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Rules and Regulations

Tnis section of the FEDERAL REGISTER
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 145 and 147
[Docket No. 85-029)

National Poultry improvement Plan
and Auxiliary Provisions

AGENCY: Animal and Plant Health
Inspection Service, USDA.
acTion: Final rule.

SUMMARY: This document amends the
National Poultry Improvement Plan
(NPIP) and its auxiliary provisions by:
(1) Amending the definition of :
Salmonella to include the arizona group;
(2) adding the microhemagglutination
inhibition test and the enzyme-labeled
immunosorbent assay (ELISA) test as
supplemental tests for M. gallisepticum
and M. synoviae for chicken breeding
flocks and turkey breeding flocks and as
& supplemental test for M. meleagridis
for turkey breeding flocks: {3)
establishing criteria for allowing egg
yolk testing for monitoring testing for
the M. gallisepticum and M. synoviae
classifications for multiplier chicken
breeding flocks; (4) establishing criteria
for classifying States as “U.S. M.
Gallisepticum Clean State, Meat-Type
Chickens™; (5) establishing criteria for
classifying turkey breeding flocks as
“U.S. M., Synoviae Clean; (6) providing
that primary breeding flocks of
waterfowl and of exhibition poultry
located in U.S. Pullorum-Typhoid Clean
States may be qualified under certain
conditions as “U.S. Pullorum-Typhoid
Clean” with less than an annual test of
300 birds: (7) and establishing
procedures for filling vacancies of
certain positions on the General
Conference Committee. It has been
determined that changes (1) through (6)

Federal Register
Vol. 50, No. 92

Monday, May 13. 1985

are necessary in order to incorporate in
the NPIP the latest effective procedures
to facilitate control of pouliry diseases.
The intended effect is to improve poultry
and poultry products. It has been
determined that change (7) is warranted
in order to help provide orderly
procedures for ensuring full and fair
participation on the General Conference
Committee.

EFFECTIVE DATE: June 12, 1985,

FOR FURTHER INFORMATION CONTACT:
Dr. LL. Peterson, Senior Coordinator,
National Poultry Improvement Plan, VS,
APHIS, USDA, Room 828, Federal
Building, Hyattsville, MD 20782, (301)
436-5140.

SUPPLEMENTARY INFORMATION:
Background

In a document published in the
Federal Register on January 18, 1985 (50
FR 2684-2689), the Department proposed
to amend portions of the provisions
governing the National Poultry
Improvement Plan and Auxiliary
Provisions (contained in 8 CFR Parts 145
and 147 and referred to below as the
regulations) by (1) amending the
definition of Salmonella to include the
arizona group; (2) adding the
microhemagglutination inhibition test
and the enzyme-labeled immunosorbent
assay (ELISA) test as supplemental tests
for M. gallisepticum and M. synoviae
for chicken breeding flocks and turkey
breeding flocks and as a supplemental
test for M. meleagridis for turkey
breeding flocks; (3) establishing criteria
for allowing egg yolk testing for
monitoring testing for the M.
gallisepticum and M. synovice
classifications for multiplier chicken
breeding flocks; (4) establishing criteria
for classifying States as "U.S. M.
Gallisepticum Clean State, Meat-Type
Chickens"; (5) establishing criteria for
classifying turkey breeding flocks as
“U.S. M. Synoviae Clean"; (6) providing
that primary breeding flocks of
waterfow] and of exhibition poultry
located in U.S. Pullorum-Typhoid Clean
States may be qualified under certain
conditions as “U.8, Pullorum-Typhoid
Clean" with less than an annual test of
300 birds; (7) and establishing
procedures for filling vacancies of
certain positions on the General
Conference Committee,

Comments were solicited concerning
the proposal for a 80-day period ending

March 19, 1885. Three comments were
received. These comments were from
representatives of the poultry industry.
These comments have been carefully
considered and are discussed below.
Based on the reasons set forth in the
proposal, the provisions of the proposal
have been adopted in the final rule
except as explained below.

U.S. M. Gallisepticum Clean State,
Meat-Type Chickens

The three comments concerned the
proposal to establish a new § 145.34(b)
to set forth a mechanism for designating
a State as a “U.S. M. Gallisepticum
Clean State, Meal-Type Chickens."”
Proposed § 145.34(b) provided the

- following:

US. M. Gallisepticum Clean State, Meat-
Type Chickens. (1) A State will be declared o
U.S. M. Callisepticum Clean State, Meat-
Type Chickens, when it has been determined
by the Service that:

(i) No M. gollisepticum is known to exist
nor to have existed in meat-type chicken
breeding flocks in production within the State
during the preceding 12 months;

{1i) All meat-type chicken breeding flocks
in production are classified as U.S. M.
Gallisepticum Clean or have met equivalent
requirements for M. ga/lisepticum control
under official supervision;

(iii) All hatcheries within the State which
handle meat-type chicken products must
handle products which are classified as U.S.
M. Gallisepticum Clean or have met
equivalent requirements for M. gallisepticum
control under official supervision;

(iv) All shipments of meat-type chicken
products other then those classified as U.S.
M. Gallisepticum Clean, or equivalent, into
the State are prohibited;

(v) All persons performing pouitry discase
diagnostic services within the State are
required to report to the Official Stale
Agency within 48 hours the source of all
meat-type chicken specimens that have been
identified as being infected with AL
gallisepticum;

{vi) All reports of M. gollisepticum
infection in meat-type chickens are promptly
followed by an investigation by the Official
State Agency to determine the origin of the
infection;

[wii) All meat-type chicken flocks found to
be infected with M. gollisepticum are
quarantined until marketed under supervision
of the Official State Agency.

(2) Discontinuation of any of the conditions
described in paragraph [b)(1) of this section,
or if repeated outbreaks of M. gallisepticum
occur in meat-type chicken breeding flocks
described in parageaph (B)(1)(1) of this
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section, or if an infection spreads from the
originating premises, the Service shall have
grounds to revoke its determination that the
State is entitled to this classification. Such
action shall not be taken until a thorough
investigation has been made by the Service
and the Official State Agency hos been given
an opportunity for & hearing,

The three commenters apparently
were concerned that the terms “"meat-
type chicken products.” “meal-type
chicken specimens,” “meat-type
chickens,” and “meat-type chicken
flocks™ as used in proposed § 145.34(b)
would be interpreted to include
products, specimens, chickens, and
flocks from other than meat-type
chicken breeding flocks. The
commenters requested that the
regulations be clarified to indicate that a
State's eligibility for such a designation
would depend solely on factors relating
to meat-type chicken breeding flocks
and would not depend on factors
relating to any other types of poultry,
such as exhibition pouliry.

It was intended that the criteris for
such designation be based solely on
factors relating to meat-type chicken
breeding Nocks, which are a part of the
commercial broiler industry. The
designation was not intended for any
other types of poultry, such as
exhibition poultry. Therefore, in the final
rule the references in § 145.34(b) to
products, specimens, chickens, and
flocks are clarified to indicate that they
relate solely to meat-lype chicken
breeding flocks.

Executive Order 12291 and Regulatory
Flexibility Act

This action has been reviewed in
conformance with Executive Order
12291, and has been classified as not a
“major rule." The Department has
determined that this action will have an
annual effect on the economy of less
than $100 million; will not cause a major
increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; and will
not have a significant adverse effect on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markels. .

The regulations, among other things,
provide for testing for pullorum-typhoid,
M. gallisepticum, M. synoviae, and M.
meleagridis. The blood testing and egg
yolk testing provisions included in the
final rule are designed to provide
additional testing alternatives, for use at
the flockowner's option. The criteria for
classifying States us "U.S. M.

Gallisepticum Clean State, Meat-Type
Chickens," and for classifying turkey
breeding flocks as “U.S. M. Synoviae
Clean" will allow recognition of those
States and flocks that meet optimum
control program standards. The
amendments will not cause significant
changes in the costs of producing or
buying poultry and poultry products or
in the amount of poultry and poultry
products marketed.

Under the circumstances explained
above, the Administrator of the Animal
and Plant Health Inspection Service has
determined that this action will not have
a significant economic impact on a
substantial number of small entities.

List of Subjects in 9 CFR Parts 145 and
147

Animal diseases, Poultry and poultry
products, National Poultry Improvement
Plan.

Accordingly, Parts 145 and 147 of 9
CFR are amended as follows:

PART 145—NATIONAL POULTRY
IMPROVEMENT PLAN

1. The authority citation for 8 CFR
Part 145 is revised lo read as set forth
below and the authority citations
following all the sections in Part 145 are
removed:

Authority: 7 U.S.C. 429 7 CFR 2.17, 251,
and 371.2(d).

2.1n § 1451, paragraph (cc) is revised
to read as follows:

§ 145.1 Definitions.

(ce) Salmonella. Any bacteria
belonging to the genus Salmonella,
including the arizona group.

3. In § 145.10, the tex! of paragraphs
(c) and {e) is revised and a new
paragraph (j) is added to read,
respectively, as follows:

§ 145.10 Terminology and classification;
fiocks, products, and States.

(¢) U.S. M. Gallisepticum Clean. (See
§ 145.23(c). § 145.23(f), § 145.33(c),
§ 145.33(f), § 145.43(c), and § 145.53(c).)

(e) U.S. M. Synoviae Clean. (See
§ 145.23(e), § 145.23(g). § 145.33(e),
§ 145.33(g), and § 145.43{e)).

(i) U.S. M. Gallisepticum Clean State,
Meat-Type Chickens. (See § 145.34(b).)

U.S.
M. GALLISEPTICUM
CLEAN STATE

MEAT-TYPE CHICKENS

[ J

Figure 11

4. In § 145.14, "or Arizona" is removed
from the fourth sentence of paragraph
(a)(10).

5. In § 145.14, paragraph (b)(1) is
revised and a new paragraph (c} is
added to read as follows:

§ 145.14 Blood testing.

(b) For M. gallisepticum and M.
synoviae: (1) The official blood tests for
M. gallisepticum and M. synovice shall
be the serum plate agglutination test. the
tube agglutination test, the
hemagglutination inhibition (HI) test, the
microhemagglutination inhibition test,
the enzyme-labeled immunosorbent
assay (ELISA) test ! or a combination of
two or more of these tests. The HI test,
the microhemagglutination inhibition
test, and the ELISA test shall be used 0
confirm the positive results of other
serological tests. HI titers of 1:40 or less
may be interpreted as equivocal, and
final judgment may be based on further
samplings and/or culture of reactors.

' Procedures for the enzyme-labeled
immunosorbent aasay (ELISA) tes) are sel forth in
the following publications:

AA. Ansari, R.F. Taylor, T.S. Chiang, “Application
of Enzyme-Linked Immunosorbent Assay for
Detecting Antibody to Mycoplusma gallisopticum
Infections in Poultry,” Avian Diseases, Vol. 27, No
1. pp. 2135, jJanuary-March 1983 and

H.M. Opitz, |.B. Duplessis, and M.J. Cyr. “Indirect
Micro-Enzyme-Lioked Immunosorbent Assay for the
Detection of Antibodies 1o Mycoplasma synovise
and M. gallisepticum,” Avian Dizeases. Vol. 27, No
3. pp. 773788, July-September 1883: and

H.B. Ortmayer and R. Yamamoto, "Mycoplusms
Meleagridis Antibody Detection by Enzyme-Linked
Immunosorbent Assay (ELISAL" Proceedings, dob
Westorn Poultry Diseqse Conference. pp. 6340,
March 1961
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(¢) For M. meleagridis. The official
blood tests for M. meleagridis are
specified in § 145.43(d)(2).

6. Section 145.23 is amended by
adding a new paragraph (c){1)(ii)(C) to
read as follows:

§145.23 Terminology and classification;

flocks and products,
[C) L N ¥
(M 554

(ii)

(C) At intervals of not more than 30
days, egg yolk testing shall be
conducted in accordance with § 147.8.

7. In § 145.23, paragraph (e}{1)(ii) is
mvi?ed to read as follows:

(e L

(1) A ae29

(i} It is a multiplier breeding flock
which originated as U.S. M. Synoviae
Clean chicks from primary breeding
flocks and from which a sample
comprised of a minimum of 75 birds has
been tested for M. synoviae as provided
in § 145.14(b) when more than 4 months
of age: Provided, That to retain this
clagsification, the flock shall be
subjected to one of the following
procedures:

(a) At intervals of not more than 80
days, a sample of 50 birds shall be
tested: Provided, That a sample of less
than 50 birds may be tested at any one
time, provided that a minimum of 30
birds per flock with & minimum of 15
birds per pen, whichever is greater, is
tested each time and a total of at least
50 birds is tested within each 90-day
period; or

(b) At intervals of not more than 30
days, egg yolk testing shall be
conduoted in accordance with § 147.8.

8, Section 145.33 is amended by
adding new paragraph {c)(1)(ii)(C) to
read as follows:

§145.33 Terminology and classification;
flocks and products.

(Cl - . »

(l) L I

(ii) L M

(C) At intervals of not more than 30
days, egg yolk testing shall be
conducted in accordance with § 147.8,

8. In § 145.33, paragraph (e)(1)(ii} is
revised to read as follows:

(e) .

“ CEE

(ii) Tt fs a multiplier breeding flock
which originated as U.S. M. Synoviae
Clean chicks from primary breeding
flocks and from which a sample
comprised of a minimum of 75 birds has

been tested for M. synoviae as provided
in § 145.14(b) when more than 4 months
of age: Provided, That to retain this
classification, the flock shall be
subjected to one of the following
procedures:

(@) At intervals of not more than 90
days, a sample of 50 birds shall be
tested: Provided, That a sample of less
than 50 birds may be tested at any one
time, provided that a minimum of 30
birds per flock with & minimum of 15
birds per pen, whichever is greater, is
tested each time and a total of at least
50 birds is tested within each 80-day
period; or

(b) At intervals of not more than 30
days, egg yolk testing shall be
conducted in accordance with § 147.8.

- . » - L

10. In § 145.34, a new paragraph (b) is
added to read as follows:

§ 14534 Terminology and classification;
States.

[(b) U.S. M. Gallisepticum Clean State,
Meat-Type Chickens. (1) A State will be
declared a U.S. M, Gallisepticum Clean
State, Meat-Type Chickens, when it has
been determined by the Service that:

(i) No M. {allisepubum is known to
exist nor to have existed in meat-type
chicken breeding flocks in production
within the State during the preceding 12
months;

(ii) All meat-type chicken breeding
flocks in production are classified as
U.S. M. Gallisepticum Ciean or have met
equivalent requirements for M.
gallisepticum control under official
supervision;

(iii) All hatcheries within the State
which handle products from meat-type
chicken breeding flocks only handle
products which are classified as U.S. M.
Gallisepticum Clean or have met
equivalent requirements for M.
gallisepticum coritrol under official
supervision;

(iv) All shipments of products from
meat-type chicken breeding flocks other
than those classified as U.S. M.
Gallisepticum Clean, or equivalent, into
the State are prohibited:

(v) All persons performing poultry
disease diagnostic services within the
State are required to report to the
Official State Agency within 48 hours
the source of all specimens from
chickens from meat-type chicken
breeding flocks that have been
identified as being infected with M,
gallisepticunr;

(vi) All reports of M. gallisepticum
infection in chickens from meat-type
chicken breeding flocks are promptly
followed by an investigation by the

Official State Agency to determine the
origin of the infection;

(vii) All chickens from meat-type
chicken breeding flocks found to be
infected with M. gallisepticum are
quarantined until marketed under
supervision of the Official State Agency.

(2) Discontinuation of any of the
conditions described in paragraph (b)(1)
of this section, or if repeated outbreaks
of M. gallisepticum occur in meat-type
chicken breeding flocks described in
paragraph (b)(1)(ii) of this section, or if
an infection spreads from the originating
premises, the Service shall have grounds
to revoke its determination that the
State is entitled to this classification.
Such action shall not be taken until a
thorough investigation has been made
by the Service and the Official State
Agency has been given an opportunity
for a hearing.

11. In § 14543, paragraph (d)(2) is
revised and a new paragraph (e) is
added to read as follows:

§ 145.43 Terminology and classification;

flocks and products,
(d) ..
{2) The official blood tests for M.

meleagridis shall be the serum plate
agglutination test, the tube agglutination
test, or the microagglutination test. The
hemagglutination inhibition (HI) test,
microhemagglutination inhibition test,
serum plate dilution test,
microagglutination test and the enzyme-
labeled immunosorbent assay (ELISA)*
test may be used as supplemental tests
to determine the status of the flock, in
accordance with § 147.6(b).

(e) U.S. M. Synoviae Clean. (1) All
birds, or a sample of at least 100 birds
from flocks of more than 100 and each
bird in flocks of 100 or less, have been
tested for M. synovice when more than
4 months of age in accordance with the
procedures in § 145.14(b): Provided, That
to retain this classification a minimum
of 30 samples from male flocks and 80

* Procedures for the enzyme-labeled
immunosorbent aseay (ELISA) test are set forth in
the following publications:

AA. Ansar, R.E. Taylor, T.S, Chang, "Application
of Enzyme-Linked Immunosorbent Assay for
Detecting Antibody to Mycoplasma gallisepticam
Infections in Poultry,” Avian Disecses, Vol. 27, No.
1. pp. 21-35, January-March 1983; and

HM. Opitz. |.B. Duplessis, and M.]. Cyr., “Indirect
Micro-Enzyme-Linked Immunosorbent Assay for the
Detection of Antibodies 1o Mycoplasma synoviae
and M. gallisepticum,” Avien Diseases, Vol. 27, No
3, pp. 773-788, July-September 1963; and

H.B. Ortmayer and R. Yamamoto, “Mycoplasma
Melesgridia Antibody Detection by Enzyme-Linked
Immunasorbent Assay (ELISA)," Proceedings, 50th
Western Poullry Disease Conference. pp. 63-60,
March 1981,
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samples from female flocks shall be
retested at 28-30 weeks of age and at 4-
6 week intervals thereafter.

(2) When reaclors to the official test
are found and can be identified, tracheal
swabs and their corresponding blood
samples from 10 (all if fewer than 10)
reacting birds shall be submitted to an
authorized laboratory for serological
and cultural examination. If reactors
canno! be identified, at leas! 30 tracheal
swabs and their corresponding blood
samples shall be submitted. In a flock
with a low reactor rate (less than five
reactors) the reactors may be submitted
to the laboratory within 10 days for
serology, necropsy, and thorough
bacteriological examination. When
reactors to the official test are found, the
procedures outlined in § 147.6 will be
used to determine the status of the flock.

(3) Flocks located on premises which,
during 3 consecutive years, have
contained breeding flocks qualified as
U.S. M. Synoviae Clean, as described in
paragraph (e)(1) above, may qualify for
this classification by a negative blood
test of at least 100 birds from flocks of
more than 100 and each bird in flocks of
100 or less, when more than 4 months of
age, and by testing a minimum of 30
samples from male flocks and 60
samples from female flocks at 28-30
weeks of age and at 45 weeks of age.

