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Rules and Regulations

Federal Register
Vol. 47, No. 44

Friday, March 5, 1982

This section of the FEDERAL REGISTER
contains regulatory documents having
general applicability and legal effect, most
of which are keyed to and codified in
the Code of Federal Regulations, which is
published under 50 titles pursuant to 44
U.S.C. 1510.

The Code of Federal Regulations is sold
by the Superintendent of Documents.
Prices of new books are listed in the
first FEDERAL REGISTER issue of each
month,

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 910
[Lemon Reg. 349; Lemon Reg. 348, Amdt. 1]

Lemons Grown in California and
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

suMMARY: This action establishes the
quantity of California-Arizona lemons
that may be shipped to the fresh market
during the period March 7-13, 1982, and
increases the quantity of lemons that
may be shipped during the period
February 28-March 6, 1982. Such action
is needed to provide for orderly
marketing of fresh lemons for the
periods specified due to the marketing
situation confronting the lemon industry.
EFFECTIVE DATES: The regulation
becomes effective March 7, 1982, and
the amendment is effective for the
period February 28-March 6, 1982.

FOR FURTHER INFORMATION CONTACT:
William J. Doyle, Acting Chief, Fruit -
Branch, F&V, AMS, USDA, Washington,
D.C. 20250, telephone 202-447-5975.
SUPPLEMENTARY INFORMATION: This rule
has been reviewed under Secretary’s
Memorandum 1512-1 and Executive
Order 12291 and has been designated a
“non-major” rule. This regulation and
amendment are issued under the
marketing agreement, 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
Adminisirative Committee and upon

other available 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 1981-82, The
marketing policy was recommended by
the committee following discussion at a
public meeting on July 7, 1981, The
committee met again publicly on March
2, 1982, 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 weeks. The committee
reports the demand for lemons is active.

It is further found 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), because of insufficient
time between the date when information
became available upon which this
regulation and amendment are based
and the effective date necessary to
effectuate the declared policy of the act.
Interested persons were given an
opportunity to submit information and
views on the regulation at an open
meeting, and the amendment relieves
restrictionis on the handling of lemons. It
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 times.

PART 910—LEMONS GROWN IN
CALIFORNIA AND ARIZONA

1. Section 910.649 is added as follows:

§910.649 Lemon Regulation 349.

The quantity of lemons grown in
California and Arizona which may be
handled during the period March 7, 1982,
through March 13, 1982, is established at
245,000 cartons.

2. Section 910,648 Lemon Regulation
348 (47 FR 8319) is revised to read as
follows:

§910.648 Lemon Regulation 348.

The quantity of lemons grown in
California and Arizona which may be
handled during the period February 28,
1982 through March 6, 1982, is
established at 265,000 cartons.

(Secs. 1-19, 48 Stat. 31, as amended (7 U.S.C.
601-674))

Dated: March 3, 1862,
D. 8. Kuryloski,
Deputy Director, Fruit and Vegetable
Division, Agricultural Marketing Service.
[FR Doc. 82-8258 Filed 3-4-82; 11:36 am]
BILLING CODE 3410-02-M

Rural Electrification Administration
7 CFR Part 1701

Public Information; Specification for
Self-Supporting Cable, PE-38, Bulletin
345-29

AGENCY: Rural Electrification
Administration, USDA.

ACTION: Final rule.

SUMMARY: REA hereby revises Bulletin
345-29, Specification for Self-Supporting
Cable, PE-38. With increased labor rates
for cable installations, self-supporting
cable has become more cost-effective
than lashed cable. The revision of this
specification reflects this increased
interest and advances in technology
since the last revision in 1971.

EFFECTIVE DATE: February 24, 1982.

FOR FURTHER INFORMATION CONTACT:
Harry M. Hutson, Chief, Outside Plant
Branch, Telecommunications
Engineering and Standards Division,
Rural Electrification Administration,
Room 1342, South Building, U.S.
Department of Agriculture, Washington,
D.C. 20250, telephone (202) 3828667,
The Final Regulatory Impact Analysis
describing the options considered in
developing this rule and the impact of
implementing each option is available
on request from the above office.

SUPPLEMENTARY INFORMATION: Pursuant
to the Rural Electrification Act, as
amended (7 U.S.C. 901 et. seq.), REA
hereby amends Appendix A by issuing a
revised Bulletin 345-29, Specification for
Self-Supporting Cable, PE-38. This
action has been issued in conformance
with Executive Order 12291, Federal
Regulation, and has been determined to
be “not major."” A Regulatory Flexibility
Analysis is not required, nor is an OMB
A-95 review applicable.

This specification was last revised in
July 1971 to reflect the product available
at that time. Due to the relatively high
first cost of self-supporting cable,
compared to lashed cable, and to the
relatively small savings in installation
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costs, due to low labor rates, this
product was not used extensively.

With recent drastic increases in labor
rates, the product is now cost-effective
for many installations. As techology has
advanced in the decade since the last
issuance of PE-38, this revision reflects
these changes and provides a cost-
effective tool for rural telephony.

Retaining the document in its 1971
form was considered inadvisable as this
would have forced the use of
obsolescent materials. Changing only
sections of the document via addenda
was considered and rejected as this
would have forced the user to refer
between several documents, thus
increasing the likelihood of confusion
and errors in applying the specification.
The comprehensive revision, as
undertaken, was considered to be the
best available option.

This program is listed in the Catalog
of Federal Domestic Assistance as
10.851—Rural Telephone Loans and
Loan Guarantees.

A notice of proposed rulemaking was
published in the Federal Register on
September 15, 1981. No public comments
were received in response to the notice.

Dated: February 24, 1982.
Harold V. Hunter,
Administrator.

[FR Doc. 82-6908 Filed 3-4-82; 8:45 am|
BILLING CODE 3410-15-M

——

FEDERAL TRADE COMMISSION

16 CFR Part 13
[Docket C-~3085]

Gifford-Hill-American, Inc.; Prohibited
Trade Practices, and Affirmative
Corrective Actions

AGENCY: Federal Trade Commission.
ACTION: Final order.

SUMMARY: In settlement of alleged
violations of federal law prohibiting
unfair acts and practices and unfair
methods of competition, this consent
agreement requires a Grand Prairie,
Texas producer and seller of concrete
pressure pipe and fittings, among other
things, to timely divest the entire
*Kansas City Plant” to a Commission-
approved buyer, capable of maintaining
the plant as a competitive entity.
Additionally, for a five year period, the
company is required to offer the
acquirer of the divested plant the
opportunity to purchase essential
products and services which are not
generally available. The order also
prohibits the company from acquiring
any concern engaged in the production

of concrete pressure pipe without prior
Commission approval for a period of ten
years,

DATE: Complaint and order issued
February 23, 1982,

FOR FURTHER INFORMATION CONTACT:
FTC/CS-7, Jerry A. Philpott,
Washington, D.C. 20580. (202) 724-1118.
SUPPLEMENTARY INFORMATION: On
Wednesday, November 4, 1981, there
was published in the Federal Register,
46 FR 54756, a proposed consent
agreement with analysis In the Matter of
Gifford-Hill-American, Inc., a
corporation, for the purpose of soliciting
public comment, Interested parties were
given sixty (60) days in which to submit
comments, suggestions or objections
regarding the proposed form of order.

A comment was filed and considered
by the Commission. The Commission
has ordered the issuance of the
complaint in the form contemplated by
the agreement, made its jurisdictional
findings and entered its order to cease
and desist, as set forth in the proposed
consent agreement, in disposition of this
proceeding.

The prohibited trade practices and/or
corrective actions, as codified under 16
CFR Part 13, are as follows: Subpart-
Acquiring Corporate Stock or Assets:

§ 13.5 Acquiring corporate stock or
assets; 13.5-20 Federal Trade
Commission Act. Subpart-Corrective
Actions and/or Requirements: § 13.533
Corrective actions and/or requirements;
§ 13.533-51 making supply of product(s)
available to competitors.

(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret or

apply sec. 5, 38 Stat. 719, as amended; sec. 7,
38 Stat. 731, as amended; 15 U.S.C. 45, 18)

Carol M. Thomas,

Secretary.

[FR Doc. 82-6104 Filed 3-4-82; 8:45 am|
BILLING CODE 6750-01-M

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 240
[Release No. 34-18514; File No. S7-787)

Designation of National Market System
Securities; Deferral of Effective Dates
and Granting of Temporary Exemption

AGENCY: Securities and Exchange
Commission.

AcTION: Deferral of effective dates and
granting of a temporary exemption.

SUMMARY: The Commission is adopting
amendments which will defer the

' Copies of the Complaint and the Decision and
Order filed with the original document.

effective date of Tier 1 under its rule
governing the designation of national
market system securities until April 1,
1982, and defer the effective date of Tier
2 under that rule until October 1, 1982.
(See Footnote No. 2). The deferral of
Tier 1 is necessitated by technical
difficulties being experienced by the
National Association of Securities
Dealers, Inc. (“NASD") in testing the
required enhancements to its NASDAQ
system; the deferral of Tier 2 is
necessary to preserve a six-month
period between the start-up of Tier 1
and Tier 2 so that Tier 2 issuers can
evaluate fully the effects of designation
prior to determining whether to elect
such designation for their securities. In
addition, the Commission is issuing an
order granting the National Association
of Securities Dealers, Inc. a temporary
exemption until May 15, 1982 from the
Commission's transaction reporting rule,
for NASDAQ Level I service for national
market system securities.

EFFECTIVE DATE: February 25, 1982,

FOR FURTHER INFORMATION CONTACT:
William W. Uchimoto (202) 272-29086,
staff attorney, Division of Market
Regulation, Securities and Exchange
Commission, 500 North Capitol Street,
Washington, D.C. 20549.

SUPPLEMENTARY INFORMATION:
I. Amendments to Rule 11Aa2-1

Pursuant to Rule 11Aa2-1 * (“Rule")
under the Securities Exchange Act of
1934 (“Act"), as amended, the
designation of certain over-the-counter
(“OTC") securities as Tier 1 national
market system (“NMS"") securities will
become effective on March 1, 1982.2
Upon designation, NMS securities will
be “reported” securities as the term is
defined in Rule 11Ac1-1(a)(6) and
subject to, among other things, the
Commission's last sale reporting rule,
Rule 11Aa3-1.

