of this action. Consumers are
unlikely to experience price changes
since these animals comprise such a
small proportion of the total supply.

“This action could increase the farm
income of producers of eggs, sheep, and
feeder pigs as a result of higher
slaughter prices received from the sale
of hens, turkeys, sheep, sows, and boars.
The effect on egg producers may result
in some reduction of retail egg prices
since the increased return for spent hens
would generally lower egg production
costs.

12. The Need for the Use of Enzymes
on Meat and Poultry Is Questionable.
The last objection to the proposal was
based on the need for tenderizing. Many
people stated that there is no need for it,
that consumers could tenderize the meat
and poultry at home, and that tough
meat may be preferred because it
exercises the teeth and gums.

The meat and poultry from older
animals is very tough and nol suited for
roasting, broiling, or frying. There is no
demand for this class of meat or poultry
in the retail market; therefore, the
utillization of breeding stock and egg-
laying poultry as food sources is very
limited. The application of a tenderizer
to this class of meat and poultry makes
it possible to prepare a tender product
with the meat and poultry from older
animals regardless of the method of
cooking.

This rule will not affect the beefl
presently on the market. Not all beef
cuts are tenderized even though the
current Federal meat inspection
regulations authorize the cuts to be
tenderized. Therefore, the Department
believes that there will still be

untenderized meat available for those
desiring lougher cuts after this
regulation is promulgated.

On January 16, 1980, the National
Advisory Commitiee on Meat and
Poultry Inspection was consulted
regarding these regulations. Members of
the Committee expressed comments
both in support of and in opposition to
the proposal. The Committee members
did not raise issues outside the scope of
the wrilten comments as discussed
above, but their views were also
considered in the preparation of this
final rule. FDA was also consulted
during the rulemaking proceeding in
order to assure consistency in Federal
food standards. No inconsistency was
identified.

On the basis of the foregoing, the
Federal meat and poultry products
inspection regulations are amended as
set forth below:

1. Section 317.8(b)(25} of the Federal
meat inspection regulations (3 CFR
317.8(b}(25)) is amended fo read as
follows:

§317.8 False or misleading labeling or

practices generaity; specific prohibitions
and requirements for labels and containers.

¢ L3 * »* *
* >

(25) When approved proteolytic
enzymes as permitted in Part 318 of this
subchapter are used on steaks or other
raw meat cuts, there shall appear on the
label, in a prominent manner, contiguous
to the product name, the statement,
*“Tenderized with {approved enzyme],”
to indicate the use of such enzymes. Any
other approved substance which may be
used in the solution shall also be

included in the statement.
* b ] * +* *

§318.7 [Amended]

2. The chart listing the substances
approved for use in the preparation of
products in § 318.7(c}{4) of the Federal
meat inspection regulations {9 CFR
318.7(c)(4)) is amended as follows: In
connection with the class of substances
listed as “Proteolytic enzymes,” in the
“Products” column, the term “Beef cuts”
is amended to resd “Raw meat cuts"”
and the “Amount” column is amended
to read “Solutions consisting of water
and approved proteolytic enzymes
applied or injected into raw meat cuts
shall nat result in a gain of more than 3
percent above the weight of the
untreated product.”

§381.120 [Amended]

3. Section 381.120 of the Federal
poultry products inspection regulations
(9 CFR 381.120) is amended by adding a
new sentence at the end of this section
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to read as follows: “When approved
proteolytic enzymes as permitted in

§ 381.147 of this subchapter are used in
madture poultry muscle tissue, there shall
appear on the label, in a prominent
manner, contiguous to the product name,
the statement “Tenderized with
[approved enzyme],” to indicate the use
of such enzymes. Any other approved

substance which may be used in the
solution shall also be included i in the .
statement.”

§381.147 [Amended]

. 4, The chart listing the restrictions on
the use of substances in poultry
products in § 381.147(f)(3) of the Federal

poultry products inspection regulations
{9 CFR 381.147(f)(3)) is amended by
inserting a new class of substance,
“Proteolytic enzymes,” immediately-
before the class of substance listed as
"Synergists (used in combination with

. antioxidant)" and in the correct

columns, the following information
about those enzymes:

Class of substance Substance Purpose Products Amounts
L * _ * - B * * L
Proteolylic enzymes ..o Aspergxllus OTYZAR csusesssssonssnssosses e TO SOHEN tISSUL..omeuusresssonsessosssssoses .. Raw poultry muscle tissue of hen, Solutions consisting of water and approved protcos
3 - cock, mature turkey, mature _Iytic enzyme applied or injected info raw poullry
N duck, mature goose, and’ " tissue shall not result In a galn of mote than 3
mafure guinea. parcent above the weight of tho unlreated prod«
- uct.
Aspergxllus flavus Oryzae groupu. s do ! do Do.
O - 171117 SO it do do Do.
Fcun ...... do do Do.
Papain O o Do.
* * * *

(Sec. 7(c), 34 Stat. 1262, as amendéd 21 U.S.C. 607; Sec. 8, 71 Stat. 444, as amended, 21 U.S.C. 457; 42 FR 35625, 35626, 35631)
Done at Washington, D.C., on August 28, 1980.

Carol Tucker Foreman,

Assistant Secretary for Food and Consumer Serwces

[FR Doc. 80-27098 Filed 9—4-80; 8;45 am]
"BILLING CODE 3410-DM-M

FEDERAL ELECTION COMMISSION

11 CFR Parts 100, 106, 110, 140-146,
9001-9007

[Notice 1980-28] .

Public Financing of Presidential
" General Election Campaign; Effective -
Date Confirmation

AGENCY: Federal Election Commission.
ACTION: Final rule.

SUMMARY: On Friday, June 27, 1980 {45
FR 43378-43387), the Commission
published the text of revised regulations
to implement the provisions of the ..
Presidential Election Campaign Fund
Act (26 U.S.C. 9001, ef seq.) relating to
the public financing of Presidential
General Election Campaigns. The
Commission announces those
regulations are effective as of
September 5, 1980. 11 CFR Subchapter
D, Parts 140-146 are deleted.

EFFECTIVE DATE: September 5, 1980,

FOR FURTHER INFORMATION CONTACT:
Ms. Patricia Ann Fiori, Assistant
General Counsel, 1325 K Street, N.W,,
Washington, D.C. 20463, )
SUPPLEMENTARY INFOHMAT!ON: 26 U.S.C.
8009(c) requires that any rule or
regulation prescribed by the
Commission under Chapter 95 of Tltle
26, United States Code be transmitted to
the Speaker of the House of

Representatives and the President of the
Senate for legislative review prior to
final promulgation. If neither House of
Congress disapproves the regulations
within 30 legislative days after

transmittal, the Commission may finally .

prescribe them.

The regulations being made effective
by this notice were transmitted to -
Congress on June 13, 1980. Thirty
legislative days passed as of
adjournment August 26, 1980.

Announcement of Effective Date’
PART.‘:} 140-146 [DELETED]

The amendments to 11 CFR 100.8,
106.3 and 110.7; and the new 11 CFR
Subchapter E, Parts 9001 through 9007,
as published at 45 FR 43378-43387, are
effective as of September 5, 1980. 11 CFR
Subchapter D, Parts 140-146 are deleted.

Dated: September 3, 1980.
Max L. Friedersdorf,
Chairman, Federal Election Comm:ssmn

TFR Doc. 80-27512 Filed 9-4-80; 8:45 am)
BILLING CODE 6715-01-M

FEDERAL RESERVE SYSTEM
12 CFR Part 204
[Docket No. R-0306; Regulation D]

Reserves pf Member Banks

AGENCY: Board of Governors of the
Federal Reserve System.

.

ACTION: Final rule.

* SUMMARY: Effective August 28, 1900, the

Board has established a reserve
requirement ratio of 12 per cent on
savings accounts subject to negotiable
order of withdrawal (NOW accounts)
maintained by member banks located
outside of New England, New York, and
New Jersey. This is a technical revision
to Regulation D—Reserves of Member
Banks to implement the Board's revised .
Regulation D announced on August 15,
1980 (45 FR 56009). Under that action,
NOW accounts maintained by all
depository institutions outside of New
England, New York and New Jersey will
not be subject to the reserve
requirement phase-in provisions of
revised Regulation D—Reserve
Requirements of Depository Institutions,
which becomes effective on November
13, 1980. This action will have no effect
on the level of reserve requirements
member banks currently are required to
maintain.

EFFECTIVE DATE: August 28, 1980,

FOR FURTHER INFORMATION CONTACT:
Gilbert T. Schwartz, Assistant General
Counsel (202/452-3625) or Paul S.
Pilecki, Attorney (202/452-3281), Legal
Division, Board of Governors of the
Federal Reserve System, Washington,
D.C. 20551.
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SUPPLEMENTARY INFORMATION: Under
the Monetary Control Act of 1980 (Title I
of Pub. L. 96-221), the Board is
authorized to impose Federal reserve
requirements on depository institutions
that maintain transaction accounts or
nonpersonal time deposits. Transaction
accounts are subject initially to a
reserve requirement ratio of 3 per cent
on amounts up to $25 million and 12 per
cent on amounts in excess of $25
million. Initially, nonpersonal time
deposits are subject to 3 per cent
reserve ratio. The Act provides a
transitional adjustment period for most
nonmember depository institutions of
eight years during which time such
institutions will phase in to the new
reserve requirements. Member banks
will phase in over a four-year period
from existing reserve requirements to
the new, generally lower reserve
requirements. Under the Act, however,
any category of deposit accounts first
anthorized under Federal law in any
State after April 1, 1980, will not be
subject to the phase-in provisions. (See
S. Rep. No. 96-640, 96th Cong,, 2d Sess.
70 {1980).) This requirement most
immediately applies to negotiable order
of withdrawal (NOW accounts) that
may be offered by depository
institutions outside of New England,?
New York, and New Jersey, beginning
December 31, 1980, under section 308 of
the Consumer Checking Account Equity
Act of 1980 (Title I of Pub. L. 96-221).
On Awugust 15, 1980, the Board
announced a revised Regulation D—
Reserve Requirements of Depository
Institutions to implement the Monetary
Control Act. Under that action, reserve
requirements on negotiable order of
withdrawal (NOW accounts)
maintained by member banks in the
District of Columbia and the 42 States
outside of New England, New York and
New Jersey will not be subject to the
reserve requirement phase-in provisions
of the Monetary Control Act in
accordance with the intent of the
Monetary Control Act. In order to make
this action effective, the Board has
amended Regulation D, effective August
28, 1980, the beginning of the last reserve
computation period prior to the effective
date of the Monetary Control Act, to
impose a 12 per cent reserve
requirement of NOW accounts of
member banks located in the District of
Columbia and the 42 States outside of
New England, New York and New
Jersey. -

This revision to current Regulation D
will not impose any additional reserve
requirements on member banks at this

*Massachusetts, New Hampshire, Connecticut,
Maine, Rhode Island, and Vermont.

time since NOW accounts are not
permitted under Federal law outside of
New England, New York, and New
Jersey until December 31, 1980. NOW
accounts maintained at member banks
in the eight States where they are
currently authorized will continue to be
subject to a reserve requirement ratio of
3 per cent until November 13, 1980,
when such member banks will
commence phasing into the new reserve
ratios on transaction accounts of
Regulation D {12 CFR Part 204).

This amendment is technical in nature
and relates to a regulatory provision
that becomes effective November 13,
1980, Public comment on this issue was
solicited on this issue on June 4, 1980 (45
FR 38388).

Effective August 28, 1980, pursuant to

- the Board's authority under section 19 of

the Federal Reserve Act (12 U.S.C. 461 et
seq. § 204.5 of Regulation D (12 CFR
204.5) is amended as follows:

Section 204.5(a) (1)(ii) and (2)(ii) are
revised to read as follows:

§204.5 Reserve requirements.

[a) * & %

1] * & &

(ii} 1 per cent of its time deposils
outstanding on or issued efter October
16, 1975, that have an initial maturity of
four years or more; 2% per cent of its
time deposits outstanding on or issued
after December 25, 1875, that have an
initial maturity of 180 days or more but
less than four years; 3 per cent of its
time deposits up to $5 million,
outstanding on or issued after October
18, 1975, that have an initial maturity of
less than 180 days, plus 6 per cent of
such deposits in excess of $5 million; for
a member bank located outside of the
States of Massachusetts, New
Hampshire, Connecticut, Maine, New
Jersey, New York, Rhode Island, and
Vermont, 12 per cent of its savings
accounts subject to negotiable orders of
withdrawal: Provided, however, that in
no event shall the reserves required on
its aggregate amount of time and savings
deposits be less than 3 per cent or more

than 10 per cent.
* * * * *
2] % & &

(ii) 1 per cent of its time deposits
outstanding on or issued after October
16, 1975, that have an initial maturity of
four years or more; 2% per cent of its
time deposits outstanding on or issued
after December 25, 1975, that have an
initial maturity of 180 days or more but
less than four years; 3 per cent of its
time deposits up to $5 million,
outstanding on or issued after October
16, 1975, that have an initial maturity of
less than 180 days, plus 6 per cent of
such deposits in excess of $5 million; for

a member bank located outside of the
States of Massachusetts, New
Hampshire, Connecticut, Maing, New
Jersey, New York, Rhode Island, and
Vermont, 12 per cent of its savings
accounts subject to negotiable orders of
withdrawal: Provided, however, that in
no event shall the reserves required on
its aggregate amount of time and savings
deposits be less than 3 per cent or more
than 10 per cent.
* * * L 3 *

By order of the Board of Governors, August
28, 1960.
Theodore E- Allison,
Secretory of the Boord.
(FR Doc. 20-27294 Filed §-4-20; 845 am)
BILLING CODE 6210-01-M

- —

CIVIL AERONAUTICS BOARD

14 CFR Part 223

[Regulation ER-1197; Economic
Regulations Amendment No. 10 to Part 223]

Free and Reduced-Rate
Transportation; Notice of Approval by
the General Accounting Office

AGENCY: Civil Aeronautics Board.
ACTION: Final rule.

SUMMARY: This final rule gives notice
that the General Accounting Office has
approved the reporting requirements
and the application requirement
contained in Part 223 of the Board's
Economic Regulations governing free
and reduced-rate transportation. This
approval is required under the Federal
Reports Act, and was transmitted to the
Civil Aeronautics Board by letter dated
August 25, 1980.
DATES: Adopted: September 2, 1980.
Effective: September 2, 1980.
FOR FURTHER INFORMATION CONTACT:
Clifford M. Rand, Chief, Data
Requirements Division, Office of
Economic Analysis, Civil Aeronautics
Board, 1825 Connecticut Avenue, N.W.,
‘Washington, D.C. 20428, (202) 673-6042.
Accordingly, the Civil Aeronautics
Board amends Part 223 of its Economic
Regulations (14 CFR 223) by revising the
note at the end of Part 223 to read:
Note.—~The reporting requirements
conlained in sections 223.2(c), 223.6, 2237 and
the application requirement contained in
section 223.8 have been approved by the U.S.
General Accounting Office under B-180226
This amendment is issued by the
undersigned pursuant to delegation of
authority from the Board to the
Secretary in 14 CFR 385.24(b}. (Sec. 204
of the Federal Aviation Act of 1958, as
amended, 72 Stat. 743; 49 U.S.C. 1324).
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By the Civil Aeronautics Board.
Phyllis T. Kaylor,
Secretary.
|FR Doc. 80-27221 Filed 9-4~80; 8:45 am]’
BILLING CODE 6320-01-M

a—

e w———————

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 229, 230, 239, 240 and
249

[Release Nos. 33-6230; 34~17095]

Amendments Regarding Exhibit
Requirements

AGENCY: Securities and Exchange
Commission.
ACTION: Final rules,

SUMMARY: The Commission announces
the adoption of amendments to
Regulation S-K [17 CFR 229.20] and
certain frequently used forms under the
Securities Act of 1933 [the “Securities
Act”) [15 U.S.C. 77a et seq.] and the
Securities Exchange Act of 1934 (the
“Exchange Act”) [15 U.S.C. 78a et seq.]
in order to standardize and improve the
Commission’s requirements relating to
the filing of exhibits. The amendments

" delete thirteen exhibits formerly
required to be filed, revise and make
uniform the requirements relating ta
certain other exhibits, and, with the
exception of the exhibit requirements for
Form S-18, consolidate all of the
amended exhibit requirements of the
frequently used forms into a new ,
Regulation S-K item. To facilitate the
identification and location of exhibits by
the public, the Commission is also
adopting amendments to certain rules to
require an exhibit index with each form
or report filed and a statement on the
first page of each such document
indicating the page on which the exhibit
index can be found.

EFFECTIVE DATE: October 6, 1980. While
the amendments will not be effective
until such. date, in view of-the cost and
other savings the amendments may
provide to registrants, the Comnission
will accept filings complying with the
amendments beginning immediately for
those wishing to utilize them.

FOR FURTHER INFORMATION CONTACT:
Prior to effectiveness contact Joseph G.
Connolly, Jr. at (202) 272-3097. After
effectiveness contact William E,
Toomey, Office of Chief Counsel,
Division of Corporation Finance,
Securities and Exchange Commission,
500 North Capitol Street, Washmgton,
D.C. 20549 (202-272-2573).
SUPPLEMENTARY INFORMATION: The
Securities and Exchange Commission

today announced certain amendments.to
the exhibit filing requirements currently
set forth in certain registration and

reporting forms under the Securities Act

- 0f 1933 (the “Securities Act") and the

Securities Exchange Act of 1934 (the
“Exchange Act”), the amendment of
certain related rules under these Acts,
and the adoption of a new item relating
to exhibits in Regulation S-K.