12. In § 145.53, paragraph (b)(5) is
amended by changing the punctuation
mark at the end of the paragraph from a
period to a colon and adding a new
proviso to read as follows:

§ 14553 Terminology and classification;
flocks and products,

(b) L

{8) * * * And Provided further, That
when a flock is a waterfowl or
exhibition poultry primary breeding
flock located in a State which has been
deemed to be a U.S, Pullorum-Typhoid
Clean State for the past three years, and
during which time no isolation of
pullorum or typhoid has been made that
can be traced to a source in that State, a
bacteriological examination monitoring
program or a serological examination
monitoring program acceptable to the
Official State Agency and approved by
the Service may be used in lieu of
annual blood testing.

PART 147—AUXILIARY PROVISIONS
ON NATIONAL POULTRY
IMPROVEMENT PLAN

13. The authority citation for 9 CFR
Part 147 is revised to read as set forth
below and the authority citations
following all the sections in Part 147 are
removed:

Authority: 7 US.C. 429: 7 CFR 217, 2.51.
and 371.2(d).

§147.6 [Amended)

14, In the heading for § 147.6
“Mycoplasma gallisepticum and
Mycoplasma synoviae" is changed to
"Mycoplasma gallisepticum,
Mycoplasma synoviae, and Mycoplasma
meleagridis."

15, In the material preceding the colon
in paragraph (&) of § 147.6, “M.
gallisepticum or M. synoviae:" is
changed to M. gallisepticum, M.
synoviae, or M. meleagridis:".

16. Par! 147 is amended by adding a
new § 147.8.to read as follows:

§ 147.8 Procedures for preparing egg yolk
samples for diagnostic tests,

The following testing provisions may
be used for retaining the classification
U.S. M. Gallisepticum Clean under
§ 145.23(c)(1)(ii)(C) and 4
§ 145.33(c)(1)(ii){C), and for retaining the
classification U.S, M. Synoviae Clean
under § 145.23(e)(1)(ii)(b) and
§ 145.33(e)(1)(i1)(5).

(a) Under the supervision of an
Authorized Agent or State Inspector, the
eggs which are used in egg yolk testing
must be selected from the premises
where the breeding flock is located,
must include a representative sample of
30 eggs collected from a single day's
production from the flock, must be
identified as to flock of origin and pen,
and must be delivered to an authorized
laboratory for preparation for diagnostic
testing.

(b) The authorized laboratory must
identify each egg as to the breeding
flock and pen from which it originated,
and maintain this identity through each
of the following:

(1) Crack the egg on the round end
with a blunt instrument.

(2) Place the contents of the egg in an
open dish (or a receptacle to expose the
yolk) and prick the yolk with a needle

(3) Using & 1 ml syringe without a
needle, aspirate 0.5 ml of egg yolk from
the opening in the yolk.

(4) Dispense the yolk material in a
tube. Aspirate and dispense 0.5 ml of
PBS (phosphate-buffered saline) into the
same tube, and place in a rack.

(5) After all the eggs are sampled.
place the rack of tubes on a vortex
shaker for 30 seconds,

(6) Centrifuge the samples at 2500
RPM (1000 x g) for 30 minutes.

(7) Test the resultant supernatant for
M. gallisepticam and M. synoviae by
using test procedures specified for
detecting IgG antibodies set forth for
testing serum in § 147.7 (for these tests
the resultant supernatant would be
substituted for serum); except that a

single 1:20 dilution hemagglutination
inhibition (HI) test may be used as a
screening lest in accordance with the
procedures set forth in § 147.7.

Note.—For evaluating the test results of
any egg yolk test, it should be rememberdd
that a 1:2 dilution of the yolk in saline was
made of the original specimen.

§147.11  [Amended]

17. In § 147.11, “or arizonae" is
removed from the first sentence of

paragraph (h).
§147.21 [Amended)

18. In § 147.21, “and Arizona" is
removed from the second sentence of
paragraph (f).

19. In § 147.43, paragraph (c) is revised
to read as follows:

§ 147,43 General Conference Committee.

(c) Three regional members shall be
elected at each Plan Conference. All
members shall serve for a period of 4
years, subject to the continuation of the
Committee by the Secretary of
Agriculture, and may not succeed
themselves: Provided, That an alternate
member who assumed @ Committee
member vacancy following mid-term
would be eligible for re-election to a full
term. When there is a vacancy for the
member-at-large position, the General
Conference Committee shall make an
interim appointment and the appointee
shall serve until the next Plan
Conference at which time an election
will be held. If a vacancy occurs due to
both a regional member and alternate
being unable to serve, the vacant
position will be filled by an election at
the earliest regularly scheduled national
or regional Plan Conference, where
members of the affected region have
assembled.

Done at Washington, D.C., this 8th day of
May 1885,

B.G. Johnson,

Acting Deputy Administrator. Veterinary
Services.

[FR Doc. 85-11482 Filed 5-10-85; 8:45 am)
BILLING CODE 3410-34-M

Food Safety and Inspection Service
9 CFR Parts 307 and 310
| Docket No. 83-031F)

Swine Post-Mortem Inspection
Procedures and Staffing Standards

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Final rule.




Fodonl Register / Vol. 50, No. 92 / Monday, May 13, 1985 / Rules and Regulations

19901

suMMARY: This rule amends the Federal
meal inspection regulations by
establishing new swine post-mortem
staffing standards using a more efficient
inspection procedure for one- and two-
inspector swine slaughter
configurations, and for three-inspector
swine slaughter configurations with
heads detached. For these
configurations, the rule will increase the
number of swine that can be inspected
before a third inspector is required, as
well as the number of sows and boars
that can be inspected on a detached
head inspection configuration. The rule
i1s0 sets forth certain related facility
requirements for inspection. This action
allows higher production rates for the
esiablishments and greater inspection
efficiency for the Department.
EFFECTIVE DATE: July 12, 1985.

FOR FURTHER INFORMATION CONTACT:
Mr. Paul Taylor, Director, Industrial
Engineering and Data Management
Division, Meat and Poultry Inspection
Technical Services, Food Safety and
Inspection Service, U.S. Department of
Agriculture, Washington, DC 20250,
(202) 447-2087.

SUPPLEMENTARY INFORMATION:

Executive Order 12291

I'he Agency has determined that this
rule is not a major rule under Executive
Order 12291, It will not result in an
annual effect on the economy of $100
million or more; a major increase in
costs or prices for consumers, individual
industries, Federal, State, or local
government agencies, or geographic
regions; or significant adverse effects on
competilion, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets,

Through the use of an improved
inspection procedure, this rule could
increase inspection efficiency and
industry productivity in as many as 700
swine slaughter establishments, at little
or no exira cosl

Effect on Smal! Entities

The Administrator, Food Safety and
Inspection Service, has determined that
this rule will not have a significant
economic impact on a substantial
number of small entities, as defined by
the Regulatory Flexibility Act. Pub, L.
96-354 (5 11.S.C. 801). Small and
medium-sized establishments (with one
or two inspectors) will benefit by
gaining mare flexibility in the planning
of slaughter operations, as well as the
Opportunity to increase their
productivity, at little or no extra cost.

Background

Introduction: Post-Mortem Inspection

Section 4 of the Federal Meat
Inspection Act (21 U.S.C. 604) requires
that the Secretary of Agriculture,
through appointed inspectors, carry out
a post-mortem inspection of the
carcasses and parts of certain domestic
food animals, including swine, when
these animals are slaughtered in an
establishment that is subject to
inspection under the Act. Post-mortem
inspection involves an examination by
one or more trained food inspectors,
under veterinary supervision, of the
head, viscera (internal organs), and
carcass of each animal slaughtered, for
the purpose of detecting disease or other
conditions that could render the carcass
or any part thereof unfit for human food
or otherwise adulterated.

With the appropriate facilities,
equipment, and placement of inspection
stations, a swine slaughtering
establishment can set its own
production rates, and the Food Safety
and Inspection Service (FSIS) assigns
sufficient inspectors to carry out
inspection at that rate. In establishments
with relatively low production rates, one
inspector performs the inspection of the
head, viscera, and carcass of each
animal slaughtered at one station. In
establishment with higher slaughter
rates, two or more inspectors may be
needed. On a two-inspector
configuration, these three inspection
tasks are divided between the two
inspectors. On a line with three or more
inspectors, each of these three
inspection tasks is performed by a
different inspector. Where two or more
inspectors are required, they rotate
between the tasks during the workday
to equalize the workload.

New Post-Mortem Inspection
Procedures for Large Estoblishments

On August 28, 1981, FSIS published an
interim rule in the Fedoral Register (46
FR 43406) establishing new swine post-
mortem inspection rates based on more
efficient inspection procedures. The
interim rule was adopted as & final
regulation on August 4, 1982 (47 FR
33673). The new procedures applied only
to those operations requiring three or
more inspectors and where the swine
heads are inspected while still attached
to the carcass.’ The 1981 interim rule

"The tests are reported in two studies Utled "A
Study on the Effactivendss of Cutrent and Proposed
Swine Post-Mortem Intpection” and “A Study on
the Applicability of Proposed Swine Post-Mortem
Inspection to Sows/Boars.” Coples of these reports
may be obtained without charge by writing to the
Slaughter Inspoction Standirds and Procedures
Division, Maat and Poultry Inspection Technical

expressed FSIS's intention to extend the
new procedures to the other classes of
establishments upon completion of
additional studies, which is the main
purpose of this rule,

Testing the New Procedures in Other
Swine Establishments

Studies were undertaken to determine
the impact, applicability, and
effectiveness of the new procedures and
staffing standards to establishments
which require less than three inspectors

_ and to those establishments with three

inspectors where the swine heads are
inspected after being detached from the
carcasses.?

These studies were conducted at
swine slaughter establishments
operating with a one- or two-inspector
line configuration and slaughtering both
market hogs, and sows and boars. An
evaluation of the elements in the one-
and two-inspector configurations
showed that most of the inspection tasks
are identical to the inspection tasks on
which the approved work measurement
standards for the three- to seven-
inspector configurations are based, and
that it takes the same amount of time to
perform the work in all confi tions.
As a result of these studies, the
Department on September 12, 1984, in
the Federal Register (49 FR 35782)
proposed improved inspection
procedures which appear to be as
effective in detecting conditions relating
to adulteration as the current
procedures.

Factors Influencing Increaséd Rate of
Inspection

1. Revised Post-Maortem Inspection
Procedures. The revised post-mortem
inspection procedures require fewer
motions, and hence less effort and time
to perform, than the procedure used
prior to 1981. This has resulted from the
installation of a mirror‘at the carcass
station to eliminate turning the carcass,
from the substitution of visual
inspection for some of the palpation at
the viscera station, and from the
elimination of the requirement to turmn
and examine the carcass at the head
station.

2. Attached and Detached Heads. The
inspection of the head requires the

Services, Food Safety and Inspection Servics, US,
Department of Agriculture, Washington, DC 20250,
* A copy of the report on these studies, "Work

Measurement Steifing Standard for the One to
Three Inspector Swina Slaughter Conligurations,”
may be obtined without charge from Mz, Paul
Taylor, Director, Industrial Engineering and Data
Management Division. Meat and Poultry Inspection
Technical Services, Food Safoty and Inspection
Service, US. Department of Agriculture,
Washington, DC 20750
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examination of mandibular lymph
nodes. These nodes are made accessible
to the inspector in two ways. The head
may be disjointed from the neck and left
attached to the carcass by a flap of skin,
or it may be removed and placed in a
head rack, nose down, for the
inspector’s examination. Most
establishments requiring three or more
inspectors provide for the inspection of
the head while it is still attached to the
carcass by the flap of skin. However,
most one- and two-inspector line
configurations provide for the removal
of the head from the carcass for
inspection. Removal of the heads does
not affect the inspection rate on market
hog slaughter lines. The carcasses are
short enough so that the market hog
heads can be inspected while attached
without requiring stooping by the
inspector. Sow and boar heads hang
nearer to the floor which requires the
inspector to stoop and, therefore, more
inspection time is necessary for sow and
boar head inspection.

3. Addition of a Mirror at the Carcass
Inspection Station. Mirrors are required
for three or more inspector slaughter
lines where the swine heads are
inspected while still attachéd. The
criteria for such mirrors are set forth in
§ 307.2(m)(8) of the Federal meat
inspection regulations (9 CFR
307.2(m)(6)). The mirror allows the
inspector to view the back of the
carcass without turning the carcass
which decreases the time required.

4. Arrangement of Facilities
Determines the Inspector's Walking
Distance. In one- and two-inspector
configurations, the inspector must
sometimes walk from one of the three
inspection stations to another. The
arrangement of the facilities, therefore,
influences the rate of inspection. If the
stations are located close to each other,
the inspector can perform his/her duties
with less walking time, The less walking
involved, the more animals that can be
inspected per hour and, thus, the faster
the line speeds may be set.

The Proposal

On September 12, 1984, FSIS
published a proposal in the Federal
Register (49 FR 35782) to establish new
swine post-mortem inspection
procedures and staffing standards.

FSIS received two comments in
response to the proposed rule—1 from
an industry association and 1 from a
State department of agriculture. Both
commenters expressed full support of
the proposal. FSIS is therefore adopting
the proposal as published, except for
minor changes made for clarification
purposes, as described below.

The Final Rule

1. This rule requires mirrors at the
carcass inspection stations on those sow
and boar three-inspector lines where the
heads are detached from the carcasses
in addition to the current requirement
that mirrors are required for three or
more inspector slaughter lines where
swine heads are inspected while still
attached. In establishments where one
or two inspectors are assigned, a mirror
is not required unless the establishment
desires to increase production to the
point where an additional inspector
must be assigned. In that event, the
inspection service will have the option
to require a carcass mirror rather than
place another inspector in the
establishment. Section 310.1(b)(3) has
been amended to clarify that the
inspection service, rather than the
inspector, has the authority to require a
mirror in such cases. The inspection
rates on one- and two-inspector
configurations may be slightly higher if
mirrors are provided. Therefore, to
receive the faster inspection rate, such
establishments will be required to
install mirrors meeting the criteria in
§ 307.2(m)(8).

2. The new staffing standards for one-
and two-inspector lines are based upon
the distance the inspector walks
between the inspection stations. The
new procedures provide an incentive for
smaller plants to increase productivity
by rearranging their facilities to
minimize the distance between the
inspection stations.

3. As previously mentioned, when two
inspectors are assigned to an
eslablishment, the three inspection tasks
are divided between them. Various
combinations of inspection tasks have
been included in this rule, some of
which are more productive than others.

The inspection rate for market hog
two-inspector configurations is the same
for both attached and detached heads.
Sow and boar rates for detached heads
are’different from those for attached
heads because the inspection time is
greater for attached heads due to the
necessary stooping by the inspector. The
“Note" following the footnotes under
Tables 2 and 3 has been clarified b
changing “On multiple-inspector kills"
to “'In multiple-inspector plants”.

4. As previously discussed, the
inspection rates for three or more
inspector lines, with heads inspected
while attached to the carcasses, were
promulgated on August 4, 1982. Those
rates were previously contained in two
tables (8 CFR 310.1(b)(3))—one for
butcher hogs and one for sows and
boars. For purposes of organization, this
rule combines the two tables into one as

Table 4, making no distinction, except
as otherwise noted, between swine
slaughter lines with heads attached and
those with heads detached. The “Note"
following the footnote under Table 4 has
been clarified by changing “On multiple-
inspector kills" to “In multiple-inspector
plants".

5, Staffing standards for various
inspection station configurations are
contained in this rule for those
establishments that have low slaughter
production rates. If such establishments
desire increased production rates that
would require an additional inspector,
FSIS has the option of implementing a
different inspection configuration rather
than adding an inspector. This would
require that such establishments install
mirrors at the inspection stations as se!
forth in section 310.1(b)(3).

List of Subjects
8 CFR Part 307

Facilities, Meat inspection, Official
establishment.

9 CFR Part 310

Meat inspection, Post-mortem
inspection, Slaughter.

Final Rule

The Federal meat inspection
regulations are revised as follows:

1. The authority citation for Parts 307
and 310 continues as follows:

Authority: 34 Stat. 1260, 81 Stal. 584, as
amended (21 US.C. 601 ot seg); 72 Stat. 862,
92 Stal. 1089, as amended (7 U.S.C. 1901 e!
seq.): 76 Stat. 683 (7 U.S.C. 450 ef seq.).

2. Section 307.2(m)(8) is revised to.
read as follows:

§307.2 Other facilities and conditions to

be provided by establishment.
(m) L

(6) For swine slaughter lines requiring
three or more inspectors, and for those
one- and two-inspector configurations
where the establishment installs a
mirror: At the carcass inspection station
one glass or plastic, distortion-free
mirror, at least 5 feet X 5 feel, mounted
far enough away from the vertical axis
of the moving line to allow the carcass
to be turned, but not aver 3 feet away,
and so mounted that any inspector
standing at the carcass inspection
station can readily view the back of the
carcass.

3. Section 310.1(b)(3) is revised to read
as follows:

§310.1 Extent and time of post-mortem
Inspection; post-mortem Inspection staffing
standards.
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(3) Swine Inspection. The following
inspection staffing standards are
applicable to swine slaughter
configurations, The inspection standards
for all slaughter lines are based upon the
observation rather than palpation, at the
viscera inspection station. of the spleen,
liver, heart, lungs, and mediastinal
lymph nodes. In addition, for one- and
two-inspector lines, the standards are
based upon the distance walked (in feet)
by the inspector between work stations;
and for three or more inspector
slaughter lines, upon the use of a mirror,
as described in § 307.2({m){6), at the
carcass inspection station. Although not
required in & one- or two-inspector
slaughter configuration, except in
certain cases as determined by the
inspection service, if a mirror is used, it
must comply with the requirements of
§ 307.2(m)(6).
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TABLE 2 —TWO INSPECTORS —STAFFING
STANDARDS FOR MARKET HOGS
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TABLE 2 —TWO INSPECTORS —STAFFING
STANDARDS FOR MARKET HOGS—Continued

TABLE 4. —THREE INSPECTORS OR MORE—
STAFFING STANDARDS FOR SWINE—Continued
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oot by inspector B in— | ,WW'M._A
Viscers * Head ?
- . . 'O
viscooy corcass® | carcass

151-303 | 151318

151-263 | 157-304
151-255 | 151-289
151240 | 151-270
?5'—?391 151264

' Distance wakod s the btn distance that inspoecior 8:
heve 30 walk Datwean work Stalions urng One INSpeciion
cydo (2 Q. betwodn waceca, Cucass. and wastbasn)

¥ lnspacior A
* Inspactor B

Note.—In multiple-inspector planis, the
inspectors must rotate between all inspection
positions during each shift to equalize the
workload.

