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Presidential Documents

Title 3—

The President

[FR Doc, 84-30217
Filed 11-14-84; 12:04 pm]
Billing code 3195-01-M

Proclamation 5279 of November 13, 1984

National Farm-City Week, 1984

By the President of the United States of America

A Proclamation

One of this Nation's greatest blessings is the abundant food supply on which
we all depend each and every day of our lives. Our food stores, with row after
row of wholesome, nutritious foods, display a sight so commonplace that
Americans tend to forget the enormous effort involved in our complex system
of food production, distribution, and marketing.

Our food supply depends upon the farmers who plant their crops and through
hard work, faith, and patience, bring in a golden harvest. But it also depends
on many people who live in towns and cities. It relies on those who provide
farm equipment and production supplies for farmers, as well as on the
processors who prepare the products for delivery throughout the Nation by a
dependable network of transportation. Finally, we rely on the merchants who
store and sell the agricultural products.

It is appropriate that we recognize the interdependence of all those involved
in the system with a National Farm-City Week near Thanksgiving. As we give
thanks for our food in this great land of freedom, let us also pause to salute the
23 million Americans who work directly in some essential task in agriculture,
on farms, and in cities.

NOW, THEREFORE, I, RONALD REAGAN, President of the United States of
America, do hereby proclaim the period November 16 through November 22,
1984, as National Farm-City Week. I call upon all Americans, in rural areas
and in cities alike, to join in recognizing the accomplishments of our produc-
tive farm families and of our urban residents in working together in a spirit of
cooperation.

IN WITNESS WHEREQOF, I have hereunto set my hand this thirteenth day of
November, in the year of our Lord nineteen hundred and eighty-four, and of
the Independence of the United States of America the two hundred and ninth.

SRR s
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Proclamation 5280 of November 13, 1984

National Adoption Week, 1984

By the President of the United States of America

A Proclamation

Families have always stood at the center of our society, preserving good and
worthy traditions from our past and entrusting those traditions to our children,
our greatest hope for the future. At a time when many fear that the family is in
decline, it is fitting that we give special recognition to those who are rebuild-
ing families by promoting adoption.

More children with permanent homes mean fewer children with permanent
problems. That is why we must encourage a national effort to promote the
adoption of children, and particularly children with special needs. Through the
Adoption Assistance and Child Welfare Act of 1980, some 6,000 children have
been adopted who otherwise might not have been, and the number is growing.
The recently enacted Child Abuse Prevention and Treatment Act will provide
further assistance to couples who adopt children with special needs.

We must never forget those couples who know the anguish of prolonged
waiting to welcome an adopted child into their home. One aspect of the
tragedy of the 1.5 million abortions performed each year is that so many
women who undergo abortions are unaware of the many couples who desper-
ately want to share their loving homes with a baby. No woman need fear that
the child she carries is unwanted. We must continue to promote constructive
alternatives to abortion through the Adolescent Family Life program and by
encouraging the efforts of private citizens who are helping women with crisis
pregnancies.

National Adoption Week gives us an opportuntiy to reaffirm our commitment
to give every child waiting to be adopted the chance to become part of a
family. During this Thanksgiving season, let us work to encourage community
acceptance and support for adoption and take time to recognize the efforts of
the parent groups and agencies that assure adoptive placements for waiting
children. Most importantly, let us pay tribute to those special couples who
have opened their homes and hearts to adopted children, forming the bonds of
love that we call the family.

The Congress, by Senate Joint Resolution 238, has designated the week of
November 19 through November 25, 1984, as “National Adoption Week” and
authorized and requested the President to issue a proclamation in cbservance
of this week.

NOW, THEREFORE, I, RONALD REAGAN, President of the United States of
America, do hereby proclaim the week of November 19 through November 25,
1984, as National Adoption Week, and I call on all Americans and governmen-
tal and private agencies to observe the week with appropriate activities.
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[FR Doc. 84-30218
Filed 11-14-84; 12:05 pm)
Billing code 3195-01-M

IN WITNESS WHEREOF, I have hereunto set my hand this thirteenth day of
November, in the year of our Lord nineteen hundred and eighty-four, and of
the Independence of the United States of America the two hundred and ninth,

e
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[FR Doc. B4-3036y
Filed 11-15-84; 11:41 am|
Billing code 3195-01-M

Presidential Documents

Proclamation 5281 of November 15, 1984

National Family Week, 1984

By the President of the United States of America

A Proclamation

Strong families are the foundation of society. Through them we pass on our
traditions, rituals, and values. From them we receive the love, encouragement,
and education needed to meet human challenges. Family life provides oppor-
tunities and time for the spiritual growth that fosters generosity of spirit and
responsible citizenship.

Family experiences shape our response to the larger communities in which we
live. The best American traditions echo family values that call on us to nurture
and guide the young, to help enrich the lives of the handicapped, to assist less
fortunate neighbors, and to cherish the elderly. Let us summon our individual
and community resources to promote healthy families capable of carrying on
these traditions and providing strength to our society.

National Family Week gives us a chance to honor families and to renew our
commitment to the family strength that gives people the ability to withstand
external influences and maintain their individual integrity. We should take
this occasion to commend the loyalty family members show one another in
facing the adversities as well as the joys of life together. And let us especially
honor those Americans who, through adoption or foster care, have extended
their families as centers of love and life to those in need of true family
support.

The Congress, by Senate Joint Resolution 211, has designated the week of
November 18 through November 24, 1984, as “National Family Week" and
authorized and requested the President to issue a proclamation in observance
of this week.

NOW, THEREFORE, I, RONALD REAGAN, President of the United States of
America, do hereby proclaim the week of November 18 through November 24,
1984, as National Family Week. I invite the Governors of the several states,
the chief officials of local governments, and all Americans to observe this
week with appropriate ceremonies and activities. As we celebrate this
Thanksgiving Week, I also invite all Americans to give thanks for the many
blessings that they have derived from their family relationships and to reflect
upon the importance of maintaining strong families.

IN WITNESS WHEREOF, I have hereunto set my hand this fifteenth day of
November, in the year of our Lord nineteen hundred and eighty-four, and of
the Independence of the United States of America the two hundred and ninth.

(R s (e
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DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service
7 CFR Part 907

[Navel Orange Reg. 602, Amdt. 1, Navel
Orange Reg. 603, Navel Orange Reg. 604]

Navel Oranges Grown In Arizona and
Designated Part of California;
Limitation of Handling

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

SUMMARY: These regulations increase
the quantity of fresh California-Arizona
navel oranges that may be shipped to
market during the period November 9-
15, 1984, and establish the quantity that
may be shipped during the periods
November 16-22, and November 23-29,
1984. Such action is needed to provide
for orderly marketing of fresh navel
oranges for these periods due to the
marketing situation confronting the
orange industry.

EFFECTIVE DATES: Amended Regulation
602 (§ 907.902) is effective for the period
November 9-15, 1984, Regulation 603

(§ 907.903) becomes effective on
November 16, 1984. Regulation 604
(907.904) becomes effective on
November 23, 1984.

FOlR IFURTHER INFORMATION CONTACT:
William J. Doyle, 202-447-5975.
SUPPLEMENTARY INFORMATION:

Findings

' This rule has been reviewed under
USDA procedures and Executive Order
12291 and has been designated a “non-
malo;'".rule. William T. Manley, Deputy
Admlmnstrator. Agricultural, Marketing
Sgrwce. has certified that this action
will not have a significant economic

impact on a substantial number of small
entitities.

These regulations are issued under the
marketing agreement, as amended, and
Order No. 907, as amended (7 CFR Part
907), regulating the handling of navel
oranges grown in Arizona and
designated part of California. The
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601~
674). This action is based upon the
recommendation and information
submitted by the Navel Orange
Administrative Committee and upon
other available information. It is hereby
found that this action will tend to
effectuate the declared policy of the act.

These actions are consistent with the
marketing policy for 1984-85. The
marketing policy was recommended by
the committee following discussion at a
public meeting on September 25, 1984.
The committee met again publicly on
November 13, 1984, at Los Angeles,
California, to consider the current and
prospective conditions of supply and
demand and recommended a quantity of
navel oranges deemed advisable to be
handled during the specified weeks. The
committee reports the demand for navel
oranges is improved except for the
expected decrease during the week of
the Thanksgiving holiday.

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 of 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 regulations at an open
meeting. It is necessary to effectuate the
declared policy of the act to make these
regulatory provisions effective as
specified, and handlers have been
apprised of such provision and the
effective dates.

List of Subjects in 7 CFR Part 907

Marketing agreements and orders,
California, Arizona, Oranges (Navel).

PART 907—[AMENDED]

1. Section 907.902 is revised to read as
follows:

§907.902 Navel Orange Regulation 602.
(a) District 1: 976,000 cartons;
(b) District 2: Unlimited cartons;
(c) District 3: 74,000 cartons;
(d) District 4: Unlimited cartons.
2. Section 907.903 is added as follows:

§ 907.908 Navel Orange Regulation 603.

The quantities of navel oranges grown
in California and Arizona which may be
handled during the period November 16
through November 22, 1984, are
established as follows:

(a) District 1: 644,000 cartons;

(b) District 2: Unlimited cartons; .

(c) District 3: 56,000 cartons;

(d) District 4: Unlimited cartons.

3. Section 907.904 is added as follows:

§ 907.904 Navel Orange Regulation 604.

The quantities of navel oranges grown
in California and Arizona which may be
handled during the period November 23
through November 29, 1984, are
established as follows:

(a) District 1: 1,140,000 cartons;

(b) District 2: Unlimited cartons;

(c) District 3: 60,000 cartons;

(d) District 4: Unlimited cartons,
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: November 14, 1984.

Thomas R. Clark,

Deputy Director, Fruit and Vegetable
Division, Agricultural Marketing Service.
[FR Doc. 84-30311 Filed 11-14-84; 4:53 pm|

BILLING CODE 3410-02-M

7 CFR Part 910
[Lemon Regs. 490 and 489, 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 fresh California-Arizona
lemons that may be shipped to the fresh
market at 210,000 cartons during the
period November 18-24, 1984, and
increases the quantity of lemons that
may be shipped to 265,000 cartons
during the period November 11-17, 1984.
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Such action is needed to provide for
orderly marketing of fresh lemons for
such periods due to the marketing
situation confronting the lemon industry.

DATES: The regulation becomes effective
November 18, 1984, and the amendment
is effective for the period November 11-
17, 1984,

FOR FURTHER INFORMATION CONTACT:
William J. Doyle, Chief, Fruit Branch,
F&V, AMS, USDA, Washington, D.C.
20250, telephone 202-447-5975.
SUPPLEMENTARY INFORMATION: This
final rule has been reviewed under
Secretary's Memorandum 1512-1 and
Executive Order 12291 and has been
designated a “non-major” rule. William
T. Manley, Deputy Administrator,
Agricultural Markéting Service, has
certified that this action will not have a
significant economic impact on a
substantial number of small entities,

This final rule is issued under
Marketing Order No. 910, as amended (7
CFR Part 910) regulating the handling of
lemons grown in California and Arizona.
The order is effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674}.
This action is based upon the
recommendations and information
submitted by the Lemon Administrative
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 currently in effect. The
committee met publicly on November 12,
1984, 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 met
again by telephone, on November 13,
1984, and recommended an increase in
such quantity for the week ending
November 17, 1984. The committee
reports that lemon demand is improved.