The NASD recently has indicated to
the Commission that, due to technical
difficulties being experienced in testing
the required enhancements to its .
NASDAQ system, it will be unable to
provide last sale reporting for Tier 1
securities on March 1, 1982. As a result,

*17 CFR 240.11Aa2-1.

*The Rule employs a two-tiered approach to
designating NMS securities. In this respect,
approximately 45 of the most actively-traded OTC
securities satisfy the stringent Tier 1 criteria and, as
mentioned above, are currently scheduled to be
designated as NMS securities effective March 1,
1982, In addition, the Rule permits those securities
meeting less stringent Tier 2 criteria to be currently
designated as NMS securities on or after August 1,
1982, if the issuers of such securities so elect. For
futher information concerning the designation of
NMS securities see Securities Exchange Act Release
No. 18397 (January 7, 1982) [47 FR 2079].
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the NASD has requested that the
effective date of Tier 1 designation be
deferred for one month until April 1,
1982.% Because the Commission believes
that the NASD has been making good
faith efforts and overall progress in
effecting the technical enhancements to
its NASDAQ system necessary to
accommodate transaction reporting for
Tier 1 securities, the Commission is
amending the Rule so as to defer the
effective date for Tier 1 reporting for one
month, or until April 1, 1982,

As a result of this deferral, the initial
six-month period scheduled between the
commencement of Tier 1 transaction
reporting and the August 1, 1982 date set
for the beginning of voluntary
designation of Tier 2 securities has now
been reduced to four months. The
Commission believes that it is important
to preserve a six-month period between
the respective effective dates of Tier 1
and Tier 2 in order to permit Tier 2
issuers to evaluate fully the effects of
NMS designation prior to determining
whether to elect such designation for
their securities. Accordingly, the
Commission is also adopting an
amendment to the Rule deferring the
effective date of Tier 2 until October 1,
1982.

II. NASD Exemption From Rule 11Aa3-1

The NASD also stated that, while last
sale information will be available on
NASDAQ Level II/III terminals on April
1, 1982, vendors of securities transaction
information will be unable to
disseminate last sale information as part
of NASDAQ Level I service until they
acquire the requisite communications
facilities and make the necessary
software modifications. In order to
allow time for that to occur, and to
permit market makers to gain
operational experience with transaction
reporting, the NASD, pursuant to Rule
11Aa3-1(h] under the Act, has applied to
the Commission for a temporary
exemption until May 15, 1982 from the
requirement in Rule 11Aa3-1 that it
provide transaction reports for NMS
securities to vendors, While the
Commission believes that it is important
for investors to receive access to the last
sale information available from Level I
NASDAQ service as soon as possible,
the Commission believes that the NASD
has presented a reasonable method to
phase-in last sale reporting as soon as
the necessary technical enhancements
are in place. The Commission therefore
determines that granting the NASD its
requested exemption from the

*Letter to George A. Fitzsimmons, Secretary, SEC,
from S. William Broka, Secretary, NASD, dated
February 23,1962. -

requirements of Rule 11Aa3-1 is
consistent with the public interest, the
protection of investors and the removal
of impediments to, and perfection of the
mechanisms of, a national market
syster,

Accordingly, the NASD is granted a
temporary exemption until May 15, 1982
from providing last sale data with
respect to its NASDAQ Level I service
for NMS securities. This exemption is
subject to modification or revocation at
any time if the Commission judges that
such action is necessary or appropriate
in light of progress made toward a
national market system or otherwise in
furtherance of the purposes of the Act.

Effects On Competition

Section 23(a)(2) of the Act*requires
the Commission, in adopting rules under
the Act, to consider the anticompetitive
effects of such rules, if any, and to
balance any anticompetitive impact
against the regulatory benefits gained in
terms of furthering the purposes of the
Act. Since the amendments merely
postpone the effective dates of various
provisions of Rule 11Aa2-1, the
Commission does not believe that these
amendments to Rule 11Aa2-1 will have
any effect on competition.

Text of the Rule Amendments

The Securities and Exchange
Commission hereby amends Rule
11Aa2-1 pursuant to its authority under
the Securities Exchange Act of 1934, and
particularly Sections 2, 3, 6, 9, 10, 11,
11A, 15, 17, and 23 thereof.

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

Title 17, Chapter II, Part 240, of the
Code of Federal Regulations is amended
as follows:

By revising paragraphs (b)(1) and (g)
of § 240.11Aa2-1 to read as follows:

§ 240.11Aa2-1 Designation of national
market system securities.
- L - L -

(b) Designation criteria. (1) Any
NASDAQ security which on the most
recent qualification date meets each of
the criteria set forth in paragraph
(b)(4)(i) of this section (“Tier 1 Criteria”)
is hereby designated as a national
market system security, such
designation to be effective, pursuant to
the terms of an effective designation
plan, not later than the thirty-fifth
business day following such
qualification date, but in any event not
earlier than April 1, 1982.

15 U.S.C. 78w(a)(2).

(g) Effective dates. The effective date
of this section shall be April 1, 1981,
except for paragraph (b)(1) which shall
become effective on January 22, 1982,
and paragraph (b)(2) which shall
become effective on October 1, 1982.

Effective Date of the Amendments

The Commission, in accordance with
5 U.S.C. 553(b)(3)(B) and 553(d)(3) of the
Administrative Procedure Act finds that
there is good cause that the rule
amendments take effect immediately
without notice and public procedure.
First, it would be impossible to adhere
to these requirements and still to allow
for the timely postponement of the
effective date of the Rule. Second, these
are technical amendments that will have
no significant effect on the substantive
portions of the rule.

By the Commission.
George A. Fitzsimmons,
Secretary.
February 25, 1982.
[FR Doc. 82-6011 Filed 3-3-82; 8:45 am]
BILLING CODE 8010-01-M

—————

INTERNATIONAL TRADE
COMMISSION

19 CFR Part 212

Implementation of the Equal Access to
Justice Act

AGENCY: United States International
Trade Commission.

ACTION: Final rules.

suMMARY: These rules add a new Part
212 to the Commission’s rules of practice
and procedure to implement the
requirements of the Equal Access to
Justice Act, Title II of Pub. L. 96481, 94
Stat. 2325 (the Act), in unfair import
trade practice investigations under
section 337 of the Tariff Act of 1830 (19
U.S.C. 1337). The Act authorizes in
certain circumstances an award of
attorney fees and other expenses to
certain parties who prevail against the
United States in adversary
adjudications, defined as proceedings
under 5 U.S.C. 554 in which the position
of the United States is represented by
counsel or otherwise. These final rules
reflect public comment on interim rules
published on November 19, 1981 (46 FR
56780).

EFFECTIVE DATE: March 5, 1982,

FOR FURTHER INFORMATION CONTACT:
Michael P. Mabile, Esq., Office of the
General Counsel, U.S. International
Trade Commission, 701 E Street NW.,
Washington, D.C. telephone 202-523—
1626.
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SUPPLEMENTARY INFORMATION:
Authority for adoption of these rules is
found in 5 U.S.C. 504(c)(1), which
provides that, after consultation with the
Chairman of the Administrative
Conference of the United States, each
agency shall by rule establish uniform
procedures for the submission and
consideration of applications for awards
of fees and other expenses under the
Equal Access to Justice Act. The rules
are patterned largely after the model
rules for implementation of the Act
promulgated by the Administrative
Conference of the United States, 46 FR
32900 (June 25, 1981), with alterations to
reflect or conform to statutory
requirements and Commission practice
in proceedings under section 337 of the -
Tariff Act of 1930.

Analysis of Public Comments on Interim
Rules

Comments on the Commission's
interim rules as published on November
19, 1981 (46 FR 56780), were received
from the Administrative Conference of
the United States, the United States
Department of Justice, and one firm that
represents parties before the
Commission in investigations under
section 337 of the Tariff Act of 1930. The
following is a summary and analysis of
the comments, with an explanation of
why comments were accepted or
rejected.

The Administrative Conference
suggested with regard to § 212.06(b) that
the Commission should either state the
highest amount it pays expert witnesses
or identify a source from which this
information can be obtained. The
Commission deleted this information
when drafting the interim rules because
there is no common Commission
practice of hiring expert witnesses and
therefore the amount paid to expert
witnesses is not known, Should this
information become available in the
future it can be made known to any
applicant seeking an award under the
Act.

The Administrative Conference also
questioned whether section 212.03(b),
which limits applicability of the Act to
proceedings initiated by the
Commission, is consistent with the
provisions of the Act. It was noted that,
while coverage of court actions under
the Act is expressly restricted to actions
brought “by or against" the United
States, the provisions of the Act
applicable to administrative proceedings
contain no such restriction, The
Administrative Conference suggested
that determination of whether an award
may be made in a proceeding initiated
by a private party in which the

Commission participates should be
based on the nature and extent of the
Commission's participation in the
particular case and on whether the
applicant can be said to have prevailed
over the agency. The Administrative
Conference concluded by pointing out
that, as a general matter, it has deferred
to individual agencies on questions of
applicability of the Act to particular
agency proceedings, but that it did not
necessarily agree with the Commission's
resolution of this issue.

The question of whether the Act
covers section 337 proceedings initiated
upon the complaint of a private party in
which a Commission investigative
attorney appears as a third party
received considerable attention during
the drafting of the interim rules. Neither
the Act nor its legislative history
provides any definitive solution to the
question. The Commission believes,
however, that the Act should not apply
to situations in which the position of the
Commission and the respondent in the
adjudication are not truly adverse.
When the complaint is filed by a private
party and not by the Commission
investigative attorney, the role of the
investigative attorney is to represent the
public interest and to seek to insure that
the record upon which the Commission
bases its determination is as complete
as possible. Thus, the investigtive
attorney maintains a stance of neutrality
regarding the positions of the parties, at
least until the record is sufficiently
developed to permit an objective
evaluation of the parties' positions, and
a prevailing respondent cannot in any
meaningful sense be said to have
“prevailed” over the Commission.