TASLE 3.—TWO INSPECTORS—STAFFING
STANDARDS FOR SOWS AND BOARS
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o howr)

|
t Line Configuation
- e Vi i
walkod ' in feat | Car carg s | Headt | i
by mspactor B cass? head viscera | e ote
-~— | head car- car-
{viscera® | S, | case o
| hoads Posds
|/ e hoacs do- hoads
do- tached atachod
! tached ! tached
Without Meror
0ts | vaa-208 | 100250 | 100267 | 1aa2m
610 10 1 124238 | 144-2¢0 | 144.253 | 144-253
11 10 95 144222 | 144-227 | 142-230 | 184-226
16020 - } 144211 I 144215 | 144226 | 144-226
21025 - 1 144-201 | 144,205 | 144-218 | 144-294
- —— bt L 2 T
Wun umr
Sws . 1144248 | 1«-292 144-005 | 144.202
81010 ) 184-205 | 144270 | 164-291 | 142-280
M5, Wi | 144222 | 144-258 | 1484-272 | 144208
16020, 144-211 | 124-241 | 134-255 | 144-255
21025 ,1u zm,lu?zl 144-240 | 144-240

mmdnuwummmmad

have 10 walk Delwean work stakons during one Ingpection
Cvdﬂog Dotwoon viscora, Crcats. and washbasin)

F Inspocion A
* inspocior B

Note.—In multiple-inspector plans, the

inspectors must rotiate between all inspection
positions during coch shift 1o equalize the
workload.

TABLE 4.—THREE INSPECTORS OR MORE —
STAFFING STANDARDS FOR SWINE

=i et
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Note.~In multiple-inspector plants, the
inspectors must rotate between all inspection
positions during each shift to equalize the
workload.

Done at Washington. D.C., on April 30,
185685,
Donald L. Houston,
Administrator, Food Safety and inspection
Service.
[FR Doo. 85-11479 Filed 5-10-85; 8:45 am|
BILLING CODE 3410-DM-M

9 CFR Parts 317 and 318

[Docket No. 84-028F |

Agar-Agar in Meat Food Products

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Final rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) has been
petitioned to amend the Federal meat
inspection regulations to permit the use
of agar-agar as a stabilizer and
thickener in certain meat food products
(canned jellied meat food products). The
Food and Drug Administration (FDA)
has affirmed this substance as generally
recognized as safe (GRAS) for use in
foods under certain conditions, The
petitioner has supplied the Agency with
sufficient information to satisfy the
requirements of 9 CFR 318.7{a)(2). for
amending the Federal mealt inspection
regulations to permit the requested use.
The Administrator has determined that
it is appropriate to add agar-agar to the
list of acceptable binders commonly
used in foods.

EFFECTIVE DATE: July 12, 1885.

ADDRESS: Written comments to LLS.
Department of Agriculture, Food Safety
and Inspection Service, Attn: FSIS
Hearing Clerk. Room 2637, South
Agriculture Building, Washington, D.C.
20250. (See also "Comments" under
“"SUPPLEMENTARY INFORMATION.")

FOR FURTHER INFORMATION CONTACT:
Dr. Daniel Jones, Chief, Standards
Branch, Standards and Labeling
Division, Meat and Poultry Inspection
Technical Services, Food Safety and
Inspection Service, U.S. Department of
Agriculture, Washington, D.C. 20250,
(202) 447-7503.
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SUPPLEMENTARY INFORMATION:
Executive Order 12291

The Administrator has determined in
accordance with Executive Order 12291
that this final rule is not a “major rule.”
It will not result in an annual effect on
the economy of $100 million or more.
There will be no major increase in cos!s
or prices for consumers; individual
industries, Federal, State, or local
governmen! agencies: or geographic
regions. It will not have a significant
adverse effect on competition,
employment, investment, productivity,
or the ability of the United States-based
enterprises to compele with foreign-
based enterprises in domestic or export
markets,

This rule provides for the optional use
of agar-agar as a binder in certain meat
food products. The current Federal meat
inspection regulations provide only for
the labeling of agar jelly when it is used
s a packing substance (9 CFR
317.8(b)(17)). Industry will benefit from
this action through the ability to use a
wider variety of binders (stabilizers and
thickeners).

Effect on Small Entities

The Administrator has determined
that this action will not have a
significant economic impact upon a
substantial number of small entities as
defined by the Regulatory Flexibility Act
(5 US.C. 601 et seq.), because this rule
will impose no new requirements on
industry. The implementation of this rule
will merely allow meat processors to
use a new class of thickeners and
stabilizers in meat food products.

Comments

This is a final rule consistent with the
provisions of § 318.7(a) (2) and (3) of the
Federal meal inspection regulations (9
CFR 318.7(a) (2) and (3)). As such, no
prior request for public comments is
required (see "Background” for
rationale). However, interested persons
may inform the Department of any
available data which raise questions
about this action within the 60 day
period between publication and the
effective date of this final rule.

Background

The Agency has been petitioned by
Trinity Alimentari Italia S.p.A. through
James Hurson Associates, Inc..
Arlington, Virginia to amend the existing
regulations to allow the use of agar-agar
as a stabilizer and/or thickener in
certain meat food products—canned
jellied meat food products.

The petitioner maintains that agar has
a higher gel strength and higher melting

temperature at lower concentrations
than similar gelling agents, which makes
agar-agar advantageous for sterilization
and retorting. The physical and chemical
properties of agar-agar are consistent
with the petitioner's processing
requirements for its canned meat food
products. The petitioner has supplied
analytical data at FSIS's request
supporting its claims and indicating that
wholesomeness is not affected when
products are processed with this gel
ingredient. The data are available from
the Standards and Labeling Division at
the address given under “FOR FURTHER
INFORMATION CONTACT."

In the Federal Register of July 19, 1983
(48 FR 32749), the Agency published a
final rule on new procedures for the
approval of added substances in meat
products. The final rule amended the
Code of Federal Regulations, Title 9,

§ 318.7. Under this rule, applicants are
required to show that a proposed added
substance has been approved as GRAS
{generally recognized as safe} by the
Food and Drug Administration (FDA) as
a food additive or color additive for use
in meat or meat food products, and is
listed in Title 21 of the Code of Federal
Regulations, Parts 73, 74, 81, 172, 173,
182, or 184, If this is established, the use
of the added substance will be
permitted upon further determination by
the Administrator that the requested use
in meat products will not render the
product adulterated or misbranded, it is
suitable as well as functional for that
particular product, and it is used al the
lowest level necesssary to accomplish
the technical effect.

The substance for which approval has
been requested has been listed and
affirmed as GRAS by FDA. Agar-agar
was affirmed as GRAS in the Federal
Register of April 3, 1979 (44 FR 19389)
and is listed in 21 CFR 184.1115.

The Administrator concurs with
FDA's conclusions regarding the safety
of agar-agar. He further finds that
information provided by the petitioner
in addilion to other available data.
indicate that (a) the proposed use of this
substance will have an appropriate
technical effect on the product and (b)
the substance will be used at the lowest
level necessary to accomplish its
intended technical effect.

Therefore, the Agency is amending the
Federal meat inspection regulations to
include agar-agar in the table of
approved substances in Part 318, Title 9,
Code of Federal Regulations.

The Agency is also amending the
labeling provisions in Part 317 (9 CFR
Part 317) to encompass the approval of
agar-agar by requiring a qualifying

statement contiguous to the product
name identifying this substance when it
is used. This is being done in order tha!
the product will not be misbranded.

Indexing Terms: Pursuant to 1 CFR
18.20, following are the index terms for
this regulation:

List of Subjects -
9 CFR Part 317

Food labeling, Meat inspection, and
Meat and meat food products.

9 CFR FPart 318

Food additives, Meat inspéction.

1. The authority citation for Part 317
continues to read as follows:

Authority: 34 Stat. 1260, 79 Stal. 803, as
amended, 81 Stal. 584, 84 Stal. 01, 438; 21
U.S.C. 71 ef seq., 801 et seq. 33 US.C. 1254
unless otherwise noted.

PART 317—LABELING, MARKING
DEVICES, AND CONTAINERS

2. Section 317.8 is amended by adding
a new paragraph (b){35) to read as
follows:

§317.8 False or misleading labeling or
practices ; specific prohibitions
and requirements for labels and containers.

ll,) L

(35) When agar-agar is used in canned
jellied meat food products, as permitted
in Part 318 of this subchapter, thereshall
appear on the label in a prominent
manner, contiguous to the product name,
a4 statement te indicate the use of agar-
agar.

3. The authority citation for Part 318
continues to read as follows:

Authority: 34 Stat. 1260, 79 Stat. 903, as
amendad, 81 Stat 584, 84 Stat. 91, 21 US.C. 71
et sag.. 601 of seq., unless otherwise noled

PART 318—ENTRY INTO OFFICIAL
ESTABLISHMENTS; REINSPECTION
AND PREPARATION OF PRODUCTS

4. In § 318.7(c)(4) (9 CFR 318.7(c)(4)).
the substance agar-agar is added to the
chart of substances approved for use in
the preparation of products, and is
placed in alphabetical order under the
class of substances entitled *Binders."

§318.7 Approval of substances for use In
the preparation of products.

(c’l - .

(4'. . -
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Done at Washington, D.C., on April 30,

Donald L. Houston,

Administrator, Food Safety and Inspection
Servive,

[FR Doc. 85-11478 Filed 5-10-85; 845 am]
BLUING CODE 2410-Di-M

SCFR Part 318
[Docket No. 84-031F]

Protective Film Consisting of Water,
Corn Syrup Solids, Sodium Alginate,
Caicium Chioride and Sodium
Carboxymethylcellulose

AGENCY: Food Safety and Inspection
Service, USDA.
ACTION: Final rule,

SUMMARY: The Food Safety and
Inspection Service (FSIS) has been
petitioned to amend the Federal meat
inspection regulations to permit the use
of & mixture of water, corn syrup solids,
sodium alginate, calcium chloride and
sodium carboxymethylcellulose to form
in edible protective film of calcium
elginate on freshly dressed meat
czrcasses. The Food and Drug
Administration (FDA) has determined
hese substances to be generally
recognized as safe (GRAS) for use in
fvods. The petitioner has supplied the
Agency with sufficient information to
satisfy the requirements of @ CFR
118.7(a}(2) for amending the Federal
meal inspection regulations to permit
the requested use. The film will have
several benefits including reducing
dehydration. Carcasses coated with the
protective film will be marked to denote
'|;«- presence and the composition of the
Iiim,
EFFECTIVE DATE: July 12, 1985.
ADDRESS: Wrillen comments to: LLS.
Department of Agriculture, Food Safety
and Inspection Service, Attn: Annie
lohnson, FSIS Hearing Clerk, Room
537, South Agriculture Building,
Washington, D.C. 20250,
{See also "Comments” under

Supplementary Information.").
"OR FURTHER INFORMATION CONTACT:
Jr. Daniel Jones, Chief, Standards
dranch, Standards and Labeling

Division, Meat and Poultry Inspection
Technical Service, Food Safety and
Inspection Service, U.S. Department of
Agriculture, Washington, D.C. 20250,
(202) 447-7503.

SUPPLEMENTARY INFORMATION:
Executive Order 122981

The Administrator has determined in
accordance with Executive Order 12261
that this final rule is not a “major rule.”
It will not result in an annual effect on
the economy of $100 million or more.
There will be no major increase in costs
or prices for consumers; individual
industries; Federal, State, or local
government agencies; or geographic
regions. It will not have a significant
adverse effect on competition,
employment, investment, productivity,
or the ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets,

This rule provides for the
discretionary use of water, corn syrup
solids, sodium alginate, calcium chloride
and sodium carboxymethylcellulose to
form an edible protective film of calclum
alginate on freshly dressed meat
carcasses. Industry may benefit from
this action through the ability to protect
dressed carcasses against shrinkage and
surface deterioration. Minor benefits are
described in the Background Statement.

Effect on Small Entities

The Administrator has determined
that this action will not have a
significant economic impact upon a
substantial number of small entities as
defined by the Regulatory Flexibility Act
(5 U.S.C. 801) because this will impose
no new requirements on industry. The
implementation of this final rule will
merely allow the meat industry to use a
new type of surface protection to help
maintain meat carcass quality. Costs for
equipment, material and markings
would be incidental and offset by the
elimination of fabric shrouds and
reduction of shrinkage. The choice to
use the mixture is voluntary.

Comments

This Is a final rule consistent with the
provisions of Section 318.7 of the
Federal meat inspection regulations {9
CFR 318.7), As such, no request for
comments is being made. However,
interested parties may inform the
Agency of any additional information
which raises questions about this action
during the 60 day period between
publication of this rule and its effective
date.

Background

Food Research, Inc., Tampa, Florida
has requested that FSIS permit freshly
dressed meat carcasses to be sprayed
with certain GRAS substances which
form an edible protective film coating on
the surface of the sprayed carcass. This
coating is claimed by Food Research,
Inc. to reduce dehydration during
storage, inhibit surface deterioration,
improve the surface for subsequent
grade marking, and eliminate the need
for costly fabric shrouding of carcasses.
Tests approved by the Department have
been carried out to determine the
efficacy of the procedures, and analysis
of the data indicates that treating
carcasses as proposed does result in the
claimed beneficial effects. Testing data
will be available from the Department,
upon request,

The coating of carcasses with the
subject protective film has been under
intermittent investigation for about ten
years by FSIS, the petitioner and meat
slaughterers. Several plants have been
involved in the development of
equipment and process technigues.
Agency personnel have monitored all
testing conducted in official
establishments. Specialists in FSIS in
statistics, process control procedures,
and standards and labeling have
reviewed the materials, procedures and
test results and have found the process
to be acceptable for commercial use.

The process consists of spraying
freshly dressed, weighed, and washed
carcesses with two solutions. The first
solution consists of water, corn syrup
solids and sodium alginate which is
sprayed on the carcass. Inmediately
after application of the first spray a
second spray consisting of water,
calcium chloride and sodium
carboxymethylcellulose is applied. The
calcium chloride reacts with the sodium
alginate to form an insoluble film of
calcium alginate which performs the
protective function. The quantity of
solutions required to form the film is not
more than 1.5% of the carcass weight.
Evaporation of moisture results in less
than 0.2% of the carcass weight
consisting of the substances used in
forming the protective film.

In the Federal Register of July 19, 1883
(48 FR 32749), the Agency published a
final rule on new procedures for the
approval of cerlain added substances in
meat and poultry products. Under that
rule, applicants are required to show (1)
that a proposed added substance has
been previously approved by FDA for
use in meat or meat food products as a
food additive, color additive, or as a
substance generally recognized as safe
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[(GRAS), and (2) that the substance is
listed in Title 21 of the Code of Federal
Regulations, Parts 73, 74, 81, 172, 173,
182, or 184. Once this is established, the
use of the added substance will be
permitted upon a further determination
by the Administralor that (1) its use is
functional and suitable for the product
and it is permitted for use at the lowest
level necessary to accomplish the stated
technical effect, and (2) that the
substance will not render the product
adulterated, misbranded, or otherwise
not in compliance with the Federal Meat
Inspection Act.

In this case, these substances have
been listed or affirmed as GRAS in 21
CFR Parts 182 or 184, respectively.
Calciom chloride and sodium alginate
are affirmed as GRAS and are listed in
21 CFR 184.1183 and 184.1724,
respectively. Sodium
carboxymethylcellulose is listed as a
multiple purpose GRAS food substance
in 21 CFR 182.1745. Calcium alginate, the
substance formed by reaction of calcium
chloride with sodium alginate, is
affirmed as GRAS at 21 CFR 184.1187.
Com syrup solids are listed in section
318.7(c){1) of the meat inspection
regulation (9 CFR 318.7(c)(1)) as
substances which may generally be
added to meat and meat food products.
Furthermore, FDA has stated in a letter
dated April 20, 1961 that it would
consider calcium chloride, sodium
alginate, sodium
carboxymethylcellulose, calcium
alginate, and corn syrup solids to be
GRAS for use as a protective coaling on
meat carcasses when used in
accordance with good manufacturing
practice.

The Administrator concurs with
FDA's conclusions regarding the safety
of these substances for their proposed
use, He further finds that information
provided by the petitioner and other
data available to the Agency indicate
that (1) the proposed use of these
substances is functional and suitable for
the product, (2) the substances would be
used at the lowest level necessary to
accomplish their intended technical
effect, and (3) the use of these
substances will not render the product
on which it is used, adulterated,
misbranded, or otherwise not in
accordance with the requirements of the
Act.

Carcasses which have been coated
with the protective film will be marked
with a statement that identifies the
presence and composition of the film,
e.8.. "Protected with a film of water,
corn syrup solids, sodium alginate,
calcium chloride, and sodium
carboxymethylcellulose.” Trimmings

from coated carcasses will be labeled 1o
denote the presence of the coating
material. However, processed products
made in part from such trimmings need
not declare the film components on
labels as they are considered incidental
additives on the basis of the minute
amount present and the lack of technical
effect. The requirement that chilled
weight not exceed hot weight is to
ensure that the carcass does not gain
weight by the process.

Therefore, the Department is
amending the table of approved
substances in 9 CFR 318.7(c)(4). Federal
meat inspection regulations, to include
the use of calcium chloride, sodium
alginate, sodium
carboxymethylcellulose, and corn syrup
solids in solutions to form an edible
protective film of calcium alginate on
freshly dressed meat carcasses.

Indexing Terms: As required by 1 CFR
18.20, the following are the indexing
terms for this regulation:

List of Subjects in 9 CFR Part 318

Food additives, Meat inspection,

1. The authority citation for Part 318 (9
CFR 318) continues to read as follows:

Authority: 34 Stal. 1260, 79 Stat. 903, as
amended, 81 Stat. 584, 84 Stal. 91 (21 USC
71 et seq., 601 ef seq.), unless otherwise
noted.

PART 318—ENTRY INTO OFFICIAL
ESTABLISHMENT; REINSPECTION
AND PREPARATION OF PRODUCTS
(AMENDED)

2. In § 318.7(c)(4) (9 CFR 318.7(c){4)), s
new Class of Substance named “Film
forming agents” is added to the chart of
approved substances in alphabetical
order following “"Emulsifying agents.”

§318.7 Approval of substances for use in
the preparation of products.

[c]o .-

Class of

Done at Washington, D.C, on: April 28,
1085,

Donald L. Houston,

Administrator, Food Safety and Inspection
Service. 8

[FR Doc. 85-11477 Filed 5-10-85; 8:45 ani)

+ DILLING CODE 3410-DM-M

9 CFR Parts 327 and 381
[Docket No. 83-040F |

Importation of Meat and Poultry
Products; Refused Entry Product

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Final rule.

SUMMARY: On July 23, 1984, the Food
Safety and Inspection Service (FSIS)
published an emergency interim rule,
effective immediately, to ensure that
“refused entry” product will not enter
into United States' commerce. The
interim rule prohibits the reentry into
the United States of any meal or poultry
product that has been refused entry into

United States’ commerce. FSIS learned
that some “refused entry" product, after
being exported to other countries, is
being reshipped to the United States for
export. FSIS solicited comments on the
interim rule and, in considering all
comments received, has determined tha
the interim rule shall be made a final
rule,

EFFECTIVE DATE: july 12, 1985.

FOR FURTHER INFORMATION CONTACT:
Patricia Stolfa, Acting Director, Foreign
Programs Division, International
Programs, Food Safety and Inspection
Service, U.S. Department of Agriculture.
Washington, DC 20250, (202) 447-7610.

SUPPLEMENTARY INFORMATION:
Executive Order 12291

The Administrator has made a
determination that this final rule is not @
major rule under Executive Order 12201
It will not result in an annual effect on
the economy of $100 million or more: a
major increase in costs or prices for
consumers, individual industries,
Federal. State, or local government
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sgencies or geographic regions; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability of
United States-based enterprises to
compete with foreign-based enterprises
in domestic or exporl markets. (See
Effect on Small Entities statement.)