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
restrictions 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 time.

List of Subjects in 7 CFR Part 910

Marketing agreements and orders,
California, Arizona, Lemons.

PART 910—{AMENDED]

1. Section 910.790 is added to read as
follows:

§910.790 Lemon Regulation 490.

The quantity of lemons grown in
California and Arizona which may be
handled during the period November 18,
1984, through November 24, 1984, is
established at 210,000 cartons.

2. Section 910.789 Lemon Regulation
489 is revised to read as follows:

§910.789 Lemon Regulation 489,

The quantity of lemons grown in
California and Arizona which may be
handled during the period November 11,
1984, through November 17, 1984, is
established at 265,000 cartons.

(Secs. 1-19, 48 Stat, 31, as amended; 7 U.S.C.
601-674)
Dated: November 14, 1984.
Thomas R. Clark,
Deputy Director, Fruit and Vegetable
Division, Agricultural Marketing Service.
[FR Doc. 84-30310 Filed 11-15-84; 8:45 am]
BILLING CODE 3410-02-M

Farmers Home Administration
7 CFR Part 1910

Individual Credit Reports; Correction

AGENCY: Farmers Home Administration,
USDA.

ACTION: Final rule; correction.

SUMMARY: The Farmers Home
Administration (FmHA) corrects a final

.rule published October 18, 1984, (49 FR

40789). In the revision to FmHA's
regulation regarding Credit Reports
(Individual), published on October 18,
1984, the word “nonrefundable’” was
incorrectly typed as “non-fundable."”
The intent of this action is to correct this
error.

FOR FURTHER INFORMATION CONTACT:
Mathias J. Felber, Branch Chief, Special
Programs Branch, Single Family Housing
Processing Division, Farmers Home
Administration, Room 5340, South
Agriculture Building, 14th and
Independence Avenue SW.,
Washington, D.C. 20250, Telephone (202)
382-1543.

SUPPLEMENTARY INFORMATION: The
following correction is made in FR DOC,
84-27580 appearing on pages 40789 to
40793 in the issue of October 18, 1984

PART 1910—GENERAL

§ 1910.53 [Corrected]

Paragraph (b) of § 1910.53, appearing
on page 40791 is corrected by changing
the word “non-fundable” in the last
sentence to read as “nonrefundable.”

Authority: 7 U.S.C. 1989; 42 U.S.C. 1480; 5

U.S.C. 301; Sec. 10, Pub. L. 93-357, 88 Stal.
392; 7 CFR 2.23; 7 CFR 2.70.

Dated: November 2, 1984.
Michael E. Brunner,
Acting Administrator, Farmers Home
Administration.
[FR Doc. 84-30173 Filed 11-15-84; 8:45 am|
BILLING CODE 3410-07-M

— - ——

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39
[Docket No. 84-ANE-15; Amdt. 39-4945)

Airworthiness Directives; Alexander
Schieicher, Model ASK~21 Sailplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SuMMARY: This amendment adopts a
new airworthiness directive (AD) which
requires the incorporation of a cockpit
placard and the exchange of two pages
in the Flight Manual and in the
Instructions for Continued
Airworthiness of Alexander Schleicher
Model ASK-21 Sailplanes. This AD is
needed to have these items in the
English language as required by FAR
21.29(a)(3).
EFFECTIVE DATE: November 14, 1984.

Compliance required within the next
25 hours time in service after the
effective date of this AD unless already
accomplished.

Incorporation by Reference—
Approved by the Director of the Federal
Register on November 14, 1984.

ADDRESSES: The applicable technical
note may be obtained from Alexander
Schleicher Segelflugzeubau, D-6416
Poppenhausen, Federal Republic of
Germany.

A copy of the technical note is
contained in the Rules Docket at the
Office of Regional Counsel, 12 New
England Executive Park, Burlington,
Massachusetts 01803.
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FOR FURTHER INFORMATION CONTACT:
Chris Christie, Manager, Aircraft
Certification Staff, Europe, Africa, and
Middle East Office, FAA, c¢/o American
Embassy, 1000 Brussels, Belgium,
telephone 513.38.30, or Cheryl McCabe,
ANE-152, Boston Aircraft Certification
Office, FAA, New England Region, 12
New England Executive Park,
Burlington, Massachusetts 01803,
telephone (617) 273-7112.

SUPPLEMENTARY INFORMATION: Inquiries
were received from two FAA Offices
concerning a non-compliance with FAR
21.29(a)(3). One required placard in the
ASK-21 is in the German language and
the required manual references to this
placard are also in German. FAR
21.29(a)(3) states that all manuals,
placards, listings, and instrument
markings required by the applicable
airworthiness requirements be
presented in the English language. In
order to comply with regulatory
requirements, Alexander Schleicher
Technical Note No. 14 for Model ASK-
12 gliders was written.

Since a situation exists that requires
immediate adoption of this regulation, it
is found that notice and public
procedure hereon are impracticable and
unnecessary, and good cause exists for
making this amendment effective in less
than 30 days.

Approximately 13 aircraft are affected
by the requirements of this AD for an
estimated cost impact of $35 per aircraft
or $455 for the fleet.

List of Subjects in 14 CFR Part 39

Alr transportation, Aircraft, Aviation
safety, and Incorporation by reference.

Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me by the Administrator,
§39.13 of Part 39 of the Federal Aviation
Regulations (14 CFR 39.13) is amended
by adding the following new AD:

Alexander Schleicher: Applies to Model
ASK-21 sailplanes, all serial numbers,
certificated in any category.

Compliance is required within the next 25
hours time in service after the effective date
of this AD, unless already accomplished.

To comply with the requirements of
Federal Aviation Regulation 21.29(a)(3),
accomplish the following:

1. Remove the one placard in the German
language fitted in the front and rear cockpit,
end replace with new placards in the English
language, in accordance with Alexander
Schleicher ASK-21 Technical Note No. 14,
dated May 186, 1984,

% Remove and replace the following
manual pages in accordance with Alexander
Schleicher ASK-21 Technical Note No. 14,
dated May 16, 1984:

, a. In the Flight Manual, remove pages 2
{December 20, 1983) and 21 (March 9, 1983),

and replace with pages 2 (May 16, 1984) and
21 (May 16, 1984).

b. In the Instructions for Continued
Airworthiness, remove pages 2 (December 20,
1984) and 59 (March 9, 1983), and replace
with pages 2 (May 18, 1984) and 59 (May 16,
1984).

3. Paragraph 2 of this AD may be
accomplished by the pilot with logbook entry.

Upon request, an equivalent means of
compliance with the requirements of this AD
may be approved by the Manager, Brussels
Aircraft Certification Office, AEU-100,
Europe, Africa, and Middle East Office, FAA,
c/o American Embassy, 1000 Brussels,
Belgium, telephone 513.38.30 extension 2710.

The Alexander Schleicher ASK-21
Technical Note No. 14, dated May 18, 1984,
identified and described in this directive is
incorporated herein and made a part hereof
pursuant to 5 U.S.C. 552(a)(1}. All persons
affected by this directive who have not
already received these documents from the
manufacturer may obtain copies upon request
to Alexander Schleicher Segelflugzeubau, D~
6416 Poppenhausen, Federal Republic of
Germany. These documents may also be
examined at the Office of the Regional
Counsel. 12 New England Executive Park,
Burlington, Massachusetts 01803.

This amendment becomes effective on
November 14, 1984,

(Secs. 313(a), 601, and 603, Federal Aviation
Act of 1958, as amended (49 U.S.C. 1354(a),
1421, and 1423); 49 U.S.C. 106(g) (Revised,
Pub. L. 97449, January 12, 1983); 14 CFR
11.89.)

Note.—~The FAA has determined that this
regulation only involves a total of 13
sailplanes at an approximate cost of $455 or
$35 per sailplane. Therefore, I certify that this
action: (1) Is not a “major rule” under
Executive Order 12291 and (2) is not a
“significant rule"” under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 26, 1979). A copy of the final
evaluation prepared for this action is
contained in the regulatory docket. A copy of
it may be obtained by contacting the person
identified under the caption “FOR FURTHER
INFORMATION CONTACT".

Issued in Burlington, Massachusetts, on
October 23, 1984.

Robert E. Whittington,

Director, New England Region Federal.
[FR Doc. 84-30075 Filed 11-13-84; 10:42 am]
BILLING CODE 4910-13-M

14 CFR Part 39

[Docket No. 84-ANE-11; Amdt. No. 39-
4941)

Airworthiness Directive; Vickers-
Slingsby; Slingsby Engineering Limited
(S.E.L.); Model T65A Vega Sailplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

sumMmARY: This amendment adopts a
new airworthiness directive (AD) which

requires inspection of the glass
reinforced plastic operating tongue of
the elevator for cracks and lack of
stiffness, and reinforcement if
necessary; inspection of the pivot
bearings for the elevator rocker arm
assembly for excessive wear, and
replacement if necessary; inspection of
the tailplane center hinge pin mounting
rib for cracks and/or damage, and
reinforcement or replacement as
appropriate, on Vickers-Slingsby Model
T65A Vega sailplanes. The AD is
needed to prevent malfunction of the
elevator which could cause loss of
control of the sailplane.

EFFECTIVE DATE: November 16, 1984.
Compliance Schedule—as prescribed
in the body of the AD.
Incorporation by Reference—
approved by the Director of the Federal
Register on November 16, 1984.

ADDRESSES: The applicable technical
instructions may be obtained from
Slingsby Engineering Limited, Ings Lane.
Kirbymoorside, York YO86EZ, England.

A copy of the technical instruction is
contained in the Rules Docket at the
Office of Regional Counsel, 12 New
England Executive Park, Burlington,
Massachusetts 01803.

FOR FURTHER INFORMATION CONTACT:
Munro Dearing, Brussels Aircraft
Certification Office, Eurepe, Africa, and
Middle East Office, Federal Aviation
Administration (FAA), ¢/o American
Embassy, 1000 Brussels, Belgium,
telephone 513.38.30 or Cheryl McCabe,
ANE-152, Boston Aircraft Certification
Office, FAA, New England Region, 12
New England Executive Park,
Burlington, Massachusetts 01803,
telephone (617) 273-7112.

SUPPLEMENTARY INFORMATION: There
have been reports of cracking and lack
of stiffness in the central elevator hinge
and associated tailplane structure on
Model T65 Vega sailplanes, which the
manufacturer attributes to heavy
landings and/or excessive bearing loads
during elevator assembly, Based on this
determination and to prevent
malfunction of the elevator, the
manufacturer issued Technical
Instruction No. 104/T65, Issue 1, dated
September 22, 1982, and Issue 2, dated
February 14, 1983. Issue 2, dated
February 14, 1983, is not made a part of
this AD. Since these conditions are
likely to occur on other sailplanes of this
type and could lead to loss of control of
the sailplane, an AD is being issued
which requires inspection and
reinforcement or replacement if required
of these structures and components.

Since a situation exists that requires
the immediate adoption of this
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regulation, it is found that notice and
public procedure hereon are
impracticable and good cause exists for
making this amendment effective in less
than 30 days.

Lists of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference.

Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me by the Administrator,
§ 39.13 of Part 39 of the Federal Aviation
Regulations (14 CFR 39.13) is amended
by adding the following new AD.

'Vickers-Slingsby: Applies to Model T65A
gliders, all serial numbers certificated in
any category.