The purposes of the Act, as stated in
the legislative history, appear to support
limiting applicability of the Act to
Commission-initiated investigations.
The Act is designed to reduce the
economic deterrents to challenging or-
defending against unreasonable
governmental action. A party who
chooses to contest an issue is
considered not only to be representing a
private interest, but also to be helping to
refine public policy. The administrative
adjudication provides a concrete,
adversarial test of government
regulation and insures the fairness of the
law. 8. Rep. No. 96-253, 96th Cong., 1st
Sess., 1, 5-6 (1979); H.R. Rep. No. 96—
1418, 96th Cong., 1st Sess., 1, 5-6, 9-10
(1979).

These policies appear to have no
application to a section 337 investigation
initiated by a private party, The
potentially greater resources of the
Government present no significant
deterrent to contesting the action, since

the respondent’s opponent in the
proceeding is the private complainant,
not the Commission investigative
attorney. Moreover, a privately initiated
investigation provides no test of
Commission policies or practices, since
the issues to be determined are framed
by the complainant.

Accordingly, the Commission is of the
opinion that the approach taken in
§ 212.03(b) is appropriate under the Act.
Moreover, the Commission cannot agree
that a case-by-case determination of
whether an award may be made in an
investigation initiated by a private
party, as advocated by the
Administrative Conference, is either
consistent with the Act or
administratively workable.

The firm that submitted a comment on
the proposed rules suggested that
§ 212.03(b) be amended to provide that
an award may be made against the
Commission not only in connection with
a proceeding brought by the
Commission upon its own complaint, but

" also in any proceeding to the extent that

private parties would be liable under the
Federal Rules of Civil Procedure. The
rationale for the suggested change rests
on the language of the Act requiring an
agency to show that its position'was
“substantially justified or that special
circumstances make an award unjust.”
The wording is similar to language in
Rule 37 of the Federal Rules of Civil
Procedure, which provides for an award
of fees and expenses to a party ;
prevailing on a motion to compel
discovery. The firm further notes that
the Act is intended to allow an award of
fees against the United States to the
same extent that an award may be made
against other parties. H.R. Rep. No. 96-
1418, 96th Cong., 2d Sess. 8 (1980).

This suggested change is based on a
misreading of the Act and its legislative
history. While the “substantially
justified” language of the Act was
borrowed from Rule 37, the Act does not
incorporate the provisions of Rule 37 in
those portions of the Act applicable to
agency proceedings. The passage from
the legislative history cited by the firm
refers solely to court actions, and
section 4(a) of the Act, which amends 28
U.S.C. 2412 to provide that a court may
award fees and expenses to parties who
prevail against the United States in civil
litigation to the same extent that it may
award fees in cases involving other
parties, has no counterpart in the
provisions relating to agency
proceedings.

The Department of Justice
recommends that § 212.08 of the interim
rules be deleted. That section is
substantially the same as § 0.108 of the
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model rules promulgated by the
Administrative Conference of the United
States, 46 FR 32900 (June 24, 1981). It
provides that, if an applicant is entitled
to an award because it prevails over
another agency of the United States that
participates in an adversary
adjudication before the Commission and
takes a position that is not substantially
justified, the Commission’s award shall
be made against that agency.

The Department of Justice argues that
this provision is contrary to the express
language of the Act, which provides for
liability of “[a]n agency that conducts
an adversary proceeding,” unless “the
position of the agency as a party" is
found by "the adjudicative officer of the
agency” to be substantially justified.
The language appears to limit the
liability for awards to the agency
conducting the proceeding. The
Department further contends that this
reading of the statute is consistent with
the policies stated in the legislative
history. Congress expressed the purpose
of alleviating situations in which small
businesses may be deterred from
defending themselves against agency
excesses by the costs that would be
incurred. According to the Department,
Congress did not undertake to reimburse
all prevailing small businesses, but
struck a balance between awarding
costs in all cases and allowing
unreasonable governmental actions to
go unchallenged. Expansion of the
authorization for awards beyond that
specifically contemplated by Congress,
it is argued, would upset the balance
struck and would be inconsistent with
the Congressional intent. The
Department further points out that
allocation between the expenses
attributable to the participation of an
outside agency in the proceeding and
those attributable to the participation of
the Commission would necessitate an
unduly time-consuming and expensive
proceeding. Finally, the Department
notes that it is inconsistent for the
Commission to exempt itself from the
provisions of the Act in proceedings
initiated by other parties, and at the
same time to subject other agencies to
potential liability in similar situations.

The Commission finds these
arguments persuasive. Proposed section
212.08 appears to be contrary to the
language and intent of the Act.
Moreover, the Commission agrees that it
would be unfair and inconsistent to treat
other, similarly situated agencies in a
manner that varies from the treatment
given the Commission under the rules.
Accordingly, § 212.08 is deleted from the
final rules, and §§ 212.03(a); 212.05(b);
212.10(a); 212.21 (a), (b), and (c); 212.23;

212.24; 212.25; 212.26; and 212.29 are
amended to remove any reference to
awards against other agencies,

An additional change has been made
in section 212.05(c) to specify that the
burden of proving that an award should
be denied or reduced because the
applicant has unduly or unreasonably
protracted the adversary adjudication or
special circumstances make an award
unjust is on the Commission
investigative attorney.

Part 212 is adopted in final form and is
added to 19 CFR Chapter II, Subchapter
C to read as follows:

PART 212—IMPLEMENTATION OF THE
EQUAL ACCESS TO JUSTICE ACT

Subpart A—General Provisions

Sec.

212.01 Purpose.

212.02 When the Act applies.

212.03 Proceedings covered.

212.04 Eligibility of applicants.

212,05 Standards for awards.

212.06 Allowable fees and expenses.

212.07 Rulemaking on maximum rates for
attorney fees.

Subpart B—Information Required From
Applicants

21210 Contents of application,

212,11 Net worth exhibit.

212.12 Documentation of fees and expenses,
21213 When an application may be filed.

Subpart C—Procedures for Consldering
Applications
212.20 Filing and service of documents.
212.21 Answer to application.
212.22 Reply.
212.23 Comments by other parties.
212.24 Settlement.
212.25 Further proceedings.
212,26 Determination.
Agency review,
212.28 Judicial review.
212.29 Payment of award.

Authority: Sec. 203(a)(1), Pub. L. 96-481, 94
Stat. 2325 (5 U.S.C. 504(c)(1)).

Subpart A—General Provision

§212.01 Purpose.

(a) The Equal Access to Justice Act, 5
U.S.C. 504 (called “the Act” in this part),
provides for the award of attorney fees
and other expenses to eligible
individuals and entities who are parties
to certain administrative proceedings
(called “adversary adjudications’)
before an agency. Under the Act an
eligible party may receive an award
when it prevails over an agency, unless
the agency's position in the proceeding
was substantially justified or special
circumstances make an award unjust.
The rules in this part describe the
parties eligible for awards and the
Commission proceedings that are
covered. They also explain how to apply

212.27

for awards, and the procedures and
standards that the Commission will use
to make them.

§212.02 When the Act applies.

The Act applies to any adversary
adjudication pending before the
Commission at any time between
October 1, 1981 and September 30, 1984.
This includes proceedings begun before
October 1, 1981 if final Commission
action has not been taken before that
date, and proceedings pending on
September 30, 1984, regardless of when
they were initiated or when final
Commission action occurs.

§212.03 Proceedings covered.

(a) The Act applies to adversary
adjudications conducted by the
Commission. These are adjudications
under 5 U.S.C. 554 in which the position
of the Commission is presented by an
attorney or other representative who
enters an appearance and participates
in the proceeding, The Commission
proceedings covered are those
conducted under section 337 of the
Tariff Act of 1930, 19 U.S.C. 1337. No
award shall be made, however, for fees
and expenses related to those portions
of the proceedings conducted for the
consideration of relief, the public
interest, and bonding pursuant to
subsections 337 (d), (e), and (f) of the
Tariff Act of 1930 and 19 CFR 210.14.

(b) An award may be made against
the Commission only in connection with
a proceeding brought by the
Commission upon its own complaint.

(c) If a proceeding includes both
matters covered by the Act and matters
specifically excluded from coverage, any
award made will include only fees and
expenses related to covered issues.

§212.04 Eligibility of applicants.

(a) To be eligible for an award of
attorney fees and other expenses under
the Act, the applicant must be a party to
the adversary adjudication for which it
seeks an award. The term “party” is
defined in 5 U.S.C. 551(3) and 19 CFR
210.04. The applicant must show that it
meets all conditions of eligibility set out
in this subpart and in subpart B,

(b) The types of eligible applicants are
as follows:

(1) An individual with a net worth of
not more than $1 million;

(2) The sole owner of an
unincorporated business who has a net
worth of not more than $5 million,
including both personal and business
interests, and not more than 500
employees;

(3) A charitable or other tax-exempt
organization described in section
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501(c)(3) of the Internal Revenue Code
(26 U.S.C. 501(c)(3)) with not more than
500 employees;

(4) A cooperative association as
defined in section 15(a) of the
Agricultural Marketing Act (12 U.S.C.
1144j(a)) with not more than 500
employees; and

(5) Any other partnership, corporation,
association, or public or private
organization with a net worth of not
more than $5 million and not more than
500 employees.

(c) For the purpose of eligibility, the
net worth and number of employees of
an applicant shall be determined as of
the date the adversary adjudication was
initiated.

(d) An applicant who owns an
unincorporated business will be
considered to be an “individual” rather
than a “sole owner of an unincorporated
business" if the issues on which the
applicant prevails are related primarily
to personal interests rather than to
business interests.

(e) The employees of an applicant
include all persons who regularly
perform services for remuneration for
the applicant under the applicant's
direction and control. Part-time
employees shall be included on a
proportional basis.