Effect on Small Entities

The Administrator, FSIS, has
determined that this final rule will not
have a significant economic impact on a
substantial number of small entities, as
defined by the Regulatory Flexibility
Act, Pub. L. 96-354 (5 U.S.C. 601). This
rule strengthens the current regulation
by prohibiting the return to the United
States of any previously designated
“refused entry" product which was
required to permanently leave the
United States in the initial regulation.
Background

On August 19, 1982, FSIS published in
the Federal Register (47 FR 36108) an
interim rule, effective immediately,
establishing new procedures for
handling imported product to decrease
the likelthood that “refused entry" meat
and poultry product will enter into
United States' commerce. FSIS had
received information from the
Department of Agriculture's Office of
the Inspector General revealing that
some product that had been refused
entry at United States’ ports because it
was adulterated or misbranded had
entered into the United States for use as
human food.

The interim rule was made a final rule
on April 13, 1883, with an effective date
of May 13, 1983 (48 FR 15587). The rule
provides, among other things, stricter
controls on the movement and sale of
“refused entry"” product, one of which
requires that such product be exported
to another country within 45-day period
unless the owner or consignee, within 45
days, causes it to be destroyed as
tluzan food or converts it to animal
1004,

As a result of information received
and follow-up investigations, FSIS
learned that some “refused entry"
product had been exported to another
tountry within the 45-day limitation but
then returned to the United States
through another port and/or under
license provided for the transshipment
of product not intended for sale in the
United States. This practice defeats the
intent of the April 13, 1983, final rule,
which is to decrease the likelihood that
adulterated product will enter into
United States' commerce. Based on
these recent events, and the minimal
Inspection resources that.can be
devoted to controlling such product,

FSIS determined it necessary to modify
its regulations to protect the consuming
public from “refused entry" product.
Therefore, on July 23, 1984, FSIS
published in the Federal Register (49 FR
28567) an interim rule, effective
immediately, revising the Federal meat
and poultry products inspection
regulation by clearly prohibiting the
reentry into the United States of any
meat or pouliry product that had been
refused entry into United States’
commerce.,

Comments on the Interim Rule

FSIS received one comment in
response o the interim rule. The
commenter, 8 meal importers
association, expressed concern over the
prohibition of transshipment of product
from the original export vessel to
another vessel within United States'
port zones. The commenter asserts that
the reexportation of “refused entry"
product is usually in conjunction with
resale to & third markel, noting that most
such product is wholesome product
refused entry because of excess fat and
similar deviations from product
requirements. The final destination of
this product may only be accessible via
one specific port in the United States
which may not necessarily be the
original port of entry. It was suggested
that the language of the interim rule be
amended to allow such transshipment in
a timely manner to properly dispose of
the “refused entry™ product.

The intent of the interim rule was not
to inhibit the export of “refused entry"
product from the United States."Refused
entry" product frequently is located at a
port in the continental United States
where there are no ships sailing to the
country to which the product is
destined. This requires the “refused
entry" product to be shipped to a port
where a vessel is sailing to the product's
final destination, For example, such
product may be shipped from the
original port of entry in the continental
United States to Puerto Rico where it
can be loaded into smaller vessels for
delivery to the final destination of the
Caribbean Basin countries.

In this example, the product was not
exported and then returned to the
United States, The Federal Meal
Inspection Act applies to the
Commonwealth of Puerto Rico or
organized territories, as well as all
States. Therefore, the product was
merely transshipped between domestic
ports prior to its disposal. Only when
that product leaves Puerto Rico would it
be considered to have left the United
States. Note, however, that the 45 days
allowed for removal of “refused entry”
product from the United States is not

extended for any such such
transshipment.

Under the regulations (8 CFR
327.13(a)(3)), such transshipment
between U.S, ports within the 45-day
limit may be made with the consent of
the Administrator based on full
information provided by the shipper
concerning the identification of the
vessel involved in the transshipment
and the times of arrival and departure
from Puerto Rico or other United States'
ports. The type of shipment the
commenter is addressing in his letter
would not be prohibited. The shipper
would contact the Foreign Programs
Division, International Programs, Food
Safety and Inspection Services, U.S.
Department of Agriculture, Washington,
DC 20250 (202) 447-7610.

Final Rule

After careful consideration of the
comment received on the interim rule,
the Administrator has determined thal
the interim rule should be published as
permanent regulations as set forth
below.

List of Subjects
9 CFR Part 327

Meat inspectlion, Imported products.
9 CFR Part 381

Poultry products inspection, Imported
products,

Part 327 of the Federal meat
inspection regulations (9 CFR Part 327)
and Part 381 of the poultry products
inspection regulations (9 CFR 381) are
revised as follows:

PART 327—[AMENDED]

1. The authority citation for Part 327
continues reads as follows:

Authority: 34 Stat. 1260,. 81 Stat. 564, as
amended (21 U.S.C. 6801 et seq.), 72 Stal. 862,
92 Stat. 1069, as amended (7 U.S.C. 1901 ot
soq.). 76 Stat. 663 (7 U.S.C. 450 et s2q.).

2. Section 327.13 is amended by
revising a new paragraph (a)(7) to read
as follows:

§327.12 Samples; inspection of
consignments; refusal of entry; marking.

(a) '\~ o

[7) No product which has been refused
entry and exported to another country
pursuant to paragraph (a)(2) of this
section may be returned to the United
States under any circumstance.

PART 381—[AMENDED]

3. The authority citation for Part 381
continues reads as follows:
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Authority: 71 Stat. 441, 82 Stal. 791, as
amended, 21 US.C. 451 et seq.; 76 Stal. 663 (7
U.S.C. 450 et seq.)

4. Section 381.202(a) is amended by
revising a new subparagraph (6) to read
as follows:

§381.202 Poultry products offered for
entry; reporting of findings to customs;
handling of articles refused entry.

(ﬂ) ..o

(6) No product which has been refused
entry and exported to another country
. pursuant to paragraph (a)(2) of this
section may be returned to the United
States under any circumstance,

Done at Washinglon, DC, on: April 25, 1985,
Donald L. Houston,
Administrator. Food Safety and Inspection
Service.
[FR Doc, 85-11480 Filed 5-10-85; 8:45 am)
BILLING CODE 3410-OM-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39
[Docket No. 85-CE-6-AD; Amdt. 39-5060)
Airworthiness Directives; British

Aerospace Model 3101 Jetstream
Alrplanes

AGERCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule,

SUMMARY: This amendment adopts a
new Airworthiness Directive (AD),
applicable to British Aerospace (BAe)
Model 3101 Jetstream airplanes which
requires inspection of the engine rear
turbine bearing oil feed pipe for proper
clearance between the oil feed pipe and
the bleed air pre-cooler. BAe hus
reported that insufficient clearance can
exist which can cause damage to the oil
feed pipe, loss of the engine oil, and
subsequent engine failure, This AD will
detect and correct- improper oil feed pipe
clearances to preclude engine failure.
DATES: Effective: June 18, 1985,
Compliance: As prescribed in the body
of the AD.

ADDRESSES: BAe Alert Service Bulletin
(ASB) No. 71-A-JM7418, dated May 25,
1984, applicable to this AD may be
obtained from British Aerospace,
Engineering Department, Post Office
Box 17414, Dulles International Airport,
Washington, D.C. 20041; Telephone (703)
435-9100. A copy of this information is
also contained in the Rules Docket,
FAA, Oifice of the Regional Counsel,
Room 1558, 601 East 12th Street, Kansas
City, Missouri 84106.

FOR FURTHER INFORMATION CONTACT:
Mr, H. Chimerine, Brussels Aircraft
Certification Office, AEU-100, Europe,
Africa and Middle East Office, FAA, c/o
American Embassy, 1000 Brussels,
Belgium; Telephone 513.38.30; or Mr. B.
Sexton, FAA, ACE-109, 601 E. 12th
Street, Kansas City, Missouri 64106;
Telephone (816) 374-6932.
SUPPLEMENTARY INFORMATION: A
proposal to amend Part 39 of the Federal
Aviation Regulations to include an AD
requiring inspection of the engine rear
turbine bearing oil feed pipe for proper
clearance between the oil feed pipe and
the bleed air pre-cocler on certain BAe
Model 3101 Jetstream airplanes was
published in the Federal Register on
March 12, 1985 (50 FR 9806). The
proposal resulted from BAe having
received a report of fouling between the
rear turbine oil feed pipe on the right
hand side of the engine and the bleed air
pre-cooler which caused chafing of the
oil feed pipe. Investigation has revealed
that the clearance between the oil pipe
and the bleed air pre-cooler can be less
than required. Failure of the oil feed
pipe will lead to loss of engine oil and
subsequent engine failure. As a result,
BAe has issued ASB No. 71-A-JM7418,
dated May 25, 1984, which spacifies (1)
an initial inspection of the oil feed pipe
for chafing and adequate clearance from
the bleed air pre-cooler and (2)
corrective actions for any airplane
which does not meet the specified
clearance criteria.

The United Kingdom Civil Aviation
Authority (UKCAA), who has
responsibility and authority to maintain
the continuing airworthiness of these
airplanes in the United Kingdom, has
classified this Alert Service Bulletin and
the actions recommended therein by the
manufacturer as mandatory to assure
the continued airworthiness of the
affected airplanes.

On airplanes operated under United
Kingdom registration, this action has the
same effect as an AD on airplines
certificated for operation in the United
States. The FAA relies upon the
certification of UKCAA combined with
FAA review of pertinent documentation
in finding compliance of the design of
these airplanes with the applicable
United States airworthiness
requirements and the airworthiness and
conformity of products of this design
certificated for operation in the United
States.

The FAA examined the available
information related to the issuance of
BAe ASB No. 71-A-]M7418, dated May
25, 1984, and the mandatory
classification of this Alert Service
Bulletin by the UKCAA and determined

that a Notice of Proposed Rulemaking
was appropriate,

Interested persons have been afforded
an opportunity to comment on the
proposal. No comments or objections
were received on the proposal or the
FAA determination of the related cost to
the public. Accordingly, the proposal is
adopted without change.

There are approximately eleven
airplanes affected by the AD. The cost
of complying with the AD is estimated
to be $2.750 to the private sector, The
cost of compliance with this AD is so
small that the expense of compliance
will not be a significant financial impac!
on any small entities operating these
airplanes,

Therefore, I certify that this action (1)
is not a “major rule” under Executive
Order 12291; (2] is not a “significant
rule" under DOT Regulatory Policies
and Procedures (44 FR 11034; February
26, 1978); and (3) will not have a
significan! economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act, 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 Rules Docket at the location
provided under the caption
“ADDRESSES",

List of Subjects in 14 CFR Part 39

Air transportation, Aviation safety,
Aircraft, Safety.

Adoption of the Amendment

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

British Aerospace: Applies to Model 3101
Jetstream (serial numbers 601 to 624
inclusive, and 827), airplanes certificated
in any category.

Compliance: Required within 100 hours
time-in-service after the effective date of this
AD, unless already accomplished,

To assure that adequate clearance exists
between the rear turbine bearing oil feed pipe
and the bleed air pre-cooler accomplish the
following:

(&) Inspect the rear turbine bearing oil feed
pipe for chufing and for adequate clearance
between the rear turbine bearing oil feed pipe
and the bleed air pre-cooler on LH and RH
engines in accordance with sub-paragraphs
(a), (b) and (c) of the Part A—inspection
requirement of paragraph 2 of Brilish
Acrospace (BAe) Alert Service Bulletin No
71-A-IM7418.

{1) If no damage is apparent and clearance
is 0.25 inches {635 mm| or groater, no further
action is required.

(2) If clearance is less than 0.25 inches and
no pipe damage Is apparent repeal the
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[nspection required by paragraph (a) of this
AD at intervals not to exceed 400 hours time-
in-service or until either BAe Modification
[M7418 or BAe Modification IM7388 is
m.'.lvmphshed.

(3) If pipe damage is apparent, prior to
further flight, accomplish either BAe
Modification JM7418 or BAe Modification
[M7388.

(b) Aircraft may be flown in accordance
with Federal Aviation Regulsation 21.197 to a
location where this AD can be accomplished.

{c) An equivalent method of compliance
with this AD, if used, must be approved by
the Manager, Aircraft Certification Staff,
AEU-100, Europe, Africa and Middie East
Office, FAA, ¢/o American Embassy, 1000
Brussels, Belgium,

{Secs. 313(a), 601 and 603 of the Federal
Aviation Act of 1858, as amended (49 U.S.C.
1354(a). 1421 and 1423); 49 U.S.C. 106(g)
(Revised, Pub. L. 87-449, January 12, 1983);

§ 1188 of the Federal Aviation Regulations
{14 CFR 11.89))

This amendment becomes effective on
fune 18, 1985.

Issued in Kansas City, Missouri. on May 2,
1985,
Murray E. Smith,
Director, Central Region.
[FR Doc. 85-11457 Filed 5-10-85; 8:45 am]
BLUNG CODE 4910-13-M

14CFR Part 71
{Alrspace Docket No. 84-ANE-26]
Centrol Zone; Lebanon, NH

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

SummARY: This action amends the
description of the Lebanon, New
Hampshire Control Zone so0 as lo
provide protected airspace for
Instrument Flight Rules aircraft
executing a New Instrument Landing
System (ILS) Standard Instrument
Approach Procedure (SIAP) to Runway
18 at the Lebanon Municipal Airport,
Lebanon, New Hampshire.

E:rscmn DATE: 0801 G.M.T,, July 2,
1985.

FOR FURTHER INFORMATION CONTACT:
Stanley E. Matthews, Manager,
Operations, Procedures and Airspace
Branch, ANE-530, Federal Aviation
Administration, Air Traffic Division, 12
New England Executive Park,
Eurlington, Massachusetts 01803,
Telephone (617) 273-7139,
SUPPLEMENTARY INFORMATION:
History

On January 2, 1865, the FAA proposed
'o amend Part 71 of the Federal Aviation
Regulations (14 CFR Part 71) to provide
protected airspace for Instrument Flight

Rules aircraft executing a new
Instrument Landing System (ILS)
Standard Instrument Approach
Procedures (SIAP) to Runway 18 at the
Lebanon Municipal Airport, Lebanon,
New Hampshire [50 FR 90).

Interested parties were invited to
participate in this Rulemaking
Proceeding by submitting written
comments on the proposal to the FAA,
No comments objecting to the proposal
were received. Except for editorial
changes, this amendment is the same as
that proposed in this Notice, Section
71171 of Part 71 of the Federal Aviation
Regulations was republished in
Handbook 7400.6A dated January 2,
1985.

The Rule

This amendment to Part 71 of the
Federal Aviation Regulations changes
the description of the Lebanon, New
Hampshire Control Zone so as to
provide protected airspace for
Instrument Flight Rules aircraft
executing a New Instrument Landing
System (ILS) Standard Instrument
Approach Procedure [SIAP) to Runway
18 at the Lebanon Municipal Airport,
Lebanon, New Hampshire.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—{1) is not a "major
rule" under Executive Order 12291; (2) is
not a “significant rule" under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1978); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since thisis a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule will not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71
Control zones, Aviation safety.
Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me, § 71.171 of Part 71 of
the Federal Aviation Regulations (14
CFR Part 71) is amended as follows:

§71.171 Lebanon, New Hampshire Control
Zone [Amended)

Following the words “Lebanon, New
Hampshire"”, insert: “within 4 miles each
side of the DV LOM 007" bearing (023"
Magnetic) extending from the 5 mile
radius to 9.5 miles northeast of the DV
LOM"; (The remainder is unchanged.)

(Secs. 307(a) and 313(a), Federal Aviation Act
of 1958 (49 U.S.C. 1348(a) and 1354(a)): (49
U.S.C. 106(g) [Revised, Pub. L. 67449, January
12, 1983)); and 14 CFR 11.69)

Issved in Burlington, Massachusetts, on
May 2, 1985.

Robert E. Whittington,

Director, New England Region.

[FR Doc. 85-11458 Filed 5-10-85; 8:45 am)
BILLING CODE 4910-13-M

14 CFR Part 71

[Alrspace Docket No. 85-ANM-18]
Transition Area; Moab, UT

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments,

SUMMARY: This action amends the
published description of the Moab, Utah,
transition area. An airway referred to in
the description has been renumbered.
This action does not increase the size of
the transition area but makes only an
editorial change in the description.

DATES: Effective date—0901 G.m.L., July
15, 1985, Comments must be received on
or before June 28, 1985.

ADDRESS: Send comments on the rule to:
Manager, Airspace & Procedures
Branch, ANM-530, Federal Aviation
Administration, Docket No. 85-ANM-16,
17000 Pacific Highway South, C-68966,
Seattle, Washington 96168.

The official docket may be examined
in the Regional Counsel's Office at the
same @ ?

An informal docket may also be
examined during normal business hours
at the address listed above.

FOR FURTHER INFORMATION CONTACT:
Katherine Paul, Airspace Technical
Specialist, ANM-535, Federal Aviation
Administration, Docket No. 85-ANM-16,
17900 Pacific Highway South, C-68966,
Seattle, Washington 98168, The
telephone number is (206) 431-2530.

SUPPLEMENTARY INFORMATION:
Request for Comments on the Rule

Although this is in the form of a final
rule, which involves editorial changes to
the description of the Moab, Utah,
transition area and, thus, was not
preceded by notice and public
procedure, comments are invited on the
rule. When the comment period ends,
the FAA will use the comments
submitted, together with other available
information, to review the regulation.
After the review, if the FAA finds that
changes are appropriate, it will initiate
rulemaking proceedings to amend the




19910

Federal Register / Vol. 50, No. 92 / Monday, May 13, 1985 / Rules and Regulations

regulation. Comments that provide the
factual basis supporting the views and
su?gcslions presented are particularly
helpful in evaluating the effects of the
rule and determining whether additional
rulemaking is needed. Comments are
specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy aspects of
the rule that might suggest the need to
modify the rule.

The Rule

The purpose of this amendment to
§ 71.181 of Part 71 of the Federal
Aviation Regulations (14 CFR Part 71) is
to make an editorial change to the
published description of the Moab, Utah,
transition area. Airspace docket 84—
ANM-18 (50 FR 15540) redescribed an
airway contained in the description of
this transition area, i.e., V-187W /301 to
V-391. This action does not enlarge the
size of the transition area but makes
only an editorial change in the
description.

Section 71.181 of Part 71 of the Federal
Aviation Regulations was republished in
Handbook 7400.6A dated January 2,
1985,

Since this amendment is only editorial
or corrective in nature, and imposes no
additional regulatory or economic
burden on any person, notice and public
" procedure hereon are unnecessary.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, It, therefore—(1) is not a "major
rule” under Executive Order 12201; (2} is
nol a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule will not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71
Transition areas, Aviation safety.
Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me; § 71.181 of Part 71 of
the Federal Aviation Regulations (14
CFR Part 71) is amended, as follows:

Moab, Utah [Amended]
Replace "V-187W" with “V-391."

