This order shall become effective June
37, 1077, except that the effective date
for rearrangement of the nonproprietary
name from “zine bacitracin® to “bacitra-
¢in rinc” shall be November 22, 1977. Any
pacitracin zine preparation labeled after
November 22, 1977 that does not bear
the name “bacitracin zine" is mis-
pranded.

(Sec. 507, B9 Stat. 463 s amended (21 U.S.C,
H7))

pated: May 18, 1977.

Wirrian F. RANDOLPH,
Acting Associate Commissioner
for Compliance.

[PR Doc.77-14006 Filed 5-26-77.8:45 am|

SUBCHAPTER E—ANIMAL DRUGS, FEEDS,
LAND RELATED PRODUCTS

| Docket No, TTN-0014]

PART 539—BULK ANTIBIOTIC DRUGS
SUBJECT TO CERTIFICATION

PART 548—CERTIFIABLE PEPTIDE ANTI-
BIOTIC DRUGS FOR ANIMAL USE BACI-
TRACIN AND BACITRACIN-CONTAIN-
I.:QéingUGS; CONFORMING AMEND-

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule amends the regu-
Iations regarding certification of baci-
tracin drug products for animal use to
conform with amendments to regulations
on bacitracin drug products for human
use being published elsewhere in this is-
sue of the FEDERAL RECISTER.

EFFECTIVE DATE: June 27, 1877.

FOR FURTHER INFORMATION CON-
TACT:

Robert S. Brigham, Bureau of Veteri-
nary Medicine (HFV-238), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857,
301-443-6243.

SUPPLEMENTARY INFORMATION:
This regulation is not substantive, nor
does it affect presently approved new
animal drug applications (NADA'S), the
labeling contained therein or the re-
Quirements for certification'of the named
antibiotic drug products. Revised label-
ing requirements will be the subject of a
future proposal.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512, 82
Stat. 343-351 (21 U.S.C. 360b) ) and un-
der authority delegated to the Commis-
#loner (21 CFR 5.1), Parts 539 and 548
ire amended as follows:

1. Part 539 is amended in § 530.310 by
fevising paragraphs (a) (1) (i, diD,
ind (4) (1) and (b) to read as follows:

§539.310 Bacitracin methylene disali-
cylate.
|'a’ L
11. L N

(i) It passes the safety test.
(D - Its loss on drying is not more
than 7 percent,
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(i) In addition to complying with the
requirements of §514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request &
statement showing the batch mark, the
number of packages of each size in the
batch, the number of units of basitracin
activity per gram, and the number of
grams of bacitracin activity per pound.
Such request shall be accompanied or
followed by the results of tests and as-
says made by him on the bateh for po-
tency, safety, loss on drying, and pH.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 436.105
of this chapter, preparing the sample a5
follows: Place an accurately welghed
sample of approximately 1 gram in &
blending jar, add 99 milliliters of an
aqueous solution of 2-percent sodium bi-
carbonate and 1 milliliter of polysorbate
80, and blend for 3 minutes in a high-
speed blender. Allow the foam to sub-
side, remove an aliquot of the solution,
and dilute to 1 unit per milliliter with 1-
percent phosphate buffer.

(2) Safety. Proceed as directed in
§ 436.33 of this chapter.

(3) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter.

(4) pH. Proceed as directed in § 436.-
202 of this chapter, using a saturated
aqueous solution containing approxi-
mately 50 milligrams per milliliter,

2. Part 548 s amended as follows:

a, In §548.110, paragraphs (a) (1),
4) (1) (@), (B, and (iii) (b), and (b)
(1), (2) are revised to read as follows:

§ 548.110  Bacitracin powder.

(&) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Bacitracin powder is
bacitracin, with or without suitable and
harmless buffer substances, preservatives,
diluents, colorings, and flavorings. It
contains the equivalent of not less than
10 grams of the bacitracin master stand-
ard per pound. Its loss on drying is not
more than 5 percent. The bacitracin used
conforms to the standards prescribed
therefor by § 448.10(a) (1) of this chap-
ter. Each other substance used, If its
name is recognized in the United States
Pharmacopeia or National Formulary,
conforms to the standards prescribed
therefor by such official compendium.