(f) The net worth and number of
employees of the applicant and all of its
affiliates shall be aggregated to
determine eligibility. Any individual,
corporation or other entity that directly
or indirectly controls or owns a majority
of the voting shares or other interest of
the applicant, or any corporation or
other entity of which the applicant
directly or indirectly owns or controls a
majority of the voting shares or other
interest, will be considered an affiliate
for purposes of this part, unless the
presiding officer determines that such
treatment would be unjust and contrary
to the purposes of the Act in light of the
actual relationship between the
affiliated entities. In addition, the
presiding officer may determine that
financial relationships of the applicant
other than those described in this
paragraph constitute special
circumstances that would make an
award unjust.

(g) An applicant that participates in a
proceeding primarily on behalf of one or
more other persons or entities that
would be ineligible is not itself eligible
for an award.

§212.05 Standards for awards.

(a) The determination whether an
applicant is a prevailing party shall be
made on a case-by-case basis.

(b) A prevailing applicant may receive
an award for fees and expenses incurred

in connection with an adversary
adjudication, or in a significant and
discrete substantive portion of the
adversary adjudication, unless the
position of the Commission investigative
attorney was substantially justified. The
burden of proof that an award should
not be made to an eligible prevailing
applicant is on the Commission
investigative attorney’ An award may
be avoided by showing that the position
of the Commission was reasonable in
law and fact.

(c) An award will be reduced or
denied if the applicant has unduly or
unreasonably protracted the adversary
adjudication or if special circumstances
make the award sought unjust, The
burden of proof that an award should be
reduced or denied for either of these
reasons is on the Commission
investigative attorney.

§212.06 Allowable fees and expenses.

(a) Awards will be based on rates
customarily charged by persons engaged
in the business of acting as attorneys,
agents and expert witnesses, even if the
services were made available without
charge or at a reduced rate to the
applicant,

(b) No award for the fee of an
attorney or agent under these rules may
exceed $75.00 per hour. No award to
compensate an expert witness may
exceed the highest rate at which the
Commission pays expert witnesses.
However, an award may include the
reasonable expenses of the attorney,
agent, or expert witness as a separate
item if the attorney, agent or expert
witness ordinarily charges clients
separately for such expenses,

(c) In determining the reasonableness
of the fee sought for an attorney, agent
or expert witness, the presiding officer
shall consider the following:

(1) If the attorney, agent or expert
witness is in private practice, his or her
customary fee for similar services, or, if
an employee of the applicant, the fully
allocated cost of the service;

(2) The prevailing rate for similar
services in the community in which the
attorney, agent or expert wiitness
ordinarily performs services;

(3) The time actually spent in the
representation of the applicant;

(4) The time reasonably spent in light
of the difficulty or complexity of the
issclixes in the adversary adjudication;
an

(5) Such other factors as may bear on
the value of the services provided.

(d) The reasonable cost of any study,
analysis, engineering report, test, project
or similar matter prepared on behalf of a
party may be awarded to the extent that
the charge for the service does not

exceed the prevailing rate for similar
services and the study or other matter
was necessary for preparation of the
applicant's case.

§212.07 Rulemaking on maximum rates
for attorney fees.

{a) If warranted by an increase in the
cost of living or by special
circumstances (such as limited
availability of attorneys qualified to
handle certain types of proceedings), the
Commission may adopt regulations
providing that attorney fees may be
awarded at a rate higher than $75 per
hour in the proceedings covered by this
part. The Commission will conduct any
rulemaking proceedings for this purpose
under the informal rulemaking
procedures of the Administrative
Procedure Act.

(b) Any person may file with the
Commission a petition for rulemaking to
increase the maximum rate for attorney
fees. The petition should identify the
rate the petitioner believes the
Commission should establish. It should
also explain fully the reasons why the
higher rate is warranted. The
Commission will respond to the petition
within 60 days after it is filed by
initiating a rulemaking proceeding,
denying the petition, or taking other
appropriate action.

Subpart B—Information Required
From Applicants

§212.10 Contents of application.

(a) An application for an award of
fees and expenses under the Act shall
identify the applicant and the adversary
adjudication for which an award is
sought. The application shall show that
the applicant has prevailed and identify
the position of the Commission
investigative attorney that the applicant
alleges was not substantially justified.
Unless the applicant is an individual,
the application shall also state the
number of employees of the applicant
and describe briefly the type and
purpose of its organization or business.

(b) The application shall also include
a statement that the applicant’s net
worth does not exceed $1 million (if an
individual) or $5 million (for all other
applicants, including their affiliates).
However, an applicant may omit this
statement if:

(1) It attaches a copy of a ruling by the
Internal Revenue Service that it
qualifies as an organization described in
section 501(c)(3) of the Internal Revenue
Code (26 U.S.C. 501(c)(3)) or, in the case
of a tax-exempt organization not
required to obtain a ruling from the
Internal Revenue Service on its exempt
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status, a statement that describes the
basis for the applicant’s belief that it
qualifies under such section; or

(2) It states that it is a cooperative
association as defined in section 15(a) of
the Agricultural Marketing Act (12
U.S.C. 1141j(a)).

(c) The application shall state the
amount of fees and expenses for which
an award is sought,

(d) The application may also include
any other matters that the applicant
wishes the Commission to consider in
determining whether and in what
amount an award should be made,

(e) The application shall be signed by
the applicant or an authorized officer or
attorney of the applicant. It shall also
contain or be accompanied by a written
verification under oath or under penalty
of perjury that the information provided
in the application is frue and correct.

§212.11 Net worth exhibit.

(a) Each applicant except a qualified
tax-exempt organization or cooperative
association must provide with its
application a detailed exhibit showing

. the net worth of the applicant and any
affiliates (as defined in § 212.04(f) of this
part) when the proceeding was initiated.
The exhibit may be in any form
convenient to the applicant that
provides full disclosure of the
applicant's and its affiliates’ assets and
liabilities and is sufficient to determine
whether the applicant qualifies under
the standards in this part. The presiding
officer may require an applicant to file
additional information to determine its
eligibility for an award.

(b) Ordinarily, the net worth exhibit
will be included in the public record of
the proceeding. However, an applicant”
that objects to public disclosure of
information in any portion of the exhibit
and believes there are legal grounds for
withholding it from disclosure may
submit that portion of the exhibit
directly to the presiding officer in a
sealed envelope labeled “Confidential
Financial Information,” accompanied by
a motion to withhold the information
from public disclosure. The motion shall
describe the information sought to be
withheld and explain in detail why it
falls within one or more of the specific
exemptions from mandatory disclosure
under the Freedom of Information Act, 5
U.S.C. 552(b)(1)-(9), why public
disclosure of the information would
adversely affect the applicant, and why
disclosure is not required in the public
interest. The material in question shall
be served on the Commission
investigative attorney or counsel
representing another agency against
which the applicant seeks an award, but
need not be served on any other party to

the proceeding. If the presiding officer
finds that the information should not be
withheld from disclosure, it shall be
placed in the public record of the
proceeding. Otherwise, any request to
inspect or copy the exhibit shall be
disposed of in accordance with the
Commission's established procedures
under the Freedom of Information Act,
19 CFR 201.17-.21,

§212.12 Documentation of fees and
expenses.

The application shall be accompanied
by full documentation of the fees and
expenses, including the cost of any
study, analysis, engineering report, test,
project or similar matter, for which an
award is sought. A separate itemized *
statement shall be submitted for each
professional firm or individual whose
services are covered by the application,
showing the hours spent in connection
with the proceeding by each individual,
a description of the specific services
performed, the rate at which each fee
has been computed, any expenses for
which reimbursement is sought, the total
amount claimed, and the total amount
paid or payable by the applicant or by
any other person or entity for the
services provided. The presiding officer
may require the applicant to provide
vouchers, receipts, or other
substantiation for any expenses
claimed.

§212.13 When an application may be filed.

(a) An application may be filed
whenever the applicant has prevailed in
the adversary adjudication or in a
significant and discrete substantive

_portion of the adversary adjudication,
but in no case later than 30 days after
the Commission’s final disposition of the
adversary adjudication.

(b) If review or reconsideration is
sought or taken of a determination as to
which an applicant believes it has
prevailed, proceedings for the award of
fees shall be stayed pending final
disposition of the underlying
controversy.

Subpart C—Procedures for
Considering Applications

§212.20 Filing and service of documents.

Any application for an award or other
pleading or document related to an
application shall be filed and served on
all parties to the adversary adjudication
in the same manner as other pleadings
in the adversary adjudication, except as
provided in § 212.11(b) for confidential
financial information.

§212.21 Answer to application.

(a) Within 30 days after service of an
application, the Commission

investigative attorney shall file an
answer to the application.

(b) If the applicant and the
Commission investigative attorney
believe that the issues in the fee
application can be settled, they may
jointly file a statement of their intent to
negotiate a settlement. The filing of this
statement shall extend the time for filing
an answer for an additional 30 days,
and further extensions may be granted
by the presiding officer upon request by
the applicant and the Commission
investigative attorney.

(c) The answer shall explain in detail
any objections to the award requested
and identify the facts relied on in
support of the position of the
Commission. If the answer is based on
any alleged facts not glready in the
record of the adversary adjudication, the
Commission investigative attorney shall
include with the answer supporting
affidavits or a request for further
proceedings under § 212.25.

§212.22 Reply.

Within 15 days after service of an
answer, the applicant may file a reply. If
the reply is based on any alleged facts
not already in the record of the
adversary adjudication, the applicant
shall include with the reply either
supporting affidavits or a request for
further proceedings under § 212.25.

§212.23 Comments by other parties.

Any party to the adversary
adjudication other than the applicant
and the Commission investigative
attorney may file comments on an
application within 30 days after it is
served or on an answer within 15 days
after it is served. A commenting party
may not participate further in
proceedings on the application unless
the presiding officer determines that the
public interest requires such
participation in order to permit full
exploration of matters raised in the
comments. «

§212.24 Settlement.

The applicant and the Commission
may agree on a proposed settlement of
the award before final action on the
application, either in connection with a
settlement of the underlying adversary
adjudication, or after the underlying
adversary adjudication has been
concluded. If a prevailing party and the
Commission investigative attorney agree
on a proposed settlement of an award
before an application has been filed, the
application shall be filed with the
proposed settlement.




9394

Federal Register / Vol. 47, No. 44 / Friday, March 5, 1982 / Rules and Regulations

§212.25 Further proceedings.