Compliance required as indicated.

To prevent possible malfunction of the
elevator, accomplish the following:

1. Within the next 10 hours time in service,
after the effective date of this AD, unless
already accomplished, inspect the following
in accordance with Slingsby Engineering Ltd.
(S.:E.L.) Technical Instruction (TI) No. 104/
T65, Issue 1, Section 1, dated September 22,
1982 (hereinafter referred to as TI):

A. The pivot bearings (P/N 04DU04) for the
elevator rocker arm assembly on top of the
fin for wear,

B. The glass reinforced plastic operating
tongue of the elevator which projects forward
into the tailplane for cracks, damage, or lack
of stiffness, and,

C. The tailplane center hinge pin mounting
rib at the section just forward of the hinge pin
for cracks and/or damage.

2. Prior to further flight:

A. If wear is found in excess of 0,01 inches
in the forward and aft direction as a result of
the inspection of Item 1A above, repair in
accordance with Section 3 of the T1
described in Item 1.

B. If cracks, damage or lack of stiffness are
found as a result of the inspection of Item 1B
above, repair in accordance with Section 2 of
the T1 described in Item 1.

C. If cracks or damage are found as a result
of the inspection of Item 1C above, replace
with a new reinforced rib in accordance with
Section 4 of the TI described in Item 1.

3. Within the next 100 hours time in
service, if cracks or damage are not found,
unless already accomplished, reinforce the
elevator in accordance with Section 5 of the
TI described in Item 1.

4. Alternate inspections, adjustment of the
inspection interval, or other actions which
provide an equivalent level of safety must be
approved by the Manager, Brussels Aircraft
Certification Office, AEU-100, Europe, Africa

and Middle East Office, FAA, c/o American *

Embassy, 1000 Brussels, Belgium, telephone
513.38.30 Ext. 2710.

The Slingsby Engineering Ltd. (S.EL.)
Technical Instruction (TI) No. 104/T65, Issue
1, dated September 22, 1982, identified and
described in this directive is incorporated
herein and made a part hereof pursuant to 5
U.S.C. 552 (a)(1). All persons affected by this
directive who have not already received this
document from the manufacturer may obtain

copies upon request from Slingsby
Engineering Limited, Ings Lane,
Kirbymoorside, York YO66EZ, England. This
document may also be examined at the
Office of Regional Counsel, 12 New England
Executive Park, Burlington, Massachusetts
01803.

This amendment becomes effective
November 16, 1984

(Secs. 313(a), 601, and 603, Federal Aviation
Act of 1958, as amended (49 U.S.C. 1354(a),
1421, and 1423); 49 U.S.C. 106(g) (Revised,
Pub. L, 97-449, January 12, 1983); 14 CFR
11.89)

Note.—The FAA has determined that this
regulation only involves a total of 9
sailplanes at an estimated cost of $1,260 or
$140 per sailplane. Therefore, I certify that
this action: (1) Is not a “major rule" under
Executive Order 12291, and (2) is not a
“gignificant rule" under DOT Regulatory
Policies and Procedures (44 CFR 11034;
February 26, 1978). A copy of the final
evaluation prepared for this action is
contained in the regulatory docket. A copy of
it may be obtained by contacting the person
identified under the caption “FOR FURTHER
INFORMATION CONTACT".

Note.—The incorporation by reference
provisions of this document were approved
by the Director of the Federal Register on
November 16, 1984. The referenced technical
notes are available at the Federal Register.

Issued in Burlington, Massachusetts on
October 186, 1984,

Robert E. Whittington,
Director, New England Region.
[FR Doc. 84-30076 Filed 11-15-84; 8:45 am]
BILLING CODE 4910-13-M

14 CFR Part 43
[Docket No. 24309; Amdt. No. 43-24]

Anti-Misfueling: Tank Filler Opening
Adapters

Correction

In the issue of Wednesday, November
7,1984, in the document appearing on
page 44602, make the following
corrections:

1. In the first column, last paragraph,
fourth line, insert the word “Air" after
the word “National”.

2. In the third column, in the file line
at the end of the document, “FR Doc. 84—
25211" should have read “FR Doc. 84—
29211".

BILLING CODE 1505-01-M

14 CFR Part 71
[Airspace Docket No. 84-ASO-18]

Designation of Transition Area,
Palatka, FL
Correction

In FR Doc. 84-29209 appearing on
page 44450 in the issue of Wednesday,

November 7, 1984, make the following
correction: In the second column, fourth
line from the bottom, *20°39'30"" should
read “'29°39' 30"".

BILLING CODE 1505-01-M

14 CFR Parts 73

[Airspace Docket No. 84-AWA-21]

Subdivision of Restricted Area R-
5103A, McGregor, NM

Correction

In the issue of Wednesday, November
7, 1984, on page 44451 in the second
column, a correction to FR Doc. 84-28167
appeared. The correction was
inaccurate and should have appeared as
follows:

On page 42920, second column, the
first and second lines of the description
of restricted area R-5103A McGregor,
NM [Revised] should have read:

Boundaries. Beginning at lat. 32°15'00" N.,
long. 106°10°00” W.; to lat. 32°15'00" N., long.

BILLING CODE 1505-01-M

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Parts 1, 3,140 and 145

Minimum Financial and Related
Reporting Requirements; Registration
Requirements; Transfer of Certain
Registration Functions to the National
Futures Association; Effective Date of
Final Rules

AGENCY: Commodity Futures Trading
Commission.

ACTION; Notice of effective date of order
and final rules.

SUMMARY: On October 9, 1984, the
Commodity Futures Trading
Commission (“Commission”) published
in the Federal Register a Notice and
Order authorizing the National Futures
Association (“NFA") to perform, on
behalf of the Commission, certain
registration functions concerning futures
commission merchants (“FCMs"), .
commodity trading advisors (“CTAs"),
commodity pool operators (“CPOs") and
the associated persons (“APs") of such
registrants. 49 FR 39593. The Order was
to take effect on December 31, 1984, or
at such earlier time as the Commission
authorized by appropriate advance
notice.
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By separate Federal Register release
of that same date, the Commission
adopted amendments to its own
regulations governing minimum
financial and related reporting
requirements and registration
procedures to reflect this transfer of
registration functions (49 FR 39518). The
Commission deferred the effective date
of these rules until fifteen days after
further notice of the effective date is
published in the Federal Register. The
Commission is now providing notice
that its Order and the related final rules
will become effective on December 3,
1984.

EFFECTIVE DATE: December 3, 1984.

FOR FURTHER INFORMATION CONTACT:
Kevin M. Foley, Chief Counsel, or
Lawrence B. Patent, Special Counsel,
Division of Trading and Markets,
Commodity Futures Trading
Commission, 2033 K Street, NW.,
Washington, DC 20581. Telephone: (202)
254-8955.

SUPPLEMENTARY INFORMATION: On
October 9, 1984, the Commission
published in the Federal Register a
Notice and Order authorizing the
National Futures Association to

perform, on behalf of the Commission,
certain registration functions concerning
FCMs, CTAs, CPOs and APs of such
registrants, 49 FR 39593. Specifically, the
Order authorized NFA to process and
grant, where appropriate, applications
for initial and renewed registration with
the Commission for those categories of
registrant, and to issue temporary
licenses to qualified APs, in accordance
with the standards established by the
Commodity Exchange Act ("*Act") and
the regulations thereunder.! The Order
did not authorize NFA to grant
conditional registration, to deny
registration or to take any other adverse
action concerning registration until the
Commission has adopted its own
regulations and procedures to review
such actions. Nor did the Order
authorize NFA to accept or act upon
requests for exemption from registration

or for “no-action” positions with respect

to the applicable registration
requirements,®
— N

' NFA already has authority to grant applications
for registration of introducing brokers (“IBs") and
their associated persons and may issue temporary
licenses to qualified APs of IBs. The Commission
will continue to have direct registration
responsibility for floor brokers (“FBs"), leverage
transaction merchants (“LTMs") and associated
persons of leverage transaction merchants.

* The full scope of NFA's authority and
obligations under this Order is set forth in the
October 9, 1984 Federal Register release.

In order to implement this transfer of
its registration functions, the
Commission, by separate Federal
Register release of that same date,
adopted as final rules amendments to its
own regulations governing minimum
financial and related reporting
requirements and registration
procedures. 49 FR 39518. The
amendments, which are technical and

-conforming in nature, affect the

Commission’s existing rules contained
in Parts 1, 3, 140 and 145 of its
regulations and are designed to furnish
applicants and registrants with specific
instructions on where to file registration
applications, financial reports and other
related documents. Specifically, the
rules have been amended to provide
that certain documents related to the
activities and operations of FCMs,
CPOs, and CTAs, and the APs of such
registrants, are now to be filed with
NFA instead of the Commission.?

The effective date of both the
Commission’s Order and the
amendments to its regulations was
deferred at the time they were adopted.
The Order was to take effect on
December 31, 1984, or at such earlier
time as the Commission authorized by
appropriate advance notice. With
respect to the amendments, the
Commission stated that it would publish
a second notice in the Federal Register
at least fifteen days before the rules
were to take effect. These delays were
necessary because it was unclear at that
time the exact date NFA would be
prepared to assume the Commission’s
registration functions.

The Commission has been advised by
NFA that its systems and procedures
will be in place by December 3, 1984
and, in that connection, the
Commission's staff is prepared to
effectuate the transfer of its registration
files and computer data base with
respect to FCMs, CPOs, CTAs and their
APs by that date. Therefore, the
Commission is now providing notice
that the Order authorizing NFA to
perform certain registration functions
with respect to those categories of
registrant and the amendments to the
Commission's own regulations
necessary to implement this transfer of
its registration functions will become
effective on December 3, 1984. Upon
transfer, NFA will be responsible for
processing all new, and virtually all
pending, registration applications of
such registrants.

In order to ensure a smooth transition
and, in particular, to prepare its data

3 A more complete description of the amendments
to the Commission's rules is set forth in the October
9, 1984 Federal Register release.

base to transfer to NFA, the Commission
will be required to stop processing
applications for a period of time prior to
December 3. Therefore, the Commission
is announcing that, with respect to those
categories of registrant for whom
processing responsibility is being
transferred to NFA, it will not process
any application for registration received
by the Commission after November 14,
1984. Such application will be
transferred to NFA and any check for
fees will be endorsed over to NFA.

The Commission anticipates that,
following the transfer of its registration
files and data base to NFA, that
organization will require a period of
time to load the data into its own
computer and organize the files. This
period of time is expected to last
approximately two weeks. Thus, there
will be a period of approximately one
month when applications will not be
processed either by the Commission or
NFA. The Commission recognizes that
such a delay may result in
inconvenience to certain applicants.
However, the transfer which the
Commission and NFA are undertaking is
extremely complex, and it is simply
impossible to process applications
during the period. To attempt to do so
would jeopardize the efficient transfer
of the Commission's files and data base
and, thus, risk more significant
processing delays which would be
detrimental to all Commission
registrants.