- - - » .
4 - " .
) = » ¢

(@) The batch: units of bacitracin per
gram, and loss on drying.

(b) The bacitracin used in making the
batch: potency, safety, loss on drying,
pH, and identity.

i A .

(b) The bacitracin used in making the
batch: six packages, each containing ap-
proximately equal portions of not less

than 500 milligrams.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 436.105
of this chapter, preparing the sample
as follows: Place an sccurately weighed
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sample of approximately 1 to 5 grams
in a 100-milliliter volumetric flasks dis-
solve in 1 percent phosphate buffer, and
dilute to 100 milliliters with 1 percent
phosphate buffer. Dilute a suitable ali-
quot with 1-percent phosphate buffer to
a concentration of 1 unit per milliliter
(estimated) . Its potency is satisfactory
if it contains not less than 85 percent of
the number of units of bacitracin per
pound that it is represented to contaln,

(2) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter.

b. In §548.111, paragraphs (a) (1)
and (2), (b) (1), (2), and (3) (i) are
revised to read as follows:

£548.111 Feed grade mangancse baci-
tracin powder oral.

(a8) Requirements for certification—
(1) Standards of identity, strength,
quality, and puritfy. Feed grade man-
ganese bacitracin powder oral s a mix-
ture of the manganese salt of a kind
of bacitracin or a mixture of two or more
such salts, with or without one or more
essential vitamins and mineral sub-
stances for nutritive purposes and with
or without one or more suitable and
harmless diluents. It contains the equiva-
lent of not less than 5 grams of the
bacitracin master standard per pound.
Its loss on drying is not more than 8.0
percent. The manganese bacitracin used
in making the bateh has a potency of
not less than 2.0 units per milligram, it
contains not more than 1.0 gram of man-
ganese for each gram of bacitracin, and
its loss on drying is not more than 6.0
percent. Each other substance used, If
its name is recognized in the United
States Pharmacopeia or National For-
mulary, conforms to the standards pre-
seribed therefor by such official com-
pedium.

(2) Packaging: labeling: requests for
certification, samples. Feed grade man-
ganese bacitracin powder oral conforms
to all requirements and procedures pre-
scribed for feed grade bacitracin zinc
powder oral by §548.113(a) (1), except;

(i) Its expiration date shall be 12
months.

(ii) Its labeling is such that, when the
drug is mixed with animal feed accord-.
ing to the directions contained therein,
such medicated feed complies with the
requirements of § 510.510 of this chapter
and the reguirements of regulations in
Part 558 of this chapter.

(b) Tests and methods of assay—(1)
Proceed as directed in § 436.105 of this
chapter, preparing the sample as follows:

({) Place 2 grams of the sample in a
150-milliliter beaker, add 5 milliliters of
10 percent HCI and stir 1 minute, Check
pH with test paper. If pH is greater than
2 add more acid until pH 2 is reached.
Add 45 milliliters of pyridine-buffer
solution (mix 9 volumes pyridine and
31 volumes pH 6.0 buffer) and transfer
the mixture to a centrifuge tube. Shake
well for 5 minutes then centrifuge for
15 minutes at 2,000 r.p.m, Dilute an ali-
quot of the clear solution with enough
pH 6.0 buffer to obtain an estimated con-
centration of 0.20 unit per milliliter.
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(i) Prepare the following dilutions in
0.1 MpH 8 buffer from the stock solution
for the standard curve: 0.025, 0,05, 0.1,
0.2, 04, and 0.8 unit per milliliter with
0.2 unit per milliliter as the reference
concentration. Also add 10 milliliters of
agar to each petri dish instead of 21 mil-
liliters, Its potency is satisfactory if it
contains not less than 85 percent of the
number of grams of manganese hacitra-
cin per pound that it is represented to
contain,

(2) Loss on drying. Proceed as directed
in § 436.200(h of this chapter.