(a) Ordinarily, the determination of an
award will be made on the basis of the
written record. However, on request of
either the applicant or the Commission
investigative attorney, or on his or her
own initiative, the presiding officer may
in his or her discretion order further
proceedings, such as an informal
conference, oral argument, additional
written submissions or an evidentiary
hearing. Such further proceedings shall
be held only when necessary for full and
fair resolution of the issues arising from
the application, and shall be conducted.
as promptly as possible.

(b) A request that the presiding officer
order further proceedings under this
section shall specifically identify the
information sought or the disputed
issues and shall explain why the
additional proceedings are necessary to
resolve the issues.

§212.26 Determination.

The presiding officer shall issue a
recommended determination on the
application within 90 days after
completion of proceedings on the
application. The determination shall
include written findings and conclusions
on the applicant’s eligibility and status
as prevailing party, and an explanation
of the reasons for any difference
between the amount requested and the
amount awarded. The determination
shall also include, if at issue, findings on
whether the position of the Commission
investigative attorney was substantially
justified, whether the applicant unduly
protracted the proceedings, or whether
special circumstances make an award
unjust.

§ 212.27 Agency review.

Except as otherwise authorized by the
presiding officer, the parties shall be
allowed ten (10) days from the date of
service of the recommended
determination to file exceptions to the
recommended determination and
alternative findings of fact and
conclusions of law with the
Commission. Upon receipt of the
recommended determination, the
Commission shall review the same and
issue a final determination on the
application or remand the application to
the presiding officer for further
proceedings.

§212.28 Judicial review.

Judicial review of final Commission
determinations on awards may be
sought as provided in 5 U.S.C. 504(c)(2).

§212.29 Payment of award.

An applicant seeking payment of an
award shall submit to the Finance and

Budget Division of the Commission a
copy of the Commission’s final
determination granting the award,
accompanied by a statement that the
applicant will not seek review of the
decision in the United States courts. The
address for submission to the
Commission is: United States
International Trade Commission,
Finance and Budget Division, 701 E
Street, NW., Washington, D.C. 20436.
The Commission will pay the amount to
the applicant within 60 days, unless
judicial review of the award or of the
underlying determination of the
adversary adjudication has been sought
by the applicant or any other party to
the proceeding.

By order of the Commission.
Kenneth R. Mason,
Secretary.
Issued: February 23, 1982,
[FR Dot. 82-5784 Filed 3-4-82; 8:45 am)
BILLING CODE 7020-02-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Tylosin '

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

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed for Quali-
Tech Products, Inc., providing for safe
and effective use of 1, 2, 4, 8, and 10-
gram-per-pound tylosin premixes for
making complete swine, beef cattle, and
chicken feeds.

EFFECTIVE DATE: March 5, 1982.

FOR FURTHER INFORMATION CONTACT:
Jack C. Taylor, Bureau of Veterinary
Medicine (HFV-138), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-5247.
SUPPLEMENTARY INFORMATION: Quali-
Tech Products, Inc., 318 Lake Hazeltine
Dr., Chaska, MN 55318, is sponsor of
supplemental NADA 97-980 submitted
on its behalf by Elanco Products Co. The
supplement provides for use of premixes
containing 1, 2, 4, 8, and 10 grams of
tylosin (as tylosin phosphate) per pound
for making complete feeds for swine,
beef cattle, and layer chickens. The
swine feed is used for prevention,
treatment, and control of swine
dysentary, and for maintenance of
weight gain and promotion of feed

efficiency in the presense of atrophic
rhinitis; the beef cattle feed for
reduction of incidence of certain liver
abscesses; the chicken feed for
increased rate of weight gain and
improved feed efficiency; the layer feed
for improved feed efficiency.

Approval of this supplemental NADA
relies upon safety and effectiveness
data contained in Elanco Products Co.'s
approved NADA 12-491. Use of the data
in NADA 12-491 to support this
supplement has been authorized by
Elanco. This approval does not change
the approved use of the drug.
Consequently, approval of this
supplement poses no increased human
risk from exposure to residues of the
animal drug, nor does it change the
conditions of the drug’s safe use in the
target animal species. Accordingly,
under the Bureau of Veterinary
Medicine's supplemental approval
policy (42 FR 64367; December 23, 1977),
this is a Category II supplemental
approval which does not require
reevaluation of the safety and
effectiveness data in NADA 12-491 or
NADA 97-980.

The supplement is approved, and the
regulations are amended accordingly.
This approval adds to the firm's existing
approval for use of 4- and 10-gram-per-
pound tylosin premixes for making
complete swine feeds for increased rate
of weight gain and improved feed
efficiency.

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 Dockets Management Branch
(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 Bureau of Veterinary Medicine
has determined pursuant to 21 CFR
25.24(d)(1)(i) (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.

This action is governed by the
provisions of 5 U.S.C. 556 and 557 and is
excluded from Executive Order 12291 by
section 1({a)(1) of the Order.
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PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

Therefore, under the Federal Food,
Drug, and Cosmetic Act [sec. 512(i), 82
Stat. 347 (21 U.S.C. 360b(i)), under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10
(formerly 5.1, see 46 FR 26052, May 11,
1981)), and redelegated to the Bureau of
Veterinary Medicine (21 CFR 5.83),

§ 558.625 is amended by revising
paragraph (b)(14) to read as follows:
§558.625 Tylosin.

(b) * » -

(14) To 016968: 1, 2, 4, 8, and 10 grams
per pound, paragraph (f)(1) (i), (iii), (iv),
and (vi) of this section.

* * * * *

Effective date. March 5, 1982,
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 380b(i)))
Dated: February 24, 1982.
Robert A. Baldwin,
Assocrate Director for Scientific Evaluation.
[FR Doc. 82-5650 Filed 3-4-82; 8:45 am)
BILLING CODE 4160-01-M

21 CFR Part 175
[Docket No. 81F-0113]

Indirect Food Additives: Adhesive
Coatings and Components;
Hydrocarbon Resins

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 safe use of certain hydrocarbon
resins as a component of adhesives
intended for food contact. This action is
based on a food additive petition filed
by Hercules, Inc.

DATES: Effective March 5, 1982;
objections by April 5, 1982.

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

FOR FURTHER INFORMATION CONTACT:
Rudolph Harris, Bureau of Foods (HFF-
334), Food and Drug Administration, 200
C St. SW., Washington, DC 20204, 202
472-5690. :
SUPPLEMENTARY INFORMATION: A notice
published in the Federal Register of
April 28, 1981 (46 FR 23810) announced
that a food additive petition (FAP
0B3501) had been filed by Hercules, Inc.,
910 Market St., Wilmington, DE 19899,
proposing that § 175.105 (21 CFR
175.105) be amended to provide for the
safe use of hydrocarbon resins formed

by polymerization of mixtures of mono-
and di-unsaturated hydrocarbons of the
aliphatic, alicyclic, and monobenzenoid
type derived both from cracked
petroleum and terpene stocks as a
component of adhesives intended for
food contact.

FDA has evaluated data in the
petition and other relevant material, and
concludes that the proposed food
additive use is safe and that the
regulations should be amended as set
forth below. In accordance with
§ 171.1(h) (21 CFR 171.1(h)), the petition
and the documents that FDA considered
and relied upon in reaching its decision
to approve the petition are available for
inspection at the Bureau of Foods
(address above) by appointment with
the information contact person listed
above. As provided in 21 CFR
171.1(h)(2), the agency will delete from
the documents any materials that are
not available for public disclosure
before making the documents available
for inspection. ;

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
therefore will not be prepared. The
agency's finding of no significant impact
and the evidence supporting this finding,
contained in a statement of exemption
(pursuant to 21 CFR 25.1(f)(1)(v)) may be
seen in the Dockets Management Branch
(HFA-305) (address above) between 9
a.m. and 4 p.m., Monday through Friday.

PART 175—INDIRECT FOOD
ADDITIVES: ADHESIVE COATINGS
AND COMPONENTS

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 5.10 (formerly 5.1; see
46 FR 26052; May 11, 1981)), Part 175 is
amended in § 175.105(c)(5) by
alphabetically inserting a new item in
the list of substances to read as follows:

§ 175.105 Adhesives.
(C) LA
(5] L

Substances Limitations

Hydrocarbon resins (produced by polymeriza-
~ tion of mixtures of mono- and di-unsaturated
h of the alip and
. d both from

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before April 5, 1982
submit to the Dockets Management
Branch (address above) 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 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. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
regulation. Received objections may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

Effective date. This regulation shall
become effective March 5, 1982.

(Secs. 201(s), 409, 72 Stat. 1764-1788 as
amended (21 U.S.C. 321(s), 348))
Dated: February 23, 1982.

William F. Randolph,

Acting Associate Commissioner for
Regulatory Affairs.

[FR Doc. 82-5651 Filed 3-4-82; 8:45 am)
BILLING CODE 4160-01-M

21 CFR Parts 211, 331, 436, 450, 520,
556, 573, 610, 630, 701, and 801

[Docket No. 81N-0266]

Incorporation by Reference
Regulatory Text

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

SUMMARY: The Food and Drug
Administration (FDA) is amending the
incorporating regulatory text in Title 21
of the Code of Federal Regulations to
make clear when an incorporation by
reference is intended. This action is
being taken to meet the drafting
requirements for incorporation by
reference as set forth in Title 1 of the
Code of Federal Regulations (1 CFR Part
51).
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DATES:; Effective March 5, 1982; written
comments by April 5, 1982.

ADDRESS: Written comments to the
Dockets Management Branch (HFA-

305), Food and Drug Administration, Rm.

4-62, 5600 Fishers Lane, Rockville, MD
20857,

FOR FURTHER INFORMATION CONTACT:
Theodore E. Herman, Regulations Policy
Staff (HFC-10), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301~443-3480.
SUPPLEMENTARY INFORMATION: Title 1 of
the Code of Federal Regulations (1 CFR
51.6, 51.7, and 51.8) requires, in addition
to other information, specific language
in a regulation that makes clear that an
incorporation by reference is intended.