In connection with this transfer, the
Commission is also revising the
instructions to its registration forms.
Essentially, these revisions affect the
address to which registration forms are
to be sent and the fees which must
accompany them, Thus, as of December
3, 1984, FCMs, CPOs, CTAs and IBs
must send initial and renewal
applications, Form 7-R, and any
amendments or supplements thereto
filed on Form 3-R, to the National
Futures Association, Office of the
Secretary, P.O. Box 98383, Chicago,
Illinois 60693. Principals and APs of
such registrants must submit a Form 8-R
and fingerprints, if required, (as well as
the Form 8-S, in the case of an AP
transferring to another registrant) to
NFA at the same address. Floor brokers,
LTMs and APs of LTMs must submit all
relevant forms to the Commodity
Futures Trading Commission, Central
Regional Office, P.O. Box 70685,
Chicago, Illinois 60673. Applicants and
registrants in these latter three
categories should note that the
Commission's post office box number is
different from that found in the present
instructions. Of course, materials sent to
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the wrong box number will be
forwarded.

The fees which must accompany
applications for registration for those
categories of registrant for whom
processing responsibility is being
transferred to NFA have also changed.
An application filed with NFA must be
accompanied by the following fee:*

Applicant Initial | Renewal
FCM $250 $100
18 75 25
cPO 50 25
CTA 50 25
Branch Office 8 6
AP 30 N/A

The fees for applications for
registration filed with the Commission
have not changed, however:

Applicant Initial | Renowal
LT™. $275 $275
Branch Office 6 )
AP 35 N/A
FB8 25 25

As noted above, the Commission will
not process any application for
registration received after November 14
for those categories of registrant for
whom registration responsibility is being
transferred to NFA. Such application
will be forwarded to NFA for processing
and the fee will be endorsed over to
NFA. Because NFA fees are generally
lower than those presently charged by
the Commission, NFA has advised the
Commission that it will credit each
member with the difference between the
fee charged by the Commission and that
charged by NFA.

Issued by the Commission on November 13,
1984 in Washington, D.C,

Jean A. Webb,

Secretary of the Commission.
[FR Doc. 84-30172 Filed 11-15-84; 8:45 am|]
BILLING CODE 6351-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Social Security Administration
20 CFR Part 404

Federal Old Age, Survivors, and
Disability insurance Benefits;
Deductions, Reductions, and
Nonpayments of Benefits

Correction
In the last line of a correction
appearing on page 44458 in the issue of

4 The fees for FCMs, CPOs and CTAs were
approved by the Commission on November 5, 1984.

Wednesday, November 7, 1984,
404.408" should have read ''404.408a",

BILLING CODE 1505-01-M

Food and Drug Administration
21 CFR Part 529

Certain Other Dosage Form New
Animal Drugs Not Subject to
Certification; Flurogestone Acetate-
Impregnated Vaginal Sponge

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

suUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to codify a
previously approved new animal drug
application (NADA) sponsored by G.D.
Searle & Co. The NADA provides for the
intravaginal use in sheep of a
flurogestone acetate-impregnated
sponge for synchronizing estrus/
ovulation in cycling adult ewes.
EFFECTIVE DATE: November 16, 1984.

FOR FURTHER INFORMATION CONTACT:
Benjamin A. Puyot, Center for
Veterinary Medicine (HFV-130), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-433-
1414,

SUPPLEMENTARY INFORMATION: G.D,
Searle & Co., P.O. Box 5110, Chicago, IL
60680, is the sponsor of NADA 34-601,
which provides for the intravaginal use
of a flurogestone acetate-impregnated
sponge for synchronizing estrus/
ovulation in cycling adult ewes during
their normal breeding season.

NADA 34-601 was orginally approved
by letter dated July 12, 1967. At that time
approvals were not codified by
publication in the Federal Register.
Accordingly, FDA is now amending the
regulations to codify G.D. Searle's
approved NADA. This action,
codification of a previously approved
NADA, does not constitute reaffirmation
of the safety and effectiveness data
supporting this approval. Because the
NADA was approved before July 1, 1975,
the sponsor was not required to submit
a summary of the safety and
effectiveness data and information in
accordance with the freedom of
information provisions of the animal
drug regulations in 21 CFR
514.11(e)(2)(ii). However, a summary of
the basis for approval is available upon
request in accordance with 21 CFR
514.11(e)(2)(i).

The Center for Veterinary Medicine
has determined pursuant to 21 CFR
25.24(b)(22) (proposed December 11,
1979; 44 FR 71742) that this action is of a
type that does not individually or

cumulatively have a significant impact
on the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 529
Animal drugs, Miscellaneous use.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 32
Stat. 347 (21 U.S.C. 860b(i))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Veterinary
Medicine (21 CFR 5.83), Part 529 is
amended by adding new § 529.1003 to
read as follows:

PART 529—CERTAIN OTHER DOSAGE
FORM NEW ANIMAL DRUGS NOT
SUBJECT TO CERTIFICATION

§529.1003 Flurogestone acetate-
impregnated vaginal sponge.

(a) Specifications. Each vaginal
sponge contains 20 milligrams of
flurogestone acetate.

(b) Sponsor. See No. 000014 in
§ 510.600(c) of this chapter.

(c) Conditions of use—(1) Indications
for use. For synchronizing estrus/
ovulation in cycling adult ewes during
their normal breeding season.

(2) Limitations. Using applicator
provided, insert sponge into ewe's
vagina 13 days before desired start of
breeding. For intravaginal use in sheep
only. Do not use in young ewes that
have not had lambs. Use plastic or
rubber gloves when handling large
numbers of sponges to minimize
exposure to drug. Do not leave sponge in
the vagina for more than 21 days. Ewes
must not be slaughtered for food within
30 days of sponge removal.

Effective date. November 16, 1984.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)))

Dated: November 8, 1984.

Lester M. Crawford,
Director, Center for Veterinary Medicine.

[FR Doc. 84-30127 Filed 11-15-84: 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 540

Penicillin Antibiotic Drugs for Animal

Use; Amoxicillin Trihydrate and
Clavulanate Potassium Tablets

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

summAaRyY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Beecham
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Laboratories, providing for use of
amoxicilin trihydrate and clavulanate
potassium tablets in dogs. The drug is
labled for the treatment of skin
infections such as superficial/juvenile
and deep pyoderma.

eFFECTIVE DATE: November 16, 1984,

FOR FURTHER INFORMATION CONTACT:
Sandra Woods, Center for Veterinary
Medicine (HFV-114), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3420.
SUPPLEMENTARY INFORMATION: Beecham
Laboratories, Division of Beecham Inc.,
Bristol, TN 37620, filed NADA 55-099 for
Synuloz™ (amoxicillin trihydrate and
clavulanate potassium) tablets for use in
dogs. The drug is for the treatment of
skin infections such as superficila/
juvenile and deep pyoderma due to
beta-lactamase (penicillinase) producing
Staphylococcus aureus, non-beta-
lactamase Staphylococcus aureus, and
Staphylococcus spp. The application is
approved and the regulations amended
accordingly. The basis for approval is
discussed in the freedom of information
summary.

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 Fisher
Lane, Rockville, MD 20857, from 9 a.m.
lo 4 p.m., Monday through Friday.

The Center for Veterinary Medicine
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 Center’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)(ii)(a) and (£)(1)(ii)(e)(2)),
may be seen in the Dockets
Management Branch (address above).
The statement of exemption contains
information on the environmental
impact of the manufacturing process, as
required under 21 CFR 25.1(g).

List of Subjects in 21 CFR Part 540
Animal drugs, Antibiotics, penicillin.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512 (i) and
(n), 82 Stat. 347 (21 U.S.C. 360 (i) and
(n))) and under authority delegated to
the Commissioner of Food and Drugs (21
CFR 5.10) and redelegated to the Center

for Veterinary Medicine (21 CFR 5.83),
Part 540 is amended by adding new
§ 540.103g to read as follows:

PART 540—PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

§ 540.103g Amoxicillin trihydrate and
clavulanate potassium film-coated tablets.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Amoxicillin trihydrate and
clavulanate potassium tablets are film-
coated tablets composed of amoxicillin
trihydrate and clavulanate potassium
with or without one or more suitable
and harmless lubricants, diluents, and
binders. Each tablet contains
amoxicillin trihydrate and clavulanic
acid as the potassium salt equivalent to
either 50 milligrams of amoxicillin and
12.5 milligrams clavulanic acid, or 100
milligrams of amoxicillin and 25
milligrams clavulanic acid, or 200
milligrams amoxicillin and 50 milligrams
clavulanic acid. Its amoxicillin
trihydrate content is satisfactory if it
contains not less than 90 percent and
not more than 120 percent of the number
of milligrams of amoxicillin that it is
represented to contain. Its clavulanate
potassium content is satisfactory if it
contains not less than 90 percent and
not more than 120 percent of the number
of mjlligrams of clavulanic acid that it is
represented to contain. Its moisture
content is not more than 7 percent.
Tablets shall disintegrate within 30
minutes. The amoxicillin trihydrate
conforms to the standards prescribed by
§ 440.3(a)(1) of this chapter. The
clavulanate potassium conforms to the
standards prescribed by § 455.15(a)(1) of
this chapter.

(2) Labeling. It shall be labled in
accordance with the requirements of
paragraph (c) of this section and
§ 510.55 of this chapter; in addition, this
drug shall be labled "amoxicillin and
clavulanate potassium tablets”.

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

(i) Results of tests and assays on:

(a) The amoxicillin trihydrate used in
making the batch for potency, safety,
moisture, pH, amoxicillin content,
concordance, crystallinity, and identity.

(b) The clavulanate potassium used in
making the batch for clavulanic acid
content, moisture, pH, identity, and
clavam-2-carboxylate content.

(c) The batch for amoxicillin contents,
clavulanic acid content, moisture, and
disintegration time.

(ii) Sample required for:

(a) The amoxicillin trihydrate used in
making the batch: packages, each

containing approximately 300
milligrams.

(b) The clavulanate potassium used in
making the batch: packages, each
containing approximately 300
milligrams.

(c) The batch: A minimum of 100
tablets.

(b) Tests and methods of assay—(1)
Amoxicillin and clavulanic acid
contents. Proceed as in § 440.103d(b) of
this chapter.

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) Disintegration time. Proceed as
directed in § 436.212 of this chapter,
using the procedure described in
paragraph (e)(1) of that section.

(c) Conditions of marketing—(1)
Specifications. The drug conforms to the
requirements of paragraph (a) of this
section.

(2) Sponsor. See No. 000029 in
§ 510.600(c) of this chapter.

(3) Conditions of use—(i) Dogs—(a)
Amount. 6.25 milligrams per pound of
body weight twice daily (equivalent to 5
milligrams amoxicillin and 1.25
milligrams clavulanic acid per pound
body weight).

(b) Indications for use. It is used in the
treatment of skin infections such as
superficial/juvenile and deep pyoderma
due to beta-lactamase (penicillinase)
producing Staphylococcus aureus, non-
beta-lactamase Staphylococcus aureus,
and Staphylococcus spp.

(c) Limitations. Administer for 10 to
14 days or 48 hours after all symptoms
have subsided. If no improvement is
seen in 7 days, discontinue therapy and
reevaluate the case. Not for use in dogs
maintained for breeding. Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(i) [Reserved]

Effective date. November 16, 1984.
(Sec. 512(i) and (n), 82 Stat. 347 (21 U.S.C.
360b({i) and (n)))

Dated: November 8, 1984,

Lester M. Crawford,

Director, Center for Veterinary Medicine.
[FR Doc. 84-30128 Filed 11-15-84; 8:45 am]

BILLING CODE 4160-01-M

21 CFR Parts 540 and 556

Animal Drugs, Feeds, and Related
Products; Amoxicillin Trihydrate
Intramammary Infusion

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

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect




45422

Federal Register / Vol. 49, No. 223 / Friday, November 16, 1984 / Rules and Regulations

approval of a new animal drug
application (NADA) filed by Beecham
Laboratories providing for the use of
amoxicillin trihydrate intramammary
infusion for the treatment of subclinical
infectious bovine mastitis in lactating
cows. The regulations are also amended
to establish a tolerance for amoxicillin
residues in milk.