(3). & &0 :
(1) Loss on drying. Proceed as directed
In § 436.200(b) of this chapter.

c. In §548.112a, paragraph (a) (1) is
amended in the third sentence by de-
leting "moisture content” and inserting
“loss on drying"; paragraph (b) (1) is
amended by revising the introductory
portion of the text; and paragraphs (b)
(2) and (3) are revised to read as
follows:

§ 548.112a  Soluble bacitracin methylene
disalicylate.
(n) .
(1) * * * Its loss on drying is not
more than 8.5 percent. * * *
» - - » -
(b) & o e
(1) Potency. Proceed as directed in
§ 436.105 of this chapter, preparing the
sample as follows: * * *
(2) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter.
(3) pH. Proceed as directed in § 436.202
of this chapter, using a solution con-
taining 200 units per miliiliter.

d. In §548.112b, paragraphs (a) (3) (D)
introductory text and (b) (2) and (3) are
revised to read as follows:

§ 548.112b  Tablets bucitracin methylene
diulficylale and streptomyein sulfate
ora

- - - » L
(a) L I
(3) . " 0
(1) For potency and loss on drying:

(b) .- s 0

(2) Loss on drying. Proceed as directed
In § 436.200(b) of this chapter.

(3) Disintegration time. Proceed as
directed in §436.212 of this chapter.

e In §548.112¢c, paragraph (b)(2) is
revised to read as follows:

§ 548.112¢  Capsules hacitracin methyl-

ene  disalicylate and  streptomycin
sulfate oral.
» . L] » -

(b) L )

(2) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter. ‘

f. In §548.112d, paragraph (a)(1) is
amended by revising the third sentence
and paragraphs (a) (4) (i) (b) and (b)
are revised o read as follows:
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§ 548.112d  Powder bacitracin methylene
disalicylate und streptomycin sulfate

oral.

‘a) LAz AN

(1) * * * Its loss on drying is not
more than 7.5 percent, * * *

(4) . = » A

(“) .- 0

(D) The bacitracin methylene disalic-
ylate and the streptomycin sulfate
oral veterinary used in making the batch:
potency, loss on drying, and pH.

(b) Tests and methods of assay—(1)
Potency—(i) Bacilracin content. Pro-
ceed as directed In §436.105 of this
chapter, preparing the sample as follows:
Place an accurately weighed sample of
approximately 5 grams in a blending jar.
Add sufficient dimethylformamide so that
when the sample is diluted to its refer-
ence point the concentration of dimeth-
yiformamide in the final blank is no
greater than 20 percent. Blend for 3 to
5 minutes. Filter through filter paper im-
mediately. Remove an aliquot of the
filtrale at once and dilute to 1 unit per
milliliter with 1.0 percent phosphate buf-
fer, pH 6.0. Add sufMcient dimethyl-
formamide to the working solution of
the standard so that the concentration
of dimethylformamide is the same as
that In the sample being tested, In leu
of the test organisms prescribed by
§436.105(a), use either of the test
organisms R or V described in
§ 436.103¢a) of this chapter.

Note—Pyridine may be substituted for
dimethylformamide In the procedure de-
scribed In paragraph (b) (1) (1).

Its potency is satisfactory if it con-
tains not less than 85 percent of the
units of bacitracin activity that it is
represented to contain,

(i) Streptomycin content. Proceed as
directed in § 444.70a(b) (1) of this chap-
ter, Its content of streptomyein is satis-
factory if it contains not less than 85
percent of the number of milligrams of
streptomyein activity per gram that it
is represented to contain.

(2) Loss on drying. Using a 1.0-gram
sample, proceed as directed in § 436.200
(b) of this chapter.