I. Background

As a result of a reexamination by the
Division of Corporation Finance of the
exhibit filing requirements for the
registration and reporting forms
promulgated under both the Securities

" Act and the Exchange Act, the

Commission published proposed
amendments to Regulation S-K and
certain forms and rules underboth Acts
to standardize and improve the
Commission’s requirements relating to
the filing of exhibits.* These changes
were proposed for the dual purpose of
making the requirements more relevant
to investors and of reducing the burdens.
which they impose on registrants. A
significant concommitant effect would
also be to lessen the volume of paper
filed with the Commission. Generally,
the proposing release requested
comments on the propriety of: (1)
eliminating, modifying and, in limited
circumstances, adding certain exhibit
requirements in light of existing
disclosure obligations; (2) deleting the
specific exhibit requirements from
certain frequently used forms; 2 (3)
adding a new item to Regulation S-K to
consolidate all exhibit requirements for
such selected frequently used forms 3

‘3Release No. 33-6148 {November 16, 1979) {44 FR
67143].

2 As noted in the proposing release, the
Commission has determined to confine the
amendments to only those forms under the
Securities Act and the Exchange Act which are
most frequently used. The frequently used forms
selected are Forms S-1 [17 CFR 239.11}, S-2 [17 CFR
230.12}, S-7 [17 CFR 239.26}, S-8 [17 CFR 239.16b], S-
11 [17 CFR 239.18], S-14 [17 CFR 230.23], S-16 [17

" CFR 239.27], and S-18 [17 CFR 239.28] under the

Securities Act and Forms 10 [17 CFR 249.210), 8-K

[17 CFR 249.308}, 10-Q [17 CFR 249.308a}, and 10-K .

[17 CFR 249.310] under the Exchange Act. Although
the Form 11~K [17 CFR 249.31] had originally been
included in the proposed Regulation S-K item, in
view of the limited numberand type of exhibits
required by the Form 11-K [17 CFR 249.31], the
Commission has determined not to include this form
in Item 7 of Regulation S-K.

3With respect to the Form $-18, the Commission
has determined to adopt all the substantive changes
to the exhibit requirements outlined in this release
but, instead of inserting a reference to Regulation S~
K in the Form S-18, the substantive changes are
directly incorporated into the “Instructions as to
Exhibits” section of that Form. The basis for this
distinction is the view that Form S-18 represents a
“simplified" registration form and as such the
Commission believes that it is appropriate to avoid
cross references to otherregulations wherever
possible.

and (4) amending certain rules under
both the Securities Act and the
Exchange Act to require an exhibit
index with all registration and reporting
forms filed under such Acts, as well as a
statement on the first page of each guch
form indicating the page on which the
exhibit index may be found,

Twenty-one commentators addressed
various aspects of the proposed '
amendments. The commentators
expressed unanimous support for the
proposed elimination of the thirteen
exhibits listed in that release, -
commending the Commission for
alleviating certain burdensome and
outdated requirements upon registrants.
The commentators also expressed in
varying degrees their support for the
Commission’s attempt to achieve
uniformity in the exhibit requirements
for the forms selected and the relocation
of the exhibit requirements for such
forms in a single item of Regulation S-X,
As a result of the views expressed by
the commentators, a number of tevisions
have been incorporaéed into the
proposals ag adopted.

II. Synopsis of Amendments

The following synopsis discusses the
exhibits which have been eliminated,
modified and added to the filing
requirements as well as the new exhibit
item in Regulation S-K and the
amendments to other rules. Attention is
directed to the text of the amendments
for a more complete understanding,

A, Elimination, Modification and
Addition of Exhibits

1. Elimination of Exhibits
As noted above, there was unanimous

_ support of the commentators for the

proposed elimination of the thirteen
exhibits set forth below. The

-‘Commission believes that these exhibits

are of limited interest to both the public
and the Commission and may be
eliminated without impairing investor
information or protection.

The Commission has determined to no
longer require the following exhibits, in
those forms indicated in parentheses:

(1) Syndication agreements (S-1, S-2,
S-7, 8-11, S-14, S-16 and S-18);

(2) Selling group agreements (S~1, $-2,
S-7, S-11, S-14, S-16 and S-18);

(3) Specimen certificates (S-1,-5-2, S~
7, S-11, S-14, 5-16, $-18, Form 10 and
Form 20);

(4) Plans relating to options, warrants
and rights to the extent they are not
deemed to be material contracts (S-1, S-
8, S~11, S-14, S-18, Form 10 and Form
10-K);

(5) Pension, retirement and deferred
compensation plans (S-1 and S-18};
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(6) Indemnification contracts or
arrangements (S-1, S-7, $-11 and S-14);

(7) Profit sharing or bonus plans to the
extent they are not deemed to be
material contracts (S-8, S-11, S-14, 5-18
and Form 10);

(8) Agreements relating to registration
rights (S-14);

{9) Summaries of the employee benefit
plan to which the filing relates and any
related written communications (S-8
and 5-18);

{10) Waivers or undertakings required
by Rule 460 [17 CFR 230.460] (S-8);

(11} List of subsidiaries participating
in the plan {S-8);

(12) Form of proxy (S-14); 4and

{13) Text of any proposal or any
published report regarding matters
submitted to a vote of security holders
(Form 10-X and Form 10-Q).

2. Modification of Exhibits
Requirements

{(a) Applicability of Requirements to
Various Forms. One of the
commentators’ general observations on
the proposals was that the proposed
revisions and codification into
Regulation SX of the exhibit filing
requirements did not reflect adequately
the distinctions among the various
forms, particularly the Form S-16.

The Commission has determined that
certain exhibit requirements are
unnecessary for Form S-16 and can be
eliminated without impairing investor
information or protection. This
determination is based upon the fact
that the Form S-16 incorporates by
reference current as well as
subsequently filed reports under the
Exchange Act where such exhibits may
be found.® In this manner, information
filed as an exhibit pursuant to the
continuous disclosure requirements of
the Exchange Act will be relied upon in
lieu of an exhibit filing. This revision is
. intended to eliminate unnecessary and
duplicative filings without reducing the
quality of the information available to
investors. As revised, only documents
which relate specifically to the
securities offering will be required as
exhibits to Form $-16, i.e. underwriting
agreements, plans of acquisition,

4 Although the form of proxy will no longer be
required to be filed as an exhibit to the S-14
registration statement, the requirement that it be
filed with the Commission with both the preliminary
and definitive proxy material would be retained.

SMaterial changes in the registrant's affairs not
previously disclosed in an incorporated document

" would be required to be disclosed in the registration

statement pursuant to Item 8 of the Form. As a
result, a material contract not previously filed as an
exhibit to an Exchange Act periodic report would be
required to be disclosed in the filing, although not
required to be filed as an exhibit to the registration
statement.

reorganization, atrangement, liquidation
or succession, instruments defining the
rights of holders of the debt or equity
securities being registered and opinions
of counsel relating to legality and tax
matters.

{b) Modification of Specific Exhibits.
As discussed in Release No. 33-6149, the
Commission proposed substantive
revisions to two existing exhibit
requirements: material contracls and
previously unfiled documents. In
response to the comments received,
these definitions have been revised, as
well as the proposed definitions of
certain other exhibits, namely (a)
instruments defining the rights of
security holders, (b) letter with respect
to changes in accounting principles, (c)
plans of acquisition, reorganization,
arrangement, liquidation or succession
fmd (d) articles of incorporation and by-
aws.

(i) Material contracts.—The material
contract definition has been revised
from the proposal in two respects. First,
in paragraph (b) of the definition
relating to contracts not made in the
ordinary course of business, the
percentage in subpart 3 concerning the
acquisition or sale of certain assets has
been revised to the 15% threshold
currently in the definition of material
contracts in Form S~1. After analyzing
the commentators’ views in this area,
the Commission has determined to set
the percentage at 15% rather then reduce
it to the Form 10 10% standard. This
approach is consistent with the purpose
of reducing the burdens which the
exhibit filing requirements impose upon
registrants without materially impairing
investor information or protection.

Second, a new subpart has been
added to paragraph (c) of the definition
which specifically excludes from the
exhibit filing requirements any
remuneration plan or arrangement in
which directors or executive officers of
the registrant do not participate. The
Commission believes that these types 6§
plans generally are not material to
investor information or proteclion and
are not necessary for staff review
purposes.

In certain respects, particularly with
regard to the current exhibit
requirements of Form S-7, the definition
of material contract adopted will require
the filing or at least the listing of some
additional documents not currently
required. The Commission does not
believe, however, that this item
requirement imposes an unreasonable
burden upon registrants. It should be
noted that Form S-7 allows the
integration into the registration
statement of the Exchange Act reports.
To the extent such contracts have been

filed with these reports, the registrant
may incorporate them by reference so -
that the requirement in most instances
will be a reference requirement rather
than the imposition of a new filing
requirement.

The Commission has determined,
however, to eliminate this specific
exhibit from the filing requirements for
the Form S-16. Unlike the other
registration and reporting forms, the
Form S-16 incorporates by reference
into the registration statement current,
as well as subsequently filed, Exchange
Act periodic reports where such
contracts will be filed. As a result, the
Commission believes that the
elimination of this exhibit requirement
will not reduce the quality of
information available to investors but
rather will eliminate a duplicative filing
and reference requirement.

(ii) Previously unfiled documents.—
Although the substance of this exhibit
requirement remains as originally
proposed, the definition of this exhibit
has been redrafted to remave certain
ambiguities perceived by commentators,
including eliminating the possible
interpretation that the item would
require a continual updating of all
Securities Act exhibits not otherwise
required to be filed with the Forms
adopted under the Exchange Act. As
adopted, the exhibit requires the filing of
all contracts or other documents either
originally required to be filed with a
registration statement on Form 10 ora
report on Forms 10-X or 10-Q, as well
as any document which later comes into
existence and is of a character originally
required to be so filed. Further, all
amendments or modifications of
previously filed exhibits are also
encompassed within the item
requirement. As noted in the proposing
release, this item is a consolidation of
several existing exhibit requirements in
Forms 10-Q and 10-K and in the
Commission’s view does not impose any
new filing requirements upon registrants
except that the revised requirement
would be operative on a quarterly basis,
rather than on the annual basis used in
the past.

{iii) Instruments defining the rights of
security holders, including indentures.—
The substance, as well as the
applicability, of this definition has been
revised in a number of respects from the
original proposal. Substantively, the
definition has been revised by
increasing the exclusionary provision in
subpart (b), relating to non-registered
long-term debt, from 5% to 10%.

Similarly, the applicability of the item
to the various forms has been revised by
limiting in certain respects the specific
filing requirements, As adopted, the
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definition requires the filing of all
instruments defining the rights of
holders of the equity or debt securities
being registered. Further, the definition
requires the filing of all other /
instruments defining the rights of
holders of long-term debt of the
registrant, and of all subsidiaries for
which consolidated or unconsolidated
financial statements are required to be
filed, only on Forms S-1, S-2, S-11 and
S-14 under the Securities Act and Forms
10 and 10-K under the Exchange Act.
The original proposal would have:
required the filing of all such
instruments with each Securities Act
and Exchange Act form. In light of the
nature of Forms §-7, S-8 and S-16 under
the Securities Act, however, the
Commission has determined that this
requirement is unnecessary. Forms S-7
and S-16 are simplified registration
forms which are premised upan
Exchange Act filings where such
instruments are already filed while the
Form S-8 is the registration form
" relating solely to the registration of
securities to be offered to employees of
the registrant pursuant to.certain
employee benefit plans. °~
. With regard to Forms 8-K and 10-Q
under the Exchange Act, the definition
of this item requirement has been
revised to call for such exhibits only -
when the periodic report filed discloses
a modification of existing rights, the
issuance of any additional securities of
a class outstanding or the creation of a
new class of securities or indebtedness.
Each Form 10-K, however, will require
as exhibits all instruments defining the
rights of holders of long-term debt. To
the extent such instruments have been
previously filed with the Commission,
the registrant may incorporate them by
reference. In this manneran interested
investor or the staff of the Commission
will be able to obtain a listing of all such
instruments by consulting the
registrant's latest Form 10-K and any
subsequently filed Form 10-Q’s.

(iv) Letter with respect to changes in
accounting principles.—The
Commission has revised this definition
by adding the qualifying “under the
circumstances” phrase currently -
appearing in the-requirement for this
exhibit. This language had been
inadvertently omitted from the
definition when proposed.

(v) Plan of acquisition,
reorganization, arrangement, liquidation
or succession.—This definition has been
revised by the addition of a sentence
relating to the requirements for filing
any schedules (or similar attachments)
to these plans. Currently, all such’
schedules are required to be filed with

the disclosure document. It has been the
Commission’s experience, however, that
many of the schedules being received by
the staff are not material for investor
inforination or protection and are
unnecessary for Commission review
purposes. Accordingly, the definition as
adopted limits the applicability of the
exhibit filing requirements to these
schedules which are material to an -
investment decision and which are not
otherwise disclosed in the plan itself or
the disclosure document. This provision
has been qualified by the requirement
that the plan or agreement filed as the,
exhibit contain a list briefly identifying
the contents of all omitted schedules
together with the registrant’s agreement
to furnish supplementally a copy of any
omitted schedule to the Commission
upon request.

(vi) Articles of Incorporation and by-
Jaws.—The definition of this exhibit has
been revised in one respect from the
proposal. A provision has been added to
the item which requires that, whenever
an amendment to the articles or by-laws

- of the registrant is filed as an exhibit to

a reporting form, a complete copy of the
registrant’s articles or by-laws as
amended must also be filed as an
exhibit. The Commission believes that
this revision will assist interested
investors, as well as members of the
staff of the Commission, in identifying
and locating the registrant’s complete
charter or by-laws which at present is’
particularly difficult under the
Commission's existing micrographic
document storage system. Although the

- Commission fecognizes that this

revision may impose some additional
burdens upon registrants, it believes
that these burdens will be minimal and
that significant benefits to the public
will result.

3. Additional Exhibits
As noted in the proposing release, the

. Commission became aware during the

reexamination of the exhibit filing
requirements that the exhibits called for
by certain related forms were

_ inconsistent in the sense that certain

items are required in some forms but not
in others, even though such forms
pertain to similar disclosure issues. To
cure this inconsistency, the Commission
is adopting the requirement that the
following documents be filed as exhibits
to the forms listed in parentheses: (1)
instruments defining the rights of

‘security holders, including indentures,

(S-2); (2) opinion with respect to tax
matters (S-1, S-2, -7, S-14, S-16 and S-
18); (3) voting trust agreements {S-2); (4)
plans of acquisition, reorganization,
arrangement, liquidation or succession
(S-7 and S-16); and opinions of counsel

with respect to liquidation preferenca
and this discount on capital shares (S-2
and S-7).

Certain commentators believed that
the additional requirement for an
opinion of counsel relating to tax
matters may be burdensome, costly and,
in some instances, difficult to satisfy. In
light of these views, the Commission has
modified materially the filing
requirement for such opinions. As ,
adopted, an opinion of counsel will be
mandated only for filings on Form S-11
or filings in which Guide 60 of the
Guides for the Preparation of

‘Registration Statements ¢ applies. The

Conimission notes that tax opinions are
currently required in these filings and:in
light of the type of securities being
registered and the business activities of
the registrant continues to believe in
their importance to investors, For all
other filings, including Forms $-2, S-7
and S-16, an opinion of counsel as to tax
matters will be required only where the
tax consequences are material to an
investor and a representation as to the
tax consequences is set forth in the
filing, This requirement may be
satisfied, however, by the inclusion of
the full opinion in the registration
statement.

A new exhibit requirement rélating to
the use of SAS No. 24 *reports in
registration statements has also been
included in Table I of the exhibit item.
Under this exhibit requirement, which is
captioned “Letter re unaudited financial
information,” registrants must file as an
exhibit to a registration statement a
letter from the independent accountants
which acknowledges the accountants’
awareness of the use in the registration
statement of any of their reports which
are not subject to the consent
requirement of section 7 of the
Securities Act. The intention of the
Commission to adopt this exhibit
requirement was announced in
Securities Act Release No. 6173
(December 28, 1979) [41 FR 43398). That
Release announced the adoption of a
rule excluding from the definitjon of a
“report,” for the purposes of sections 7
and 11 of the Securities Act, SAS No. 24,
reports by independent accountants on
reviews of unaudited interim financial
information. While this amendment to
Rule 436 (17 CFR 230.436) eliminated the
requirement of section 7 of the ‘
Securities Act that accountants consent
to the use of SAS No. 24 reports, the
Commission noted in the Release that
the independent accountants should

8Securities Act Release No. 5745 [41 FR 43398).

7Statement on Auditing Standards No. 24,
“Review of Interim Financial Information.* AICPA,
March 1979,

4
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acknowledge their awareness that these
reports are being included in a
registration statement. As adopted, this
exhibit will be required for all the
Securities Act forms in Table I except
Form S-2.

B. Revision of Forms and Inclusion of
Exhibit Item in Regulation S-K

In the interest of clarity, and to
establish uniformity between the exhibit
requirements for the most frequently
used forms under both the Securities Act
and the Exchange Act, the Commission
has adopted, as proposed, two major
changes in the manner in which such
requirements are set forth. First, with
the exception of the Form S-18, the
specific exhibit requirements are no
longer contained in the selected
frequently used forms. In lieu thereof, a
single reference appears to Regulation
S-K. Second, the Commission has
adopted Item 7 of Regulation S-K which
contains all the exhibit requirements for
the relevant forms being amended.® The
Commission believes that these changes
will assist registrants in complying with
the exhibit requirements by simplifying
and consolidating requirements.