EFFECTIVE DATE: November 16, 1984.
FOR FURTHER INFORMATION CONTACT:
Charles E. Haines, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3410.
SUPPLEMENTARY INFORMATION: Beecham
Laboratories, Division of Beecham, Inc.,
Bristol, TN 37620, filed NADA 55-100 for
Amoxi-Mast®, amoxicillin trihydrate for
intramammary infusion. The drug is for
the treatment of subclinical infectious
bovine mastitis in lactating cows due to
Streptococcus agalactiae and
Staphylococcus aureus (penicillin
sensitive). The application is approved
and the regulations amended
accordingly. The basis for approval is
discussed in the freedom of information
summary. The regulations are also
amended to establish a tolerance for
negligible residues of amoxicillin in
milk.

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 Center for Veterinary Medicine
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 Center'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)(iii)), may be seen in the
Dockets Management Branch (address
above).

List of Subjects

21 CFR Part 540
Animal drugs, Antibiotics, Penicillin.

21 CFR Part 556
Animal drugs, Foods, Residues.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512 (i) and
(n), 82 Stat. 347, 350-351 (21 U.S.C. 360b

(i) and (n))) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10) and redelegated
to the Center for Veterinary Medicine
(21 CFR 5.83), Parts 540 and 556 are
amended as follows:

PART 540—PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

1. Part 540 is amended by adding new
§ 540.803 to read as follows:

§ 540.803 Amoxicillin trihydrate for
intramammary infusion.

(a) Requirements for certification—{1)
Standards of identity, strength, quality,
and purity. Amoxicillin trihydrate for
intramammary infusion contains sterile
amoxicillin trihydrate in a menstruum of
refined semisynthetic vegetable oil with
a suitable and harmless dispersing agent
and preservative. Each 10-milliliter
syringe contains amoxicillin trihydrate
equivalent to 62.5 milligrams of
amoxicillin. Its potency is satisfactory if
it contains 90 to 120 percent of the
amount of amoxicillin that it is
represented to contain. Its moisture
content is not more than 1.0 percent. The
amoxicillin trihydrate used conforms to
the requirements of § 539.3 of this
chapter.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and
§ 510.55 of this chapter.

(3) Request for certification samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) The results of tests and assay on:

(@) The amoxicillin trihydrate used in
making the batch for potency, sterility,
pyrogens, safety, moisture, pH,
amoxicillin content, concordance,
identity, and crystallinity.

(b) The batch for potency and
moisture.

(i) Samples required:

(a) The amoxicillin trihydrate used in
making the batch: 10 packages, each
containing approximately 300
milligrams.

(b) The batch: A minimum of §
immediate containers.

(b) Tests and methods of assay—{1)
Potency. Proceed as directed for
amoxicillin in § 436.105 of this chapter,
preparing the sample for assay as
follows: Expel the syringe contents into
a high-speed glass blender jar
containing 489 milliliters of 0.1M
potassium phosphate buffer, pH 8.0
(solution 3) and 1 milliliter of
polysorbate 80. Blend for 3 to 5 minutes.
Further dilute an aliquot of the blend
with solution 3 to the reference

concentration of 0.1 microgram of
amoxicillin per milliliter.

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(c) Conditions of marketing—(1)
Specifications. The drug conforms to the
certification requirements of paragraph
(a) of this section.

(2) Sponsor. See No. 000029 in
§ 510.800(c) of this chapter.

(3) Related tolerances. See § 556.38 of
this chapter.

(4) Conditions of use—(i) Lactating
cows—{a) Amount. Each single dose
syringe contains 10 milliliters
(equivalent to 62.5 milligrams
amoxicillin base).

(b) Indications for use. For the
treatment of subclinical infectious
bovine mastitis due to Streptococcus
agalactiae and Staphylococcus aureus
(penicillin sensitive).

(¢) Limitations. Administer after
milking. Clean and disinfect the teat.
Use one syringe per infected quarter
every 12 hours for a maximum of 3
doses. Do not use milk for food purposes
if taken from treated animals within 60
hours (5 milkings) after last treatment.
Do not slaughter treated animals for
food purposes within 12 days after the
last treatment. Federal law restricts this
drug to use by or on the order of a
licensed veterinarian.

(ii) [Reserved]

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

2, Part 556 is amended by revising
§ 556.38 to read as follows:

§ 556.38 Amoxicillin.

A tolerance of 0.01 part per million is
established for negligible residues of
amoxicillin in milk and in the uncooked
edible tissues of cattle.

Effective date. November 16, 1984.
(Sec. 512 (i) and (n), 82 Stat. 347, 350-351 (21
U.S.C. 360b (i) and (n)))

Dated: November 8, 1984.

Lester M. Crawford,

Director, Center for Veterinary Medicine.
[FR Doc. 84-30130 Filed 11-15-84; 8:45 am)]

BILLING CODE 4160-01-M

21 CFR Part 546

Tetracycline Antibiotic Drugs for
Animal use; Chlortetracycline Soluble
Powder

AGENCY: Food and Drug Administration.
ACTION: Final rule.
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suMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplement to a new
animal drug application (NADA) filed
by SDS Biotech Corp. that provides
revised labeling and human food safety
data for chlortetracycline hydrochloride
soluble powder for use in animal
drinking water. The labeling is in
compliance with the recommendations
made for the drug by the National
Academy of Sciences/National
Research Council (NAS/NRC) Drug
Efficacy Study Group.

EFFECTIVE DATE: November 16, 1984.
FOR FURTHER INFORMATION CONTACT:
Charles E. Haines, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3410.
SUPPLEMENTARY INFORMATION: SDS
Biotech Corp., 7528 Auburn Rd., P.O.
Box 348, Concord Township, Painesville,
OH 44077, has filed a supplement to
NADA 65-178 for CtC-Soluble
(chlortetracycline hydrochloride
powder) for use in chickens, turkeys,
swine, and cattle. The supplement is
approved and the regulations are
amended accordingly. The basis for the
approval is discussed in the freedom of
information summary.

In a notice published in the Federal
Register of April 27, 1979 (44 FR 24931),
the agency announced the effective
indications for which chlortetracycline
soluble powders for animal use may be
marketed and proposed to withdraw
approval of NADA's for products
labeled for conditions lacking
substantial evidence of effectiveness.
The agency's conclusions regarding
efficacy were in accord with the findings
of the NAS/NRC Drug Efficacy Study
Group's evaluation of chlortetracycline
soluble powder. The April 27, 1979
Federal Register notice identified
Diamond Shamrock’s NADA 65-178 as
being subject to it. Diamond Shamrock
subsequently transferred ownership of
the NADA to the SDS Biotech Corp. This
supplement complies with requirements
stated in the notice.

_ Inaccordance 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.
104 p.m,, Monday through Friday.

The Center for Veterinary Medicine
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 Center'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)(iii) and (g)) may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.

List of Subjects in 21 CFR Part 546

Animal drugs, Antibiotics,
Tetracycline.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512 (i) and
(n), 82 Stat. 347, 350-351 (21 U.S.C.
360b(i) and (n)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10) and redelegated
to the Center for Veterinary Medicine
(21 CFR 5.83), Part 546 is amended in
§ 546.110c(c) by revising (c)(2), by
removing footnote 1" and its text from
(c)(5), and by adding new (c)(5)(v) to
read as follows:

PART 546—TETRACYCLINE
ANTIBIOTIC DRUGS FOR ANIMAL USE

§ 546.110c Chlortetracycline powder
(chlortetracycline hydrochioride powder).

* - - * *

(C) U

(2) Sponsor. No. 000010 in § 510.600(c)
of this chapter for conditions of use as in
paragraph (c)(5)(iii) and (iv) of this
section; No. 010042 in § 510.600(c) of this
chapter for conditions of use as in
paragraph (c)(5)(i) and (ii) of this
section; No. 052313 in § 510.600(c) of this
chapter for conditions of use as in
paragragh (c)(5)(v) of this section.

* L3 * c *

(5] ok 9

(v) The following uses of
chlortetracycline hydrochloride in
drinking water are NAS/NRC reviewed
and are deemed effective; applications
for these uses need not include the
effectiveness data specified by § 514.111
of this chapter:

(a) Chickens—{1) Amount per gallon.
200 to 400 milligrams.

(/) Indications for use. For the control
of infectious synovitis caused by M.
synoviae.

(ii) Limitations. Prepare fresh solution
daily, as sole source of
chlortetracycline, do not use for more
than 14 days, do not slaughter animals
for food within 24 hours of treatment, do
not use in laying chickens.

(2) Amount per gallon. 400 to 800
milligrams.

(i) Indications for use. For the control
of chronic respiratory disease (CRD)
and air sac infections caused by M.
gallisepticum and E. coli.

(ii) Limitations. Prepare fresh solution
daily, as sole source of
chlortetracycline, do not use for more
than 14 days, do not slaughter animals
for food within 24 hours of treatment, do
not use in laying chickens.

(b) Turkeys—(1) Amount per gallon.
400 milligrams. :

(i) Indications for use. For the control
of infectious synovitis caused by M.
synoviae,

(ii) Limitations. Prepared fresh
solution daily, as sole source of
chlortetracycline, do not use for more
than 14 days, do not slaughter animals
for food within 24 hours of treatment, for
growing turkeys only.

(2) Amount. 25 milligrams per pound
of body weight daily.

(i) Indications for use. For the control
of complicating bacterial organisms
associated with bluecomb
(transmissible enteritis, coronaviral
enteritis).

(i1) Limitations. Prepare fresh solution
daily, as sole source of
chlortetracycline, do not use for more
than 14 days, do not slaughter animals
for food within 24 hours of treatment, for
growing turkeys only.

(c) Swine—(1) Amount. 10 milligrams
per pound body weight daily in divided
doses.

(2) Indications for use. For the control
and treatment of bacterial enteritis
(scours) caused by E. coli and
Salmonella spp. and bacterial
pneumonia associated with Pasteurella
spp., Hemophilus spp., and Klebsiella
spp.

(3) Limitations. Prepare fresh solution
daily, as sole source of
chlortetracycline, do not use more than 5
days, do not slaughter animals for food
within 5 days of treatment..

(d) Calves, beef cattle, and
nonlactating dairy cattle—(1) Amount.
10 milligrams per pound daily in divided
doses.

(2) Indications for use. For the control
and treatment of bacterial enteritis
(scours) caused by E. coli and
Salmonella spp. and bacterial
pneumonia (shipping fever complex)
associated with Pasteurella spp.
Hemophilus spp., and Klebsiella spp.

(3) Limitations. Prepare fresh solution
daily, use as a drench, as sole source of
chlortetracyline, do not use more than 5
days, do not slaughter animals for food
within 24 hours of treatment, do not use
in lactating cattle.