{Secs. 307(a) and 313(a), Federal Aviation Act
of 1958 {49 U.S.C. 1348{a) and 1354(a)); (49

U.S.C. 106(g) (Revised, Pub. L. 97-449, January
12, 1983)); and 14 CFR 11.69)

Issued in Seattle, Washington, on May 3,
1085,

Wayne |. Barlow,

Acting Director, Northwest Mountain Region.
[FR Doc. 85-11459 Filed 5-10-85; 8:45 am)
BILLING CODE 4910-13-M

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 12
Rules Relating to Reparation
Proceedings

AGENCY: Commodity Futures Trading
Commission.

ACTION: Final rule.

SUMMARY: On November 19, 1984, the
Commission issued its opinion and order
in Newman v. Bache Halsey Stuart
Shields, Inc., Comm. Ful. L. Rep. (CCH)
¥ 22,432 (November 19, 1984), which
established a new method, to be derived
from 28 U.S.C. 1961(a), for calculating
interest on reparation awards. This
decision supersedes § 12.407{d)(1984),
which prescribed the former method for
interest computation, for all cases in
which the initial decision (or a final
decision in a voluntary decisional
proceeding) is filed on or after
November 19, 1984. The Commission is
amending § 12.407(d) to conform the
provisions of that regulation to the
change effected by the Newman
decision.

DATE: Effective date is May 13, 1985,

ADDRESS: Interested persons wishing to
comment may submil comments lo:
Commodity Futures Trading
Commission, 2033 K Street, NW.,
Washington. D.C. 20581. Attention of the
Secretariat. Telephone: (202) 253-6314.

FOR FURTHER INFORMATION CONTACT:
Edward S. Geldermann, Attorney, Office
of General Counsel, Commodity Futures
Trading Commission, 2033 K Street,
NW,, Washington, D.C. 20581.
Telephone (202) 254-9880.

SUPPLEMENTARY INFORMATION:

L. Background

On February 14, 1984, the Commission
adopted § 12.407(d) of its rules relating
to reparation proceedings.' which

17 CFR § 12407(d) (1984), Section 12.407(d)
applies 10 all roparation cazes in which the
complaint was filed on or after April 23, 1984, Sews 17
CFR 12.1(c) (1984)
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prescribed a method of calculating
interest on reparation awards.
§.12.407(d) provided that interest on
reparation awards should be computed
according to section 6621 of the Internal
Revenue Code, a method of calculation
utilized in tax cases for judgments in
favor of or against a U.S. taxpayer. That
rate was computed once annually by the
Secretary of the Treasury and was
based on adjustments to the prime
lending rate which banks charged their
mos! preferred customers.?

Since § 12.407(d) was adopted,
however, the Commission, by
adjudication, has changed the method
by which interest on reparation awards
shall be calculated. In Newman v. Bache
Halsey Stuart Shields, Inc.,® the
Commission announced that for initial
decisions rendered on and after
November 19, 1984, it would abandon
the method of interest rate computation
derived from section 6621 of the Internal
Revenue Code in favor of a rate
computed in accordance with 28 U.S.C.
1961(a) (1982), which governs interest
rate calculations for money judgments
awarded in federal district courts.*
Accordingly, the Commission has
determined to amend § 12.407(d) of its
reparation rules to conform the interest
rate provisions of that rule to its
Newman decision. The amendment to
§12.407(d) establishes 28 U.S.C. 1961(a)
(1982) as the new reference for
calculating interest on reparation
awards.

Consistent with 28 U.S.C, 1961(a)
(1982), the interest rate to be applied to
any particular reparation award is the
“coupon issue yield equivalent . . . of
the average accepted auction price for
the last auction of fifty-two week United
States Treasury bills settled
immediately prior to the date” of the
initial decision (or final decision in a
voluntary decisional proceeding).® The
amount of interest due in connection
with a reparation award is computed by
muitiplying the number of days that
interest has accrued by a fraction, the
numerator of which is the equivalent
coupon issue yield multiplied by the
amount of the reparation award, and the

denominator of which is the number
3656

L

*See 127 Cong, Rec. § 14669 (Dec. 8, 1981, daily

*Comm. Fut. L. Rep. (CCH) § 22432, at 20019
(November 10, 1684).

‘1d, at 20918,

"If the initial decision is rendered on the same
Cay as a Treasury bill auction, the conpon lssue
yield equivalent derived from the previous treasury
bill wuction would apply.

‘For purposes of illustration only, the following
method of calculation would nchieve the correct

Once the relevant coupon issue yield
equivalent is ascertained (7.e., by
looking to the most recent treasury bill
auction prior to the date of the initial
decision),” that same rate applies to the
computation of interest on the
reparation award regardless of: (1)
Whether there are subsequent appeals
(which ultimately sustain all or part of
the award); (2) how long the reparation
award remains unpaid; and (3) whether
coupon issue yield equivalénts
determined in subsequent Treasury bill
auctions vary from the relevant coupon
issue yield equivalent.®* Moreover, the
Commission announced in the Newman
decision that the relevant date for
ascertaining the rate of prejudgment
interest in summary and formal
decisional proceedings shall be the
same as the date for the determining the
rate of postjudgment interest—which is
the date of the initial decision.?

Section 4(a) of the Administrative
Procedure Act, 5 U.S.C. 553 (1982),
generally provides that a notice of
proposed rulemaking must be published
in the Federal Register and that an
opportunity for comment be afforded to
the public when an agency proposes
new regulations. However, the notice
and comment requirements do not apply
“when the agency for good cause finds
(and incorporates the finding and a brief
statement of reasons therefore in the
rules issued) that notice and public
procedure thereon are impracticable,
unnecessary or contrary to the public
interest." '°For the following reason, we
find the notice and comment procedure
contemplated by 5 U.S.C. 553 to be
unnecessary. !

result. Assume that the relevan! coupon issue yield
equivalent is a rate of 14,62%, that the amount of the
reparation award is $20,000, and that twelve days of
Interest have accrued.

The following equation will provide the correct
amoant of interest.

{Cou issue yield equivalent < amt. of judgment)
'-.il\'enumbef gi‘ dty.lq of lnleml_hu ncc;\‘!::ﬂ

385

J462 % $20,000
or *12=896.13
3656

"The Administrative Office of the U.S. Courts
issues a regulur advisory on the rate. which refers to
the coupon Issue yield equivalent within the
meaning of 28 US.C. 1961(a) ss the “equivalemt
coupon issoe yield." It is also available by
telephone, al (202) 2687-4100.

* See Newman, supro. at p.29.919.

I

%5 U.5.C, 553(b)(B) (1982),

"' For the same reason, we have determined not to
delay the effective date of this rale fgr the thirty day
period contemplated by 5 U.S.C. 553(d}), See 5 USC.
SSd)3) (1962)




19912

Federal Register / Vol. 50, No. 92 / Monday, May 13, 1985 / Rules and Regulations

As indicated, earlier, the Commission
has already announced by way of
adjudication a substantive change in its
procedure of computing interest on
reparation awards—from a method
derived from 26 U.S.C. 6621 (1982) to a
method derived from 28 U.S.C. 1961(a)
(1982). This change became effective on
November 19, 1984, and applied to “all
initial decisions awarding reparations
after the date of this opinion and
order."** The Newman rule has been
regularly followed without controversy.
The amendment of § 12.407(a) effected
hereby only codifies the Commission's
holding in Newman v. Bache Halsey
Stuart Shields, Inc., and does not in
itself impose any new or different
substantive rights or liabilities upon any
parties subject to the rule as amended."?

IL. Regulatory Flexibility Act

The Regulafory Flexibility Act, 5
U.S.C. 601 ¢! seq,, requires agencies
when promulgating rules to consider the
economic impact of the rules on small
business entities. Because the rule
promulgated herein simply codifies an
amendment to the reparation rules
brought about through adjudication, the
rule itself would have no economic
impact on any small business entities.
Accordingly, pursuant to section 3(a) of
the Regulatory Flexibility Act, 5 US.C.
605(b), the Chairman certifies that
§ 12.407(d), as amended herein, would
not have a significant economic impact
on a substantial number of small
entities.

List of Subjects in 17 CFR Part 12

Administrative practice and
procedure, Commodity exchanges.
Commodity futures, Reparations.

PART 12—{AMENDED]
17 CFR Part 12 is amended as follows:

" Newman, suprg, at p. 20919,

Y The Commission is concurrently proposing &
further amendment to § 12407{d] that would allow
compounding of interest thal has accrued for more
than o yeor, in accordance with 28 US.C, 1961(d)
{1982), The subject of compounding was not
addressed in the Commission's Newman decision
and, hence, the Commission i inviting public
comment on its proposal to permit compounding of
interest

1. The authority citation for Part 12
continues to read as follows:

Authority: 7 U.S.C. 12a(5), 18(b) {1882).

§ 12407 [Amended]

2. In Part 12, § 12.407(d) is revised to
read as follows:

{d) Reinstatement. The sanctions
imposed in accordance with paragraph
(c] of this section shall remain in effect
until the person required to pay the
reparation award demonstrates to the
satisfaction of the Commission that he
has paid the amount required in full
with interest at the prevailing rate
computed in accordance with 28 US.C.
1961(a) from the date directed in the
final order to the date of payment.

Issued in Washington, D.C.. on May 3, 1885,
by the Commission.

Jean A. Webb,

Secretary of the Commission,

|FR Doc. 85-11117 Filed 5-10-85; 8:45 am]
BILLING CODE 8351-01-M

—_——

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Parts 141 and 389

[Docket No. RM85-12-000; Order No. 418)
Amendments to FERC Form No. 1,
Addition of Rule Requiring Filing of

Form No. EIA-7 14, and Elimination of
Rule Conceming FERC Form No. 12

Issued May 8, 1685

AGENCY: Federal Energy Regulatory
Commission, DOE. &

ACTION: Final rule,

SUMMARY: The Federal Energy
Regulatory Commission {Commission) is
deleting from FERC Form No. 1, the
Annual Repoit of Major Electric
Utilities, Licensees and Others, certain
schedule pages which required the
reporting of data that will now be
reported on other forms. The
Commission is adding to its rules a
requirement for electric utilities to file
Form No. EIA-714. Also, the
Commission is removing from its

regulations a provision requiring the
filing of FERC Form No. 12. That
regulation does not require the filing of
information that covers any year after
1981. The information collected under
the various provisions of this rule is
used to help the Commission meet its
respansibilities under the Federal Power
Acl

DATE: This rule will be effective June 12,
1985.

FOR FURTHER INFORMATION CONTACT:
Jan Macpherson, Federal Energy
Regulatory Commission, Office of the
General Counsel, 825 North Capitol
Street, N.E., Washington, D.C. 204286,
(202) 357-8504.

Before Commissioners: Raymond |.
O'Connor, Chairman; Georglana Sheldon, A
G. Sousa and Charles G. Stalon.

Amendments to FERC Form No. 1, Addition
of Rule Reguiring Filing of Form No. EIA-714,
and Elimination of Rule Concerning FERC
Form No. 12; Docket No. RM85-12-000.

L Introduction

The Federal Energy Regulatory
Commission (Commission) is amending
FERC Form No. 1, the Annual Report of
Major Electric Utilities, Licensees and
Others,! by deleting certain schedule
pages which required data that will now
be reported on the Energy Information
Administration's (EIA) * Form No. EIA-
860, The Commission also adds to 18
C.F.R. § 141.51 a requirement that the
same entities file Form No. EIA-714,
which is required by both the
Commission and then EIA. Finally, the
Commission eliminates from the
Commission’s rules a provision which at
one time required the filing of FERC
Form No. 12.? but which does not require

! The regulation which requires filing this form is
18 CFR 1411 [1988),

* The EIA in part of the Department of Energy. Il s
the government's primary colléctor of energy
information. Depariment of Ensegy Organization
Act, 42US.C. 7103 (1982} y

* The regulation which required filing this form s
18 CFR 141.51 (1084). The entities which wers
required 10 file this form were those which operale
facilities for the generation, transmission, or
distribution of electric energy, whose systams
generate ull or part of systers requirements, who
have an owned operable generating capacity of
more than 25 megawaits, and for whom the sum of
net energy for system plus firm sales for resale
axceeds 100,000 megawalthours per yrar
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that information for any year after 1981
be filed.

The information collected under the
various provisions of this rule is used to
help the Commission meet its
responsibilities under the Federal Power
Act (FPA).* This rulemaking is part of
the Commission's continuing effort to
simplify its forms and reduce
duplication in reporting requirements.

II. Background

FERC Form No. 12, which is being
replaced by Form No. EIA-714, is an
annual form which was required to be
filed for years up through 1981 by
certain public and private entities which
operate facilities for the generation,
transmission, or distribution of electric
energy. The form was last collected in
1983 and covered 1981 data. The form
collected information about the electric
power systems of those entities,
including their generating and
transmission facilities and transactions
with other electric utility systems. The
Commission uses the information to
analyze utility operations in order to
resolve wholesale electric rate cases
and hydroelectric licensing proceedings;
to determine the prudence of utility
operations and investments and the
value of equivalent electric energy. and
to understand and make decisions
respecting the electrical network of
jurisdictional and nonjurisdictional
entities. For example, the information is
used to analyze issues raised by
proposed interconnection agreements,
wheeling contracts, and applications to
recover construction work in progress.

On February 7, 1983, the Commission
Issued a final rule which stated that
Form No. 12 would be required for the
last time for 1981 data and would be

replaced by a new form being developed :

by the Commission and EIA jointly—
Form No. EIA-714—for data on 1982 and
succeeding years. However, that
rulemaking did not delete from the
Commission’s regulations the specific
provision pertaining to FERC Form No.
12,18 CFR 141.51.

The Commission's Form No. 1, the
Annual Report of Major Electric
Utilities, Licensees and Others, requires
some data which will now be collected
by EIA on Form No. EIA-860. On
January 19, 1982, the Commission
innounced its plans to examine the
operating data schedules of Form No. 1
as part of its evaluation of Form No. 12,
In the final rule on Form No. 12, the
Commission noted that the Form No.

S —

‘16 US.C. 792-828¢ (1982).

‘Revision of Power System Statement: Form No.
12.48 FR 6,600 (Feb. 15, 1983) (Order No. 282)

47 FR 1.267 (Jan. 12, 1982},

EIA-714 would be designed to eliminate
the duplication between Form No. 12
and Form No. 1.

I11. Description of Changes and
Comment Anaylsis

As noted, the changes made in this
rule are part of the Commission s
continuing effort to simplify its forms
and reduce duplication whenever
possible.

A. Amendments to FERC Form No. 1

The following schedules are deleted
from FERC Form No. 1 for the reporting
year ending December 31, 1985, and
thereafter:

—Steam-Electric Generating Plant

Statistics (Large Plant) (page 404)
—Changes Made or Scheduled to be

Made in Generating Plant Capacities

(page 411)

—Steam-Electric Generating Plants

(pages 412-413)

—Hy lectric Generating Plants

(pages 414-415)

—Pumped Storage Generating Plants

(pages 416-418)
—Internal-Combustion Engine and Gas-

Turbine Generating Plants (pages 420~

421)

B. Requirement To File Form No. EIA-
714; Deletion of FERC Form No. 12

Section 141.51 of the Commission's
regulations is amended to require filing
Form No. EIA-714, rather than FERC No.
12. Form No. EIA-714 must be filed by
May 1 of each year for the precedin
year, beginning with data for calendar
year 1985. It must also be filed for the
period after 1981, when the FERC Form
No. 12 was last filed, on the following
schedule: data for 1982 are due July 15,
1985; data for 1983 are due August 15,
1985; data for 1984 are due September
15, 1985, The Form No. EIA-714 will be
used for the same purposes as the FERC
Form No. 12, as described in the
Background section above.

C. Comments on Form No. EIA-714

The Commission noles in general that
the data requirements in Form No. EIA-
714 are based on those in the old FERC
Form No. 12 and thus are not new
requirements.

The following comment discussion
addresses the comments received and is
organized according to the schedules in
the proposed form.

1. General Comments

Commenters generally support Form
No. EIA-714 as an improvement over
FERC Form No. 12. They state that the
new form is belter organized, more
readable, and easier to complete. Some
also note that there was duplication

between the previously proposed Fuim
No. EIA-714A and FERC Form No. |
The Commission agrees, and this
duplication was eliminated through
prior modifications to Form No. EIA-ts
and the Form No. EIA-714.

Many of the comments request

clarification of the instructions or of the

terms used in Form No. EIA-714. The
Commission and EIA have clarified this
language as much as possible; further
questions about the meaning of the
terms or how to fill out the form should
be addressed to EIA for assistance.

One commenter suggests that the EIA
and the Commission collect data from
power pools and use only regional or
power pool level data. The agencies
would then direc!t any specific questions
to individual utilities. Commenters also
suggest various other sources from
which data could be drawn.

The Commission uses other sources as
much as possible, but none of them
provides data at the individual system
level, where they are needed. As
explained in the discussion of the
Commission's use of Form No. 12 (which
Form No. EIA-714 is replacing) in the
Background section, above, the data are
needed to understand how
interconnected networks operate so that
informed decisions can be made about
matters such as proposed
interconnection agreements and
individual utility proposals to recover in
current rates construction work in
progress. .

Some commenters say that the value
of the data gathered by the Form No.
EIA-714 is outweighed by the burden of
collecting the information. The
Commission does not agree. It needs the
data to meet its statutory
responsibilities, as described above, and
the EIA-714 is designed to be less
burdensome than its predecessor. FERC
Form No. 12.

A few commenters ask that they be
allowed to report the information on a
fiscal rather than calendar year basis,
since they operate on this basis. The
requirement for calendar year data is
not new to Form No. EIA-714. Further,
the required information is operational
rather than accounting data, so use of
the fiscal year is not appropriate.
Moreover, comparative analyses would
be hindered with some utilities reporting
on a fiscal year basis and others
reporting on a calendar year basis.

2. Cover, General Instructions,
Definitions, etc.

Several commenters request
clarification of who must submit the
form. This language has been clarified
as much as possible. In addition, the
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Commission has prepared a mailing list,
and EIA will inform those entities of
which it is aware who must submit the
form.

One commenter argues that
information should be required only for
utilities regulated by the Commission.
The Commission does not agree. The
Commission will use the data in the
ElIA-714 to understand how an
individual jurisdictional utility interacts
with the other electric systems to which
it is interconnected. In order to
understand the operation of
interconnected systems, the Commission
needs information on all the elements,
including those interconnected utilities
not under its jurisdiction.

One commenter asks that a threshold
be set allowing small systems not to
report. The Commission notes thal there
is already such a threshold in the form.
The instructions for the form and this
rule in § 141.51 state that the form is to
be submitted only for systems that own
generating capacity of more than 25
megawatts and for which the sum of net
energy for system and firm sales for
resale exceeds 100,000 megawatthours
for the reporting year.

One commenter asks whether a utility
that operates two systems, only one of
which qualifies as a "system" for Form
No. EIA-714 purposes, must submit data
only for the qualifying system. Data are
required only for the qualifying system,
but the utility may submit data for its
combined systems if they better
represent ils operations.