New Item 7 consists of two parts: first,
two tables (one each for the Securities
and the Exchange Acts) list each of the
forms being covered by the item and the
exhibits required to be filed with each
such form; second, a definitional section
containing a narrative description of
each exhibit listed in the table.

In response to a number of comments,
certain revisions have been )
incorporated into Item 7. In paragraph
(a) of the item, the reference to the
exhibit index and sequential numbering
requirement has been revised to require
sequential pagination in only the
manually signed original. This reference
had been inadvertently omitted from the
item when proposed.

Instruction number 2 to Item 7{a} has

also been expanded to indicate that an
“X” designation in the exhibit table
indicates the documents which are
required to be filed with each form even
if previously filed with an earlier report.?
Accordingly, the filing of certain
previously filed exhibits is required in a
number of decuments. For example, in
Table 11, the Form 10-K requires the
filing of all exhibits relating to the
articles of incorporation and by-laws,
instruments defining the rights of

8 As originally proposed the exhibit requirement
item of Regulation S-K would have been designated
Item 8.

*Previously filed documents, however, may be
incorporated by reference pursuent to Rule 447
under the Securities Act {17 CFR 230.447] and Rule
12b-32 [17 CFR 240.12b-32] under the Exchange Act
1o satisfy thesé requirements.

holders of long-term debt and material
contracts, in addition to any previously
unfiled documents. As noted in
paragraph (a} of the Item, incorporation
by reference is permitted and, if utilized,
the Commission believes this
requirement will, in many cases, result
in a listing of previously filed exhibits,
rather than the imposition of a
requirement that the exhibits be .
physically filed each year,

The tables, as adopted, have also
been modified in several respects to
incorporate a number of the
commentators' concerns. A number of
footnotes have been added to the
various requirements of the Item which
limit, in certain respects, the specific
exhibit filing requirements. In many
respects, these footnotes clarify the
Commission's intent in publishing the
proposal. The requirement in Form S-16
for filing material contracts has been
deleted. The requirements for the filing
of opinions regarding liquidation
preference and discount on capital
shares have been added to Forms S-2
and S-7 while the opinion of counsel
relating to tax matters has been added
to Forms S-2, S-7 and S-16. Further, in
view of the limited number and type of
exhibits required by the Form 11-K, this
form has been eliminated from the
Regulation S-K Item requirements.

C. Amendments to Certain Related
Rules

In connection with the amendment to
Regulation S-X, the Commission has
also adopted amendments to Rule 403
[17 CFR 230.403] under the Securities
Act and Rule 0-3 [17 CFR 240.0-3] under
the Exchange Act. Both rules set forth
requirements relating to the filing of
documents with the Commission. Each
such rule has been amended to add a
new paragraph thereto requiring that the
following be included with each
registration statement or report being
filed: (1) and index listing each exhibit
filed with the registration statement or
report and, in the manually signed
original, the page under the
Commission's sequential numbering
system where such exhibit can be found
and (2} a statement on the cover page of
the manuelly signed filing indicating the
page under the sequential numbering
system on which the exhibit index is
located.

The purpose of the rule changes is to
assist readers of the filings in identifying
and locating exhibits. Under the current
micrographic system used by the
Commission to store documents, it is
difficult to determine without a complete
review of the document which exhibits
are filed with a particular registration
statement or report.

~

The Commission believes that these
changes will substantially ease the
difficulties in identification and location
inherent in the present micrographic
system and will greatly facilitate the
retrieval of such information for the
investing public.

D. Text of the Amendments

PART 229—STANDARD
INSTRUCTIONS FOR FILING FORMS
UNDER SECURITIES ACT OF 1933
AND SECURITIES EXCHANGE ACT OF
1934—REGULATION S-K

1.17 CFR 220.2J is amended by adding
anew Item 7 to Regulation S-K.

§229.20 Information required in
document.
* L] * * ]

Item 7. Exhibits. (a) Subject to Rule
447 (17 CFR 230.447) under the Securities
Act 0f 1933 and Rule 12b-32 (17 CFR
240.12b-32) under the Securities
Exchange Act of 1934 regarding
incorporation of exhibits by reference,
the following exhibits shall be filed,
where applicable, as part of the
registration statement or report. For
convenient reference, each exhibit
should be listed in the exhibit index
according to the number assigned to it in
the applicable table set forth below. The
exhibit index should immediately
precede the exhibits filed with such
document and should indicate in the
manually signed original the page
number in the sequential numbering
system where such exhibit can be found.
‘Where exhibits are incorporated by
reference, this fact should be noted in
the exhibit index referred to in the
preceding sentence. For a description of
each of the exhibits included in the
following tables, see paragraph (b} of
this Item.

This Item applies only to the forms
specified below. With regard to forms
not listed in the tables, reference should
be made to the appropriate form for the
specific exhibit filing requirements
applicable thereto.

Tables

Instructions

(1) Each table indicates those documents
which must be filed as exhibits to the
respective forms listed. Only copies, rather
than originals, need be filed of each
document listed;

(2) The X designation indicates the
documents which are required to be filed
with each form even if previoualy filed with
another document, Provided, however; That
such previously filed documents may be
incorporated by reference to satisfy the filing
requirements; and

(3) The number used in the far left column
of each table refers to the appropriate
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subsection in paragraph (b) where a,
description of the exhibit can be found.

Whenever necessary, alphabetical or
numerical subparts may be used.

. Table L.—Securities Act of 1933—Frequently Used Forms

£

S-2

S-11

£

S-7 S-8

(1) Underwriting ag t

(2) Plan of acquaguon reorganization arrangement,
fiquidation or succession.

(3) Articles of Incorporation and by-laws ............. .

(4) Instruments defining the nghts of security ho!d-
ers, including indentures.

(5) Opinion re legality.

(6) Opinion re discount on capilal ShareS.wwms

XX XX

(7) Oplnion re liquidation preferenc..smmmmmssss vesse

{(8) Opinion re tax

(9) Voting trust Lol

(10) Patnn: 44

(11) Statemenl re computation of per share eam-
ings.

(13) Annual report to ty holders

pr—

atstessssecssinsarstssssmasessssosser

X
X
X
X
X
b ET——
X
X
X .
X .
X

XXXXXX XX

;( KXXXXXX XX XX

x XX
x

eroresscercotessres

{14) Material foreign p
(15) Instruments der ining the nghts of parhetpaung

MXxi ok XRXXXX

x

employees.
(16) Letter re unaudited financial Information e

x
xX; X
x

1Such plans need not be filed for secondary offerings on this form.
2Sych stalements are necessary only when such ratios are fumished.

—

3This exhibit néed be filed only for the reg:smzbon of securities otfered pursuanl to an emp&oyeo beneﬁt plan of the

registrant.

Table Il.—Securnities E\'ohange Act of 1934—Frequently Used Forms

a

Form10 &K

" . (2) Plan of acquisition, tion ar

ion or

(3) Articles of incorporation and by-laws

(4) Instruments defining the nghts of security holders, including indentures ..

(6) Opinion re discount on capital shares

(7) Opinion re liquidation p

(9) Voting trust ag
(10) Matorial cont

{11) Statement re computation of per.share eaming:

(12) Statements re computation of ratios ¢

(13) Annual report to ity holder

(14) Material foreign p

MHi HKHXXKAHKHKHKXKXKX

(17) Letter ra change in certifying ac
(18) Letter re director

(19) Letterre change in awounung princip
(20) Previously unfiled d

(21) Financial statements furnished to security holders

1Such statements ére necessary only when such ratios are furnished. : .

(b) Description of Exhibits. Set forth
below is a description of each document
listed in the foregoing tables for which
copies should be filed, where
- appropriate, A

(1) Underwriting agreement.—Each
underwriting contract or agreement with
a principal underwriter pursuant to
which the securities being registered are
to be distributed; if the terms of such
. documents have not been determined,

the proposed forms thereof.

(2) Plan of acquisition, reorganization,
arrangement, liquidation, or
succession—~—Any material plan of

_acquisition, disposition. reorganization,
readjustment, succession, liquidation or
' arrangement and any amendments
thereto described in the statement or
repott. Schedules (or similar
‘attachments) to these exhibits shall not
" be filed unless such schedules contain -

information which is material to an
investment decision and which is not
otherwise disclosed in the agreement or
the disclosure document. The plan filed
. shall contain a list briefly identifying the
* contents of all omitted schedules,
together with an agreement to furnish
supplementally a copy of any omitted
schedule to the Commission upon
request,

(3) Articles of incorporation and by-
laws.—The articles of incorporation and
by-laws of the registrant or instruments
corresponding thereto as currently in
effect and any amendments thereto.
Whenever amendments to the articles or
by-laws of the registrant are filed, there
shall also be filed a complete copy of the
articles or by-laws as amended.

(4) Instruments defining the rights of
security holders, including indentures,—

*" (a) All instruments defini’ng the rights of

holders of the equity or debt securities
being registered,

{(b) Except as set forth in (c) below, for
filings on Forms S-1, S-2, $-11 and S-14
under the Securities Act of 1933 and
Forms 10 and 10-K under the Securities
Exchange Act of 1934 all instruments
defining the rights of holders of long-
term debt of the registrant and of all
subsidiaries for which consolidated or
unconsolidated financial statements are
required to be filed.

{c) Where the instrument defines the
rights of holders of long-term.debt of the
registrant and all its subsidiaries for
which consolidated or unconsolidatad
financial statements are required to be
filed, there need not be filed (1) any
instrument with respect to long-term
debt not being registered if the total
amount of securities authorized

* thereunder does not exceed 10% of the

total assets of the registrant and its
subsidiaries on a consolidated basis and
if there is filed an agreement to furnish a
copy of such agreement to the
Commission upon request; (2} any
instrument with respect to any class of
securities if appropriate steps to assure
the redemption or retirement of such
class will be taken prior to or upon
delivery by the registrant of the
securities being registerad; or (3) coples
of instruments evidencing scrip
certificates for fractions of shares.

{d) If any. of the securities belng
registered are, or will be, issued under
an indenture to be qualified under the
Trust Indenture Act of 1939, the copy of
such indenture which is filed as an
exhibit shall include or be accompanied
by (1) a reasonably itemized and
informative table of contents; and (2) a
cross-reference sheet showing the
location in the indenture of the
provisions inserted pursuant to Sections

-310 through 318(a) inclusive of the Trust

Indenture Act of 1939.

(e} With respect to Forms 8-XK and 10~
Q under the Securities Exchange Act of
1934 which are filed and which disclose
the creation of a new class of securitios
or indebtedness or the issuance or
reissuance of any additional securities
or indebtedness of a class outstanding,
or the modification of existing rights of

- security holders, file all instruments

defining the rights of holders of these
securities or indebtedness.

(5} Opinion re legality—(a) An
opinion of counsel, as to the legality of
the securities being registered,
indicating whether they will, when sold,
be legally issiied, fully paid and non-
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assessable, and, if debt securities,
whether they will be binding obligations
of the regisirant.

(b) If the securities being registered
are issued under a plan and the plan is
subject to the requirements of ERISA
either (i) @n opinion of counsel which
confirms compliance with the provisions
of the written documents constituting
the plan with the requirements of that
Act pertaining to such provisions; or (ii)
a copy of the Internal Revenue Service
determination letter that the plan is
qualified under Section 410 of the
Internal Revenue Code; or (iii) an
opinion of counsel attaching a copy of
the determination letter, that any
amended provisions of the plan adopted
subsequent to such determination
comply with the requirements of that
Act pertaining to such provisions.

(6) Opinion re discount on capital
shares—If any discount on capital
shares is shown as a deduction from
capital shares on the most recent
balance sheet being filed for the
registrant, there shall be filed a
statement of the circumstances under
which such discount arose and an
opinion of counsel as to the legality of
the issuance of the shares to which such
discount relates. The opinion shall set
forth any applicable constitutional and
statutory provisions and shall cite any
decisions which in the opinion of
counsel are controlling.

(7) Opirion re liquidation
preference—1Xf the registrant has any
shares the preference of which upon
involuntary liquidation exceeds the par
or stated value thereof, there shall be
filed an opinion of eounsel as to whether
there are any restrictions upon surplus
by reason of such excess and also as to
any remedies available to security
holders before or after payment of any
dividend that would reduce surplus to
an amount less than the amount of such
excess. The epinion shall set forth any
applicable constitutional and statutory
provisions and shall cite any decisions
which, in the opinion of counsel, are
controlling. -

(8) Opinion re tax matters—Yor filings
on Form S-11 under the Securities Act of
1933 or those to which Guide 60 of the
Guides for the Preparation of
Registration Statements (Securities Act
Release 5745; 41 FR 43398) applies an
opinion of counsel or, in lieu thereof, a
revenue ruling from the Internal
Revenue Service, supporting the tax
matters and consequences to the
shareholders as described in the filing
when such tax matters are material to
the transaction for which the
registration statement is being filed.
This exhibit otherwise need only be
filed with the other applicable

registration forms where the tax
consequences are material to an
investor and a representation as to tax
consequences is set forth in the filing. lf
a tax opinion is set forth in full in the
filing, an indication that such is the case
may be made in lieu of filing the
otherwise required exhibit. Such tax
opinions may be conditioned or may be
qualified, so long as such conditions and
qualifications are adequately described
in the filing.

{9) Voting trust agreement—Any
voting trust agreements and
amendments thereto.

{10) Material contracts—{a) Every
contract not made in the ordinary course
of business which is material to the
registrant and is to be performed in
whole or in part at or after the filing of
the registration statement or was
entered into not more than two years
before such filing. Only contracts need
be filed as to which the registrant or
subsidiary of the registrant is a party or
has succeeded to a party by assumption
or assignment or in which the registrant
or such subsidiary has a beneficial
interest.

(b) If the contract is such as ordinarily
accompanies the kind of business
conducted by the registrant and its
subsidiaries, it will be deemed to have
been made in the brdinary course of

_business and need not be filed, unless it
falls within one or more of the following
categories, in which case it should be
filed except where immaterial in amount
or significance:

(1) Any contract to which directors,
officers, promoters, voling trustees,
security holders named in the
registration statement or report, or
underwriters are parties other than
contracts involving only the purchase or
sale of current assets having a
determinable market price, at such
market price;

(2) Any contract upon which the
registrant’s business is substantially
dependent, as in the case of continuing
contracts to sell the major part of
registrant’s products or services or {o
purchase the major part of registrant's/
requirements of goods, services or raw
materials or any franchise or license or
other agreement {o use a patent,
formula, trade secret, process or trade
name upon which registrant’s business
depends to a material extent;

(3) Any contract calling for the
acquisition or sale of any property, plant
or equipment for a consideration
exceeding 15 percent of the assets of the
regisirant on a consolidated basis; or

(4) Any lease under which a :
significant part of the property
described in the registration statement
or report is held by the registrant.

(c} Any management contract or any
remunerative plan, contract or
arrangement, including but not limited to
plans relating to options, warrants or
rights, pension, retirement or deferred
compensation or bonus, incentive or
profit sharing (or if not set forth in any
formal document, a wrillen description
thereof) shall be deemed material and
shall be filed except the following:

(1) Ordinary purchase and sales
agency agreements.

(2) Agreements with managers of
stores in a chain organization or similar
organization.

{3} Contrac!s providing for Iabor or
salesmen's bonuses or payments {o a
class of security holders, as such.

(4) Any remunerative plan, contract or
arrangement in which directors or
executive officers of the registrant do
not participate. See Item 4 of Regulation ~
S-K for the definition of the term
“executive officer.”

(5) Any remunerative plan, contract or
arrangement which pursuant to its terms
is available to employees generally and
which in operation provides for the
same method of allocation of benefits
between management and
nonmanagement participants.

(11) Statement re computation of per
share earnings—A statement setting
forth in reasonable detail the
computation of per share earnings,
unless the computation can be clearly
determined from the material contained
in the registration statement or report.
{See Securities Act Release No. 5133
(February 18, 1971} [36 FR 2483]}.

(12) Statement re computation of
ratios——A statement setting forth in
reasonable detail the computation of
ratios of earnings to fixed charges which
appears in the registration statement or
report.

(13) Annual report o securily
holders—The registrant's annual report
to security holders for its last fiscal year
if all or a portion thereof are
incorporated by reference in the filing.
Such report, except for those portions
thereof which are expressly
incorporated by reference in the filing, is
to be furnished for the information of the
Commission and is not to be deemed
“filed"” as part of the filing. If the
financial statements in the report have
been incorporated by reference in the
filing, the accountant’s certificate shall
be manually signed in one copy.

(14) Ma!eria??oreign patents—Each
material foreign patent for an invention
not covered by a United States patent. If
the filing is a registration statement and
if a substantial part of the securxities to
be offered or if the proceeds therefrom
have been or are to be used for the
particular purposes of acquiring,
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developing or exploiting one or more
material foreign patents or patent rights,
furnish a list showing the number and a
brief identification of each such patent
or patent right,

(15) Instruments defining the rights of
participating employees—All
constituent instruments (other than the
plan itself) defining the rights of
employees who participate in the plan,

(16) Letter re unaudited financial
Information—A letter, where applicable,
from the independent accountants
which acknowledges their awareness of
the use in & registration statement of
any of their reports which pursuant to
Rule 436{(c) (17 CFR 230.436{c)) under the
Securities Act are not considered a part
of a registration statement prepared or
certified by an accountant or a report
prepared or certified by an accouritant
within the meaning of sections 7 and 11
of that Act.