Effective date. November 16, 1984,
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(Sec. 512 (i) and (n), 82 Stat. 347, 350-351 (21
U.S.C. 360 (i} and (n)))

Dated: November 8, 1984.
Lester M. Crawford,
Director, Center for Veterinary Medicine.
[FR Doc. 8430126 Filed 11-15-84; 8:45 am)
BILLING CODE 4160-01-M

_- — -

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

29 CFR Part 1601

706 Agencies

AGENCY: Equal Employment Opportunity
Commission.

ACTION: Final rule; Correction.

SUMMARY: The Equal Employment
Opportunity Commission amends its
regulations on certified designated 706
agencies. Publication of this amendment
effectuates the designation of the
Kansas Commission on Civil Rights as a
certified 706 Agency and corrects the
notice published in Federal Register
Volume 49, No. 180 on September 14,
1984, regarding the Kansas City,
Missouri Human Relations Department
as a certified 706 Agency.

EFFECTIVE DATE: September 14, 1984.

FOR FURTHER INFORMATION CONTACT:
Hollis Larkins, Equal Employment
Opportunity Commission, Office of
Program Operations, Special Services
Staff, 2401 E Street NW., Washington,
D.C. 20507, telephone 202/634-6806.

SUPPLEMENTARY INFORMATION: The
Commission has determined that the
Kansas Commission on Civil Rights
meets the eligibility criteria for
certification of a designated 706 Agency
as established in 29 CFR 1601.75(b). In
accordance with 29 CFR 1601.75(c) the
Commission hereby amends the list of
certified designated 706 agencies to
include the Kansas Commission on Civil
Rights. Publication of this amendment to
§ 1601.80 effectuates the designation of
the following agency as a certified 706
Agency: Kansas Commission on Civil
Rights.

The Commission has determined that
the notice, as published in Volume 49,
No. 180 on September 14, 1984, regarding
the Kansas City, Missouri Human
Relations Department as a certified 706
Agency did not properly reflect the
action taken by the Commission.

List of Subjects in'29 CFR Part 1601

Administrative practice and
procedure, Equal employment
opportunity, Intergovernmental
relations.

PART 1601—{AMENDED]

§ 1601.80 [Amended]

Accordingly, 29 CFR Part 1601 is
amended in § 1601.80 by adding the
Kansas Commission on Civil Rights and
by removing the Kansas City, Missouri
Human Relations Department.

(42 U.S.C. 2000e-12(a))

Signed at Washington, D.C. this 8th day of
November 1984,

For the Commission.
Clarence Thomas,

Chairman, Equal Employment Opportunity
Commission.

+ [FR Doc. 84-30187 Filed 11-15-84; 8:45 am]

BILLING CODE 6570-08-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 60
[A-4-FRL-2719-6]

Standards of Performance for New
Stationary Sources; Alternative Test
Requirements for Alumax of South
Carolina’s Mt. Holly Plant, Mt. Hoily, SC

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: EPA today establishes an
alternative air emissions performance
testing frequency requirement for
Alumax of South Carolina's primary
aluminum reduction plant in Mt. Holly,
South Carolina, as provided in 40 CFR
60.195(b). Rather than conduct monthly
fluoride emission performance tests on
the anode bake plant, this source will be
allowed to test it once a year. This
action is justified by fluoride emission
data provided by the company through
the State air pollution control agency.
This action, which is expected to have
no effect on the National Ambient Air
Quality Standards, was proposed in the
Federal Register of February 28, 1984 (48
FR 7254); no comments were received.
DATE: This action is effective December
17, 1984,

ADDRESS: Background information is
available for public inspection at the
following address: Environmental
Protection Agency, Region IV, Air
Management Branch, 345 Courtland
Street NE, Atlanta, Georgia 30365.

FOR FURTHER INFORMATION CONTACT:
Joe Riley of the EPA Region IV Air
Management Branch at the Atlanta
address given above, telephone 404 /881~
4901 (FTS: 257-4901).

SUPPLEMENTARY INFORMATION: On
January 26, 1976 (41 FR 3828), EPA
promulgated Standards of Performance

for New Primary Aluminum Reduction
Plants as Subpart S of 40 CFR Part 60,
pursuant to the provisions of section 111
of the Clean Air Act. Under the original
standards, the affected source was
required to conduct a performance test
on startup on any other occasion the
Agency might require a test under
section 114 of the Clean Air Act. On
June 30, 1980 (45 FR 44027), EPA revised
40 CFR 60.195 to require performance
testing at least once per month for the
life of a new primary aluminum plant, At
the same time, however, the Agency
provided that alternative test
requirements could be established for
the primary control system or an anode
bake plant if the source could
demonstrate control system or an anode
bake plant if the source could
demonstrate that emissions have low
variability during day-to-day operations.

On October 19, 1976, the
Environmental Protection Agency (EPA)
delegated to the South Carolina
Department of Health and
Environmental Control (SCDHEC)
authority to administer Subpart S of 40
CFR Part 60. Under the terms of the
delegation, performance tests were to be
scheduled and performed in accordance
with the procedures set forth in 40 CFR
Part 60 unless alternate methods or
procedures are approved by the EPA
Administrator. Accordingly, SCDHEC
has transmitted to EPA for its approval
a petition for alternative test
requirements submitted by Alumax of
South Carolina, Mount Holly plant.

Alumax is requesting a change in the
testing requirements established for
primary aluminum plants by 40 CFR Part
60. Specifically the source wishes to be
allowed to change the frequency of
testing the anode bake plant from once a
month to once a year. EPA had earlier
denied such a request by Alumax [see
48 FR 22919 (May 23, 1983)] because
adequate supporting information was
lacking.

On the basis of the supporting
information submitted, EPA now grants
this request since it meets the
requirements of 40 CFR 60.195(b). Actual
emissions from the anode bake plant
systems are far below the allowable
emissions. Day-to-day variations in the
anode bake plant emissions are not
great enough to cause emissions in
excess of the standard for fluorides.

This alternative requirement will not
preclude the Agency or SCDHEC from
requiring performance testing at any
time. Finally, it can be withdrawn at any
time that the Administrator finds that it
is not adequate to assure compliance
with the emission standards applicable
to this source.
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Under Section 307(b)(1) of the Act,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by January 15, 1985. This action
may not be challenged later in
proceedings to enforce its requirements.
(See 307(b)(2).)

The Office of Management and Budget
has exempted this rule from the
requirements of section 3 of Executive
Order 12291. .

List of Subjects in 40 CFR Part 60

Air pollution control, aluminum,
ammonium sulfate plants, cement
industry, coal, copper, electric power
plants, glass and glass products, grains,
intergovernmental relations, iron, lead,
metals, motor vehicles, nitric acid
plants, paper and paper products
industry, petroleum, phosphate, sewage
disposal, steel, sulfuric acid plants,
waste treatment and disposal, zinc.
(Secs. 111 and 301(a) of the Clean Act {42
U.S.C. 7411 and 7601(a))).

Dated: November 9, 1984.

William D. Ruckelshaus,
Adminstralor.

PART 60—[AMENDED]

Part 60 of Chapter I, Title 40, Code of
Federal Regulations, is amended as
follows:

Subpart S—Standards of Performance
for Primary Aluminum Reduction
Plants

Section 60.195 is amended by revising
paragraph (b)(2) to read as follows:

§60.195 Test methods and procedures.
. » * - -

(b)* * *

(2) Alternative testing requirements
are established for Alumax of South
Carclina’s Mt. Holly Plant in Mt. Holly,
South Carolina: The anode bake plant
and primary control system are to be
tested once a year rather than once a
month,

FR Doc. 88-30117 Filed 11-15-84; 8:45 am]
BILLING CODE 8560-50-M

40 CFR Part 704
[OPTS-80011C; FRL 2471-5)

Reporting and Recordkeeping
Requirements; Small Manufacturer
Exemption Standards

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final Rule.

suumr}v: This rule sets forth general
exemption standards for small

manufacturers of chemical substances
under section 8(a) of the Toxic
Substances Control Act. Manufacturers
who qualify as “small” under these
standards will be exempt from most
subsequent section 8(a) reporting and
recordkeeping rules. The exemption
standards have been designed to reduce
the paperwork burden on small
chemical manufacturers, while ensuring
that EPA will receive a sufficient
amount of production, use, exposure,
and other information to support
assessment of chemical risks.

DATES: This regulation shall be
promulgated for purposes of judicial
review at 1:00 p.m. eastern time on
November 30, 1984. This regulation
becomes effective on December 31, 1984.
FOR FURTHER INFORMATION CONTACT:
Edward A. Klein, Director, TSCA
Assistance Office (TS-799), Office of
Toxic Substances, Environmental
Protection Agency, Rm. E-543, 401 M St.,
SW., Washington, D.C. 20460; Toll free:
(800-424-9065); In Washington, D.C.:
(554-1404); Outside the USA:
(Operator—202-554-1404).

SUPPLEMENTARY INFORMATION:
L. Introduction
A. Legal Authority

Section 8(a) of the Toxic Substances
Control Act (TSCA), 15 U.S.C. 2607(a),
authorizes the Administrator of the
Environmental Protection Agency to
establish, by rule, reporting and
recordkeeping requirements for
chemical manufacturers and processors.
TSCA includes the importation of
chemiicals in its definition of
“manufacture.” TSCA section 8(a)(2)
lists some of the types of data which the
Administrator may require to be kept or
reported, including information
concerning the identity, production
volume, and exposure potential of
chemicals manufactured or processed.

By the terms of the statute, small
manufacturers and processors are
usually exempt from section 8(a)
reporting and recordkeeping
requirements. TSCA section 8(a)(3)(B)
states that the Administrator shall by
rule “prescribe standards for
determining the manufacturers and
processors which qualify as small
manufacturers and processors * * *."

Under the authority of section
8(a)(3)(A)(ii), the Administrator need not
apply this exemption with regard to a
chemical substance or mixture that is
subject to:

1. A proposed or promulgated rule
under TSCA section 4 (testing
requirement), section 5(b)(4) (a list of
chemicals which may present an

unreasonable risk), or section 6 (control
actions), or

2. An order in effect under section 5(e)
(new chemical information}, or

3. Relief granted as a result of civil
action brought under section 5 or 7.

B. The Proposed Rule

Initially, EPA took a case-by-case
approach to the definition of small
manufacturers and processors ; the
Agency established individual
exemption standards for each section
8(a) rule. Subsequently, EPA decided to
initiate the development of general
exemption standards for small
manufacturers. These standards were
proposed in the Federal Register of June
23,1982 (47 FR 27206). The proposed
exemption standards applied to all
chemical manufacturers that could be
subject to section 8(a) reporting
requirements. They were based on a
number of factors, including the
following:

1. Consultation with the Small
Business Administration and other
Federal agencies regarding their
definition of small companies,

2. Preliminary comments and
suggestions from representatives of the
chemical industry, and

3. An economic analysis of various
alternative exemption criteria,
performed by an independent
contractor. Documentation of these
factors is part of the public record for
this rule.

The preamble to the proposed rule
described all exemption criteria
considered by EPA, and requested
comment on several alternatives. The
Agency received few public comments
on the proposal, although several of the
commenters were organizations
representing a substantial number of
chemical manufacturing firms. Most
commenters approved of the proposed
exemption standards; there were few
objections or suggested changes.
Accordingly, this final rule contains only
minor changes in the content of the
standards. This final rule also reflects
little change in the Agency's objectives,
methodology, and economic justification
for the exemption standards. This
preamble therefore only summarizes
EPA's objectives and rationale for the
rule. The preamble to the proposed rule
contains a more detailed discussion of
these points.