A commenler explains that it wheels
electricity to i1s customers over another
ulility’s lines, which are not in the
commenter's system. The other utility
wheels electricity of its customers over
the commenter's system. Under the
definition of a system as “facilities
operated as a-unit under one control,”
the commenter suggests that neither
utility would claim these two groups of
customers and the data would not be
reported. If a utility wishes to include or
to exclude such a load in its report to be
sure that its loads are accurately
reported. it should contast EIA for
coordination of energy accounting
between reporting systems.

Several commenters ask for
clarification of the definitions of
“borderline customer,” “wheeling
customer,” “net capability,” “partial
requirements customer,” “in-load," “‘net
energy for load,” and “net energy for
system.” These definitions have been
clarified.

3. Capability and Output of Generating
Plants

a. General Comments. A commenter
asks how dual-fueled combustion

turbines (ol or gas) should be reported.
They should be reported as “combustion
turbine," regardless of how they are
fueled, The fuel type does not matter, if
the unit is a combustion turbine. A
commenter asks that another plant code
be added for “run-of-river” hydroelectric
plants. Run-of-river plants are included
as "conventional hydroelectric," and the
instructions have been modified to make
this clear.

A commenter suggests that run-of-
river units should not be treated as
“base load" units. Hydroelectric units
are not required to be identified as
“base load" or otherwise, and need only
be reported under the Conventional
Hydroelectric grouping.

Several commenters wanl! o know
whether an operator of a plant owned
partially by others should report their
shares as energy delivered on Schedule
2. A new instruction on this schedule
makes it clear that in this situation, the
respondent may either report the energy
on this schedule as output or on the
“Energy Transfers" schedule as energy
received.

A commenter asks whether a large
gas-fired unit designed for base load,
but used only for summer load, is a base
load or a peaking unit. It could be either,
depending on whether it is used all
summer or only for parts of each day.
The instructions have been rewritten to
make it clear that units need not be
categorized as such on the form.

b. Net Capability at Time of System
Peak Load. Several commenters say that
they consider units on reserve shutdown
{such as combustion turbines, which can
be started up quickly) to be available,
but not needed. The instructions have
been rewritten to classify such units as
units not available to meet load.

c. Pumping Energy. A commenter asks
whether energy required for pumping
water upstream for a pumped storage
project should be excluded from net
generation. It should. since this energy is
not available to meet the utility's load,
and the instructions have been rewritlen
to make this clear.

d. Integrated Net Demand at Peak.
Several commenters state that they
cannot produce exact data. Estimated
data are acceptable if the respondent
adequately explains why exact data are
not available.

e. New Data Requests, Several
commenters suggest that unit rather
than station data be collected. The
Commission needs data for stations
operated within the reporting system.
The Form No. EIA-860, which collects
data on & unit basis, does not
necessarily define the system within
which the units are operated.

A commenter suggests that if station
data are required, it should also include
the number of generating units, the
number of annual scheduled
maintenance days, the number of forced
outage delays, and the 5-year forced
outage rate. This information is
available on FERC Form No. FERC-580.

4. Energy Transfers

a. Data Availability and Usefulness.
Numerous commenters say that energy
transfer data by transaction type are not
available, especially for short-term
energy puichases and sales. This
requirement has been deleted.

Several commenters assert that they
do not always know the provider or
recipient of the energy transferred
because the transactions are with power
pools or agencies serving as brokers for
small utilities. The Form No. EIA-714
does not require the name of the
particular pravider or recipient, just the
name of the system of which the
recipient is a part.

b. Jointly-Owned Generating Unils. A
commenter argues that if data reported
on Schedule 2 are to be metered
quantities, the power received from ofi-
system jointly-owned units cannot be
distinguished from other energy received
by the system. The metering will not
reveal the source of the energy, but the
utility has other records which show
what power was received from an off-
system, jointly-owned unit.

¢. Duplicate Data Collection. A
commenter points out that similar data
are required by the California Public
Utilities Commission. However, this
Commission's needs cannot be met by
collecting data from State agencies. Not
all states collect energy transfer data.
and those that do may not collect them
in a format adequate for the
Commission's needs.

d. In-Load and Borderline Transfers.
A commenter suggests that borderline
energy transfers (in which a customer of
one system receives energy from
another system by arrangement between
the systems) should be reported with
other energy transfers instead of being
combined with in-load energy transfers.
The Commission does not agree.
Borderline energy transfers are
equivalent to in-load energy transfers in
that the load responsibility is on the
utility that actually makes the transfer

e. Energy Transfer Dala. A
commenter states that energy transfer
data should be collected at the time of
the annual system peak load. In the
Commission's view, this would
undermine the value of the information.
The annual system peak load is
measured for only a one-hour period.
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5. System Net Generation and Energy
Transfers

a. Usefulness of Data. Several
commenters question the usefulness of
the data collected on this page. The
Commission finds that the data are
useful. These data are used to assess the
system's ability to satisly monthly loads
and how it met its load responsibility,
which is part of the analysis necessary
to determine the system's power surplus
adequacy and reliability. One
commenter says that comparisons
between system net capability and
system peak are not meaningful in
determining ability to meet firm load.
The Commission generally finds such
comparisons meaningful, although they
muy not be in individual instances.

b. Reporting Burden. Several
commenters argue that the data on
Schedule 3, Part A have never been
collected on a monthly basis. The
Commission disagrees. FERC Form No.
12 collected the same data on a monthly
basis,

A commenter says that EIA could
complete Schedule 3, Part A itselfl with
the data provided in Schedules 1 and 2.
Again, the Commission EiA
could not disaggregate accurately these
dala into monthly information.

A commenter eliminating
columns g and h (net energy for load
and net energy for system), arguing that
EIA can calculate the data and pointing
out that the Commission eliminated the
same data from FERC Form No. 12.
Upon further consideration, the
Commission has determined that the
data should not be eliminated. The
presence of columns g and h should
improve the quality of the data
submitted, because respondents will be
able to verify their calculated figures.

6. System Peak Load

a. General. A commenter argues that
the value of the data required by this
schedule does not justify the burden.
The Commission does not believe that it
is excessively burdensome. The
information is essential for comparing
une year with the next so that trends
can be seen, and the Commission
believes the burden is justified by the
value of the information.

b. Data Duplication. Several
comments say that Forms EP-411 and
EIA-119M collect most of the same data.
The Commission does not agree that
Form EP-411 collects the same data.
Form EP-411 collects capability data for
regional electric reliability councils and
reporting parties, while Form No. FIA-
714 collects capability data for
individual electric systems. With respect
10 any alleged duplication in Form EP-

118M, that form will be replaced now
with the Form No. EIA-714.

c. Data on Net Capability.
Commenlers argue that the dala on net
capability are not available al the time
of system peak load or that they are not
useful data. The Commission disagrees.
These data can be obtained, and
although this involves some burden, the
data are important because they enable
the Commission to see the overall
picture of power flow at the time of
system peak. This information is useful
in determining transmission usage for
allocating wheeling costs among when
wheeling customers, for instance.

d. Maximum Hourly Load. Several
commenlers say that sixty-minute
integrated demand dala are nol
available. One commenter recomments
Souech'ng 15-minute integrated demand

ata.

Instruction 1 provides two
alternatives if 60-minute data are not
available: adjusling available data or
reporting available data with a note
specifying the time interval.

e. Minimum Hourly Load. Several
commenters say that the minimum
hourly load data are not available, that
the burden of collecting the data is
excessive, or that the data will be
useless, since the entire load curve is
not known. The Commission and EIA
have reduced the burden as much as
practicable by requiring this information
and hourly loads for three typical weeks
rather than for an eatire year. These
data should provide a general picture of
annual load without creating an
excessive burden.

7. System Hydroelectric Data

a. General. A commenter suggests
collecting seasonal instead or monthly
data. The commission does not believe
that it is overly burdensome for
respondents to submit monthly data,
particularly since only systems with
substantial hydroelectric capacity have
to report the data and much of the
information will not change every year.

b. Updating. Commenters make
various suggestions concerning when
this schedule should be updated. Some
suggest that every third or fifth year
would be sufficient, while others assert
that updates are necessary only when
system capability changes significantly.

The form need only be updated every
five years. This should provide
reasonably up-to-date information
without creating an unjustified burden.
It is also consistent with the updating
requirements for the rest of the form.

c. Size of Hydroelectric Facilities
Reparting. Commenters suggest various
thresholds for the size on the
hydroelectric capability for which data

must be reported. The form contains
such a Threshold: a respondent must
report these data oaly if hydroelectric
generation is more than 10% of annual
system net generation.

One commenter says thal run-of-river
facilities should be excluded, arguing
that such projects often are not
available with significant contributions.
The Commission does not agree. Run-of-
river plants generate significant
amounts of energy. although they cannot
store energy. The objective of this
schedule is 1o collect information on
how much energy would be generated.

8. System Load Data by Specified Week

a. Data Duplication. One commenter
says that this schedule is unnecessary,
because the Edison Electric Institute
(EEI) compiles national load data and
makes them available to EIA. However,
the EEl data are primarily for investor-
owned utilities and are not in the format
that the Commission needs.

b. Frequency of Data Collection. A
commenter suggests that detailed
annual data are not necessary and that
data could be collected every five years,
The Commission agrees, and has
changed the instructions to require these
data every five years.

9. Summer and Winter Peak Load and
Annual Energy Forecasts

a. Data Duplication. Several
commenters argue that Form No. EP-411
collects 10-year load forecasts which
duplicate this part of Form No. EIA-714.
The Commission does not agree. Form
No. EP-211 collects forecasts for
regional electric reliability councils and
reporting subregions, whereas Form No.
EIA-714 collects forecasts for individual
electric utility systems. Reporting
parties usually consist of more than one
electric system.

b. Accuracy of 15- and 20-year
Forecasts of Net Energy for Load and
Peak Demand. Several commenters
contend that forecasts beyond ten years
are speculative, which reduces their
usefulness. The form now requires only
15-year forecasts. Although the
Commission recognizes that such
forecasts are not as accurate as shorter-
term predictions, they are still useful.

c. Seasonal peak load forecasts. One
commenter says that it does not make
winter forecasts because its winter peak
load is significantly less than its summer
peak load. It recommends eliminating
the reporting requirement if winter load
is less than 75% of summer peak load.
The Commission rejects this suggestion.
The data are needed to reconstruct load
curves for the whole year, and the
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Commission does not believe this
requirement to be unduly burdensome.

A utility comments that it records 15-
minute rather than 60-minute integrated
demand and says that it would be
burdensome to furnish 80-minute data.
Revised Instruction 1 makes it clear that
this is acceptable.

d. Annual energy forecast. One
commenter stales that the date on which
the forecast was made and the time
period it covers should be reported. The
Commission does not agree that the date
of the forecast is needed. All that is
impaortant is that the forecas! be current
us of the filing date. The time period
covered by the forecast is already
required.

10. Distribution of System Load by
Service Area

#. Need for Data. Numerous
commenters argue that the data required
on this schedule are not useful or
accurate, because there are many
oplions for designating a service area
and respondents change service areas
from year to year, The Commission
needs this schedule to analyze physical
flows of energy in the system. Collection
will be made every five years to
minimize the reporting burden. The
Commission will take into account the
kinds of changes the comments mention.
It does not anticipate much change,
based on its experience with the FERC
Form No. 12.

b. Availability and Usefulness of
Data. Several commenters say that
energy data are nol always available by
primary substation. Others say that the
distribution of system load data is not
available by service area and that peak
load data are not available by service
area. The Commission will accepl
estimated data where necessary.,

11. High Voltage Line Data

a. Availability and Usefulness of
Data, Many commenters argue that
much of the data requiréd on this
schedule are not available and not
useful. The Commission needs these
data to understand the use of system
transmission facilities. The information
is useful in rate filings for review of
specific facilities and their
interconnected systems. To reduce the
burden, the form now requires only one
off-peak month, and the Commission
has deieted the October data element.

b. Line Load Data. One commenter
suggests that annual maximum one-hour
line load be collected, arguing that this
would indicate actual line load better
than the load at the time of system peak.
Other comments say that data on
maximum pessible line load at time of
system peak are not available.

As the instructions note, the
Commission will accept simulations.
The form uses the load at the time of
system peak because this is the basis
used by the other schedules and there is
a need for consistency.

12. System Maps and Diagrams

a, Level of Detail. Numerous
commenters object to the level of detail
required. They argue that the
information is not available in such
detail and would not be useful. The final
form demands less detail. It should be
possible for most utilities to use the
maps and diagrams that they prepare for
their own use,

b. Annual Updates Versus
Resubmission. One commenter says that
requiring a complete system description
every vear will greatly increase the cost
of maintaining a transmission system
data base, The commenter argues that
because most of the data do not change
from year to year, collecting only the
annual changes would be adequate.

The Commission believes, on the
contrary, that the request for available
maps and diagrams should minimize
respondents' burden while giving the
Commission a current and complete
description of the electric system.
Requesting annual changes would force
either respondents or the Commission or
EIA to compare current maps and
diagrams with those produced a year
earlier,

¢. Data Confidentiality. One
commenter says that some of the
required data are confidential. The
Commission disagrees. System maps
and diagrams submitted on FERC Form
No. 12 are currently available in the
Commission’s public reading room.

IV. Compliance with APA Public
Participation Provisions

The Commission finds that there is no
need for further public comment on
Form No. EIA-714, since EIA has
already solicited comments on behalf of
both the Commission and EIA." The
Commission has considered the
comments and responded to them
above, where appropriate. The
Commission therefore finds that further
public comment on this aspect of the
rule is unnecessary under section 553 of
the Administrative Procedure Act
(APA)N

"Roquest for Comment on Proposed Form ElIA-~
THA, “Annual Eleciric Power System Reporl,” 49
Fod, Reg. 3.685 (Jan. 30, 1984)

SS5USC. 553 (1982)

The deletion from the Commission’s
regulations of the requirement to file
FERC Form No. 12 has no substantive
effect, because this information has not
been required for years after 1981. The
changes to Form No. 1 also have no
substantive effect; the same information
will now be picked up and made
available to the public on Form No. EIA-
860. Thus, the Commission finds under
section 553 of the APA that public
comment on these aspects of this rule is
unnecessary.

V. Regulatory Flexibility Act
Certification

The Regulatory Flexibility Act (RFA)*
requires agencies to prepare cerlain
statements, descriptions, and analyses
of rules that would have “a significant
economic impact on a substantial
number of small entities." The
Commission is not required to make
such analyses if a rule would not have
such an impact.

Most electric utilities do not fall
within the RFA's definition of a small
entity.'® Since the reporting burden on
any small entity covered by this rule
would either be reduced by this rule or
remain unchanged, any economic impact
from this rule will be beneficial. The
Commission does not believe that this
impact will be “significant” within the
terms of the RFA. Pursuant to the RFA.
therefore, the Commission certifies that
this rule will not have a significant
economic impact on a substantial
number of small entities,

VL. Paperwork Reduction Act Statement
and Effective Date

The requirement in this rule that
utilities file Form No. EIA-714 has been
approved by the Office of Managemen!
and Budget (OMB) under the Paperwork
Reduction Act, 44 U.S.C. 8501-3520
(1962), und OMB'’s regulations, 5§ CFR
Part 1320 (1984). On March 20, 16885,
OMB approved the information
collection requirements of Form No.
EIA-714 and issued OMB Control
Number 1802-0140."

*5 US.C o0-612 (1042),

"5 U.5.C. 801(3). citing to section 3 of the Small
Business Act, 15 U.S.C. 532 (1982). Section 3 of the
Small Business Act defines “small-business
concern' as a business which is independently
awned and operated and which is not dominan! 11
its field of operation. See also SBA's revised Small
Business Size Stundards, 448 FR 5024 (Feb. 9, 1964]
{10 be codified at 13 CFR Part 121)

TOMB's aproval of FERC Form No. 12 lapsed
several years ago, so no further OMB action on this
aspect of the rule is nooded.
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The changes in the information  «
collection provisions in FERC Form No.
1 are being submitted to OMB for its
spproval under the Paperwork
Reduction Act and OMB's regulations.
Interested persons can oblain
information on the proposed information
collection provisions in Form No. 1 by
wontacting the Federal Energy
Regulatory Commission, 825 N. Capitol
Street, N.E., Washington, D.C. 20426
(Attention: Jan Macpherson, [202) 357~
6470). Comments on the information
collection provisions can be sent to the
Office of Information and Regulatory
Affairs of OMB (Attention: Desk Officer
for the Federal Energy Regulatory
Commission).

This rule will be effective June 12,
1685. If OMB has not approved the
changes to FERC Form No. 1 by that
date, the Commission will publish a
notice in the Federal Register
suspending the effectiveness of this
aspect of the rule.

List of Subjects
18 CFR Part 141

Electric power, Reporting and record-
keeping requirements, Statements and
reports (schedules).

18 CFR Part 369

Reporting and record-keeping
requirements.

In consideration of the foregoing, the
Commission amends Parts 141 and 389,

Chapter L, Title 18, Code of Federal
Regulations, as set forth below.

By the Commission.

Kenneth F. Plumb,
Secretory,

PART 389—{ AMENDED]

1. The authority citation for Part 389
tontinues Yo read as follows:

Autharity: Paperwork Reduction Act of
1980, 44 US.C. 3501-3520 (1900).

§389.101 [Amended]

2. The Table of OMB Control Numbers
In § 389.101(b}) is amended by inserting
'141,51" in numerical order in the
section column, and “0140" in the
torresponding position in the OMB
Control Number column.

PART 141—{ AMENDED]

3. The authority citation for Part 141
tontinues to read as follows:

Authority: Department of Energy
Urganization Act, 42 U.S.C. 7102-7352 (1962}
Exccutive Order 12,009, 3 CFR 142 (1978):
Fedoral Power Act, 16 U.S.C. 791a-828¢
11962); Public Utility Regulatory Policies Act,
15U S.C. §§ 2001-2645 {1982), unless
therwise noted.

4. Section 141,51 is revised to read as
follows:

§ 141,51 Form No. EIA-714, Annual
Electric Power System Report.

{a) Who must file, Any electric utility,
as defined under Section 3(4] of the
Public Utility Regulatory Policies Act, 18
U.S.C, 2602 (1982), must complete and
file with the Energy Information
Administration Form No, EIA-714,
Annual Electric Power System Report,
for every system that:

(1) Generates all or part of its load
requirements;

{2) Owns and/or operates operable
generating capacity of more than 25
megawatts (MW]; and

(3) Has net system and firm sales for
resale in excess of 100,000
megawatthours (MWh) for the reporting
year.

(b) When to file—{1) General. Form
No. EIA-714 must be filed on or before
each May 1 for the preceding calendar
year, beginning with data covering
calendar year 1985, which must be filed
on or before May 1, 1986.

(2) 1982-1984 data. Data covering 1982
are due July 15, 1885. Data covering 1983
are due August 15, 1985. Data covering
1984 are due September 15, 1985,

(¢c) What to file. An original and three
conforméd copies of the Form No. EIA-
714 must be filed, in accordance with the
instruction in that form.