(17) Letter re change in certifying
accountant—A letter from the
registrant’s former independent
accountant regarding its concurrence or
disagreement with the statements made
by the registrant in the current report
concerning the resignation or dismissal
as the registrant's principal accountant.

(18) Letter re director resignation—
Any letter from a former director which
sets forth a description’of a
disagreement with the registrant that led

to the director’s resignation or refusal to_

stand for re-election and which requests
that the matter be disclosed.

(19) Letter re change in accounting
principles—Unless preyiously filed, a
letter from the registrant’s independent
accountant indicating whether any
change in accounting principles or
practices followed by the registrant, or
any change in the method of applying
any such accounting principleés or
practices, which affected the financial
statements being filed with the
Commission in the report or which is
reasonably certain to affect the financial
statements of future fiscal years is to an
alternative principle which in his
judgment is preferable under
circumstances. No such letter need be
filed when such change is made in
response to a standard adopted by the

" Financial Accounting Standards Board.

requiring such a change. ‘

(20) Previously unfiled documents—
All contracts and other documents of a
type required to be filed as an exhibit to
an original registration statement on
Form 10 or a report on Forms 10-K and
10-Q under the Securities Exchange Act
of 1934 which were executed or in effect
during the reporting period and not
previously filed, as well as all -
amendments or modifications, not
previously filed, to all exhibits

.

prewously filed with Forms 10, 10-K and
10-Q. -

(21) Financial statements furnished to
security holders—1If the registrant

. makes available to its stockholders or

otherwise publishes, within the period
prescribed for filing the repost,a’ -
financial statement containing the
information required by this form, the
information called for may be
incoporated by reference to such
published statement provided copies -
thereof are included as an exhibit to -
Part I of the report filed,

PART 230—GENERAL RULES AND
REGULATIONS, SECURITIES ACT OF
1933

2,17 CFR 230.403 is amended by
adding a new paragraph [e]:

§230.403 Requirements as to paper,
printing and Ianguage. !

* * * * *

(e) Each registration statement shall
contain an exhibit index, which should
immediately precede the exhibits filed
with such registration statement. The
index shall list each exhibit filed and
identify by handwritten, typed, pnnted
or other legible form of notation in the
manually signed original, the page
number in the sequential numbering
system described in paragraph (d) of
this section where such exhibit can be
found or where it is stated that the
exhibit is incorporated by reference.

' Further, the first page of the manually

signed registration statement shall list
the page in the filing where the exhibit
index is located.

PART 240—GENER,A'L RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

3.17 CFR 240, 0—3 is amended by
adding a new paragraph (c)

§240.0-3 Filing of matena! with the
Commission.
* * * - % * ~

-(c} Each document filed shall contain
an exhibit index, which should
immediately precede the exhibits filed
with such document. The index shall list
each exhibit filed and identify by
handwritten, typed.,printed, or other
legible form of notation'in the manually
signed original, the page number in the
sequential numbering system described

‘in paragraph (b) of this section where

such exhibit can be found or where it is
stated that the exhibit is incorporated
by reference. Further, the first page of
the manually signed document shall list

the page in the filing where the exhibit _

index is located.

PART 239—~FORMS PRESCRIBED
UNDER THE SECURITIES ACT OF 1933

4,17 CFR Part 239 is amended as
follows:

a. Form S-1. Item 30 and the
Instructions as to Exhibits of Form S—1
are amended as follows:

§239.11 Form S-1, registration statement
under the Securities Act of 1933.

* * * L] *

Item 30. Financial statements and
exhibits,

(a] * * %

(b) Exhibits, as required by Item 7 of
Regulation S-K, 17 CFR 229.20,
*

* * * *

Instructions as to Exhibits

The exhibits shall be furnished in
accordance with the provisions of Itom 7 of
Regulation S-K, 17 CFR 220.20.

b. Form §-2. Item 18 and the Instructions as
to Exhibits of Form S-2 are amended as
follows:

§239.12 Form S-2, for shares of certaln
corporations in the development stage.
* * * * * *

Item 18. Exhibits File, Exhibits, as
required by Item 7 of Regulatlon S-K, 17
CFR 229.20.

* * * * L]

Instructions as to Exhibits ~

The exhibits shall be fumxshnd in
accordance with the provisions of ltem 7 of
Regulation S-K, 17 CFR 229.20.

* ® * * *
¢. Form S-7, Item 17 and the

Intructions as to Exhibits of Form S-7
are amended as follows:

§239.26 Form S-7, for registration under
the Securities Act of 1933 of securities of
certain issuers.

* * * L]

Item 17. Other Documents Filed as a
Part of the Registration Statement,

(a) * k &
{b) Exhibits, as required by Item 7 of

" Regulation S-K, 17 CFR 229.20.

* * * * *

Instructions as to Exhibits '

The exhibits, shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-K, 17 CFR 228.20.

* * * * *

d. Form S-8, Instructions as to
Exhibits of Form S-8 are amended as
follows:

¥

§239,16b Form S-8, for re’glstrallon’ undor
the Securities Act of 1933 of securities to
be offered to employees pursuant to
certain plans,

* * * » L]



Federal Register / Vol. 45, No. 174 | Friday, September 5, 1980 / Rules and Regulations

58829

Instructions as to Exhibits

The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-X, 17 CFR 229.20,

* * * * *

e. Form $-11. Item 32 and the
Ingtructions as to Exhibits of Form S-11
are amended as follows:

§239.18 Form S-11, for registration under
the Securities Act of 1933 of securities of
certain real estate companies.

* * * *x *

Item 32. Financial Statements and
Exhibits

[a) * 4 *

{b) The exhibits, as required by Item 7
of Reguation S-K, 17 CFR 229.30.

* x * * *

~Instructions as to Exhibits
The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-X, 17 CFR 229.20.

* * * * -«

f, Form S-14. Item 5 and the
Instructions as to Exhibits of Form S-14
are amended as follows:

§239.23 Form S-14, for simplified
registration of securities issued in certain
transactions under Rules 133 and 145[17
CFR 230.133, 230.1451.

* * * * *

Item 5. Rxhibits Filed. Exhibits, as
required by Item 7 of Regulation S-K, 17
CFR 228.20.

* * * * *

Instructions as to Exhibits

The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-K, 17 CFR 229.20.

* * * * - &

g. Form S-16. Item 13 and the
Instructions as to Exhibits of Form S-16
are amended as follows:;

§289.27 Form $-16, for registration under
the Securities Act of 1933 of securities of
certain issuers offered pursuant to certain
types of transactions.

* * * * *

Ttem 13. List of Exhibits. Exhibits, as
required by Item 7 of Regulation S-K, 17
CFR 229.20.

* * & * *

Instructions as to Exhibits

‘The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-K, 17 CFR 229.20.

* * * * *

h. Form 5-18. Instructions as to
Exhibits of Form S-18 are amended as
follows:

§239.28 Form S-18, optional form for the
registration of securities to be sold to the
public by the issuer for an aggregate cash
price not to exceed $5,000,000.

* * - > »

Instructions as to Exhibils

Subject to the rules regarding incorporation
by reference, the following exhibits shall be
filed as a part of the registration statement.
Exhibits shall be appropriately lettered or
numbered for convenient reference. Exhibits
incorporated by reference may bear the
designation given in the previous filing.
Where exhibits are incorporated by
reference, the reference shall be made in the
list of exhibits called for by Item 20.

(1) Underwriting ogreement~Each
underwriting contract or egreement with a
principal underwriter pursuant to which the
securities being registered are to be
distributed; if the terms of such documents
have not been determined, the proposed
forms thereof.

(2) Articles of incorporation and by-laws—
The articles of incorporation and by-laws of
the registrant or instruments corresponding
thereto as currently in effect and any
amendments thereto.

(8) Instruments defining the rights of
security holders, including indentures—(a)
All instrumants defining the rights of holders
of the equity or debt securitles being
registered as well as all instruments defining
the rights of holders of long-term debt of the
registrant and of all subsidiaries for which
consolidated or unconsolidated financial
statements are required to be filed.

(b) Where the instrument defines the rights
of holders of long-term debt of the registrant
and all its subsidiaries for which
consolidated or unconsolidated financial
statements are required to be filed, there
need not be filed (1) any instrument with
respect to long-term debt not being registered
if the total amount of securities authorized
thereunder does not exceed 10% of the total
assets of the registrant and its subsidiaries on
a condolidated basis and if there is filed an
agreement to furnish a copy of such
agreement to the Commission upon request;
(2) any instrument with respect to any class
of securities if appropriate steps to assure the
redemption or retirement of such class will be
taken prior to or upon delivery by the
registrant of the securities being registered; or
(3) copies of instruments evidencing scrip
certificates for fractions of shares.

(c) If any of the securities being registered
are, or will be, issued under an indenture to
be qualified under the Trust Indenture Act of
1939, the copy of such indenture which is
filed as an exhibit shall include or be
accompanied by (1) a reasonably itemized
and informatjve table of contents; and (2} a
cross-reference sheet showing the locationin
the indenture of the provisions inserted
pursuant to Sections 310 through 318(a)
inclusive of the Trust Indenture Act of 1839.

(4) Opinion re Jegality—{a) An opinion of
counsel, as to the legalily of the securities
being registered, indicating whether they will,
when sold, be legally {ssued, fully paid and
non-assessable, and, if debt securities,
whether they will be binding obligations of
the registrant.

(b) If the securities being registered are
issued under a plan and the plan is subject to
the requirements of ERISA either (i} an
opinion of counse} which confirms
compliance with the provisions of the written
documents constituting the plan with the
requirements of that Act pertaining to such
Pprovisions; (i) a copy of the Internal Revenue
Service determination letter that the plan is
qualified under Section 401 of the Internal
Revenue Code; or (iii) an opinion of counsel
attaching a copy of the determination letter.
that any amended provisions of the plan
adopted subsequent to such determination
comply with the requirements of that Act
pertaining to such provisions.

(5) Opinion re discount on capital shares—
If any discount on capital shares is shown as
a deduction from capital shares on the most
recent balance sheet being filed for the
registrant, there shall be a statement of the
circumstances under which such discount
arose and an opinion of counsel as to the
legality of the issuance of the shares to which
guch discount relates. The opinion shall set
forth any applicable constitutional and
statutory provisions and shall cite any
decistons which, in the opinion of counsel,
are controlling.

(6) Opinion re liguidation preference—1f
the registrant has any shares the preference
of which upon involuntary liquidation
exceeds the par or stated value thereof, there
shall be filed an opinion of counsel as to
whether there are any restrictions upon
surplus by reason of such excess and also as
to any remedies available to security holders
before or after payment of any dividend that
would reduce surplus to an amount less than
the amount of such excess. The opinion shall
set forth any applicable constitutional and
statutory provisions and shall cite any
decisions which, in the opinion of counsel,
are controlling.

{7) Opinion re tax matters—An opinion of
counsel or, in lien thereof, a revenue ruling
from the Internal Revenue Service supporting
the Tax matters and consequences as to the
shareholders as described in the filing when
such tax matters are material to the
transaction for which the registration
statement is being filed. If a tax opinion is set
forth in full in the filing, an indication that
such is the case may be made in lieu of filing
the otherwise required exhibit. Such tax
opinion may be conditioned or may be
qualified so long as such conditions and
g}:;liﬁcalions are adequately described in the

3.
(8) Voting trust agreement—Any volting
trust agreements and amendments thereto.

{9) Material contracts—{a) Every contract
not made in the ordinary course of business
which is material o the registrant and is to
be performed in whole or in part at or after
the filing of the registration statement or was
entered into not more than two years before
such filing. Only contracts need be filed as to
which the registrant or subsidiary of the
registrant is a party or has succeeded to a
party by assumption or assignment or in
which the registrant or such subsidiary has a
beneficial interest.

(b) If the contract is such as ordinarily
accompanies the kind of business conducted _
by the registrant and its subsidiaries, it will
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be deemed to have been made in the ordinary
course of business and need not be filed,
unless it falls within one or more of the
following categories, in which case it should
be filed-except where immaterial in amount
or significance; -

(1) Any contract to which directors,
officers, promoters, voting trustees, security
holders named in the registration statement
or report, or underwriters are parties other
than contracts involving only the purchase or
sale of current assets having a determinable
market price, at such market price; :

(2) Any contract upon which the -
registrant’s business is substantially
dependent, as in the case of continuing
contracts to sell the major part of registrant’s
products or services or to purchase the major
part of registrant’s requirements of goods,
services or raw materials or any franchise or
license or other agreement to use a patent,
formula, trade secret, process or trade name
upon which registrant’s business depends to
a material extent; ~ ,

(3) Any.contract calling for the acquisition
or sale of any property, plant or equipment
for a consideration exceeding 15 percent of
all the assets of the registranton a
consolidated basis; or )

(4) Any lease under which a significant
part of the property described in the
registration statement or report is held by the
registrant. . .

(c) Any management contract or an;
remunerative plan, contract or arrangement
including but not limited to plans relating to .
options, warrants orrights, pension,
retirement or deferred compensation or
bonus, incentive or profit sharing (or if not set
forth in any formal document, a written
description thereof) shall be deemed material

- and shall be filed except the following:

(1) Ordinary purchase and sales agency
agreements. -

(2) Agreements with managers of stores in
a chain organization or similar organization.

(3) Contracts providing for labor or
salesmen's bonuses or payments to a class of
security holders, as such.

(4) Any remunerative plan, contract or
arrangement in which directors or executive
officers of the registrant do not participate.
See Item 4 of Regulation S—K for the
definition of the term “executive officer.”

(5) Any remunerative plan, contract or
arrangement which pursuant to its terms is
available to employees generally and which
in operation provides for the same method of
allocation of benefits between management
and nonmanagement participants.

(10) Material foreign patents—Each
material foreign patent for an invention not
covered by a United States patent. If the
filing is a registration statementand ifa
substantial part of the securities to be offered
or if the proceeds therefrom have been or are .
to be used for the particular purposes of
‘acquiring, developing or exploiting one or

" more material foreign patents or patent
rights, furnish a list showing the number and
a brief identification of each such patent or
patent right.

(11) Instruments defining the rights of
participating employees—All constituent
instruments (other than the plan itself)
defining the rights of employees who
participate in the plan. ’

(12) Letter re unaudited financial
information—A letter, where applicable, from
the independent accountants which
acknowledges their-awareness of the usein a
registration statement f any of their reports
which pursuant to Rule 436(c) (17.CFR _
230.436(c})) under the Securities Act are not
considered a part of a registration statement
prepared or certified by-an accountant or a
-report prepared or certified by an accountant
within the meaning of sections 7 and 11 of
that Act. . :

+, * - * *

PART 249—FORMS, SECURITIES
EXCHANGE ACT OF 1934

5. 17 CFR Part 249 is amended as
follows: ‘

a. Form 10. Item 18 and the
Instructions as to Exhibits of Form 10

- are amended as follows: . .

§249.210 Form 10, general form for
registration of securities pursuant to
section 12 (b) or (g) of the Securities
Exchange Act of 19384. . :

» * * * * »

Item 16. Firancial Statements and
Exhibits o

(a) * %k %

(b) Exhibits, as required by Item 7 of

- Regulation 8-K, 17 CFR 229.20.
+ - :

* * *

Instructions as to Exhibits, , .

The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-K, 17 CFR 220.20.

* * * R * *

b. Form 8-K. Item 7 of the Form 8-K is

amended as follows: -

§249.308 Form 8-K, for current reports.
N !

* * * *

Item 7. Financial statements .
a * % %

{b) Exhibits. The exhibits shall be
furnished in accordance with the
provisions of Item 7 of Regulation S-K,
17 CFR 229.20. -

* * * * *

¢. Form 10-Q. Instruction 9 and Item 9
of Form 10-Q) are amended as follows:

§249.308a Form 10-Q, for quarterly
reports under secticns 13 or 15(d) of the
Securities Exchange Act of 1934.

* * * * *

Instruction 9. Exhibits. The exhibits shall
be furnished in accordance with the ’
provisions of Item 7 of Regulation S-K, 17
CFI_( 229.20.

* * * * ® ~ .
Item 9. Exhibits and Reports on Form 8-X.
(a) The exhibits shall be furnished in -
accordance with the provisions of Item 7 o
Regulation S-K, 17 CFR 229.20, \
» * * * * !
d. Form 10-K. Ttem 12 and the
Instructions to Exhibits of Form 10-K
are amended as folloivs: ' :

§249.310 Form 10-K, annual report
pursuant to sections 13 or 15(d) of the
Securities Exchange Act of 1934,

* * * * *

Item 12. Financial Statemeénts,
Exhibits Filed and Reports on Form 8-K.

(a) * ke Rk ‘

(2) Exhibits, as required by Item 7 of
Regulation S-K, 17 CFR 229.20,

* * * * *

. Instructions as to Exhibits

The exhibits shall be furnished in
accordance with the provisions of Item 7 of
Regulation S-K, 17 CFR 229.20.

* * * * *
Certain Findings

As required by Section 23(a) of the
Exchange Act, the Conimission has
specifically considered the impact which
the amendments would have on
competition and has concluded that it
imposes no significant burden on
competition. In any event, the
Commission has determined that any
possible burden will be outweighed by,
and is necessary and appropriate to
achieve, the benefit of this xule to
investors and registrants,

The Commission also finds that any
changes in the amended rule and forms
adopted from those published in
Securities Act Release No. 6149 have
already been generally subject to
comment so that further notice and
rulemaking procedures pursuant to the
Administrative Procedure Act (5 U.S.C.
553) are not necessary.