FDA has reviewed all of its
regulations that include materials
incorporated by reference. The agency
has concluded that it is necessary to
amend a number of these regulations to
bring them into compliance with the
drafting requirements prescribed in 1
CFR 51.8, 51.7, and 51.8.

The agency is amending Parts 211,
331, 4386, 450, 520, 556, 573, 610, 630, 701,
and 801 to include language that: clearly
indicates that an incorporation by
reference is intended; contains a
complete citation of the material
incorporated; and contains a statement
about the availability of the
incorporated material. These
amendments ensure compliance with
the essential requirements specified in 1
CFR 51.6, 51.7, and 51.8.

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 5.10
(formerly 5.1; see 46 FR 26052; May 11,
1981)), Title 21 of the Code of Federal
Regulations is amended as follows:

PART 211—CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

§211.176 [Amended]

1. Section 211.176 is amended by
revising the last sentence and adding a
new sentence to read “Such drug
product shall not be marketed if
detectable levels are found when tested
according to procedures specified in
‘Procedures for Detecting and Measuring
Penicillin Contamination in Drugs,’'
which is incorporated by reference.
Copies are available from the Bureau of
Drugs (HFD-430), Food and Drug
Administration, 200 C St. SW.,
Washington, D.C. 20204, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408.”

PART 331—ANTACID PRODUCTS FOR

' OVER-THE-COUNTER (OTC) HUMAN

USE

§ 331,22 [Amended]

2. Section 331.22 is amended at the
end of the paragraph by removing
footnote “1" and by replacing the period
with a comma and adding “which is
incorporated by reference. Copies are
available from the Association of
Official Analytical Chemists, P.O. Box
540, Benjamin Franklin Station,
Washington, D.C. 20044, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408."

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

§436.101 [Amended]

3. Section 436.101(a) is amended at the
end of the introductory text by removing
footnote “2"” and by replacing the colon
with a comma and adding “which is
incorporated by reference. Copies are
available from the Medical
Encyclopedia Inc., 30 East 60th St., New
York, NY 11220, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408.”

§436.102 [Amended]

4. Section 436.102(b) is amended in the
introductory text (1) in the first sentence
by removing footnote “2" and by
replacing the period with a comma and
adding “which is incorporated by
reference. Copies are available from
Medical Encyclopedia Inc,, 30 East 60th
St., New York, NY, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408" and (2) in the last sentence
by removing footnote “'3" and by
replacing the period with a comma and
adding “which is incorporated by
reference. Copies are available from the
American Pharmaceutical Association,
2215 Constitution Ave. NW,,
Washington, D.C. 20037, or available for
inspection at the Office of the Federal
Register (see address in this
paragraph).”

PART 450—ANTITUMOR ANTIBIOTIC
DRUGS

§ 450.20a [Amended] =
5a. Section 450.20a(b)(4)(ii) is
amended at the end of the last sentence
by removing footnote *2" and by
replacing the period with a comma and

adding “which is incorporated by
reference. Copies are available from
Managing Editor, ‘Biometrics,’ P.O. Box
5457, Raleigh, NC 27607, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408."

§450.24 [Amended]

b. Section 450.24(b)(5)(ii) is amended
at the end of the last sentence by
removing footnote “4"" and by replacing
the period with a comma and adding
“which is incorporated by reference.
Copies are available from Managing
Editor, ‘Biometrics,' P.O. Box 5457,
Raleigh, NC 27607, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408.”

§ 450.240 [Amended]

¢. Section 450,240(b)(4)(ii) is amended
at the end of the last sentence by
removing footnote “2" and by replacing
the period with a comma and adding
“which is incorporated by reference.
Copies are available from the American
Statistical Association, 806 15th St. NW.,,
Washington, D.C. 20005, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408."

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

6. Section 520.2320 is amended by
revising paragraph (b)(1)(iii) to read as
follows:

§ 520.2320 Sulfanitran and akiomide in
combination.

- " . * -

(b) . "W

(1] * & »

(iii) Moisture (Method No. 6.123,
“Toluene Distillation Method—Officlal
Final Action” in "Official Methods of
Analysis of the Association of Official
Analytical Chemists,” 13th Ed., 1980, p.
83. Copies are available from the
Association of Official Analytical
Chemists, P.O. Box 540, Benjamin
Franklin Station, Washington, D.C.
20044, or available for inspection at the
Office of the Federal Register, 1100 L St.
NW., Washington, D.C. 20408): Not more
than 2.0 percent,

. L . * .

PART 556—TOLERANCES FOR
RESIDUE OF NEW ANIMAL DRUGS IN
FOOD

§ 556.240 [Amended]

7a. Section 556.240(b) is amended by
revising that portion of the paragraph
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beginning with “method of E. J.
Umberger" to read “method of E. J.
Umberger, G. H. Gass, and J. M. Curtis,
‘Design of A Biological Assay Method
for the Detection and Estimation of
Estrogenic Residues in the Edible
Tissues of Domestic Animals Treated
with Estrogens' published in
Endocrinology, 63:806-814, 1958, which
is incorporated by reference. Copies are
available from the Bureau of Foods,
Food and Drug Administration, 200 C St.
SW., Washington, D.C. 20204, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW.,
Washington, D.C. 20408."

§556.250 [Amended]

b. Section 556,250(b) is amended by
revising that portion of the paragraph
beginning with “method of E. J.
Umberger” to read “method of E. ].
Umberger, G. H. Gass, and J. M. Curtis,
‘Design of A Biological Assay Method
for the Detection and Estimation of
Estrogenic Residues in the Edible
Tissues of Domestic Animals Treated
with Estrogens,’ published in
Endocrinology, 63:806-814, 1958, which
is incorporated by reference. Copies are
available from the Bureau of Foods,
Food and Drug Administration, 200 C St.
SW., Washington, D.C. 20204, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW.,
Washington, D.C. 20408."

§556.540 [Amended]

c. Section 556.540(b) is amended in the
introductory text by revising that
portion of the paragraph beginning with
“method of Hooker and Forbes” to read
“method of Hooker and Forbes, ‘A Bio-
Assay for Minute Amounts of
Progesterone,” published in
Endocrinology, 41:158-188, 1947. Copies
are available from Yale University,
Department of Anatomy, New Haven,
CT 06520, or available for inspection at
the Office of the Federal Register, 1100 L
St. NW., Washington, D.C. 20408."

§556.710 [Amended]

d. Section 566.710(b) is amended at
the end of the paragraph by removing
footnote “1" and replacing the period
with a comma and adding “which is
incorporated by reference. Copies are
available from Academic Press Inc., 111
Fifth Ave., New York, NY 10003, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW.,
Washington, D.C. 20408,"

PART 573—FOOD ADDITIVES
PERMITTED IN FEED AND DRINKING
WATER OF ANIMALS

8. Section 573,640 is amended by
revising paragraph (b)(4)(i) and the first

sentence of (b)(4)(ii) and adding after it
a new sentence to read as follows:

§573.640 Methyl esters of higher fatty
acids.

. * » - *

[b) .- 8

(4) L

(i) Unsaponifiable matter shall be
determined by the method described in
Section 28.081, “Unsaponifiable Residue
(20)—0Official Final Action” of the
"Official Methods of Analysis of the
Association of Official Analytical
Chemists,” 13th Ed., 1980, p. 451, which
is incorporated by reference. Copies are
available from the Association of
Official Analytical Chemists, P.O. Box
540, Benjamin Franklin Station,
Washington, DC 20044, or available for
inspection at the Office of the Federal
Register, 1100 L St, NW.,, Washington,
DC 20408.

(ii) The chick-edema factor bioassay
method described under “26. Oils, Fats,
and Waxes” in the Journal of the
Association of Official Agricultural
Chemists, Vol. 44, Page 1486 (1961), or the
method described under “Chick-Edema
Factor—Bioassay Method (34)—Official
Final Action” in §§ 28.113-28.117,
"Official Methods of Analysis of the
Association of Official Analytical
Chemists," 12th Ed., 1975, pp. 509-511,
which is incorporated by reference, shall
be employed. (Copies of the methods are
available from the Association of
Official Analytical Chemists, P.O. Box
540, Benjamin Franklin Station,
Washington, DC 20044, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
DC 20408.) * * *

. * . . *

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

§610.12 [Amended]

9. Section 610.12(f) is amended in the
first sentence by revising that portion of
the sentence that reads “United States
Pharmacopeia* (19th Revision, 1975),
section entitled ‘Membrane Filtration,’
pp. 594-595, except that” to read
“United States Pharmacopeia (19th
revision, 1975, section entitled
‘Membrane Filtration,” pp. 594-595,
which is incorporated by reference
(Copies are available from the United
States Pharmacopeial Convention, Inc.,
12601 Twinbrook Parkway, Rockville,
MD 20852, or available for inspection at
the Office of the Federal Register, 1100 L
St. NW., Washington, DC 20408), except
that * * ** and by removing footnote
e ‘

PART 630—ADDITIONAL STANDARDS
FOR VIRAL VACCINES -

§630.74 [Amended]

10. Section 630.74(c) is amended in the
first sentence by removing footnote 1"
and at the end of the third sentence by
replacing the period with a comma and
adding “or available for inspection at
the Office of the Federal Register, 1100 L
St. NW., Washington, DC 20408."

PART 701—COSMETIC LABELING

§701.3 [Amended]

11a. Section 701.3(c)(2)(i) is amended
by revising the introductory text to read
“(i) CTFA (Cosmetic, Toiletry, and
Fragrance Association, Inc.) Cosmetic
Ingredient Dictionary, Second Ed., 1977
(available from The Cosmetic, Toiletry,
and Fragrance Association, Inc., 1110
Vermont Ave. NW., Suite 800,
Washington, DC 20005, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
DC 20408), which is incorporated by
reference, except for the following
deletions and revisions:”

b. Section 701.3(c)(2)(ii), (iii), and (v) is
amended by removing footnote “2" and
adding at the end of the last sentence of
each subparagraph “(Copies are
available from the U.S, Pharmacopeial
Convention, Inc., 12601 Twinbrook
Parkway, Rockville, MD 20852, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW.,
Washington, DC 20408)."