During the past year the Agency has
considered limiting the scope of the
small manufacturer exemption rule in
order that the rule would apply only to
manufacturers of substances listed on
the initial or revised TSCA Chemical
Substances Inventory, and not to
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chemicals added to the Inventory after
completing premanufacture notice
review. EPA has determined, however,
that this type of change in scope is not
necessary to meet the Agency's
information needs. The final rule
therefore has the same scope as the
version proposed in 1982; it is applicable
to manufacturers of all chemical
substances, regardless of when the
substances were listed on the Inventory.
EPA's reasons for suggesting and then
rejecting this change are set forth in Unit
IV of this preamble.

IL. Scope and Content of the Final Rule

The final rule contains two exemption
standards. These standards will be
applicable to chemical manufacturers
(including importers), but not to
chemical processors. At present, EPA
will continue to develop exemption
standards for small processors on a rule-
by-rule basis, All data in this preamble
represent the manufacturing portion of
the chemical industry.

The exemption standards in this final
rule will apply to all manufacturers of
chemical substances subject to TSCA
section 8(a) reporting and recordkeeping
rules, unless the Agency specifically
provides otherwise in a particular
section 8(a) rule. A manufacturer of
these chemical substances will qualify
as “small" if it meets either of the
exemption standards set forth below:

1. First standard. A chemical
manufacturer will qualify as “small”
under this standard if the total annual
sales revenue of all plant sites that it
owns or controls (or which are owned or
controlled by its foreign or domestic
parent company, if any) is less than $40
million. However, if a manufacturer with
total annual sales of less than $40
million produces (annually) over 45,400
kilograms (100,000 pounds) of a
particular subject chemical at a
particular plant site, that manufacturer
will not qualify as small with regard to
that chemical at that plant site.

Under this first standard, a company
that meets the sales criterion for small
but does not meet volume criterion for
all of its sites will be subject only to
reporting or recordkeeping for sites
producing 45,400 kilograms or more of
the chemical per year.

- 2. Second standard. A chemical
manufacturer will qualify as small if the
total annual sales revenue of all plant
sites that it owns or controls (or that are
owned or controlled by its foreign or
domestic parent company, if any) is less
than $4 million, regardless of the
quantity of chemicals produced by that
firm.

For purposes of these two standards,
total annual sales means the total

revenue generated by the sale of all
products, including non-chemical
products, that are produced at all sites
owned or controlled by the
manufacturer and its parent company, if
any. EPA will periodically adjust, as
necessary, the sales values of both
standards to allow for inflation after the
promulgation of this rule. The Agency
will use an index from the Bureau of
Labor Statistics (BLS) for this purpose:
the Producer Price Index for Chemicals
and Allied Products.

EPA recognizes the possibility that the
sales values may also be subject to
deflationary economic trends. The
Agency would adjust the sales values
downward if significant deflation were
to occur. However, the likelihood of
deflation in amounts significant enough
to trigger adjustment of the sales values
is extremely small. For purposes of
convenience, then, this rule will refer to
the mechanism for adjusting the sales
values as an inflation index.

Companies will use the corporate
fiscal year as the 12-month period for
which both annual sales and production
volume are to be calculated. In the first
standard, annual production volume
means the total amount of a chemical
substance produced or imported during
the designated 12-month period.

A parent manufacturing company is
one which owns or controls another
company. Ownership or control exists
when a parent company owns 50
percent or more of another company's
voting stock or other equity rights, or
has the power to control the
management and policies of the other
company. This definition is drawn from
the 1977 Economic Census Report of
Organization of the United States
Department of Commerce.

Plant site means a contiguous
property unit which serves as the
location for chemical manufacturing.
There may be more than one
manufacturing plant located on a
particular site.

IIL. Agency Objectives

Industry compliance with TSCA
reporting and recordkeeping
requirements involves the expenditure
of time, money, and personnel
resources. These costs have particular
impact on companies which have
limited financial and personnel
resources. Such manufacturers tend to
have fewer administrative personnel
and less capability for data compilation
and recordkeeping than do larger firms.

In spite of the potential burden
imposed on small manufacturers by
reporting rules, some commenters
opposed the establishment of any
exemption based on company size.

T
—

These commenters stated the Agency's
information needs may be greater whep
smaller companies are involved,
because small firms may be less able 1,
maintain proper precautions for
pollution and exposure control, Withoy
expressing any views on the merits of
this claim, EPA’s response is that the
establishment of a small manufacturer
definition is not a discretionary action,
Section 8(a) requires the establishment
of a small business exemption; in
enacting TSCA, Congress recognized a
need “to protect small manufacturers
from unreasonably burdensome
reporting requirements” (Conf. Rep. No,
94-1679, 94th Cong., 2d Sess. 80 (1976)),

However, in establishing a small
manufacturer exemption, EPA does not
intend to ignore its information
gathering responsibility. The
information collection authority of
TSCA section 8(a) reflects congressional
recognition of EPA's need for sufficient
data from the chemical industry.
Congress acknowledged that EPA needs
sufficient data to accurately assess the
risk potential of individual chemicals.
Based on this congressional intent, the
Agency has concluded that it is
inappropriate to exempt a company
from section 8(a) reporting requirements
if the firm produces a subject chemical
in substantial quantities. High volume
chemical production reflects a greater
potential for environmental release.
Production data therefore would be
valuable to EPA as a measure of
chemical exposure risk.

The Agency has structured the
exemption standards to balance the
need for risk-related information with
the need to minimize the reporting and
recordkeeping burden on small
manufacturers. While each standard
contains a measure of a company's
available resources, the first standard
also contains a criterion which
measures chemical production volume
and thereby reflects EPA’s information
needs.

EPA also has the authority to change
the general exemption standards
contained in this rule in appropriate
cases when Agency access to necessary
information is blocked by the ;
exemption. The Agency therefore will be
able to gain access to information on the
production activities of the smallest
manufacturers, if necessary for effective
risk assessment. However, when
changing the general exemption
standards for a specific rule, EPA must
follow full notice and comment
rulemaking procedures with regard to
the amended standards.

EPA has an additional objective for
the general exemption standards. The
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standards should not prevent section

g(a) rules from providing information
representative of firms of different sizes.
Large and small firms have varying
amounts of capital available, and
therefore may utilize different

production processes, technigues, and
equipment. Different methods of
production may cause the potential for
chemical exposure to vary among large
and small firms, It is important for the
Agency to be able to monitor these
differences, In order to ensure that EPA
will receive representative section 8(c)
data, the parameters of the exemption
standards have been structured to allow
the Agency to obtain production, use,
and exposure data from some small
firms.

A final requirement-for the standards
is that they be easily analyzed and
applied by both industry and the
Agency. EPA has selected exemption
criteria that represent readily available
data. These data enable identification of
companies which would be likely to
qualify for an exemption. The standards
can also be easily enforced, because the
selected criteria will enable EPA to
monitor compliance with the exemption.

IV. Possible Change in the Scope of the
Rule

As noted in Unit 1.B., above, during
the time since this rule was proposed
the Agency has considered and rejected
areduction in the scope of the general
exemption standards contained in the
proposed rule, This decision is based on
recent EPA evaluation of the relative
impact of the exemption standards set
forth in this rule on the Agency’s ability
to gather section 8(a) data from
manufacturers of different types of
chemicals.

EPA considered making the standards
applicable only to manufacturers of
chemical substances which were
reported for the initial TSCA Inventory
or the revised Inventory, and not to
manufacturers of chemicals that are new
or have been subject to premanufacture
notification.”The Agency thought that
the general exemption standards could
possibly hinder EPA’s ability to gather
production data on new or recently
commercialized chemicals, and thus
make it difficult for the Agency to
monitor the activities of relatively small
firms that produce such chemicals. in
view of this concern, the EPA
tonsidered developing separate, more
stringent exemption standards for small
manufacturers of new or recently
tommercialized chemicals.

However, after reviewing this option
the Agency determined that a single set
of exemption standards will not prevent
the Agency from meeting its information

needs with section 8(a) rules, regardless
of the type of chemicals involved. The
economic data supporting this decision
are contained in the public record for
this rule. EPA therefore is promulgating
this rule as it was proposed, with
general exemption standards applicable
to manufacturers of all chemical
substances, old and new.

V. The Exemption Standards

EPA is establishing general exemption
standards that will be applicable to all
future section 8(a) rules, with limited
exceptions. Industry representatives
have expressed their preference for
exemption criteria that are easily
understood and predictable from rule to
rule. Commenters on the proposed rule
approved of EPA's plan to establish a
set of general standards that will clearly
indicate the exemption status of
individual companies, and thereby
provide predictability to those
companies for their long range planning.
General exemption standards also will
decrease administrative costs to EPA by
enabling the Agency to avoid .
::ltablishlng new standards for each

e,

This rule contains two baseline
exemption standards, the first of which
contains two parameters, or criteria for
exemption. The second standard
consists of a single exemption criterion.

A. Structure of the First Standard

The structure of the two-parameter
exemption standard remains unchanged
from the proposed rule. The parameters
are total annual plant site production
volume per chemical and total annual
company sales (the latter including total
sales of the parent company or
subsidiary(ies), if any). Manufacturers
are required to meet both parameters in
order to qualify for an exemption from
reporting requirements under this
standard.

Plant site production volume is an
“information” parameter that makes the
first exemption standard sensitive to
chemical exposure potential. Industry
representatives have expressed their
recognition of EPA’s need for
information under TSCA section 8(a),
and production volume enables the
exemption standard to reflect those
information needs. The Agency did
consider a number of other parameters
during the development of the proposed
rule, including: total annual company
profit, total company assets, total
annual company sales, annual chemical
sales, total number of company
employees, and market share per
chemical. Of all parameters considered
by EPA, production volume was judged
to best approximate exposure potential,

The Agency's rationale in selecting this
information parameter is set forth in
greater detail in the preamble to the
proposed rule.

EPA has also included a total annual
sales criterion in the first exemption
standard as a “resource” parameter.
This additional parameter ensures that
the standard will be an accurate
indicator of the financial resources
available to a manufacturer for
compliance with reporting and
recordkeeping requirements.

EPA's economic analysis indicated
that an exemption standard containing
production volume and total sales
parameters, with manufacturers
required to meet both parameters in
order to qualify for an exemption from
reporting requirements, will best enable
EPA to meet its objectives for the small
manufacturer exemption. The Agency
would not receive sufficient information
for its regulatory purposes from a
reporting rule containing an exemption
standard with a single “resource"
criterion, because a rule with such a
standard would not be sensitive to the
exposure potential of some high
production volume plant sites. The value
of the “resource™ parameter would have
to be set low enough for EPA to obtain
an adequate amount of plant site data,
thereby preventing some relatively small
firms from qualifying for an exemption.
However, a two-parameter standard
will ensure that future section 8(a) rules
will provide EPA with sufficient
information on the chemicals subject to
those rules, while targeting the
exemption toward firms with the fewest
available resources.

A majority of the commenters on the
proposed rule approved of the structure
and criteria of the two-parameter
standard. Although EPA specifically
requested comment on the possible use
of employee number as a measure of
company size, only one comment on
employee number was received; that
commenter advised against using
employee number in the first exemption
standard. Nevertheless, several
commenters did object to the exemption
parameters chosen by EPA for the first
standard, stating that production volume
and total sales criteria are inadequate
measures of chemical exposure potential
and a company's available resources.
The only alternative parameters
suggested in the public comments were
total annual chemical sales and market
share per chemical.