Authority

The amendments to Rule 403 and the
enumerated forms prescribed under the
Securities Act of 1933 are being adopted
pursuant to the authority in Sections 6,
7, 8,10, and 19(a) of that Act. The
amendments to Rule 0-3 and the
enumerated forms prescribed under the
Securities Exchange Act of 1934 are
being adopted pursuant to the authority
in Sections 12, 13, 15(d) and 23(a) of that
Act, The amendments to Regulation 8-K
are being adopted pursuant to all of the
1%33 and 1934 Act provisions referred to
above.

(Secs. 8, 7, 8, 10, 19(a), 48 Stat. 78, 79, 81, 85;
Secs. 12, 13, 15(d), 23(a), 48 Stat. 892, 694, 895,
901; Secs. 205, 209, 48 Stat, 808, 908; Sccs. 1, 3,
8, 203(a), 49 Stat. 704, 1375, 1377, 1379; Soc. 2,
52 Stat. 1075; Sec. 301, 54 Stat, 857; Secs. 8,
202, 68 Stat. 685, 686; Seca. 3, 4, 6, 10, 78 Stat,
88(a), 565, 569, 570; Sec. 1, 79 Stat. 1051; Socs.
1, 2, 82 Stat. 454; Secs. 1, 2, 7, 28, 84 Stat. 1435,
1497, 1653; Secs. 10, 11, 18, 89 Stat. 119, 121,
155; Sec. 308, 80 Stat. 57; Scc. 204, 91 Stat,
1500; 15 U.S.C. 77§, 77, 77h, 77}, 775(n), 701,
78m, 780(d), 78w(a))
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By the Commission.
George A. Fitzsimmons,
Secretary.
August 27, 1880.
[FR Doc. 80-27123 Filed 8-4-80; 845 am]
BILLING CODE 3010-01-M

h

17 CFR Part 249
[Release No. 34-171001

Registration of Municipal Securities
Dealers

AGENCY: Securities and Exchange
Commission.
ACTiON: Final amendments to form.

SUMMARY: The Commission is amending
Form MSD, the registration form used by
municipal securities dealers which are
banks or separately identifiable
departments or divisions of banks. The
amendments (1) conform a definition in
Form MSD to a definition contained in a
rule of the Municipal Securities
Rulemaking Board, (2) allow, under
certain circumstances, bank municipal
securities dealers to substitute, for forms
currently required to be filed with the
Commission, forms containing similar
information with respect to supervisory
personnel currently filed with the bank
regulatory agencies, and (3) make
certain technical changes in Form MSD.
Banks or separately identifiable
departments or divisions of banks -
whose municipal securities dealer
registration is either currently effective
or pending will be required to update
their registrations or applications on
Form MSD if such registrations or
applications do not already contain the
new information required by the
amendments.
EFFECTIVE DATES: With respect to
registrants or applicants whose
municipal securities dealer registration
is either effective or pending on October
6, 1980, the effective date of the
amendments is December 28, 1980. With
respect to other applicants, the effective
date of the adopted amendments is
October 6, 1380.
FOR FURTHER INFORMATION CONTACT:
Thomas G. Lovett, Esq.,
Office of Self-Regulatory Oversight,
Division of Market Regulation,
Securities and Exchange Commission,
500 North Capitol Street,
‘Washington, D.C. 20549,
(202) 272-2411. .
SUPPLEMENTARY INFORMATION: On July
17, 1978, the Securities and Exchange
Commission published and solicited
comments concerning three proposed
substantive amendments and two

- proposed technical amendments to Form

MSD. The Commission has determined
to adopt certain of the substantive
amendments described below and the
two technical amendments, The
Commission, in a companion release, is
withdrawing the proposed substantive
amendment to the instruction to item 6
of Form MSD.?

The first proposed substantive
amendment would amend Form MSD's
definition of the phrase “municipal
securities dealer activities" in the
instructions to Form MSD to conform to
the definition of that term in rule G-1(b)
of the Municipal Securilies Rulemaking
Board (the “MSRB").2 As originally
adopted, MSRB rule G-1 included four
types of activities as "municipal
securities dealer activities"; this list of
activities was incorporated verbatim
into Form MSD. After the Commission
adopted Form MSD, the MSRB amended
rule G~1 to expand the list of *municipal
securities dealer activities” to include
(1) financial advisory and consultant
services in connection with the issuance
of municipal securities and (2) activities
which involve communication, directly
or indirectly with public investors in
municipal securities. As a result, the
instructions in Form MSD do not
conform to the MSRB's current
definition of the term “municipal
securities dealer activities,” The
amendment would replace the current
list of activities enumerated in Form
MSD with language referring to the
definition of the term "“municipal
securities dealer activities,” thus
conforming the two definitions
eliminating the need for future
amendments to the same instructions in
the event additional amendments to the
term, as defined in MSRB rule G-1,
become effective.

The second proposed amendment
would permit certain persons named in
response to item 5 of Form MSD, who
are required to complete a separate
Schedule A,3to substitute for that

1The Commission published and sclicited
comments concerning the pi amendments in
Securitiss Exchange Act Release No.14971 (July 17,
1976) (43 FR 32309 (1878])). The Commission, in this
release, is adopting two of the substantive
amendments and the two technical amendments. In
Securities Exchange Act Release No. 17101 (August
28, 1980), the Commission Is withdrawing the
proposed substantive amendment to the {nstruction
to item 8 of Form MSD. Sce discussion beginning at
n. 5, infra.

2MSRB rule G-1 defines the term “separately
identifiable department or division of @ bank™ fur
purposes of Section 3{a}(30) of the Securitics
Exchange Act {the “Act”) (15 U.S.C. 78¢{a){30).

3Each person directly engaged in the
mansagement, direction or supervision af any of the
applicant's or registrant’s municipal securities
dealer activities, as enumerated in MSRB rule G-
1(b), is required to be Listed in response to item §
and on Schedule A of Form MSD. Such persons
include personnel respoasible for the clearance and

schedule Form MSD-4.4In order to
satisfy the requirements in MSRB rule
G-7 with respect to information
concerning associated persons, the
federal bank regulatory agencies have
uniformly adopted Form MSD-4, which
every bank municipal securities dealer
is required to submit to its appropriate
regulatory agency on behalf of each
municipal securities principal or
municipal securities representative
assaciated with such bank dealer.
Applicants would still be required,
however, to complete a Schedule A for
any disciplined personnel named in
response to item 7 of Form MSD even if
such persons have also completed a
Form MSD-4, since Schedule A solicits
additional disciplinary information
which is not available on Form MSD-4.

The third proposed substantive
amendment would amend the
instruction to item 6 of Form MSD. Item
6 solicits information concerning any
person who “directly or indirectly
control(s) any of the applicant’s
municipal securities dealer activities.”
The current instruction can be ‘
interpreted to exclude members of the
board of directors of a bank dealer and
of a parent bank holding company (if
any) from the category of persons
considered to control directly or
indirectly an applicant bank’s municipal
securities dealer activities. The
proposed amendment to the instruction-
to item 6 would explicitly require a bank
municipal securities dealer, whether it
applies for registration as a whole or as
a separately identifiable department or
division, to list on Schedule'B all the
members of the board of directors of the
applicant, or of the bank of which itis a
part, and of the parent bank holding
company, if any.

The first proposed technical
amendment to item 1 of Form MSD
would facilitate the processing of
registration forms filed by applicants
which intend to succeed to and continue
the business of another registered
municipal securities dealer by requiring
that such applicants check a box on the
form indicating their successor status.
The second proposed technical
amendment would make a minor
correction to item 10{c) of Form MSD to
avoid an overlap with item 12(h) of the
form. Under the proposed amendment,
an applicant which is a department or

processing activities of the bank with respect to
transactions in municipal securities.
4Form MSD—4 {s an abbreviation for the form

entitled “Uniform Application for a Mmnicipal

Securities Principal or Municipal Securities
Representative Associated with a Bank Dealer.™
The information required by Form MSD—4 is
substantially identical to, or more detailed than,
similar information required on Schedule A.
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division of a bank, rather than a whole
bank, would not be required to answer .
item 10(c) in addition to item 12(h),
which requests identical information.

. As stated above, the Commission has
determined to adopt all of the proposed
amendments, with the exception of the
proposed amendment to the instruction
to item 6.5 The Commission believes that
adoption of the proposed amendment to
the instruction to item 6 is not necessary
at this time in view of the public
availability elsewhere of much of the
information the proposed amendment is
designed to elicit,®and the potentially
duplicative paperwork burden that the
requirement would impose on bank
municipal securities dealers.? The
proposed amendment, if adopted, would
have required every member of the
board of directors: of the applicant or
registrant, or of the bank of which itis a
part, and of a parent bank holding
company to (i) state on Schedule B his
or her name, business address, and
basis for control, (ii) respond to the list
of questions initem 7, and (iii) update
such information on a periodic basis.

Information with respect to persons
associated with an applicant bank is
important for the Commission to
evaluate properly whether registration
as a municipal securities dealer should
be granted or denied in accordance with
Section 15B(a)(2) of the Act (15 U.S.C.

+

% The Commlssion received 14 comment letters on.
the proposed amendments. The commenters
generally favored their adoption, with the exception
of the proposed amendment to the mstmchon to
item 6.

8 As indicated in the responses of the staff of the
Board of Governors.of the Federal Reserve System
{the “Federal Reserve™) and the Hartford National
Bank and Trust Co. (Hartford"), a publicly-held
bank holding company may be subject to Section
12(g) of the Act (15 U.S.C. 78l(g)), thereby requiring
Form'10-K to be filed with the Commission. Form
10-K requires-a listing or diagram.of all subsidiaries
of the registrant, and the names of all directors of
the reglstrant. A publicly-held bank is subject to
substantlally similar regulations issued by the
appropriate bank regulatory agencies pursuant to
Section 12(i) of the Act (15 U.S.C. 78/(i)) and
accordingly must file similar information with those
agencles. In addition, certain professional
publications provide listings of the members of the
boards of directors of banks. Responses of the
American Bankers Association (the “ABA") (Sept. &
1978), the Association of Bank Holding Companies
(the “Association”) (Sept. 15, 1878), the Dealer Bank
Association {the “DBA™) (Aug. 31,1978), Federal
Reserve (Aug. .31, 1978), Hartford (Aug. 31, 1978}, the
Irving Trust Co. {*Irving") (Aug. 31, 1978), the
Manufacturers Hanover Trust Co.
(“Manufacturers") (Aug. 31, 1978), the Pacific
National Bank of Washington ("'Pacific") {Aug. 24,
1978), the Public Securities Association (Aug. 31,
1978), and Seattle Trust and Savings Bank
(“Seattle”) (Aug. 31, 1978); Securities and Exchange
Commission File No. 57-748 (“File No. S7-748"),

7Responses of the ABA, the Association, the
DBA, Federal Reserve, Hartford, Irving,
Manufacturers, Pacific, the Republic National Bank
of Dallas {*'Republic™) (Sept. 14, 1978), and Seattle;
File No. §7-746.

780-4(2)(2)). Under that section, the
Commigsion is directed to deny
registration to an applicant if it finds
that, if the applicant were already
registered as a municipal securities
dealer, its registration would be subject
to revocation or suspension under
Section 15B(c) of the Act (15 U.8.C. 780~
4(c)).

Information relatmg toan appllcant‘
associated persons is relevant in -
determining whether its registration
would be subject to suspension or
revocation. Section 15B{c)(2) (15 U.S.C.
780-4(c)(2)) empowers the Commission
to suspend or revoke the registration of
a municipal securities dealer which has
committed or omitted any act or
omission enumerated in Section 15{b)(4)
(15 U.S.C. 780[b)(4)), including a
violation of any provision of the Act or
rules or regulations thereunder. A
municipal securities dealer that permits
a person subject to a disciplinary order
entered pursuant to Section 15B(c) of the
Act to become or remain an associated
person violates Section 15B(c)(4) of the
Act (15 U.S.C. 780-4(c)(4)), if the dealer
kinows or should have known of the
order. Thus, by violating a provision .of
the Act, a municipal securities dealer
would be subject, if already registered,
to revocation or suspension pursuant to
Section 15B(c){2). Accordingly, it is
evident that, pursuant to Section

--15B{a)(2) of the Act, the Commission

could deny an application for
registration based on the applicant's
relationship with.certain persons
associated with it, and it is important
that information concerning those
persons be furnished to the Commission,

Nevertheless, since item 7 of Form
MSD currently asks for information with
respect to enumerated disciplinary
actions taken against any person who
meets the definition of the term “person
associated with a municipal securities
dealer,”® the Commission will not at
this time specifically require information
on Schedule B concerning every member
of the board of directors. Instead,
applicants and registrants will continue
to be required, in response to item 8, to
make individual case-by-case decisions
as to whether a directoris in fact a
controlling person.

In the case of those directors who are
not viewed by applicants as within the
definition of “person associated with a
municipal securities dealer” and for
whom information accordingly will not

be furnished, the Commission notes that

the federal bank regulatory agencies,

8The term *person associated with a municipal
securities dealer” is defined in Section 3[a)(32) of
the Act (15 U.5.C. 78¢{a)(32)). The text of that
section is set forthin full infra, at fn. 13.

which have primary inspection and
enforcement authority with respect to
bank municipal securities dealers, are
authorized to enforce compliance by
those entities and associated persons
with applicable provisions of the
securities laws.? In exercising those

. responsibilities, the bank regulatory

agencies can be expected to'examine
the control relationship of members of
the board of directors of a bank, and of
a parent bank holding company, with
the bank or the department of the bank
which engages in municipal securities
dealer activities. Accordingly, the
Commission believes that appropriate
statutory safeguards exist to ensure that
it has access to certain relevant
information with respect to associated
persons for whom information is not
furnished on Form MSD.*

In withdrawing the proposed
amendment to the instruction to item 6,
the Commission, of course, reserves the
right to reconsider the matter at a later
date if information in Form MSD about
all members of the boards of directors of
a municipal securities dealer proves
necessary to the registration process,

Discussion of Certain Aspocts of
Commission Authority With Respect to
Bank Municipal Securitios Dealers

As indicated above, the Commission,
in withdrawing the proposed
amendment to the instruction to item 8,
has considered the commenters’
concerns that the information which
would be elicited by the proposed
amendment is already publicly available
to a large degree,*! and that the
proposed amendment would impose a
duplicative paperwork burden without a
corresponding benefit.}2 The
commenters also argued that the
proposed amendment was contrary to
the legislative history of Section 3(a)(32)
of the Act > which defines the term

9Section 15B(c}(5) of the Act (15 U.S.C, 780=
4(c)(5)).

19For example, the appropriate bank regulatory
agency, prior to the commencement of any
proceeding against a person associated with a
municipal securities dealer for a violation of
applicable provisions of the securities laws, {5
required to notify the Commtsston of the identity of
such person. Section 15B{c)(8)(A) of tho Act (16
U.S.C. 780-4(c)(8)(A)). In addition, pursuant to
Section 17(c) of the Act (16 U.S.C. 78q(c)) the
appropriate bank agency is required to furnish the
Commission, upon request, with a copy of any
report of an examination of a munfcipal securities
dealer.

11 Seg fn. 8, supra for commenters.

2See fn. 7, supra for commenters.

13Section 3(a)(32] of the Act provides: The torm
*“person associated with a municipal securities
dealer” when used with respect to a municipal
securities dealer which is a bank or a division or -
department of & bank means any porson directly
engaged in the management, direction, supervision,

Footnotes continued on next page
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“person associated with a municipal
securities dealer,” ** and, as a further
amplification on that concern, that the
proposed amendment, contrary to case
law and previous Commission positions,
would establish an irrebuttable
presumption concerning the existence of
a control relationship, in contrast to a
case-by-case approach.?* The
Commission believes, however, that the
commenters have misconstrued the
legislative history of Section 3(a)(32) in
asserting that the Commission should
not require information concerning
members of the board of directors of a
bank unless such persons are directly
involved in the management of the
municipal securities department.
Accordingly, it is appropriate, at this
time, to interpret that section, together
with the term “separately identifiable
department or division” used in Section
3(a}(30) of the Act,*®in order to clarify
the Commission’s views concerning
certain aspects of the regulatory scheme
applicable to municipal securities
dealers which are banks or separately
identifiable departments or divisions of
banks.

Some commenters, relying on the
legislative history of the Securities Acts
Amendments of 1975 (the “1975
Amendments"),?? indicated that they
believed the term “person associated

Footnotes continued from last page

or performance of any of the municipal securities
dealer’s activities with respect to municipal
securities, and any person directly or indirectly
controlling such activities or controlled by the
municipal securities dealer in connection with such
activities.

14 Responses of the ABA, the DBA, the Federal
Reserve, the MSRB (Sept. 21, 1978), and Republic;
File No. S7-746.

13Responses of the Association, the Continental
1llinois National Bank and Trust Co. (“Continental
Bank") (Aug. 31, 1978), and Irving; File No. 57-748.
Commenters should be aware of the distinction
between actions of a director undertaken in an
individual capacity and of actions undertaken as a
member of a board of directors. As indicated in the
text of this release infra, to the extent an individual
director intervenes in the activities of the dealer
department, the director would be a “‘person
associated with a municipal seourities desler.” In
addition, however, as a group, the board of directors
of a bank or of a bank helding company, except in a
rare instance, at least indirectly controls the
activities of the dealer depariment. Accordingly, the
board as a whole would be “a person associated
with a municipal securities dealer,” as that term is
defined in Section 3(a){32) of the Act. Cf. rule 19g2-1

"(17 CFR 240.19g2-1), adopted under Section 19(g) of
the Act {15 U.S.C. 78s{g)), which esteblishes 2
rebuttable presumption that certain persons
“control” a securities exchange or securities
association member firm. Among the persons
persumed to control are the direclors of the firm.