£ In § 548.113, the section heading and
paragraphs (a) (1), (8)(3) (i) (@) and
(b), (b), and (¢) are revised to read as
follows:

§ 548.113 Crude, unrefined, feed grade
blc:lrndnllmciu-ncln zine powder
oral.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Feed grade bacitra-
cin powder oral is bacitracin with or
without one or more essential vitamins
and mineral substances for nutritive
purposes and with or without one or
more suitable and harmless diluents.
Feed grade bacitracin zinc powder oral
is a mixture of bacitracin zinc and zine
proteinates, with or without one or
more essential vitamins and mineral sub-
stances for nutritive purposes and with

or without one or more suitable and
harmless diluents. They eontain the
equivalent of not less than 25 grams
of the bacitracin master standard per
pound, except that if it is bacitracin
zine powder it contains the equivalent
of not less than 5 grams of the bacitraciy
master standard per pound. Their loss
on drying is not more than § percent
The bacitracin used in making the batch
has a potency of not less than 5 units
per milligram, and its loss on drying is
not more than 5 percent. The bacitracin
zine used in making the batch has a
potency of not less than 2 units per
milligram nor more than 2 grams of
zinc for each gram of bacitracin, and
its loss on drying is not more than §
percent. Each other substance used, if
its name is recognized in the United
States Pharmacopeia or National
Formulary, conforms to the standards
prescribed therefor by such official com-
pendium,
- » » »

(3) -

(u’ LR

(@) The batch: Grams of bacitracin
per pound and loss on drying.

(b) The bacitracin used in making the
bateh: Potency, loss on drying, and zine
content if the bacitracin used is baci-
tracin zine,

(b) Tests and methods of assay—(1) "

Feed grade bacitracin or bacitracin zinc
powder oral—(i) Potency. Proceed as
directed in § 548.110(b) (1), except if it
is feed grade bacitracin zinc powder
oral proceed as directed in § 448.13(h)
(1) of this chapter. Their potency is
satisfactory if they contain not less than
85 percent of the number of grams of
bacitracin or bacitracin zine per pound
that they are represented to contain.

(1) Loss on drying. Proceed as di-
rected in § 436.200(h) of this chapter.

(2) Bacitracin or bacitracin zinc used
in making the batch—i) Potency. Pro-
ceed as directed In § 448.10(b) (1) of this
chapter, except if it is bacitracin zinc
proceed as directed in § 448.13(b) (1) of
this chapter.

(i) Zinc content (if bacitracin zinc is
used), Proceed as directed in §448.13
(b) (5) of this chapter.

(iil) Loss on drying. Proceed as di-
rected in § 436.200(b) of this chap(c}'-

(¢) Conditions of marketing. If it is
feed grade bacitracin powder, its condi-
tions of marketing are described in
§ 548.110(c). If it is feed grade bacitra-
cin zine powder, oral, its conditions of
marketing are described in § 548.114(c).

h, In §548.114, the section heading
and paragraphs (a), (b), and (¢c) (1)
and (3) are revised to read as follows:

§ 548.114 Bacitracin zine oral.

(@) Requirements for certification.
The requirements for certification for
bacitracin zine oral are described under
§ 548.113(a).

(b) Tests and methods of assay. The
tests and methods of assay for bacitra-
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¢in zine oral are described under
§548.113(b).

(¢) Conditions of marketing—(1)
specifications. Bacitracin zinc is the
.zinc salt of the antibiotic substance
produced by growth of Bacillus subtilis
rar, Tracy or the same antibjotic sub-
stance produced by any other means,
and for the purposes of this section
refers to bacitracin zinc or feed grade
pacitracin zine.

- - - - -

13) Special congiderations. Quantities
of bacitracin zinc expressed in para-
graph (¢) (5) of this section refer to
the welght of an appropriate antibiotic
standard.