¢. Section 701.3(c)(2)(iv) is amended at
the end of the paragraph by removing
footnote “3" and by adding "Copies are
available from the Bureau of Foods,
Food and Drug Administration, 200 C St.
SW., Washington, D.C. 20204, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW.,
Washington, D.C. 20408."

PART 801—LABELING

§801.410 [Amended]

12a, Section 801.410(d)(2) is amended
near the end of the paragraph by
removing footnote “1" and by changing
“ASTM Method D 1415" to read “ASTM
Method D 1415-68 ‘Test for International
Hardness of Vulcanized Rubber,’; by
changing “ASTM Method D 412 to read
“ASTM Method D 412-68 ‘Tension Test
of Vulcanized Rubber,’ the first time it
appears; and by revising the phrase "“as
determined by ASTM Method D 412
(ASTM Methods D 412 and D 1415 are
incorporated by reference)” to read "as
determined by ASTM Method D 412-68
(Both methods are incorporated by
reference and are available from the
American Society for Testing Materials,
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1916 Race St., Philadelphia, PA 19103, or
available for inspection at the Office of
the Federal Register, 1100 L St. NW,,
Washington, D.C, 20408).”

§801.420 [Amended]

b. Section 801.420(c)(4) is amended at
the end of the second sentence by
removing footnote 1", replacing the
period with a comma, and adding
“which is incorporated by reference.
Copies are available from the Acoustical
Society of America, 335 E. 45th St., New
York, NY 10017, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
D.C. 20408."

The agency has determined that
because these amendments do not make
any substantive changes in the
regulations but merely are editorial,
bringing the incorporation by reference
text into compliance with the drafting
requirements of 1 CFR 51.6, 51.7, and
51.8, notice public procedure, and
delayed effective date are unnecessary.
However, interested persons may, on or
before April 5, 1982 submit to the
Dockets Management Branch (HFA-
305), address above, written comments
regarding these amendments. Two
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments shall be
identified with the docket number found
in brackets in the heading of this
document. If the agency determines by
the comments received that the
amended text should be modified, a
notice containing those modifications
will be published in the Federal
Register. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: February 1, 1982.

William F. Randolph,

Acting Associate Commissioner for
Regulatory Affairs.

|FR Doc. 82-5458 Filed 3-4-82; 845 am)
BILLING CODE 4160-01-M

21 CFR Part 522

Implantation or Injectable Dosage
Form New Animal Drugs Not Subject
to Certification: Tylosin Injection

AQGENCY: Food and Drug Administration,
ACTION: Final rule,

suMMARY: The Food and Drug
Administration (FDA) is amending the
new animal drug regulation for tylosin
injection at the request of Elanco
Products Co., the sponsor. The labeling
revisions clarify directions for use in
cattle and swine.

EFFECTIVE DATE: March 5, 1982.

FOR FURTHER INFORMATION CONTACT:

Richard A. Carnevale, Bureau of
Veterinary Medicine (HFV-125), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443—
1788.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 2, 1981 (46
FR 48642), FDA approved a
supplemental new animal drug
application (NADA 12-865) providing for
increasing the withdrawal period and
dosage for use of tylosin injection in
cattle and swine. The regulation stated
that the drug was approved for
*nonlactating cattle.” Elanco has
requested that the regulation be clarified
by changing it to read “beef cattle and
nonlactating dairy cattle.” The
regulation also directed use of the 50-
milligram-per-milliliter preparation to
“nonlactating cattle weighing less than
200 pounds."” Elanco requested that this
description be changed to "calves.”
Also, the regulation provided the same
limitation for swine weighing less than
200 pounds. Elanco requested that this
limitation be removed. The changes are
approved.

The Bureau of Veterinary Medicine
has determined pursuant to 21 CFR
25.24(d)(1)(ii) (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.

This action is governed by the
provisions of 5 U.S.C. 556 and 557 and is
therefore excluded from Executive
Order 12291 by section 1(a)(1) of the
Order.

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO
CERTIFICATION

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 5.10
(formerly 5.1; see 46 FR 26052; May 11,
1981)) and redelegated to the Bureau of
Veterinary Medicine (21 CFR 5.83), Part
522 is amended in § 522.2840a by
revising the introductory text of
paragraph (e)(1) and the fourth sentence
of (e)(1)(iii) to read as follows, and by
removing the fourth sentence of
(e)(2)(iii) which reads "Use a 50-
milligram-per-milliliter solution for
treating swine weighing less than 200
pounds.”

§ 522.2640a Tylosin injection.

(e) Conditions of use—{1) Beef cattle
and nonlactating dairy cattle—* * *
(iii) * * * Use a 50-milligram-per-
milliliter solution for calves weighing
less than 200 pounds, * * *
- - » L .
Effective date: This regulation is
effective March 5, 1982.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)})
Dated: February 26, 1982.
Robert A, Baldwin,
Associate Director for Scientific Evaluation.
[FR Doc. 82-5801 Filod 3-4-82; 8:46 am)
BILLING CODE 4160-01-M

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Chiortetracycline, Monensin

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

summARY: The Food and Drug :
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by American
Cyanamid Co. providing for safe and
effective use of chlortetracycline
hydrochloride in combination with
monensin in broiler feeds as an aid in
reduction of mortality due to
Escherichia coli and prevention of
coccidiosis.

EFFECTIVE DATE: March 5, 1982,

FOR FURTHER INFORMATION CONTACT:
Adriano R. Gabuten, Bureau of
Veterinary Medicine (HFV-149), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443~
4913.

SUPPLEMENTARY INFORMATION:
American Cyanamid Co., Berdan Ave,,
Wayne, NJ 07470, filed an NADA (121~
553) providing for use of a combination
finished broiler feed containing 500
grams of chlortetracycline hydrochloride
per ton with 80 to 110 grams of
monensin (as monensin sodium) per ton.
The feeds are used as an aid in the
reduction of mortality due to
Escherichia coli infections susceptible
to such treatment and as an aid in the
prevention of coccidiosis caused by E
necatrix, E. tenella, E. acervulinag, E.
brunetti, E. mivati, and E. maxima. The
application is approved and the
regulations are amended to reflect the
approval.

The approval of this combination is
subject to the Bureau of Veterinary
Medicine's supplemental approval
policy (42 FR 64367; December 23, 1877).
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This approval poses no increased
human risk from exposure to residues of
the new animal drugs chlortetracycline
hydrochloride and monensin because
the number of food-producing animals
receiving medication will not
significantly increase, and because the
combination consists of drugs of which
have previously been approved for use
separately at the indicated dosage
levels, for the same duration, and for the
same indications. Accordingly, under
the Bureau's supplemental approval
policy, this approval did not require
reevaluation of the safety and efficacy
data supporting the parent applications.

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 Dockets Management Branch
(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 Bureau of Veterinary Medicine
has determined pursuant to 21 CFR
25.24(d)(1)(ii) (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.

This action is governed by the :
provisions of 5 U.S.C. 556 and 557 and is
therefore excluded from Executive
Order 12291 by section 1(a)(1) of the
Order.

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 5.10
(formerly 5.1; see 46 FR 26052; May 11,
1981)) and redelegated to the Bureau of
Veterinary Medicine (21 CFR 5.83), Part
558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. In § 558.128 by redesignating the
present items in paragraphs (e)(4)(viii)
through (e)(4)(x) as items (e)(4)(ix)
through (e)(4)(xi) and by adding new
item (viii) to read as follows:

§558.128 Chiortetracycline.

(e) * N »

(4) L A

(viii) Monensin in accordance with
§ 558.355.

2. In § 558.355 by adding new
paragraphs (b)(8) and (f)(1)(xiv) to read
as follows:

§ 558.355 Monensin.

[b) &' 3

(8) To 010042: 45 grams per pound, as
monensin sodium provided by No.
000986, paragraph (f)(1)(xiv) of this
section.

- - *

(f] LI

[1) 4w

(xiv) Amount per ton. Monensin, 90 to
110 grams, plus 500 grams
chlortetracycline.

(a) Indications for use. As an aid in
the reduction of mortality due to
Escherichia coli infections susceptible
to such treatment. As an aid in the
prevention of coccidiosis caused by
Eimeria necatrix, E. tenella, E.
acervulina, E. brunetti, E. mivati, and E.
maxima.

(b) Limitations. Do not feed to laying
chickens; feed for 5 days as the sole
ration; withdraw 72 hours before
slaughter; not to be fed continuously for
more than 5 days: as monensin sodium;
as chlortetracycline hydrochloride
provided by No. 010042 in § 510.600(c) of
this chapter.

Effective date. This amendment is
effective March 5, 1982,

(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b(i)))
Dated: February 26, 1982.

Terence Harvey,

Deputy Director, Bureau of Veterinary

Medicine.

[FR Doc. 82-5802 Filed 3-4-82; 8:45 am]

BILLING CODE 4160-01-M

. *

DEPARTMENT OF DEFENSE

32 CFR Parts 1-39

[DAC 76-31)

Defense Acquisition Regulation

AGENCY: Department of Defense.
ACTION: Final rule.

SUMMARY: This document publishes
changes to the Defense Acquisition
Regulation contained in the Code of
Federal Regulations. The changes are
the same as those in Defense
Acquisition Circular 76-31. Some of the

changes include: Flexible progress: v . . -
payments; prohibition on recovery of, . -

lobbying costs; cost index; blanket
purchase agreements; hospital laundry;
performance and payment bonds;
insurance; contract pricing proposal
forms; bid bonds, and performance and

payment bonds; architect-engineer
selection process; use of source load
container costs in contract bid
evaluations; performance of contract
administration services for non-DoD
organizations; assignment of criticality
designator by purchasing office;
material inspection and receiving report,
close-out of Category C Contracts; and
editorial changes. In addition to these
changes, there is published information
material concerning logistic support and
privileges for DoD contractor personnel
and dependents.

EFFECTIVE DATE: October 30, 1981.

FOR FURTHER INFORMATION CONTACT:
J. Brannan, Director, Defense
Acquisition Regulatory Council, Room
3D1028, Pentagon, Washington, D.C.
20301, Telephone 202-697-7266.