1% Section 3{a){30) of the Act provides, in pertinent
part: The term “municipal securities dealer” means
any person (including a separately identifiable
department or division of a bank) engaged in the
business of buying and selling municipal securities
for his own account, through a broker or
otherwise * * *.

17Pyub, L. 94-28 (June 4, 1975).

with a municipal securities dealer,” as
defined in Section 3{a}{32) of the Act,
was intended to be limited to *'[p]ersons
involved in the'management, direction
or supervision of a bank’s municipal
securities activities.” ** Thus, absent
personal intervention in the municipal
securities activities of the bank’s
municipal securities department or
division, a person would not be
considered a “person associated with a
municipal securities dealer,” ** and,
therefore, information concerning such
person need not be supplied on
Schedule B of Form MSD. The legislative
history cited by the commenters,
however, interprets only the specific
language in Section 3(a)(32) referring to
persons “directly engaged in the
management, direction, supervision or
performance of any of the municipal
securities dealer's activities,” and does
not address the “directly or indirectly
controlling” language which follows.
The legislative history, therefore, does
no more than clarify the intent behind
the “directly engaged in" Janguage of
Section 3(a){32). Accordingly, the
commenters’ reference to the legislative
history of Section 3(a)(32)
inappropriately focuses on only one
aspect of that section. The Senate
Report does not explain the application
of the section with respect to persons
“directly or indirectly controlling” a
municipal securities dealer's activities,
and should not be interpreted to limit
the definition with respect to such
controlling persons.

Furthermore, the Senate Report
discussion of the actlivities of a bank
president which would result in the
president’s being considered a “person
associated with a municipal securities
dealer” should be read in conjunction
with the Commission’s comment on
draft Section 3(a)(32) in S. 2474, the
“Municipal Securities Act of 1973.” I’
order to clarify the application of the
proposed section to bank officers, the
Commission suggested that the adverb
“directly” be substituted for “actively"
in the phrase “any person* * * engaged
in"” certain management-related

% Report of the Senale Comun, on Banking,
Housing and Urban Affairs to Accompany S. 249, S.
Rep. No. 94-75, $4ih Cong., 15t Sess. 45 (1875).
{Hereafter cited as the “Senate Report”)

19The Senate Report od Section 3{x){32) of the
Acl, id., a1 93, states:

[TThe term “person associated with a municipal
securities dealer™ * * * is intended to be applied
broadly to persoas assuming aay significant role in
a dealer’s activities, That is to say, in the event a
bank president personally inlesrvened in the
municipal secunties activities of lus bank’s
municipal securities department or division, he
would be regarded as a “person associated witha
municipal securities dealer” and would be subject
to all provisions of the Act govemning or aflecting
persons with that status.

activities of a bank municipal securities
dealer.?® That drafting suggestion, which
was subsequently adopted by the
Congress, indicates the seclion is meant
to apply broadly to all persons
responsible, no matter how infrequently,
for the activities of a bank municipal
securities dealer.

Some commenters, in connection with
a discussion of the scope of Commission
regulation intended by the Congress for
bank municipal securities dealers and
their associated persons, relied on the
provisions in the 1975 Amendments
permilting a bank to registeras a
separately identifiable department or
division (“SIDD") as evidence of
Congressional intent to allow a bank to
separale completely its municipal
securities dealer activities from its other
aclivities for purposes of registration
and subsequent regulation. The term
“separately identifiable department or
division,” as noted above, is defined in
MSRB rule G-1 as “that unit of the bank
which conducts all of the activities of
the bank relating to the conduct of
business as a municipal securities
dealer* * *.” This definition serves to
limit the scope of MSRB and
Commission regulation so that certain
requirements which more appropriately
apply to a department or division of a

are not imposed upon the entire

bank.2* MSRB rule G-1 further provides:

‘The fact that directors and senior officers
of the bank may from time to time set broad
policy guldelines affecting the bank as a
whole and which are not directly related to
the day-lo-day condact of the bank’s
municipal securities dealer activities, shall
not disqualify the unit hereinbefore described
as a separalely identifiable department or
division of the bank or require that such
directors or officers be considered as part of
such unit.2

Moreover, those directors and senior
officers who merely set broad policy
guidelines with respect to the activities

#The Commission stated: If the president of a
bank Is respoasible for or has directed improper
aclivilies in connection with the operation of his
bank’s municipal secunbies department, he should
be subject to Lthose sanctions established for

associated with a municipal securities
dealer. Therefore, the Commission would * * *
eliminate the sdverb “actively™* * *and* * *
subshitute therefor the word “directly,” so that
direct intervention in the activities of a bank
mun.zipal securities department by a bank officer,
even on a single occasion, would provide an
adequate basis for deeming such an officer tobe a
“person assoaated with” that department. Hearings
02 S. 1333 and S. 2474 before the Subcomm. an
Securities of the Senote Comm. on Banking,
Housirg and Urban Affarrs, 93rd Cong., 2nd Sess.,
82 {1974).

% For example, MSRB rule G-8 concerning
recocdkeeping applies oaly to transactions in
municipal securities effected by the dealer
department. if the bank is registered in that
capacity.

ZMSRB rule G-1(c).
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‘of the municipal securities dealer
department are not subject to the
qualification requirements for municipal
securities principals set forth in MSRB
rule G-3.23

A bank may, therefore, register as a
SIDD in order to limit the application of
certain regulatory requirements to a
department or division rather than the
entire bank. Nevertheless, there is a
distinction which should be drawn
between persons who are considered a
part of the dealer unit for purposes of
MSRB rule G-1 and persons who are
.assoclated with that unit under Section
3(a)(32) of the Act.?* An application for
registration as a SIDD does not limit the
Commission's statutory authority with
respect to persons associated with the
SIDD for purposes of determining
whethier registration should be granted
or denied. )

Effective Dates of Amendments to Form
MSD ‘'

" The amendments to Form MSD
‘adopted in this release will require
registrants, as well as applicants for
registration, to make any necessary
amendments to Form MSD in order to .
comply with the new requirements, The
Commission recognizes that an
appropriate period should be allowed
for registrants and applicants {o make
such amendments. Therefore, with .
respect to municipal securities dealers
whose registration is either effective or

respect to new applicants, the effective
date of the proposed amendment is, in
accordance with 5 U.S.C. 553(d),
October 6, 1980 :
Accordingly, Part 249 of Title 17 of the
Code of Federal Regulations is amended

by the Securities and Exchange <

Commission to revise the instructions to
+§ 249.1100,-as well as two items of .
§ 249.1100, as follows:-

§249.1100 Form MSD, Application for
registration as a municipal securities dealer
pursuant to rule 15Ba2-1 underthe
Securities Exchange Act of 1934 or
.amendment to such application.

* . * * * *
G. General Definitions
* * * * *

T d Municipal securities dealer activities—
The term “municipal securities dealer
activities” has the meaning set forth in

' Municipal Securities Rulemaking Board rule

G-1(b), which defines the term “separately
identifiable department or division of a bank”
for purposes of Section 3{a)(30) of the
Securities Exchange Act of 1934,

*, * * * *

L, Instructions to Specific Items
* * * '3 *

a. Item 1(a)—If the applicant is not
registered currently with the Commission and
is not succeeding to and continuing the
business of another registered municipal
securities dealer, the box marked “a new
application” should be checked. If a
registered municipal securities dealer is
amending items on a currently effective Form
MSD, the box marked "an amendment"”

pending on October 6, 1980, the effective~ -should be checked. If the applicant is

date of the amendments to Form MSD is

December 28, 1980. This delayed

effectiveness does not extend, however, '

to a registrant or applicant that, because
-the registration or pending application
- becomes inaccurate for other réasons
during the intervening period, is
required to amend its registration
statement “promptly” in accordance
" with Securities Exchange Act Rule
15Ba2-1(b) (17 CFR 240.15Ba2-1(b). With

#MSRB rule G-3(a)(i) defines a municipal
- securities principal, in the case of a bank dealer, as
“a natural person associated with such bank dealer
which is directly engaged in the management,
dirsction or supervision of one or more municipal
securities dealer activities * * *." Unless an officer
or director meets this definition he is not required to
satisfy the qualification requirements of rule G~3.
 As discussed above, the term “person
associated with a municipal securities dealer” is
broadly defined to include not only persons directly
engaged in the municipal securities dealer activities
of the dealer department or division (who would be
consgidered a part of such department or division),
but also persons who directly or indirectly control
such activities. As an example, the board of
directors of a bank holding company owning a
subsidiary engaged in municipal securities dealer
activities would, as a whole, be considered a person
agsociated with a municipal securities dealer.

succeeding to and continuing the business of
another registered municipal securities
dealer, the box marked “a successor
application” should be checked. If a bank
registered as a municipal securities dealer
determines it would prefer to register as a
separately identifiable department or
division, or the converse, it is necessary that
(i) the applicant file a Form MSD, indicating
in item 1 that it is a “successor application”
and (i) the currently registered enfity file a

-Form MSDW to withdraw its registration,

Pursuant to Securities Exchange Act Rule
15Ba2-4, 17 CFR 240.15Ba2-4, if a municipal
securities dealer succeeds to and continues
the business of another registered municipal
securities dealer, the registration of the
predecessor shall be deemed to remain
effective as the registration of the successor
for a period of 75 days after such succession:
Provided, That a Form MSD is filed by such
successor within 30 days after such
succession.
i * * * *

¢. Item 5.—This item calls for information
concerning persons directly engaged in the
supervision of any of the applicant’s
municipal securities dealer activities. A
separate Schedule A or Form MSD—4 must be
completed for each person named in response
to item 5. -
* * * * *

1. (a) This Form is filed with the Securities
and Exchange Commission as:
A new application ,
An amendment
A successor application
* ’ * * * *
10. (c) If applicant is a-bank, * * *
By the Commission.
George A. Fitzsimmons,
Secretary. ‘
August 28, 1980,
[FR Doc, 80-27291 Filod 9-4-80; 8:45 am|
BILLING CODE 8010-01-M

WATER RESOURCES COUNCIL
18 CFR Part 701

Councll Organization; Interagency
Liaison Committee.Review of Agenda
Packages

AGENCY: Water Resources Councll.
ACTION: Final rule. '

SUMMARY: By Action Memorandum
dated July 11, 1980, the Council staff
requested that Council regulations be
revised to allow additional time for
Interagency Liaison Committee reviow
of agenda packages. This change was
adopted by the Council by unanimous
approval on July 28, 1980.

DATE: Effective July 29, 1980,

FOR FURTHER INFORMATION CONTACT!
Gerald D. Seinwill, Acting Director,
Water Resources Council, 2120 L Stroet,
NW., Suite 800, Washington, DC 20037
(202) 254-6303.

Accordingly, 18 CFR 701,64 paragrdaph
(e) is revised as follows:

§701.54 Interagency Lialson Committeo.

* * * * *

(e) Draft agenda items shall be
submitted to ILC representatives at least
30 days prior to the Council meeting.
The ILC shall meet at least 20 days prior
to the Council meeting, Final Council
agenda material shall be submitted to
the Members at least 7 days prior to the
Council meeting. ‘

* * * * »

(Sec. 402, Pub. L. 89-80, 79 Stat. 254 {42 US.C.
1962d-1)) :

Dated: August 24, 1980,
Gerald D, Seinwill,
Acting Dirsclor.,

{FR Doc. 80-27243 Filed 9-4-80; 8:45 am)
BILLING CODE 8410-01-M
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DEPARTMENT QF HEALTH AND additive does not exceet 0.005 percent DATE: Effective September 5, 1960;
HUMAN SERVICES by weight of the barbecue sauce. objections by Octaber 6, 1980.

* - - » * - - -
_ . ADDRESS: Written objections to the
Food and Drug Administration Any person who will be adversely  Hearing Clerk (HFA-405), Food and
21 CFR Part 172 affeCted. b.‘l the fomgoms wgulauon may Drug Administration, Rm. 4-62, 5600
atgnytttxm&ox;{or b.efor& Oﬁmb erAB'S::)sgml Fishers Lane, Rockville, MD 20857.
[Backet No. 80F-006] ;‘éor;;ng D:ug Zﬁﬁisgﬁgfm 4_) FOR FURTHER INFORMATION CONTACT:
Polysorbate 80; Food Additives 62, 5600 Fishers Lane, Rockville, MD Gerad L. McCowin, Bureau of Foads
Permitted for Direct Addition to Food 20857, written objections thereto and (HFF-334), Food and Drug |
for Human Consumption may make a written request for a public ~ Administration, 200 C St. SW.,

- AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the use of polysorbate 80 as a surfactant
and wetting agent for natural and
artifieial colors. This action is based on
a petition filed by General Foods Corp.

patEes: Effective September 5, 1980;
objections by October 6, 1980.
ADDRESS: Written objections to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
Carl L. Giannetta, Bureau of Foods
(HFFP-334), Focd and Drug
Administration, 200 G St. SW,,
‘Washington, DC 20204, 202-472-5690.

. SUPPLEMENTARY INFORMATION: In the
Federal Register of April 18, 1980 (45 FR
26464), the Food and Drug
Administration {FDA) announced that a
petition (FAP 7A3309) had been filed by
General Foods Corp., Technical Center,
250 North St., White Plains, NY 10625,
proposing that the food additive
regulations {21 CFR Part 172} be
amended to provide for the safe use of
polysorbate 80 as a surfactant and
wetting agent for natural and artificial
colors, intended for use in barbecue
sauce.

FDA has evaluated data in the
petition and other relevant malerial and
concludes that the food additive
regulation, § 172.840 Polysorbate 80 (21
CFR 172.840), should be amended as
requested in the petition.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201{s),
409, 72 Stat. 1784-1788 as amended (21
U.S.C. 321(s), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.1), Part 172 is
amended in § 172.840 by adding a new
paragraph {c)}{14) to read as follows:

§ 172.840 Polysorhate 80.

* * * * &

(c]**:_

(14) As a surfactant and wetting agent
for natural and artificial colors for use in
- barbecue sauce where the level of the

hearing on the stated objections. Each
objection shall be separately numbered
and each numbered objection shall
specify with particularity the provision
of the regulation to which objection is
made, Each numbered objection on
which a hearing is requested shall
specifically 8o state; failure to request a
hearing for any particular objection
shall constitute a waiver of the right to a
hearing on that objection. Each
numbered objection for which a hearing
is requested shall include a detailed
description and analysis of the specific
factual information intended to be
presented 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 constitute & waiver of the right to a
hearing on the objection. Four coupies of
all documents shall be submitted and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this regulation.
Received objections may be seen in the
above office between 8 a.m. and 4 p.m.,
Monday through Friday.

EFFECTIVE DATE: This regulation shall

" become effective September 5, 1960.

(Secs. 201(s), 409, 72 Stat. 178417088 as
amended (21 U.S.C. 321(s), 348))
Dated: August 26, 1960,
Joseph P. Hile,
Associate Commissioner for Regulatory
Affairs,
[FR Doc. 80-24796 Piied $-5-20; £45 am]
BILLING CODE £116-03-4d

21 CFR Part 172
[Docket No. 78F-0433]

Bakers Yeast Glycan; Food Additives
Permitted for Direct Addttion to Food
for Human Consumption

AGENCY: Food and Drug Administration.
ACTION: Final rule,

SUMMARY: The Food and Drug
Administration amends the food
additive regulations to provide for the
safe use of bakers yeast glycan in
certain additional food products.
Anheuser-Busch, Inc,, petitioned for the
amendment.

‘Washington, D.C. 20204, 202-472-5630.

SUPPLEMENTARY INFORMATION: In notice
published in the Federal Register of
February 23, 1979 (44 FR 10789), the
Food and Drug Administration (FDA)
announced that a food additive petition
(FAP 6A3188) had been filed by
Anheuser-Busch, Inc., St. Louis, MO
63118, which proposed that the food
additive regulations be amended to
provide for the safe use of bakers yeast
glycan in certain additional food
products.

Following the evaluation of data in
the petition and other relevant material,
the FDA has concluded that § 172.898
Bakers yeast glycan (21 CFR 172.898)
should be amended to provide for the
use of bakers yeast glycanag a
stabilizer, thickener and texturizer in
frozen dessert analogs, sour cream
analogs, cheese spread analogs, and
cheese-flavored and sour cream-
flavored snack dips.

For the purpose of clarification, the
agency further concludes that an
editorial change should be made in
§ 172.898 to indicate specifically that the
additive is to be used in the prescribed
foods only when standards of identity
established under section 401 of the
Federal Food, Drug, and Cosmetic Act
{21 U.S.C. 341) do not preclude such use.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact
on the human environment and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that document may be seen
in the office of the Hearing Clerk (HFA~
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857, between 9 a.m. and 4 p.m.,
Monday through Friday.

Therefore, under the Federal Food,
Drug, and Cosmetic (secs. 201(s} and 409
as amended, 72 Stat. 17841788 as
amended (21 U.S.C. 32i(s) and 348)} and
under authority delegated to the
Commissioner of Food and Drugs {21
CFR 5.1), Part 172 is amended in
§ 172,888 by revising paragraph (d) to
read as follows:
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§ 172,898 - Bakers yeast glycan.

w * * * L]

(d) The additive is used or intended
for use in the following foods when
standards of identity established under
section 401 of the act do not preclude -
such use:

" Use Umitations

(1) in salad dressings as an emulsifier Not to exceed a
and emulsifigr salt as defned in  concentration of

§ 170.3(0}(8) of this chapter, stabiliz- & percent of the
er and thickener as defined in  finished salad
§ 170.3(0)(28) of this chapter, or tex-  dressing.
turizer as defined in § 170.3(0)(32) of
this chapter.