EPA maintains that neither chemical
sales nor market share is an adequate
substitute for the chosen parameters. A
parameter that measures only chemical
sales would not reflect a diversified
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firm's full financial capabilities, because
chemical sales may be only a small part
of the total revenue a company receives
from sale of all products. Thus, a
chemical sales criterion would not
always be an accurate measure of a
firm's ability to handle a reporting
burden.

In addition, chemical sales revenue is
not regularly reported as a separate line
item in a company'’s financial
statements unless chemical sales are a
major part of a firm's business. For
many companies, chemical sales are not
the primary product line. These
companies and EPA may have
considerable difficulty in determining
the amount of total annual chemical
sales. A total sales parameter is
therefore preferable as a “resource”
parameter, in terms of both accuracy
and practicality.

Market share is also an impractical
exemption criterion, for two reasons.
First, market share is a less accurate
“information" parameter than
production volume. Market share is a
relative measure of exposure potential,
rather than an absolute measure. It is
possible that a firm with a large share of
a small market for a particular chemical
may present less potential for exposure
than a firm with a small share of the
total industry production of a large
volume chemical. There is less potential
for such inaccuracy with the production
volume parameter.

EPA has also concluded that market
share is often difficult to determine and,
as an exemption criterion, would be
difficult for EPA to enforce. While many
firms may be able to calculate their
share of the market for their products, it
is unlikely that al! chemical
manufacturers will be able to do so.
Furthermore, EPA and individual
chemical firms may not have access to
the proprietary data needed to judge
market share accurately.

B. Parameter Values in the First
Standard

In selecting parameter values, EPA
has defined “small” in terms of company
resources and Agency information
needs.

EPA recognizes that general
exemption standards by their very
nature are likely to prevent the Agency
from obtaining information on some
chemicals subject to section 8(a) rules;
certain subject chemicals may be
produced solely by manufacturers that
qualify as small firms, thereby
preventing the Agency from receiving
any reports on those chemicals.
Although EPA intends to exempt as
many small manufacturers as possible
from future reporting requirements, the

Agency also has sought to limit the
number of zero-report chemicals by
establishing a ceiling for the range of
acceptable parameter values—a level
beyond which the amount of information
lost becomes too great for effective risk
assessment.

EPA has determined that the
maximum acceptable percentage of
zero-report chemicals is 10 percent, and
has assigned values to the exemption
parameters which will cause the Agency
to lose information on no more than 10
percent of all chemicals subject to future
section 8(a) rules. (In specific cases
involving section 8(a) rules for
chemicals for which no reports will be
received, EPA will have to determine
whether its information needs warrant a
rule-specific change in the exemption
standards.) EPA's rationale in making
this determination of allowable
information logs is described in greater
detail in the preamble of the proposed
rule (47 FR 27209), ard remains
unchanged here. Although EPA
specifically requested public comment
on this point, the Agency did not receive
any adverse comments.

The exemption standards in this rule
also will maximize the number of
individual manufacturing plant sites
(locations) reporting under the
exemption standards, in order to
monitor the different production
processes and techniques utilized by
different sized firms.

Commenters on the proposed rule did
not express any objection to the value
assigned to the production volume
parameter; 45,400 kilograms (100,000
pounds) per chemical per plant site. This
amount of production represents a cut-
off point beyond which EPA regards
exposure potential (and Agency
information needs) as significant.

The major point of concern among
commenters was the $30 million value
assigned to the total sales parameters of
the first exemption standard. Several
commenters stated that this proposed
value should be increased in the final
rule, in order that the parameter reflect
the effects of inflation since 1980, the
year of the Proposed Rule Related
Notice for the exemption rule. These
commenters stated that, because of
inflation, the $30 million figure now
represents a smaller chemical firm than
it did in 1980. The sales parameter is
therefore too low to identify accurately
the type of small firm that EPA seeks to
exempt. The commenters suggested that
a sales parameter value of $40 million
would reflect the impact of inflation on
both sales revenue and reporting costs.

EPA also recognizes that inflation will
have an ongoing impact on the ability of
the sales parameter to accurately reflect

ey

a'company's financial resources. The
Agency therefore has changed the valye
of the total annual sales parameter in
the final rule to $40 million. This
adjusted sales figure will more
accurately reflect a small
manufacturer’s current ability to comply
with reporting requirements.

EPA calculated the $40 million figure
using the BLS Producer Price Index for
Chemicals and Allied Products. This
Index was mentioned in the preamble to
the proposed rule, Commenters on the
proposal generally agreed that this
Index accurately measures the impact of
inflation within the chemical industry.
The Index reflects a cumulative
inflationary increase of approximately
30 percent during the past three years.
Thus, $30 million in 19879 dollars
translates to an approximate value of
$40 million in 1983.

C. The Second Exemption Standard

The final small manufacturer
exemption contains a second standard
that is independent of the first, but that
also utilizes a total annual sales
criterion. The purpose of this standard is
to ensure that there will be no reporting
burden on the manufacturers with the
smallest available financial and
personnel resources. The value assigned
to this standard in the final rule is $4
million, $1 million more than was
originally proposed. As with the first
exemption standard, this adjustment
was made to account for inflation, using
the BLS Producer Price Index.

D. Combined Impact of the Two
Exemption Standards

In proposing the small manufacturer
exemption standards, EPA used an
economic support analysis, contained in
the public record, to demonstrate the
probable impact of the sales figures
contained in the standards. Agency
analysts have since reviewed the
existing economic data, and have
determined that adjustment of the sales
criteria for inflation will not significantly
alter the anticipated impact of the
exemption standards.

Thus, the two standards together will
exempt approximately 36 percent of all
chemical manufacturing firms subject to
section 8(a) rules, The two standards
will exempt approximately 12 percent of
the total number of manufacturing sites
from reporting and recordkeeping
requirements. The total reporting and
recordkeeping cost to the chemical
industry will be reduced by
approximately 15 percent. y

The final exemption standards will
enable EPA to achieve its purpose qf
defining “small’" within the constraints
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of Agency information requirements. In
addition to the fact that 100 percent of
all firms with less than $4 million in

sales will be exempt, the economic
analysis indicates that the standards

will also exempt over 62 percent of firms
with less than $40 million in sales. The
analysis further indicates that the

impact of the exemption will be
concentrated among smaller firms.

With regard to the potential
information loss, the Agency can expect
to lose information on approximately 10
percent of all existing chemicals that are
subject to future section 8(a) reporting
requirements. These zero-report
chemicals would be concentrated
primarily in the low- and mid-production
volume range. As previously described,
this projected amount of information
loss represents the maximum amount
that the Agency has determined it can
afford to lose and still be capable of
effective chemical risk assessment.

In cases where the Agency believes
that the exemption standards will
prevent it from obtaining adequate
information on chemicals of particular
concern, EPA may use rulemaking
procedures to change the standards to
obtain more data. Such changes would
be applicable to individual rules only
and would be subject to public
comment. They are not expected to be
necessary on a regular basis.

EPA has also determined that the
general exemption standards will reduce
by approximately 15 percent the total
number of chemical reports that the
Agency would have received had there
been no exemption. The overall
percentage of reports lost will probably
be somewhat less than 15 percent,
because in certain cases the Agency
may change the exemption standards to
obtain more data on particular
chemicals.

Two commenters claimed that the
exemption standards did not contain
criteria that would be sensitive to the
varying risks posed by chemicals with
different levels of toxicity. In developing
the standards contained in this rule,

EPA found it difficult to identify a single
set of quantitative exemption criteria
that would reflect chemical toxicity. The
Agency therefore chose the more easily
measured criteria of total annual sales
and plant site production volume.
However, despite the use of these non-
loxicity criteria, EPA anticipates that
Section 8(a) reporting rules will provide
sufficient information for effective risk
assessment. As noted above, EPA has
SfTU_ctqred the exemption standards to
minimize the Agency's information loss.
EPA expects to receive adequate
information for risk assessment

Purposes, including health and

environmental effects data, from larger
firms and plant sites that do not qualify
for the exemption. Moreover, the
Agency can change the general
exemption standards, by rule, if its
information needs warrant such action.

EPA therefore has concluded that it
need not create exemption standards
that are sensitive to toxicity risk, as long
as EPA is able to use section 8(a) rules
to obtain the data it needs for effective
risk assessment; the current exemption
standards would not adversely affect
the Agency's chemical assessment
activities.

E. Indexing the Sales Values

Several commenters suggested that
the rule be amended to include an
automatic annual inflation adjustment
for both sales criteria. An automatic
adjustment provision would ensure that
the sales criteria will continue to reflect
the current desired impact of the
exemption, despite changing economic
conditions.

An adjustment of the sales value may
not be necessary on an annual basis,
particularly if no new section 8(a) rules
are promulgated during a given year or
the rate of inflation is relatively low. In
addition, each automatic adjustment
would require preparation of a Federal
Register notice, which in turn would
require an annual expenditure of
Agency resources. By maintaining
discretionary authority to adjust the
sales figures for inflation as necessary,
whenever a new reporting rule (with
exemption) is promulgated, EPA will
minimize the additional administrative
burden while ensuring that the
exemption standards continue to reflect
current economic conditions.

Thus, in the final rule the Agency
retains discretionary authority to adjust
the sales figures, as necessary, to
account for inflation. Adjustments will
be made only when a new reporting rule
is being promulgated and a significant
amount of inflation has occurred since
the most recent previous adjustment of
the exemption values. In view of the
effects of inflation since 1980, EPA will
regard a 20 percent or greater increase
in the BLS Producer Price Index as a
“significant"” inflationary increase.

V1. Judicial Review

Judicial review of this final rule may
be available under section 19 of TSCA
in the United States Court of Appeals
for the District of Columbia or for the
circuit in which the person seeking
review resides or has its principal place
of business. To provide all interested
persons an equal opportunity to file a
timely petition for judicial review and to
avoid so called “races to the

courthouse,” EPA is promulgating this
rule for purposes of judicial review two
weeks after publication in the Federal
Register, as reflected in the "DATES"
Unit of this notice. The effective date of
this rule has, in turn, been calculated
from the promulgation date,

VIIL Rulemaking Record

The documents listed below constitute
the administrative record for this rule
(docket number OPTS-80011C). All
documents, including the index to this
public record, are available to the public
in the OPTS Reading Room, 8:00 a.m. to
4:00 p.m. weekdays, except legal
holidays (Rm. E-107, 401 M St., SW.,
Washington, D.C. 20460). This record
includes basic information considered
by the Agency in developing the final
rule. The record includes the following
categories of information, which are
more specifically described in the TSCA
Small Manufacturer Exemption Rule
Index to the Public Record:

1. The Proposed Rule-Related Notice
(45 FR 66180 (October 6, 1980)).

2. Written comments received in
response to the Proposed Rule-Related
Notice.

3. The Proposed Rule (47 FR 27206
(June 23, 1982)).

4. Written comments received in
response to the Proposed Rule.

5. Minutes of all meetings between
EPA personnel and persons outside the
Agency pertaining to the development of
this rule,

6. Records of all communications
between EPA personnel and persons
outside the Agency pertaining to the
development of this rule.

7. Inter- and intra-agency memoranda
and communications which are
specifically not