SUPPLEMENTARY INFORMATION:
Background

The Defense Acquisition Regulation
(DAR) is codified in Title 32, Parts 1-39,
Volumes I, II, and III, of the Code of
Federal Regulations (CFR). The July 1,
1979 revision of the CFR, as
supplemented on July 1, 1980, is the most
recent edition of that title. It reflects
amendments to the 1976 edition of the
DAR made by Defense Acquisition
Circulars 76-1 through 76-23.

The Department of Defense

nnounced the promulgation of the 1979
CFR edition in the Federal Register of
December 31, 1979 (44 FR 77158), and
also announced at that time that
subsequent amendments to the DAR
would be published in the Federal
Register.

Defense Acquisition Circular 76-31.

This document contains amendments
to the Defense Acquisition Regulation in
the form of replacement pages which
were included in DAC 76-31, issued
October 30, 1981. The following is a
summary of the amendments:

Flexible Progress Payments.
Appendix E and Sections VII and XXIII
of the DAR are revised to include
provisions for flexible progress
payments. Uniform standard progress
payment rates are increased to 90% for
other than small business concerns and
95% for small business concerns. The
frequency of progress payments is
changed from bi-weekly to monthly, The
flexible progress payment procedure
represents a new approach toward
contract financing. The progress
payment rate is derived by use of a
specially developed computer program.
A user's guide, which is available from
the Defense Technical Information
Center, Cameron Station, Alexandria,
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Virginia 22314, contains detailed
instructions and examples of the
operation of the flexible progress
payment procedure. These changes are
effective on receipt of DAC 76-31 (see
DAR 1-106.2(d)), or of Departmental
guidance previously distributed,
whichever is earlier. These changes are
also effective for undefinitized letter
contracts if there has ?en no agreement
on contract price prior lo receipt of this
direction. Contracting Officers are not to
consider these changes in the
development of prenegotiation profit
objectives.

Prohibition of Recovery of Lobbying
Costs. Secretary of Defense Caspar W.
Weinberger has directed that
contractors be prohibited from charging
lobbying costs to Defense contracts. To
implement this decision, a new cost
principle, 15-205-51, has been
established, and a new paragraph has
been added as 3-709.

Economic Price Adjustment Clause
Based on Labor or Material Cost (Cost
Index Method). Paragraph 3—
404.3(c)(3)c.4 has been revised to require
that any contract containing any
Economic Price Adjustment (EPA)
clause where the index is subject to
revision, e.g., a Bureau of Labor
Statisties Producer Price Index, must
state if any later contract price revision
is to be based on the initial publication
or the final revised version of the index.

Blanket Purchase Agreements (BPAs).
DAR 3-605.2 and 3-605.3(f)(iv) are
revised to increase the BPA call ceiling
for Non-Inventory Control Points from
$5,000 to $10.000.

Hospital Laundry. DAR Sections VII
and XXII are revised to provide
coverage for contracting for laundry
services on the basis of bulk weight, to
reflect when bulk weight and count of
articles bases are to be used, which
clauses are to be used with respective
bases, and to provide instructions
concerning the use of the clauses.

Performance and Payment Bonds.
DAR 10-202 is revised ta add “for
Performance and Payment Bonds™ to the
title, “Options in Lieu of Sureties.”

Insurance. DAR 15-205.16(a){2](iii) is
revised to substitute the word
“property” for “casualty.” This change
will clarify the intent to refer to
insurance which the contractor has
against damage to its own property, and
not insurance against liability for
damage to property of third parties.

Contract Pricing Proposal Forms.
DAR 16-206.1 is revised to add the
requirement for inclusion of summary
totals by cost element, when submitting
DD Form 633 cost data.

Bid Bonds, and Performance and
Payment Bonds. DAR 16-401.2 has been

changed to conform with Pub. L. 95-585,
which raised the construction contract
amount for application of the Miller Act
bonding requirements from $2,000 to
$25,000.

Architect-Engineer Selection Process.
DAR 18-402.1(v) is revised to include
“small disadvantaged™ business firms in
considerations for selection of architect-
engineer firms for professional services
contracts.

Use of Source Load Container Costs
in Contraet Bid Evaluations. DAR 19—
208.2(c), 19-213.1(a), 19-301.2(a) and 19—
403.1 have been modified to assure that
source load container (seavan) transport
costs are considered in the bid
evaluation process.

Performance of Contract
Administration Services for Non-DoD
Organizations. DAR 20-503 is revised to
permit flexibility in providing contract
administration services to other U.S.
Government Departments and Agencies,
based on availability of resources.

Assignment of Criticality Designator
by Purchasing Office. The definitions
applicable to each of the Criticality
Designators used by the Contract
Administration Office (CAO) to allocate
its resources, have been changed at
DAR 25-103 to draw more accurate
distinctions between the various prime
contracts being assigned for
administration.

Material Inspection and Receiving
Report. Coverage in Appendix I, Parts 1
and 4, is revised to permit conselidation
on one DD Form 250, of coal shipments
made on the same day to the same
destination, against the same contract
line item. In addition, coverage in
Appendix I, Parts 5, 6 and 7 is revised to
clarify preparation instructions and to
update Tables 3 and 4 for distribution of
the DD Form 2501, Tanker/Barge
Material Inspection and Receiving
Report, for bulk tanker and barge
movements. Table 5, no longer required,
is deleted.

Close-Out of Category C Contracts,
S$2-305(a). Revisions have been made to
the standard times contained in
Supplement No. 2 to the DAR, Contract
File Maintenance, Close-Out and
Disposition, to recognize the longer
periods to “close-out" those contracts
which require settlement of overhead
rates.

Note: DAR Supplements are not included
as part of the CFR.

Editorial Changes. Editorial changes
are included in this DAC to correct
typographical errors or administrative
oversight, and to provide other editorial
corrections. Page 3:70 is reprinted to
include notation at bottom of the page,
omitted in DAC #76-30. Page 7:526-1 is

reprinted to include the notation “DAC
#76-30" at top of the page, omitted in
DAC #76-30.

Because the Defense Acquisition
Regulation concerns agency
management, public property, and
contracts, it is not necessary to issue
proposed rules for public comment.
Neither is it necessary to delay the
effective date until 30 days after the
date of publication of these rules, 5
U.S.C. 533 (a) and (d). The amendments
became effective on October 30, 1981.

How to Use Replacement Pages

Reproduced at the end of this
document are replacement pages from
DAC 76-31. The number at the top of
each page (for example, 3:31) identifies
the page from the Regulation which is
being replaced. The number at the
bottom of the page is a reference to the
last appearing numbered paragraph on
that page, or if none shows, on a
preceding page. The vertical line in the
right margin indicates where the
amendment is located.

Adoption of Amendments ’

Therefore, the Defense Acquisition
Regulation contained in the July 1, 1979
edition of 32 CFR Parts 1-39, Volumes I,
11, and 111, as supplemented on July 1,
1980, is amended in DAR paragraphs
indicated by substitution of the
replacement pages listed in the table:

DAR paragraph | Reptacement pages
Volume |
3-4043 3:32
3-605.2 3:79-A
3-605.3 381
3-709. 3:108
2
Volume 1f
7-104.35 7:82, 7:83, 7:84,
7:84-B through
7:84-D, 7:85,
7.88 through
7:86-D, 7:67
7-1400 7:420
7-1401 7:420
7-1401.3 d) Reserved 7:420
7-1401.4 7:420
7-1401.5 7:420, 7:421, T:421-
&
7-1401.8 TA421-A, T:A21-B
7-1401.8 7421-B
7-1401.9 (& d) Reserved 7:421-8
7-1401.10 d) Reserved 7:421-8
7-1401.14 (add) it T
7-2003.60 7:520, 7:520-A
10-202 10:15
15-205.18 15:26
15-205.51 (add) 15:52, 15:52-A
Volume il
16-206.1 16:14, 16:15
16-401.2 16:18, 16:19
18-402.1 18:16
19-208.2 1910
19-213.1 1912
19-301.2 19:15
19-403.1 18:18
20-503 20:27
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DAR paragraph Replacement pages

22-703 (formerty 22-702) ..
22-704 (formery 22-703)
22-704 (b) and (c) (add) .
23-103 (add (a)(xi)..
23-108...coaiee

J| 22:28

| 22:28

.| 22:28-A, 22:28-8
- 235

| 238-A

25-103 .. 25:2, 25:2-A
E-503..... E:42-A
E-503.1 : E42-8
E-503.2. -| E:42-8, E43

E-511.2. E49

E-5113..... £:49, €53 E54
ES55

e E57
E-530 (add).. | E65-8
E-530.1 (add) .| E65-B, E85-C
E-530.2 (add).... et EB5-C
E-690.3 (@A) s i) | e65-C
E-530.4 (add)... | E65-C. E65-0
E-530.5 (add)... | E65-D
E-530.6 (add).... | E:65-D
G507, iy sl s E65-D
E-530.8 {add)....... i E:65-D
1-104 (add (a)(6)).. I3
1-40t.... ] 119
1-501 il 1:23
1-601.... | k28
1-702 (Tables 3 and 4) . S— T T T
1-702 (Table 5 deleted) .......... ..} 1:32 removed

(Change to DAR Supplement No. 2—not in CFR: S2-
305(a) Page 52-17)

M. S. Healy,

OSD Federal Register Liaison Officer,
Washington Headquarters Services,
Department of Defense.

February 25, 1982,

BILLING CODE 3810-01-M
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DEFENSE ACQUISITION CIRCULAR

30 OCTOBER 1981 NUMBER 76-31

This Defense Acquisition Circular is issued by direction
of the Secretary of Defense pursuant to the authority con-
tained in 5 U.S. Code 301, 10 U.S. Code 2202, DoD Directive
5000.35, and DAR (ASPR) 1-106.

Unless otherwise specified, all DAR and other directive
material contained in this Defense Acquisition Circular is
effective upon receipt in accordance with DAR 1-106.2(d).

Reproduction authorized.

SPECIAL NOTE: All replacement pages furnished with Defense
Acquisition Circulars (whether or not identified by specific
items) are replacement pages for the 1976 edition of DAR
(ASPR) .
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