(2) In frozen dessert analogs as a Inan amount not
stabilizer and thickener as defined in.  to exceed good
§ 170.3(0)(28) of this chapter, or tex-  rranufacturing
turizer as defined in § 170.3(0}(32) of  practice,

this chapter.

(3) In sour cream analogs as a stabiliz. Do.
er and thickener as defined in
§ 170.3(0)(28) of this chapter, or tox-
turizer as defined in § 170.3(0)(32) of
this chapter. . .

(4) In cheese spread analogs as a Do.
slabilizer and thickener as defined in
8 170.3(0)(28) of this chapter, or tex-
turizer as defined in § 170.3(0)(32) of N
this chapter. v ,

(5) In cheese-flavored and sour cream- Do,
flavored snack dips as a stabilizer
and thickener as defined in
§ 170.3(0)(28) of this chapter, or tex-
turizer a3 defined in § 170.3(0)(32) of ~
this chapter.

- * * * *

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before October 6, 1980,
submit to the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4~
62, 5600 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 ghall
specify with particularity the provision
of the regulation to which objection is
made, Each numbered objection on
which a hearing is requested shall
specifically so state; failure to request a
hearing for any particular objection
shall constitute a waiver of the right to a
hearing on that objection. Each
numbered objection for which a hearing
is requested shall include a detailed
description and analysis of the specific
factual information intended to be
presented 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 constitute a waiver of the right to a
hearing on the objection. Four copies of
all documents shall be submitted and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this regulation.
Received objections may be seen in the

above office between the };ours of9am. .

and 4 p.m., Monday through Friday.
Effective date. This regulation shall
become effective, September 5, 1980,
{Secs. 201(s) and 409 as amended, 72 Stat.
1784-1788 as amended (21 U.S.C. 321(s) and
348).) oo,
Dated: August 29, 1980..
Joseph P. Hile,
Associate Commissioner for Regulatory
Affairs,
{FR Doc. 80-27169 Filed 8-4-£0; B:45 am]
BILLING CODE 4110-03-M

21 CFR Part 172
[Docket No. 79F-0417]

Polysorbate 60; Food Additives
Permitted for Direct Addition to Food
for Human Consumption

AGENCY: Food and Drug Administration,
ACTION: Final rule, -

SUMMARY: The Food and Drug
Administration (FDA) amends the food
additive regulations to provide for the
safe use of polysorbate 60 as a '
surfactant and wetting agent for natural
and artificial colors intended for use in
food. This action is based on a petition.
filed by General Foods Corp.

DATES: Effective September 5, 1980;
objections by October 6, 1980.
ADDRESS: Written objections to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-82, 5600
Fishers Lane, Rockville, MD 20857,

, FOR FURTHER INFORMATION CONTACT:

Gerad L. McCowin, Bureau of Foods
(HFF-334), Food and Drug
Administration, 200 C St. SW.,,
Washington, DC 20204, 202-472-5690.
SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of December 7, 1979 (44 FR 70568), the
FDA announced that a food additive
petition (FAP 7A3310) had been filed by
General Foods Corp., Technical Center,
250 North St., White Plains, NY 10825,
proposing that the food additive
regulations be amended to provide for
the safe use of polysorbate 60 as a
surfactant and wetting agent for natural
?ﬁd artificial colors intended for use in
ood,

Following the evaluation of data in
the petition and other relevant material,
FDA concludes that § 172.836 )
Polysprbate 60 {21 CFR 172.836) should
be amended as set forth below.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (ecs. 201(s) and
409 as amended, 72 Stat, 1784-1788 as
amended (21 U.S.C. 321(s) and 348})) an
under authority delegated to the )
Commissioner of Food and Drugs (21 -

CFR 5.1), Part 172 is amended in
§ 172.838 by adding a new paragraph
(c)(15) to read as follows:

§ 172.836 Polysorbate 60.

* * * * *

(c) * * & .

(15) As a surfactant and wetting agent
for natural and artificial colors in food
as follows: ‘

{i) In powdered soft drink mixes in an
amount not to-exceed 4.5 percent by
weight of the mix,

(ii) In sugar-based gelatin dessert

_ mixes in an amount not to exceed 0.5
percent by weight of the mix,

(iii) In artificially sweetened gelatin
dessert mixes in an amount not to
exceed 3.8 percent by weight of the mix,

(iv) In sugar-based pudding mixes in
an amount not to exceed 0.5 percent by
weight of the mix,

(v) In artificially sweetened pudding
mixes in an amount not to exceed 0.5
percent by weight of the mix.

* *

* * "

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before October 8, 1980,
submit to the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4-
62, 5600 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
specify with particularity the provision
of the regulation to which objection 1s
made. Each numbered objection on
which a hearing is requested shall
specifically so state; failure to request a
hearing for any particular objection
shall constitute a waiver of the right to a
hearing on that objection, Each
numbered objection for which a hearing
is requested shall include a detailed
description and analysis of the specific
factual information intended to be
presented in support of the objection in
the event that a hearing is held; fajlure
to include such a description and
analysis for any particular objection
shall constitute a waiver of the right to a
hearing on the objection. Four copies of
all documents shall be submitted and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this regulation,
Received objections may be seen in the
above office between 9 a.m. and 4 p.m,,
Monday through Friday.

Effective date. This regulation shall
become effective September 5, 1980,

(Secs. 201(s) and 409 as amended, 72 Stat.
1784-1788 as amended (21 U.S.C, 321(s) and

348))
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Dated: August 29, 1960,
Joseph P. Hile,
" Associate Commissioner for Regulatory
Affairs.
[FR Doc. 8027167 Filed 9-4-80; 8:45 am)
BILLING CODE 4110-03-M

21 CFR Parts 177 and 178
[Docket No. 79F-0393]

Polyoxymethylene Homopolymer;
Antioxidants and/or Stabilizers for
Polymers; indirect Food Additives
AGENCY: Food and Drug Administration.
AcTION: Final rule.

SuMMARY: The Food and Drug
Administration (FDA) amends the food
additive regulations to provide for the
safe use of 612/6 nylon copolymer as a
stabilizer with polyoxymethylene
homopolymer to be used in articles
interided for food-contact use. This
action is based on a food additive
petition filed by E. L du Pont de
Nemours & Co.

pATES: Effective September 5, 1980.
Objections by October 6, 1980.

ADDRESS: Written objections to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Marvin D. Mack, Bureau of Foods (HFF-
334), Food and Drug Administration, 200
C St. SW., Washington, DC 20204, 202-
472-5690.

SUPPLEMEKTARY INFORMATION: A notice
published in the Federal Register of
November 30, 1979 (44 FR 69010)
announced that a food additive petition
(FAP 9B3453) had been filed by E. 1. du
Pont de Nemours & Co., Wilmington, DE
19897, proposing that § 177.2480 (21 CFR
177.2480) and § 178.2010 (21 CFR
178.2010) be amended to provide for the
safe use of nylon 612/6 copolymer as a
stabilizer with polyoxymethylene
homopolymer to be used in articles
intended for food-contact use.

FDA has evaluated data in the
petition and other relevant material and
finds that §§ 177.2480 and 178.2010
should be amended as set forth below to
include the petitioned additive.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),
409, 72 Stat, 1784-1788 as amended (21
U.S.C. 321(s), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CER 5.1), Parts 177 and
178 are amended to read as follows:

PART 177—INDIRECT FOOD
ADDITIVES: POLYMERS

1. In Part 177 § 177.2480 is amended

- by revising paragraph (b}(1),

redesignating paragraph (b}(1)(iii) as
(b){1}(iv) and adding new paragraph
(b)(1}(iii) to read as follows:

§177.2480 Polyoxymethylene

homopotymer.
x * - - *
* % &%
(1) Stabilizers (total amount of

stabilizers not to exceed 1.9 percent and
amount of any one stabilizer not to
exceed 0.5 percent, except that Nylon
66/610/6 terpolymer or Nylon 612/6
copolymer may be used up to 1.5 percent
of homopolymer by weight).

* * * R -«

(iii) Nylon 612/6 copolymer (CAS Reg.
No. 51733-10-9), weight ratio 6/1.

(iv) Tetrakis [methylene (3,5 di-tert-
butyl-4-hydroxy-hydrocinnamate))
methane,

* * 4 * *

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

2. In Part 178 § 178.2010(b) is amended
by alphabetically inserting a new item
in the list of substances, to read as
follows:

§ 178.2010 Antioxidants and/or stabliizers

for polymers,
* * * - .
(b]' * *®
Substances Limtaliors
Nyon 612/6 copolymer. For use ooly al levels not 10

(CAS Reg. Na. 51733-10- exceed 15 pucent by
8), weght rabo 8/1. vemght of polyoxymethy

hne homopolymer 8¢ pro-
, Wiedin §177.2480011).

- .

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before October 8, 1980,
submit to the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4~
62, 5600 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
specify with particularity the provision
of the regulation to which objection is
made, Each numbered objection on
which a hearing is requested shall
specifically so state; failure to request a
hearing for any particular objeclion
shall constitute a waiver of the right to a

hearing on that objection. Each
numbered objection for which a hearing
is requested shall include a detailed
description and analysis of the specific
factual information intended to be
presented in support of the objection in
the event that a hearing is held; Tailure
to include such a description and
analysis for any particular objection
shall conslitute a waiver of the rightto a
hearing on the objection. Four copies of
all documents shall be submitted and
ghall be identified with the Hearing
Clerk docket 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 5, 1980.
(Secs. 201(s), 409, 72 Stat. 17841788 as
amended (21 U.S.C. 321(s), 348)}

Dated: August 29, 1960.
Joseph P, Hile,
Asseciate Commissioner for Regulatory
Affairs. -
{FR Doc. 80-27163 Filed $-4-80; &45 am)
BILLING CODE 4118-03-

21 CFR Part 182
{Docket No. 830N-0363]

Substances Generally Recognized as
Safe; Reorganization

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is reorganizing a
portion of 21 CFR Part 182 to facilitate
the safely review of substances
generally recognized as safe (GRAS).
This action revises the heading of
Subpart F to read “Dietary
Supplements" and establishes new
Subpart I, “Nutrients,” which sets forth
all regulations currently in Subpart F.

EFFECTIVE DATE: September 5, 1980.

FOR FURTHER INFORMATION CONTACT:
Lynn A. Larsen, Bureau of Foods (HFF-
335}, Food and Drug Administration, 200
C St. SW., Washington, DC 20204, 202~
426-8950.

SUPPLEMENTARY INFORMATION: FDA is
conducting a comprehensive safety
review of direct and indirect human
food ingredients classified as GRAS or
subject to a prior sanction. Included in
this review is an evaluation of the GRAS
status of nutrients currently listed in
Subpart F of Part 182. To facilitate the
review of these ingredients, FDA is
reorganizing a portion of Part 182 to
provide separate subparts for food
substances used in dietary supplements




~
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and for those used as nutrients in
conventional foods. ’

When FDA determines, as a result of
the safety evaluation, that a substance
may be affirmed as GRAS, the agency
publishes a proposal to affirm GRAS
status in"accordance with the provisions
of § 170.35 (21 CFR 170.35). Such
proposals include deletion of the

substance from the GRAS list in Part 182

(21 CFR Part 182) and issuance of a new
regulation affirming GRAS status in Part
184 or Part 186 (21 CFR Parts 184 and
186). .

Substances used as nutrients or in
dietary supplements are currently
presented in a combined listing in
Subpart F of Part 182 entitled “Nutrients
and/or Dietary Supplements.” Because
there exists the possibility that a
substance may be affirmed as GRAS
when used as a nutrient in conventional

food while not being affirmed as GRAS -

when used as an ingredient in a dietary
supplement, the agency may be faced
with issuing two separate regulations.
One regulation wonld affirm the -
ingredient's GRAS status as a nutrientin
conventional food in Part 184 while
another regulation would issue
maintaining the ingredient's current
position as used in a special dietary
supplement in Part 182. This situation
would unduly complicate the GRAS
affirmation procedure. Accordingly,
FDA has concluded that the
consequences of keeping the current
heading of “Nutrients and/or Dietary
Supplements” are unacceptable.
Therefore, FDA is reorganizinig Part
182. Current Subpart F is retitled
“Dietary Supplements,” and new
Subpart I is entitled “Nutrients.” New
Subpart I'will be an exact duplicate of
current Subpart F, but as substances are
affirmed as GRAS in Part 184 for use as
nutrients in conventional food, they will

" be deleted from this Subpart. The

substance would continue to be listed
for use in dietary supplements in Part,
182, Subpart F, until it is evaluated for
this specific use.

The effect of this reorganization is to
facilitate the GRAS review of these
substances used as nutrients in
conventional foods without in any way
affecting the current GRAS status of
substances used in dietary supplements.

The changes being made are
nonsubstantive, and for this reason -
notice and public comment procedures
are not appropriate or necessary.

The agency has determined under 21
CFR 25.24(b){22) (proposed December
11, 1979; 44 FR 71742) that this action is
of a type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment

I

nor an environmental impact statement
is required.

_Therefore, under the Federal Food
Drug, and Cosmetic Act (sec. 701(a), 52
Stat. 1055 (21 U.S.C. 371(a))) and under -
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1), Part 182
of Chapter I of Title 21 of the Code of
Federal Regulations is amended as
follows:

1. By revising the heading of Subpart F
to read as follows:

Subpart F—Dietary Supplgments
* ® * * - &

2. By adding new Subpart Itoread as
follows:

Subpart l—Nutnents

Sec.

182.8013
182.8085
182.8159
182.8191
182.8195
182.8201
182.8210
182.8212
182.8217
182.8223
182.8245
182.8250
182.8252
182.8260
182.8265
182.8301
182.8304
182.8306
182.8308
182.8311
182.8315
182.8370
182.8375
182.8431
182.8434
182.8443
182.8446
182.8449
182.8452.
182.8455
182.8458
182.8461
182.8464
182.8530
182.8535
182.8580
182.8622
182.8628
182.8676
182.8635
182.8697
182.8772
182.8778
182.8875
182.8878
182.8890
182.8892
182.8930
182.8933
182.8936
182.8945
182.8950
182.8953
182.8985

¢

Ascorbxc acid.

Linoleic acid.

Biotin.

Calcium carbonate.

Calcium citrate.

Calcium glycérophosphate.

Calcium oxide.

Calcium pantothenate,

Calcium phosphate.

Calcium pyrophosphate

Carotene. .. . A

Choline bxtartrate.

Choline chloride.

Cooper gluconate.

Cuprous iodide,

Ferric phosphate,

Ferric pyrophosphate.

Ferric sodium pyrophosphate.

Ferrous gluconate,

Ferrous lactate,

Ferrous sulfate.

Inositol,

Iron reduced.

Magnesium oxide.

Magnesium phosphate.

Magnesium sulfate.

Manganese chloride.

Manganese citrate.

Manganese gluconate. -

Manganese glycerophosphate.

Manganese hypophosphite.

Manganese sulfate,

Manganous oxide.

Niacin. "

Niacinamide.
D-Pantothenyl alcohol

Potassium chloride.’

Potassium glycerophosphate.

Pyridoxine hydrochloride.

Riboflavin.

Riboflavin-5-phosphate.

Sodium pantothenate.

Sodium phosphate.

Thiamine hydrochloride.

Thiamine mononitrate,

Tocopherols.

a-Tocopherol acetate.’

Vitamin A. )

Vitamin A acetate. *

Vitamin A palmitate.

Vitamine B 2.

Vitamin D..

Vitamin Ds.

Zinc chloride.

182.8968
182.8991
182.8994
182.8997

Subpart I—Nutrients

§ 182.8013 Ascorbic acld.

(a) Product, Ascorbic acid.

{(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8065 Linolelc acid.

(a) Product, Linoleic acld prepared
from edible fats and oils and free from
chickedema facto:

(b) Conditions of use. This substance
is genera]ly recognized as safe when
used in accordance with good
manufacturing practice.

§ 162.8159 Biotin.

(a) Product. Biotin,

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 182.8191 Calcium carbonate.

(a) Product. Calcium carbonate.

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8195 Calclum citrate

(a) Product, Calcium citrate.

{b) Conditions of use, This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice. .

Zinc gluconate,
Zinc oxide.
Zinc stearate,
Zinc sulfatoe.

. §182.8201 Calcium glycerophosphate.

{a) Product. Calcium
glycerophosphate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturmg practxce.

§ 182.8210 Calclum oxide.

(a) Product. Calcium oxide.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8212 Calclum pantothenate,

(a) Product. Calcium pantothenate.
(b) Conditions of use. This substance
is generally recognized as safe when

. used in accordance with good

manufacturing practice,

§182.8217 Calclum phosphate.

(a) Product, Calcium phosphate
{mono-, di-, and tribasic).

(b) Conditions of use. This substance
is generally recognized as safe when
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used in accordance with good
manufacturing practice.

§ 182.8223 Calcium pyrophosphate.
(a) Product. Calcium pyrophosphate.
(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 1828245 Carotene,

(a) Product. Carotene.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 1828250 Choline bitartrate.

{a) Product, Chaline bitartrate,

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8252 Choline chloride.

{a) Product, Choline chloride.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8260 Copper gluconate.

(a} Product, Copper gluconate,

(b) Conditions of use. This substance
is generally recognized as safe for use at
a level not exceeding 0.005 percent in
accordance with good manufacturing
practice, )

§182.8265 Cuprous lodide.

(8) Product. Cuprous iodide.

{b) Tolerance. 0.01 percent.