[FR Doc. 85-11516 Filed 5-10-85; 8:45 am)
BILLUING CODE $717-0'-M

—

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 431, 436, 440, 442, 444,
446, 448, 449, 450, 452, 453, 455, 460,
536, 539, 540, 544, 546, 548, and 555

[Docket No. 83N-0378]

:nllblouc Drugs; Deletion of Safety
est

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

SUMMARY: The Food and Drug
Administration (FDA) is amending the
antibiotic drug regulations to delele the
original safety test requirement for
antibiotic drugs for both human and
veterinary use. Because of greatly
improved manufacturing technology
since the early years of antibiotic drug
manufacture, and because of FDA's
ability to assure use of other specific
tests and improved manufacturing
technology through its review of
antibiotic applications and factory

inspections, the agency has determined
that the original safely test requirement
is unnecessary.

DATES: Effective June 12, 1985;
comments, notice of participation, and
request for hearing by June 12, 1985;
data, information, and analyses to
justify a hearing by July 12, 1885.
ADDRESS: Wrilten comments to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm,
4-62, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT:
Joan M. Eckert, Center for Drugs and
Biologics (HFN-815), Food and Drugs
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-4290.

SUPPLEMENTARY INFORMATION: In the
Federal Register of July 30, 1984 (49 FR
30325), corrected on August 20, 1984 (49
FR 33025}, FDA proposed to amend the
antibiotic drug regulations to delete the
safety test requirement for antibiotic
drugs for both human and veterinary
use.

As discussed in the proposal, there
has been a significant improvement in
the extraction and chromatographic
separation of antibiotic drug substances
from fermentation broths since the
imposition of the safety test requirement
in 1945. This improvement in
manufacturing technology has resulted
in the production of highly purified
antibiotic drug substances. Based on
antibiotic Forms 5 and 6 application
reviews and factory inspections
conducted by FDA under section 704 of
the Federal Food, Drug, and Cosmetic
Act {21 U.S.C. 374), the agency has
determined that methods, facilities, and
conditions of production for all FDA-
regulated antibiotic drugs are adequate
in design and application to preclude the
presence of the extraneous toxic
impurities that the safely test was
intended lo detec!. In addition to the
overall improvement in antibiotic
manufacturing technology, individual
regulations for these antibiotic drugs
prescribe other special tests (e.5.,
identity, pyrogen, chromatographic
potency assay) that provide assurance
of the absence of extraneous toxic
impurities,

Interested persons were given until
September 28, 1984, to submit written
comments on this proposal and until
August 29, 1984, to submit requests for
an informal conference, Eight comments
were received in response o the
proposal. All comments supported the
proposal. No requests for an informal
conference were received.

In the Federal Register of August 30,
1984 (49 FR 34350), FDA amended the
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anlibiotic regulations to remove

§§ 442.19 and 442.219 (21 CFR 442.19 and
442.219). Accordingly, all references to
these sections made in the proposed rule
have been removed in the final rule.

In the Federal Register of October 10,
1964 (49 FR 39670), FDA amended the
antibiotic regulations to provide for the
inclusion of accepted standards for a
new antibiotic drug, clavulanate
potassium, and its use with amoxicillin
trihydrate in two new antibiotic dosage
forms. In the Federal Register of
November 16, 1984 (48 FR 45420}, FDA
amended the new animal drug
regulations to provide for approval of a
new animal drug application for
amoxicillin trihydrate and clavulanate
potassium film-coated tablets. In the
same issue of the Federal Register (48
FR 45421), FDA also amended the new
animal drug regulations to provide for
approval of amoxicillin trihydrate for
intramammary infusion. Sections
440.103d, 440.103e, 540.103g, and 540.803
(21 CFR 440.130d, 440.130¢, 540.103g, and
540,803) that were promulgated in those
regulations contain a safety test
requirement for the amoxicillin
trihydrate used in making batches of
these dosage forms. In order to update
these regulations to be in conformance
with the agency's determination that the
safety test is unnecessary, references to
these sections have been included in the
final rule.

The following sections, which should
have been included in the proposal for
revision, were inadvertently omitted:

§§ 540.103d(a)(3)(i)(a ); 540.103e{a)(3)(i)
(a); 540.103f(a)(3)(i)(a); and
544.275(a)(3)(i)(a). These sections are
included for revocation in this final rule.

The agency has considered the
economic impact of this final rule and
has determined that it does not require &
regulatory flexibility analysis, as
defined in the Regulatory Flexibility Act
(Pub. L. 96-354). Specifically, the final
rule deletes a testing requirement, thus
reducing overall assay costs for
manufaciurers of antibiotic drugs under
this final rule. Accordingly, the agency
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.

List of Subjects
21CFR Part 431

Administrative practice and
procedure, Antibiotics.

21 CFR Part 436
Antibiotics.
21 CFR Part 440

Antibiotics, penicillin.

21 CFR Part 442
Antibiotics, cepha.

21 CFR Part 444

Antibiotics, oligosaccharide,
21 CFR Part 446

Antibiotics, tetracycline.
21 CFR Part 448

Antibiotics, peptide,
21 CFR Part 449

Antibiotics, antifungal.
21 CFR Part 450

Antibjotics, antitumor.
21 CFR Part 452

Antibiotics, macrolide.
21 CFR Part '453

Antibiotics, lincomycin.
21 CFR Part 4535

Antibiotics.
21 CFR Part 460

Antibiotics.
21 CFR Part 536

Animal drugs, Antibiotics.
21 CFR Part 539

Animal drugs, Antibiotics, bulk,
21 CFR Part 540

Animal drugs, Antibiotics, penicillin.
21 CFR Part 544

Animal drugs, Antibiotics.
oligosaccharide.

21 CFR Part 546

Animal drugs, Antibjotics,
tetracycline.

21 CFR Part 548
Animal drugs, Antibiotics, peptides.
21 CFR Part 535

Animal drugs, Antibiotics,
chloramphenicol.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, Parts 431, 436, 440,
442, 444, 446, 448, 449, 450, 452, 453, 455,
460, 5306, 539, 540, 544, 5496, 548, and 555
are amended as follows:

PART 431—CERTIFICATION OF
ANTIBIOTIC DRUGS

1. The authority citation for Part 431 is
revised to read as follows:
Auathority: Sec. 507, 59 Stat. 463 as

amended (21 U.S.C. 357). unless otherwise
noted: 21 CFR 5.10.

§431.53 [Amended]

2. Part 431 is amended in § 431.53 Fees
by removing the item "Safety test" from
the table in paragraph (b)(1).

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

3. The authority citation for Part 436 is
revised o read as follows:

Authority: Sec, 507, 50 Stat. 463 as
amended (21 U.S.C. 357). unless otherwise
noted: 21 CFR 5.10.

§ 436,33 [Removed and Reserved)

4. Part 436 is amended by removing
and reserving § 436.33 Safety test.

PART 440—PENICILLIN ANTIBIOTIC
DRUGS

5. The authority citation for Part 440 is
revised to read as follows:

Authority: Sec. 507, 59 Stat. 463 as
amended {21 U.S.C. 357), unless otherwise
noted: 21 CFR 5.10.

6. Part 440 is amended by reserving
and revising the following: Sections
440.3(a)(1){ii) and (b)(2); 440.5(a)(1}(i1)
and (b)(2): 440.7(a){1)(ii) and (b)(2): 440.7
ala)(1)(iv) and (b)(4); 440.8 (a)(1)(ii) and
(b)(2); 440.9a (a)(1)(iv) and (b){4): 440.11
(a)(1)(ii) and (b)(2); 440.13a (a)(1){iv) and
{b){4); 440,15 (a)(1)(ii) and (b)(2); 430.17
(a)(1)(ii) and (b)(2): 440.19 (a)(1)(iv) and
(b)(2); 440.19a (a)(1)(ii) and (b)(4): 440.25
{a){1)(ii) and (b)(2); 440.29 (a)(1)(ii} and
(b)(2); 440.29a (a)(1)(iv) and (b)(4);
440.36a (a){1){iv) and (b)(4): 440.37a
(a){1)(iv) and (b)(4); 440.41 (a)(1)(ii} and
{(b)(2); 440.41a (a){1)(iv) and (b)(4): 440.48
{a)(1)(ii) and (b)(2); 440.49a (a)(1)(iv) and
(b){4); 440.51 [(a)(1)(ii) and (b){2); 430.553
(a)(1)(iv) and (b){4); 440.71 (a)(2)(ii) and
(b)(2); 440,73 (a)(1)(ii) and (b)(2); 440.744
{a)(1)(iv) and (b)(4); 440.80a (a)(1)(iv)
and (b)(4); 440.81a (a)(1)(iv) and (b)(4):
440.83a (a)(1)(iv) and (b)(4): 440.90a
(a)(1){iv) and (b){4): 440.207(b)(4):
440.210(b)(4); 440.219b(b)(4);
440.229b(b)(3); 430.236(b)(4);
440.241(b)(4); 440.249(b)(4);
440.255b(b)(4); 440.255¢(b)(4);
440.255d(b)(4); 440.274b(b)(4);
440.274c(b){4); 440.280b(b)(4);
440.281b{b)(4); 440.1080a (a)(1)(iv) and
(b)(4): 440.1081a (a)(1)(iv) and (b){4).

7. By removing the word “safety."”
wherever it appears from the following:
Sections 440.3(a}(3)(i); 440.5(a)(3)(i):
440.7(a)(3)(i): 440.7afa)(3)(i):
440.8(a)(3)(1); 440.9a(a)(3)(i):
440.11{a)(3)(i);: 440.13a(a)(3)(i}:
440.15{a)(3)(i); 440.17(a)(3)(i):
440.19{a)(3)(i); 440.19a(a)(3)(i);
440.25{a)(3)(1); 440.28(a)(3)(i):
440.29a(a)(3)(i); 440.36a(a)(3)(i);
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40.37a(a)(3)(i); 440.41(a)(3)(i):
$40.41a(a)(3)(i); 440.49(a)(3)(i);
440.49a(a)(3)(i); 440.51(a)(3)(i);
#o.55a(a)(3)(i); 440.71(a)(3](i);
40.73(a)(3)(i); 440.74a(a)(3)(i);
#0.80a(a)(3)(1); 440.81a(a)l3)(i);
40.83a{a}(3)(i): 440.90a(a)(3)(i);
40.103a(a)(3)(i)(a); 440.103b{a)(3)(i){a);
40.103c{a}(3)(i}a); 440.103d(a)(3)(i)(a):
40.103efa){3)(i){a): 440.105a(a)(3)(i){a);
#0.105b(a)(3)(i)(a): 440.105¢(a)(3)(i}{a);
40.105d(a)(3)(i)(a); 440.107a(a)(3)(i)(a);
440.107b(a)(3)(1)(a); 440.107c(a)(3)(i){a);
#40.107d(a)(3)(i)(a); 440.107efa)(3)(i)(a);
#40.108a(a)(3)(i)(a): 440.108b(a)(3,{i)(a);
s0.111(a)(3)(i)a): 440.1158(a)(3)(i}a);
#0.115b(a)(3)(i)(a): 440.117a(a)(3)(i){a);
#0.117b{a}(3)(i)(a); 440.119a(a)(3)(i)(a);
440.119b(a)(3)(i)(a); 440.125a(a)(3)(i){(a);
#0.125b{a)(3)(1)(a); 440.129(a)(3)(i)(a);
#0.141b(a)(3)(i)(a): 440.141a(a)(3)(i)(a);
#0.141¢cla)(3)(i)(a); 440.149a(a)(3)(i)(a):
#0.149b(a)(3](i)(a); 440.151afa)(3)(i)(a);
40.151b(a)(3)(i){a); 440.155¢(a)(3)(i)(a);
#0.155d(a)(3)(i)(a); 440.171a(a)(3)(i)(a);
440.171b{a)(3)(i)(a): 440.171c(a)(3)(i)(a):
440.173a(a)(3)(i)(a): 440.173b(a)(3)(i)(a);
#0.173¢(a)(3)(i)(a): 440.173d(a}(3)(i)(a):
40.180a{a)(3)(i)(a); 440.180¢c{a)(3)(i){a):
#40.180f(a)(3)(i)(a): 440.180g(a)(3)(i)(a);
40.207(a)(3)(1)(b); 440.210(a)(3)(i}{5);
#0.219b(a)(3)(i)(b); 440.228b{a)(3)(i)(b);
#0.236(a)(3)(i)(b): 440.241(a)(3)(i)(b);
#0.249(a)(3)(i)(D): 440.255b(a)(3)(i)(b);
#0.255¢c(a)(3)(i)(c); 440.255d(a)(3)())(&):
#0.274a(a)(3)(i)(a); 440.274b{a)(3)(i)(b);
#40.274¢(a)(3)(i)(b); 440.280(a)(3)(i}(b);
0.281b(a)(3){i)(b); 440.1080a(a)(3)(i};
and 440.1081a(a)(3)(i).

8. In paragraph (a)(1) of §§ 440.207;
440.210; 440.218b; 440.236; 440.241;
440.249; 440.255b; 440.255¢; 440.255d;
$40.274b; 440.274¢; 440.280b; and
440.281b by removing the sentence “It
passes the safety test” wherever it
appears,

11440.229b [Amended]

9. In § 440.229b(a)(1), by revising the
lhird sentence to read as follows: “It is
sterile and nonpyrogenic.”

PART 442—CEPHA ANTIBIOTIC
DRUGS

10. The authority citation for Part 442
“revised to read as follows:

Authority: Sec. 507, 59 Stat. 463 as
‘=ended (21 U.8.C. 357), unless otherwise
moted: 21 CFR 5,10,

11. Part 442 is amended by removing
ind reserving the following: Sections
H26 (a)(1)(ii) and (b)(2); 442.8a (a)(1)(iv)
and (b)(4); 442.9a (a)(1){iv) and (b)(4):
42.11a (a)(1)(iv) and (b)(4); 442.13a
(1){iv) and (b)(4); 442.24a (a)(1)(iv)
énd (b)(4); 442.21 (a)(1)(ii) and (b){2);
42.23a (a)(1)(iv) and (b)(4); 442.25a
)(1)(iv) and (b)(4); 442.27 (a){1)(ii} and

(b)(2); 442.29a (a)(1){iv) and (b)(4); 442.40
(a)(1)(ii) and (b)(2); 442.40a (a'(1)(iv) and
(b)(4); 442.41 (a)(1)(ii) and (b)(2);
442.208(b)(4); 442.209(b)(4);
442.225b(b)(4); 442.225¢(b}{4); and
442.240a(b)(4).

12. By removing the word "safety,”
wherever it appears from the following:
Sections 442.6(a)(3)(i); 442.8a(a)(3)(i):
442.9a(a)(3)(i): 442.11afa)(3)(i):
442.13a(a)(3)(i); 442.14a(a)(3)(i);
442.21(a)(3)(i); 442.23a(a)(3)(i);
442.25a(a)(4)(i); 442.27(a)(3)(i):
442.29a(a)(3)(i); 442.40(a)(3)(i):
442.40a(a)(3)(i); 442.41(a)(3)(i);
442.106a(a)(3)(i)(a): 442.108b(a)(3)(i)(a):
442.106¢(a)(3)(i)(a); 442.121a(a)(3)(i)(a);
442.121b(a)(3)(i)(c); 442.127a(a)(3)(i)(a);
442.127b(a)(3)(i)(a): 442.127¢c{a)(3)(i)(a);
442.140a(a)(3)(i){a); 442.140b(a)(3)(i)(a):
442.140c(&)(3)(i)(a); 442.141(a)(3)(i)(a);
442.208(a)(3)(1)(b): 442.200(a)(3)(I)(b);
442.225b(a)(3)(i)(b): 442.225c(a)(3)(i)(&);
and 442.240a(a)(3)(i)(D).

13. In paragraph (a)(1) of §§ 442.208;
442,209; 442.225b; 442.225¢; and 442.240a
by removing the sentence "It passes the
safety test.” wherever it appears.

PART 444—OLIGOSACCHARIDE
ANTIBIOTIC DRUGS

14. The authority citation for Part 443
is revised to read as follows:

Authority: Sec. 507, 59 Stat. 463 as
amended (21 U.S.C. 357), unless otherwise
noted; 21 CFR 5.10,

15. Part 444 is amended by removing
and reserving the following: Sections
444.6 (a)(1)(ii) and [b)(2): 444.20 (a)(1)(ii)
and (b)(2); 444.20a (a)(1)(iii) and (b)(3);
444.30 (a)(1)(ii) and (b){2); 444.30a
(a)(1)(iii) and (b)(3): 444.42(a)(1)(ii) and
(b)(2); 444.42a (a)(1)(iv) and (b)(4); 444.50
(a)(1)(ii) and (b)(2); 444.62 {a)(1)(ii) and
(b)(2); 444.70a (a)(1){iv) and (b}(4):
444.80(a)(1)(ii) and (b)(2); 444.81a
(a)(1)(iv) and (b)(4); 444.206(b)(4);
444.220(b)(3); 444.230(b)(3); 444.262(b)(4);
444.270b(b)(4); 444.280(b)(4); and
444.942a(a)(1)(ii).

16. By removing the word “safety" or
"toxicity" wherever it appears from the
following: Sections 444.20(a)(3)(i):
20a(a)(3)(i); 444.30{a)(3)(i);
444.30a(a)(3)(i); 444.42(a)(3)(i);
444.42a(a)(4)(i); 444.50(a)(3)(i);
444.62(a)(3)(1); 444.70a(a)(3)(i);
444.80(a)(3)(1); 444.81a(a)(3)(i):
444.130(a)(3)(i)(a); 444.142a(a)(3)(i)(a):
444.142b(a)(3)(i)(a); 444.150a(a)(3)(i)(a):
444.150b(a)(3)(i){a); 444.208{a){3)(i) (a)
and (b); 444.220{a)(3)(i) (a) and (b);
444.230(a)(3)(1)(D): 444.262(a)(3)(i) (a) and
(b); 444.270b(a)(3)(1)(b); )
444.280(a)(3)(i)(5): 444.320a(2)(3)(i)(a);
444.320b(a)(3)(i)(a); 444.342a(a)(3)(i)(a):
444.342b(a){3){i) (a). (b), and (c);

444.342c(a)(3)(i)(a) and (b);
444.342d(a)(3)(i)(a) and (b);
444.342g(a)(3)(i)(a):
444.342h{a)(3)(i)(e)and (b);
444.342i(a)(3)(i)(a) and (b);
444.342j(a)(3)(i)(a) and (b);
444.342k(a)(3)(i)(a) and (b);
444.380a(a)(3)(i)(c); 444.380b(a)(3)(i){a);
444.942a(a)(4)(i); and 444.942b(a)(3)(i)(a)
and (b).

17. In paragraph (a)(1) of the following
sections remove references as follows:
Section 444.142a, remove "(iv)" from the
fifth sentence; § 444.142b, remove “(iv)"
from the fifth sentence; 444.342a, remove
“(iv)" from the fifth sentence; § 444.342h,
remove "(iv)" from the fourth and fifth
sentences and “'(ii)" from the sixth
sentence; § 444.342¢, remove "(iv)" from
the fifth and sixth sentences; § 444.342d.
remove “{iv)" from the fifth and sixth
senlences; § 444.342g, remove “(iv)"
from the sixth sentence; § 444.542f,
remove "(iv)" from the fifth sentence
and "(ii)" from the sixth sentence; and
§ 444.942b, remove “(iv)" from the fifth
and sixth sentences.