(c) Limitations, restrictions, or
explanation. This substance is generally
recognized as safe when used in table
salt as a source of dietary iodine in
accordance with good manufacturing
practice.

§182.8301 Ferric phosphate.

{a) Product. Ferric phosphate.

(b} Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 162.8304 Ferric pyrophosphate.
(a) Product. Ferric pyrophosphate.
(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8306 Ferric sodium pyrophosphate.
(a) Product, Ferric sodium

pyrophosphate.

{(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§162.8308 Ferrous giuconate.

(a) Product. Ferrous gluconate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8311 Ferrous lactate.

(a) Product, Ferrous lactate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8315 Fetrous suifate,

(a) Product, Ferrous sulfate,

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8370 Inosiol

(a) Product. Inositol,

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 162.8375 lron reduced,

(a) Product. Iron reduced.

{(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 182.8431 Magnesiom oxide.

(a) Product. Magnesium oxide.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 182.8434 Magnesium phosphate.

(a) Product. Megnesium phosphate
(di- and tribasic).

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 162.8443 Magnesium sulfate.

(a) Product. Magnesium sulfate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 182.8446 Manganese chloride.

(a) Product, Manganese chloride.

(b} Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice, -

§ 182.8449 Manganese citrate.

{a) Product. Manganese citrate.

(b) Corditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8452 Manganese gluconate.
{a) Product. Manganese gluconate.
(b) Conditions of use. This substance
is generally recognized as safe wherr
used in accordance with good
manufacturing practice.

§ 1828455 Manganese glycerophosphate.

(a) Product. Manganese
glycerophosphate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8458 Manganese hypophosphite.

{a) Product. Manganese
hypophosphite.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8461 HManganese sulfate.

(a) Product. Manganese sulfate.

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8464 HManganous oxide.
(a) Product. Manganous oxide.
(b) Conditions of use. This substance _
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§$182.8530 Niacin.

(a) Product. Niacin.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8535 Nlacinamide.

(a) Product. Niacinamide.

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8580 D-Pantothenyl alcohol.
(a) Product. D-Pantothenyl alcohol.
(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8622 Polassium chioride.

{a) Product. Potdssium chloride.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8628 Potassium glycerophosphate.
(a) Product. Potassium
glycerophosphate.
(b) Conditions of use. This substance
is generally recognized as safe when
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used in accordance with good
manufacturing practice.

§182.8676 Pyridoxine hydrochloride.

(a) Product, Pyridoxine hydrochloride.
(b) Conditions of use. This substance ~

is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8695 Riboflavin. ;
(a) Product. Riboflavin.

{(b) Conditions of use. This substance

is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8697 Riboflavin-5-phosphate.
(a) Product. Riboflavin-5-phosphate.
(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8772 Sodium pantothenate.
{a) Product. Sodium pantothenate.
(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8778 Sodium phosphate.

(a) Product. Sodium phosphate.
(mono-, di~, and tribasic).

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8875 Thiamine hydrochlorlde.
(a) Product. Thiamine hydrochloride.
{(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.. . ’

§182.8878 Thiamine mononitrata
() Product. Thiamine mononitrate.”

(b) Conditions of use. This substance

is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8890 Tocopherols.

(a) Product. Tocopherols.

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8892 a-Tocopherol acetate.
(a) Product. a-Tocopherol acetate.
{b) Conditions of use. This substance
is génerally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8930 Vitamin A.

{a) Product. Vitamin A.

{b) Conditions of use. This substance
is generally recognized as safe when

used in accordance with good
manufacturing practice.

§182.8933 Vitamin A acetate.

{(a) Product. Vitamin A acetate.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8936 Vitamin A palmitate.

{(a) Product. Vitamin A palmitate.

(b) Conditions of use. This substance
is generally recognized as.safe when
used in accordance with good
manufacturing practice,

§182.8945 Vitamin B.,.

(a) Product. Vitamin Bis.

(b} Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8950 Vitamin Ds.

(&) Product. Vitamin Da.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice,

§ 182.8953 * Vitamin D;.

(a) Product. Vitamin D,.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice, -

§ 182.8985 Zinc chloride.

{a) Product. Zinc chloride.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 182.8988 Zinc gluconate.

{a) Product. Zinc gluconate.

{b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§182.8991 Zinc oxide.

{a) Product. Zinc oxide.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice. -~

§ 182.8994 Zinc stearate.

{a) Product. Zinc stearate prepared
from stearic acid free from chlckedema
factor.

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

§ 162.8997 Zinc suifate.
(a) Product. Zinc sulfate,

(b) Conditions of use. This substance
is generally recognized as safe when
used in accordance with good
manufacturing practice.

Effective date. This regulation
becomes effective September 5, 1980,

(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a)))

In accordance with Executive Order
12044, as amended by Executive Order
12221, the economic effects of this
regulation have been carefully analyzed,
and it has been determined that the
regulation does not involve major
economic consequences as dofined by
that order. A copy of the regulatory
analysis assessment supporting this
determination is on file with the Hearing
Clerk, Food and Drug Administration,

Dated: August 29, 1980.

Joseph P. Hile,

Assdciate Commissioner for Regulatory
Affairs.

{FR Doc. 80-27171 Flled 9-4-00; 8:45 am]

BILLING CODE 4110-03-H

21 CFR Part 558

New Animal Drugs for Use in Animal .
Feeds; Pyrantel Tartrate and Tylosin

AGENCY: Food and Drug Administrat{on,
ACTION: Final rule.

SUMMARY: The animal drug regulations
are amended to reflect approval of a
new animal drug application (NADA)
filed by Pfizer, Inc., providing for safe
and effective use of pyrantel tartrate
and tylosin premixes in manufacturing a
complete swine feed.

EFFECTIVE DATE; September 5, 1080.

FOR FURTHER INFORMATION CONTACT:
Charles E. Haines, Bureau of Veterinary
Medicine (HFV-138), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3410.
SUPPLEMENTARY INFORMATION: Pfizer,
Inc., 235 East 42d St., New York, NY
10017, filed an NADA (110-047)
providing for combining 48-gram-per-
pound pyrantel tartrate and 40-gram-
per-pound tylosin premixes in
manufacturing complete swine feeds.
The feeds are indicated as an aid in
prevention of migration and
establishment of roundworm infections,
as an aid in prevention of establishment
of nodular worm infections, and either
for prevention or treatment and control
of swine dysentery.

Approval of this NADA relies in part
upon safety and effectiveness data
contained in NADA's for Pfizer's
pyrantel tartrate and Elanco's tylosin
(NADA’s 43-290 and 41-275,
respectively). Use of those data to
support this NADA has been authorlzed

.
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by both firms. This approval does not
change the dosage levels or indications
for the drugs, but merely provides for
combining them in complete swine
feeds. Therefore, it poses no increased
human risk from exposure to residues of
the drugs. Accordingly, under the
Bureau of Veterinary Medicine's
supplemental approval policy (42 FR
643567; December 23, 1977) approval of
this NADA has been treated as would
an approval of a category II
supplemental and does not require
reevaluation of the safety and
effectiveness data in NADA’s 43-290
and 41-275.

In accordance with the freedom of
information provisions of Part 20 (21
CFR Part 20) and § 514.11(e)(2)(ii) (21
CFR 514.11{e}(2)(ii}}, a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the office of the Hearing Clerk (HFA-
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857, from 9 a.m. to 4 p.m., Monday
through Friday.

‘The agency has determined pursuant
to 21 CFR 25.24(d){1} (proposed
December 11, 1979, 44 FR 71742) that this
action is of a type that does not
individually or cumulatively have a
significant impact on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i),.82
Stat. 347 (21 U.S.C. 360b(i))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1) and
redelegated to the Bureau of Veterinary
Medicine (21 CFR 5.88), Part 558 is
amended a5 follows:

1.In § 558.485 by adding new
paragraphs {d)(2)(iii) and (e) (5) and (6)
to read as follows:

§ 558485 Pyrantel tartrate,
+* * * * *

d * % &

2 & &t &

(iii) Nof more than 0.106 percent (960
grams{ton) pyrantel tartrate with not
. more than 500 grams per ton tylosin
when produced from individual
supplements and as provided in
. paragraphs (e) (5) and (6) of this section.
* * * * *

TR X
e

(5) Amount per ton. Pyrantel tartrate,
96 grams [0.0106 percent) and tylosin, 40
to 100 grams, as tylosin phosphate.

(i) Indications for use. For prevention
of swine dysentery (vibrionic); aid in the
prevention of migration and
establishment of large roundworms

A

{(Ascaris suum) infections; aid in the
prevention of establishment of nodular
worm (Oesophagostomum spp.)
infections.

(ii) Limitations. Use 100 grams tylosin
per ton for at least 3 weeks followad by
40 grams tylosin per ton until market
weight; withdraw 24 hours before
slaughter. Consult your veterinarian
before feeding to severely debilitated
animals and for assistance in the
diagnosis, treatment, and control of
parasitism.

(8) Amount per ton. Pyrantel tartrate,
96 grams (0.0106 percent) and tylosin 40
to 100 grams, as tylosin phosphate.

(i) Indications for use, Treatment and
control of swine dysentery {vibrionic);
aid in the prevention of migration and
establishment of large roundworm
{Ascaris suum) infections; aid in the
prevention of establishment of nodular
worm (Oesophagostomum spp.)
infections.

(ii) Limitations. Administer tylosin in
feed as tylosin phosphate after
treatment with tylosin in drinking water
as tylosin base; 0.25 grams per gallon in
drinking water for 3 to 10 days, 40 to 100
grams tylosin per ton in feed for2to 6
weeks; withdraw 24 hours before
slaughter. Consult your veterinarian
before feeding to severely debilitated
animals and for aseistance in the
diagnosis, treatment, and control of
parasitism.

2.In § 558.625 by adding new
paragraph (f){2){v) to read 23 follows:

§558.625 Tylosin.

* * * ]
[f) LR
(2) L L
(v) Pyrantel tartrate in accordance
with § 558.485,
Effective dae. This regulation is
effective Seplember §, 1980,

(Sec. 512{i), 82 Stat. 347 (21 U.S.C. 300b{i)))
Dated: August 28, 1980,

Gerald B. Guest,

Acting Direclor, Bureau of Velerinary

Medicine.

[FR Doc. 80-27105 Filed $-4-30; &:46 wm}

BILUNG CODE 4110-03-3

21 CFR Part 812
[Docket No. 76M-0327]

Investigational Device Exemptions;
OMB Approval and Effective Dates

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) Is announcing

that the Office of Management and
Budget has approved the recordkeeping
and reporting requirements in the final
regulations prescribing procedures for
investigational device exemptions. FDA
also is extending the effective date of
the regulation for'certain investigations
and is correcling several provisions.
DATES: For investigations begun on or
before July 16, 1980 that are to continue
after January 19, 1981, FDA is extending
to December 4, 1800, the effective date
of the regulation. FDA is retaining the
July 16, 1980 effective date for
investigation begun after July 16, 1960.
Comments on the corrections by
December 4, 1960; corrections are
effective September 5, 1960.

ADDRESS: Written comments on the
correclions 1o the office of the Hearing
Clerk (HFA~305), Food and Drug
Administration, Rm. 4-62, 5800 Fishers
Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Joseph L. Hackett, Bureau of Medical
Devices [HFK-403), Food and Drug
Administration, 8757 Georgia Ave.,
Silver Spring, MD 20910, 301-427-5162.
SUPPLEMENTARY INFORMATION: The
Food and Drug Administratica (FDA)
published final regulations ibj
procedures for investigational device
exemptions {the IDE regulations) in the
Federal Register of January 18, 1980 (45
FR 3732). The IDE regulations became
effective on July 16, 1060,

OMB Approval

The preamble to the IDE regulations,
as well as the effective date statesent,
declared that the recordkeeping and
reporling requirements were submitted
to the Office of Management and Budget
{OMB) for approval in accordance with
the Federal Reporis Act of 1842, which
requires OMB 1o review and approve
records and reports used by Federal
agencies in the collection of information
from the public. The Jannary 18,1960
document also stated that the IDE
regulations would become effective July
16, 1980, provided that GMB approval
was received by that date and that FDA
would publish a notice in the Federal
Register concerning OMB's decision.

On June 24, 1960, OMB approved
without change the recordkeeping and
reporting requirements of the IDE
regulations, under OMB number 57~
RoO151.

Effective Date of the IDE Regulations

-There has been confusion about the
effective date of the IDE regulations.
FDA has received several inquiries from .
the public concemning whether the July
16, 1680 effective date was contingent
upon FDA's receiving OMB approval,
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and whether the July 16 effective date
was operative before FDA published
notice of this approval. Some have
misunderstood the preamble and
thought that the regulation was not to
become effective until 6 months after
July 16. -

Because OMB approved the
recordkeeping and reporting
requirements before July 16, 1980, the
IDE regulation became effective on that
date, This effective date was not
contingent on publication of notice of
OMB's approval. Thus, FDA is retaining
the July 16, 1980 effective date for -
investigations subject to the regulation
begun after that date. FDA believes,
however, that the confusion about the
effective date of the regulation for
investigations begun before July 16
justifies a change in the effective date
for these investigations. For
investigations begun on or before July
16, 1980 that are expected to continue
after January 19, 1981, FDA is extending
the effective date to December 4, 1980.
Under § 812.2(b})(2) of the IDE ®
regulations (21 CFR 812.2(b}(2)), ‘
investigations begun on or before July
16, 1980 that are planned to be
completed by January 19, 1981 do not
require an approved IDE.

To have an approved IDE by -
December 4, 1980, sponsors of ongoing
clinical irivestigations are required to
take the steps necessary to obtain any
required approvals from institutional
review boards (IRB's) or FDA before

that date. The IDE regulations prescribe -

the circumstances in which these
approvals are required.

Corrections in Regulation

1. Section 812.5(a) of the final rule
requires that all relevant .
contraindications, hazards, adverse
* effects, interfering substances or
devices, warnings, and precautions be
stated on the label of an investigational
device, Inclusion of this information in
the labeling, although not necessarily on
the label, meets sufficiently the purposes
of this requirement. Often this
{n{)oximation would not fit on a device’s

abel.

2. FDA is revising § 812.20(a)(3) to
correct an inconsistency between this
" provision and § 812.30{a) with respect to
when a sponsor may begin an
investigation.

3. FDA is deleting as unnecessary
§ 812.30(b})(5) which allows FDA to
disapprove or withdraw approval of an
application if there is reason to believe
that the device, as used in the
investigation, is ineffective. This ground
for disapproval or withdrawal was
already covered by § 812.30(b)(4). For
clarity, FDA is also splitting present

§ 812.30(b)(4) into two paragraphs, (b)
(4) and (5). ) ‘

4.FDA is revising § 812.140(b)(4)(v) so
that the sponsor of a nonsignificant risk
device investigation is required to .
maintain in the sponsor’s records a
statement of the extent to which FDA's
good manufacturing practice {(GMP)
regulations in Part 820 (21 CFR Part 820)
will be followed in manufacturing the
device, but not “a copy of any quality
assurance program that is followed with
respect to the device.” The latter phrase
was inadvertently included in the final
IDE regulations and imposes an
unnecessary requirement. To evaluate
manufacturing practices for
nonsignificant risk devices, FDA wishes
sponsors to maintain, routinely, only a
statement of the extent to which the
GMP regulations will be followed and
not a copy of the quality assurance
program, unless required specifically
under § 812.140(b)(4)(vi). S

5. Section 812.150(b)(5) now requires
submission of progress reports to FDA
and IRB's for both significant risk and
nonsignificant risk device investigations.
FDA did not intend for sponsors of
nonsignificant risk device investigations,
which are regulated principally by IRB's,
to make progress reports to FDA,

Accordingly, FDA is correcting
§§ 812.5(a), 812.20(a)(3), 812.30(b) (4) and
(5), 812.140(b)(4)(v), and 812.150(b)(5), as
described above. These changes make
minor corrections in a major rule that

, became effective on July 16,1980 (for .

investigations begun after that date)
after a long rulemaking proceeding in

which there were several opportunities

for public comment and participation
with respect to the provisions now being
changed. Also, sponsors of
investigations need to know the
requirements with which they must
comply. Therefore, the Commissioner
determines that good cause exists to
find that notice and public procedures
are impracticable, unnecessary, and
contrary to the public interest. For the
same reasons, and because some of the
changes relieve restrictions, the ,
Commissioner finds good cause for not-
delaying the effective date of these
changes.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 301, 501,
502, 520, 701(a), 702, 704, 801, 52 Stat.
1042-1043 as amended, 1049-1051 as
amended, 1055, 1056-1058 as amended, '
67 Stat. 477 as amended, 90 Stat. 565-574
(21 U.S.C. 331, 351, 352, 360j, 371(a), 372,
374, 381)) and under authority delegated
to the Commissioner of Food and Drugs
{21 CFR 5.1), Chapter I of Title 21 of the
Code of Federal Regulations is amended
in Part 812 as follows:

1. In § 812.5, paragraph (a) is revised
to read as follows:

§ 8125 Labeling of investigational
devices.

{a) Contents. An investigational
device or its immediate package shall
bear a label with the following
information: the name and place of
business of the manufacturer, packer, or
distributor (in accordance with § 801.1),
the quantity of contents, if appropriate,
and the following statement:

- “CAUTION—Investigational device.

Limited by Federal (or United States)
law to investigational use.” The label or
other labeling shall describe all relevant
contraindications, hazards, adverse
effects, interfering substances or
devices, warnings, and precautions.
* * * * *

2.In § 812.20, paragraph (a)(3) is
revised to read as follows:

- §812.20 Application.

a]i**

{3) If more than 