18. In paragraph (a)(1) of §§ 444.206;
444.220; 444.230; 444.262; 444.270b; and
444.280 by removing the sentence "It
passes the safety test.” wherever it
appears.

19. In paragraph (a)(1) of §§ 444.442g;
444.442h; 444.5208; 444.520b; and
444.542a by removing “, except safety"
or “and, if for ophthalmic use, paragraph
(a)(1)(iv) of that section” wherever they
appear.

§444.542a [Amended)

20. By revising § 444.542a(a)(3)(i)(a) to

read "“The neomycin sulfate used in

making the batch for potency, pH, and
identity."

§ 4445421 [Amended]

21. By revising § 444.542f(a)(3)(i){a) to
read "The neomycin sulfate used in
making the batch for potency, moisture,
pH, and identity."”

22. By revising § 444.542{(a)(3)(i)() to
read "The gramicidin usgd in making the
batch for potency, moistiire, residue on
ignition, melting point, crystallinity, and
identity."

§444.942a [Amended]

23. By revising § 444.942a(b) to read
“Tests and methods of assay: potency,
moisture, pH, and identity. Proceed as
directed in § 444.42a(b)(1), (5), (6), and
(7)."

PART 446—TETRACYCLINE
ANTIBIOTIC DRUGS -

24, The authority citation for Part 446
is revised to read as follows:
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Authority: Sec. 507, 50 Stal. 483 as
amended (21 U.S.C. 357), unless otherwise
noted; 21 CFR 5.10,

25. Part 446 la amended by removing
and reserving the following: Sections
446.10(a)(1)(ii) and (b)(2):
446.10a(a)(1)(iv) and (b){4);
446.15(a)(1)(ii) and (b)(2); 446.16(a)(1)(ii)
and (b)(2): 448.20(a)(1)(ii) and (b)(2);
446.20a(a)(1)(iv) and (b)(4):
4486.21(a)(1)(ii) and (b)(2); 446.50(a)(1)(ii)
and (b)(2); 446,60(a)(1)(ii) and (b)(2);
446.85(a)(1)(ii) and (b)(2);
446.65a(a)(1)(iv) and (b)(4);
446.66(a)(1)(ii) and (b)(2); 446.67(u)(1)(ii)
and (b){2); 448.67afa)(1)(iv) and [b)(4);
446.75a(s)(1)(iv) and (b)(4);
446.76a(a)(1})(iv) and (b){4);
446.80(a)(1)(ii) and (b)(2); 446.81(a)(1)(ii)
and (b)(2); 446.81a(a)(1)(iv) and (b){4);
446.82{a)(1)(ii) and (b)(2);
446.181b{b)(2)(i1): 446.220{b){4);
446.260(b)(4); 446.265(b)(4); 446.267(b)(4);
446.275a(b)(4); 446.276a(b)(4); and
446.281d(b){4).

26. By removing the word “safety,” or
“toxicity," wherever it appears from the
following: Sections 446.10(a}(3)(i);
446.10a(a)(3)(i); 446.15(a)(3)(i);
446.16(a)(3)(i); 448.20(a)(3)(i):
446.20a(a)(3)(i); 446.21(a)(3)(i):
440.50(a)(3)(1); 446.60(a)(3)(i);
446.65(a)(3)(i); 446.65a(a)(3)(i);
446.66(a)(3)(i); 446.67(a)(3)(i);
446.67a(a)(3)(i): 446.75a(a)(3)(i):
446.76a(a)(3)(i); 446.80(a)(3)(i);
446.81(a)(3)(i); 446.81a(a)(3)(i);
446.82(a)(3)(i): 446.110(2)(3)(i)(a);
446.115a(a)(3)(i)(a); 448.115b(a)(3)(i)(a);
446.115c{a)(3); 448.118a(a)(3){i)(a):
446.118¢(a)(3)(i)(a): 448.118d(a)(4);
446.120a(a)(3)(i)(a): 448.120b(a)(3)(i)(a):
446.120¢(a)(3)(1)(a); 446.121(2)(3)(i){a);
448.150a(a)(3)(i){a); 446.150b(a)(3)(i)(a):
448.160a(a)(3)(1)(a); 446.180b{a)(3)(i}(a);
446.160c(a)(3)(i)(a); 446.165a(a)(3)(i)(a);
446.165¢(a)(3)(1)(a) and (b);
446.165d(a}{3)(i)(a); 448.185¢(a)(3)(i)(2)
and (b); 446.166(a){3){i)(0)
446.167(a)(3)(i)(a): 446.180a(a)(3);
446.180b(a)(4); 446.180c(a)(3)(i}{a):
446.181b(a}(3); 446.181d(a)(3)(i)(a):
4456.181e(a)(3)(1)(@): 446.182({a)(3)(i)(a):
446.220(a)(3)(i)(b): 446.280(a}(3)(I)(5);
446.265(a)(3)(1)(5); 446.267(a)(3)(i)(b);
446.275a(a)(3)(i)(b); 446.275b(a)(3)(i)(a);
446.276a(a}{3)(1)(b); 446.276b(a)(3)i)(a}):
446.281c{a)(3)(1)(e); 448.281d(a)(3)(i}(b)
446.282(a)(3){i)(a); 446.310(a)(3)(i){a);
446.367c(a}(3)(i){a): 448.367¢e(a)(2)(i){a)
and (b): 446.381a(a)(3)(i)(a). and
446.381b(a)(3)(i)(a).

27. In paragraph (a)(1) of §§ 446.181b;
4406.220; 446.260; 446.265; 446.267;
446.275a; 446.276a; and 446.281d by
removing the sentence "It passes the
safety test.” or "It is nontoxic."”
wherever it appears,

28. In paragraph (a)(1) of §§ 446.265, in
the ninth sentence; 446.267, in the ninth
sentence; 446.581c, in the seventh
sentence; and 446.581d, in the fifth
sentence by removing the words
“gafety," and "safety, and".

29. In paragraph (a)(1) of §§ 446.467;
446.510; 446.567a; 446.567b; 446.567¢;
446.567¢; and 446.867 by removing the
words ", except safety” wherever they
appear.

PART 448—PEPTIDE ANTIBIOTIC
DRUGS

30. The authority citation for Part 448
is revised to read as follows:
Authority: Sec. 507, 58 Stal. 463 as

amended (21 U.S.C. 357), unless otherwise
noted; 21 CFR 5.10.

31. Part 448 is amended by removing
and reserving the following: Sections
448.10(a)(1)(ii) and (b)(2);
448.10a(a)(1)(iii) and (b)(4):
448.13(a)(1)(ii) and (b)(2);
448.13a(a)(1)(iii) and (b)(3);
448.15a(a)(1)(iii) and (b)(3):
448.20a(a)(1)(iii) and (b)(4);
448.21(a)(1)(ii) and (b)(2); 448.25(a)(1)(ii)
and (b)(2); 448.30(a)(1)(ii) and (b){2):
448,30a(a)(1)(iv) and (b)(4);
448.910(a)(1)(ii) and (b)(2):
448.913(a)(1)(ii) and (b})(2); and
448.930a(a)(1)(ii) and (b)(2).

32. By removing the word "safety,”
from the following: Sections
448.10{a)(3)(i); 448.10a(a)(3)(i)
448.13(a)(3)(i); 448.13a(a)(3)(i);
448.15a(a)(3)(i); 448.20a(a)(3)(i):
448.21(a)(3)(1); 448.25(a)(3)(i);
448.30(a)(3)(i); 448.30a(a)(3){i);
448,121(a)(3)(a); 448.310b(a)(i}{3){a), (b).
and (¢); 448.310¢(a)(3)(i)(a):
448.313ala)(3)(i){a) and (&);
448.313b{a)(3)(1)(a) (b), and (c):
448.321(a)(3)(i)(c): 448.513d(a)(3)(i)(a).
(b), and (c); 448.513e{a)(3)(i}(a), (b), and
(¢); 448.910(a)(4)(i): 448.913(a)(4)(1);
448.930a(a)(4)(i); and 448.930b{a)(3)(i)(a).

33. In paragraph (a)(1) of §§ 448.421;
448.430; 448.510a; 448.510d; 448.510¢;
448.513a; 448,513b; 448.513¢; and 448.513f
by removing ", except safety” or *',
except for safety" wherever it appears.

PART 449—ANTIFUNGAL ANTIBIOTIC
DRUGS

34. The authority citation for Part 449
is revised to read as follows:
Authority: Sec. 507, 59 Stal. 463 as

amended (21 U.S.C. 357), unless otherwise
nolted; 21 CFR 5.10,

35. Part 449 is amended by removing
and reserving the following: Sections
449.4(a)(1){iii) and (b)(3); 449.4a(a)(1)(iii)
and (b)(3); 449.20(a)(1)(ii) and (b)(2);
448.50(a)(1)(H) and (b)(2); and
449.204(b)(3).

36. By removing the word “safety,”
wherever it appears from the following:
Sections 449.4(a)(3)(i); 449.4a(a)(3)(i};
449.20(a)(3)(i); 449.50(a)(3)(i);
449.104(a)(3)(i)(a): 449.120a(a)(3)(i)(a):
449,120b(a)(3)(i)(a); 449.120c{a)(3)(i}{a):
449.120d(a)(3)(i)(a): 449.150a(a)(3)(i)(a);
449.150b(a)(3)(i)(a); 449.150c(a)(3)(i)(a):
449.204(a)(3)(1)(b); 449.550b(a)(3)(i)(a):
and 449.850b(a)(3)(i)(a);

§449.204 [Amended)

37. In § 449.204(a)(1) by removing the
sentence "It passes the safety test.”

§5 449.550c¢, 449.550¢, 449.550g, and
449.550h [Amended]

38. In paragraph (a)(1) of §§ 449.550c,
449.550e; 449.550g; and 449.550h by
removing the phrase “except safety"
wherever it appears.

PART 450—ANTITUMOR ANTIBIOTIC
DRUGS

39. The authority citation for Part 450
is revised to read as follows:

Authority; Sec. 507, 58 Stal. 463 as
amended (21 U.S.C. 357), unless otherwise
noted; 21 CFR 5.10.

§ 450.10a, 450.45, and 450,245 [Amended)

40. Part 450 is amended by removing
and reserving the following: Sections
450.10a{a)(1)(iv) and (b){4):
450.45(a)(1)(ii) and (b)(2); end
450.245(b)(4).

§ 450.10a, 450.45, and 450.245 [Amended|

41. In §§ 450.10a{a)(3)(i);
450.45(a)(3)(i); and 450.245(a)(3)(i)(5) by
removing the word "safety,” wherever il
appears.

§450.245 [Amended]

42. In § 450.245(a)(1). by removing the
sentence “It passes the safety test.”

PART 452—MACROLIDE ANTIBIOTIC
DRUGS

43. The authority citation for Part 452
is revised to read as follows:

Authority: Sec. 507, 50 Stat. 483 as
amended (21 U.S.C. 357), unless otherwise
noted: 21 CFR 5.10.

44, Part 452 is amended by removing
and reserving the following: Sections
452.10(a)(1)(ii) and (b)(2); 452.15{a)(1)(})
and [b){2): 452.25{a)(1)(ii) and (b)(2):
452.25a(a}{1)(iii) and (b)(3);
452.30a(a)(1)(iii) and (b)(4):
452,35(a)(1)(ii) and {b)(2); 452.75(a)(1)(ii]
and (b)(2): 452.225(b)(3); and
452.232(b)(4).

45. By removing the word “safety.”
wherever it appears from the following
Sections 452,10(a)(3}(i); 452.15(a)(3)(i);
452.25(a)(3)(1); 452.25a(a)(3)(i);
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452.30a(a)(4)(i); 452.35(a)(3)(i);
452.75(a)(3)(i); 452.110a(a)(3)(i)(a);
152.110b(a)(3)(i)(a): 452.110c(a)(3)(i)(a):
452.115a(a)(3)(i){a); 452.115b(a){3)(i)(a);
452.115¢c(a)(3)(i)(a): 452.1154(a)(3)(i)(a);
152.115e(a)(3)(i)(a): 452.115f(a)(3)(i)(a);
452.125a(a)(3)(i)(a): 452.125b(a)(3)(i)(a);
452.125¢(a)(3)(i)(a): 452.125d(a)(3)(i)(a):
152.125e(a)(3)(i)(a); 452.135a(a)(3)(i)(a):
452.135b(a)(3)(i)(a): 452.135c(a}(3)(i)(a);
452.175a(a)(3)(i)(a); 452.175b(a)(3)(i)(a):
152.175¢(a)(3)(i)(a); 452.175d(a)(3)(i)(a):
452.225(a)(3)(1)(b); 452.232(a)(3)(i)(b);
452.310(a)(3)(i)(a); and 452.710(a)(3)(i)(a).

§§452.110b, 452.310, and 452.710
[Amended )

46. In paragraph (a)(1) of the following
sections remove references as follows:
Section 452.110b, remove “(ii)” from the
sixth sentence; § 452.310, remove “(ii)"
from the sixth sentence; and § 452.710,
remove “(ii)" from the fourth sentence.

4 452.225 and 452.232 [Amended]

47, In paragraph (a)(1) of §§ 452.225
and 452.232 by removing the sentence "It
passes the safety test.” wherever it
appears.

§452510b [Amended]

~48.1In § 452.510(b)(a)(1) by removing
the words “safety and" from the sixth
sentence.

PART 453—LINCOMYCIN ANTIBIOTIC
DRUGS

19. The authority citation for Part 453
s revised to read as follows:
Authority: Sec. 507, 59 Stat. 463 as

umended (21 U.8.C. 357), unless otherwise
moted; 21 CFR 5.10,

50. Part 453 is amended by removing
and reserving the following: Sections
453.20{a)(1)(iii) and (b)(3); 453.21(a)(1)(ii)
and (b)(2); 453.22(a)(1)(iii) and (b)(3);
453.22a(a)(1)(v) and (b)(5);
453.30(a)(1)(ii) and (b)(2);
453.30a(a)(1)(iii) and (b)(3); 453.222(b)(4);
and 453.230(b)(3).

51. By removing the word “safety,"
wherever it appears from the following:
Sections 453.20(a)(8)(i); 453.21(a)(3)(i);
453.22(a)(3)(1); 453.22afa)(3)(i);
453.30(a)(3)(i); 453.30a(a)(3)(i);
153.120(a)(3)(i)(a); 453.121a(a)(3)(i)(c);
153.121b{a)(3)(1)(a); 453.130a(a)(3)(i){a):
153.130b{a)(3)(i)(a); 453.222{a)(3)(i)(b);
and 453.230(a){3)(i)().

1453.130b [Amended)

52.In § 453.130bfa)(1), remove the
reference “(ii)" from the fifth sentence.

£§453.222 and 453.230 [Amended]

53. In paragraph (a)(1) of §§ 453.222
and 453.230 by removing the sentence "It
Passes the safety test." wherever it
appears,

PART 455—CERTAIN OTHER
ANTIBIOTIC DRUGS

54. The auth:rity citation for Part 455
is revised to read as follows:

Authority: Sec, 507, 58 Stat, 463 as
amended (21 U.S.C. 357), unless otherwise
noled; 21 CFR 5.10.

55. Part 455 is amended by removing
and reserving the following: Sections
455.10(a}(1)(ii) and (b)(2);
455.10a(a)(1)(iv) and (b)(4);
455.11(a)(1)(ii) and (b)(2):
455.12a(a)(1)(iv) and (b)(4);
455.20(a)(1)(ii) and (b}{2); 455.50(a}(1)(ii)
and (b)(2): 455.51(a)(1)(ii) and (b)(2);
455.51a(a)(1)(iv) and (b)(4);
455.70(a)(1)(ii) and (b)(2);
455.80a(a)(1)(v) and (b)(5):
455.85(a)(1)(ii) and (b)(2):
455.85a(a)(1)(iii) and (b)(3);
455.90a(a)(1)(iii) and (b)(3); 455.210(b){4);
455.230(b)(4); and 455.251(b)(4).

56. By removing the word “safety,” or
“toxicity,”" wherever it appears from the
following: Sections 455.10(a)(3)(i):
455.10a(a)(3)(i); 455.11(a)(3)(i):
455.12a(a)(3)(1); 455.20(a)(3)(i);
455.50(a)(3)(i); 455.51(a)(3)(i);
455.51a(a)(3)(i); 455.70(a)(3)(i):
455.80a{a){3)(i); 455.85(a)(3)(i):
455.85a(a)(4)(i); 455.90a(a)(3)(i):
455.110(a)(3)(i)(a); 455.111(a)(3)(i)(a);
455.120(a)(3)(i)(a); 455.150(a)(3)(i)(a)
(both sentences); 455.151a(a)(3)(i)(a);
455.151b(a)(3)(i)(a); 455.170a(a)(3)(i)(a);
455.170b(a)(3)(i)(a); 455.185(a)(3)(i)(a);
455.210(a)(3)(i)(b); 455.230(a)(3)(i):
455.251(a)(3)(i)(b); 455.290(a)(3)(i){a):
455.310a(a)(3)(i)(a): 455.310b(a)(3)(i)(a):
and 455.390(a)(3)(i)(a).

§5 455.150, 455.251, and 455.310¢
[Amended]

57. In paragraph (a)(1) of § 455.150 by
removing “(ii)" from the fifth and sixth
sentences; in § 455.251(a)(1) by revising
the fourth sentence to read "It is sterile
and nonpyrogenic.” and by removing
“(iv)" from the seventh sentence; and in
§ 455.310c(a)(1) by removing “(iv)" from
the sixth sentence.

§§ 455.210 and 455.230 [Amended]

58. In paragraph (a)(1) of §§ 455.210
and 455.230 by removing the sentence “It
passes the safety test." wherever it
appears.

§5455.410 and 455.510d [Amended]

59. In paragraph (a)(1) of §§ 455.410
and 455.510d by removing the words *,
excep! safety” and “, concerning safety”
wherever they appear.

§455.310¢ [Amended]

60. In paragraph (a)(4){i)(a) of
'§ 455.310¢ by removing the phrase “, and

for toxicity if the ointment is intended
for ophthalmic use”. o

§455.310d [Amended]

61. In paragraph (a)({3) of § 455.310d by
removing the words “and toxicity".

PART 460—ANTIBIOTIC DRUGS
INTENDED FOR USE IN LABORATORY
DIAGNOSIS OF DISEASE

62. The authority citation for Part 460
is revised to read as follows:

Authority: Sec. 507, 50 Stat. 463 as
amended (21 U.S.C. 357), unless otherwise
amended; 21 CFR 5.10.

§460.42 [Amended]

63, Part 460 is amended in
§ 460.42(a)(1) in the seventh sentence by
removing the word “toxicity,".

PART 536—TESTS FOR SPECIFIC
ANTIBIOTIC DOSAGE FORMS

64. The authority citation for Part 536
is revised to read as follows:

Authority: Secs. 507, 512, 59 Stal. 463 as
amended, 82 Stat. 343-351 (21 US.C. 357,
360b); 21 CFR 5,10, 5.83,

§536.50 [Amended]

65, Part 536 is amended in § 536.507 by
removing and reserving paragraph (c).

§536.513 [Amended]

66. In § 536.5