{. Section 548.212 is revised to read as
follows:

§548.212 Bacitracin methylene disalic-
ylate tablets: bacitracin/bacitracin
zine implantation pellets,

n) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Bacitracin methy-
kne disalicylate tablets, bacitracin
tablets, and bacitracin zinc tablets are
tablets composed of bacitracin meth-
ylene disalicylate, bacitracin or bacitra-
tin zine with or without one.or more
suitable and harmless buffer substances,
diluents, binders, lubricants, colorings,
and flavorings, and with or without a
sultable amebicidal agent. The potency
of each tablet is not less than 1,000
units or more than 10,000 units. Its loss
on drying content s not more than §
percent. Tablets not exceeding 15 milli-
meters in diameter shall disintegrate
within 1 hour. The bacitracin methylene
disalicylate used conforms to the
standards prescribed therefor by § 539~
310(s) (1) of this chapter. The bacitra-
ein used conforms to the standards
prescribed therefore by § 448.10(a) (1)
of this chapter. The bacitracin zinc used
conforms to the requirements of § 448
13(a) (1) of this chapter. Each other
substance used, if its name is recognized
in the United States Pharmacopeia or
Natlonal Pormulary, conforms to the
slandards prescribed therefor by such
official compendium.

(2) Packaging. Unless each tablet is
enclosed in a foll or plastic fiim and such
enclosure is a tight container as defined
by the United States Pharmacopeia, ex-
cept the provision that it shall be capa-
ble of tight reclosure, the immediate
contalner shall be a tight container as
50 defined. The immediate container
may also contain & desiccant separated
from the tablets by a plug of cotton or
other like material. The composition of
the immediate container, or of the foil
or film enclosure, shall be such as will
hot cause any change in the strength,
quality, or purity of the contents beyond
&ny Umit therefor in applicable stand-
ards, except that minor changes so
Caused that are normal and unavoidable
In good packaging, storage, and distri-
bution practice shall be disregarded.

(3) Labeling. It shall be labeled in ac-
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cordance with the requirements of
§ 510.55 of this chapter, and its iabel and
labeling shall bear the statement,
“Warning—not for use in animals raised
for food production”.

(4) Reguest for certification; samples.
(1) In addition to complying with the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark; the
number of packages of each size in such
batch; the batch mark and, unless it
was previously submitted, the date on
which the latest assay of the bacitracin
methylene disalicylate, bacitracin, or
bacitracin zinc used In making such
batch was completed; the number of
units in each tablet; the quantity of each
ingredient used in making the batch;
the date on which the latest assay of
the drug comprising such batch was com-
pleted; and a statement that each ingre-
dient used in making the batch conforms
to the requirements prescribed therefor,
if any, by this section.

(i) Except as otherwise provided in
paragraph (a)(4) (iv). of this section,
such person shall submit in connection
with his request, results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(a) The batch: Average potency per
tablet, average loss on drying, and if re-
quired by paragraph (a)(1) of this sec-
tion, disintegration time.

(d) The bacitracin methylene disalic-
ylate, bacitracin, or bacitracin zinc used
in making the batch; potency; safety;
loss on drying; pH; identity if it is baci-
z‘u';u:m; and zine content if it is bacitracin

C.

(iil) Except as otherwise provided by
paragraph (a)(4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch:

(1) For potency and loss on drying:
One tablet for each 5,000 tablets in the
batch, but in no case less than 30 tablets,
collected by taking single tablets
throughout the entire time of tableting
50 that the quantities tableted during the
intervals are approximately equal.

- (2) For disintegration time: six tab-
ets.

(b) The bacitracin methylene disalic-
ylate used in making the batch: five
packages, each containing approximately
equal portions of not less than 5 grams.

(¢) The bacitracin used in making the
batch: six packages, each containing ap-
proximately equal portions of not less
than 500 milligrams.

(d) The bacitracin zinc used in making
the bateh: six packages, each containing
approximately equal portions of not less
than 1.0 gram.

(¢) In case of an initial request for
certification, each other substance used
in making the batch: one package of
each containing approximately 5 grams.

(iv) No result referred to in paragraph
(a) (4) (i) () of this section and no
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sample referred to in paragraph (a)(4)
(i) (D), (¢, (d) or (e) of this section
are required if such result or sample has
been previously submitted.

(b) Tests and methods of assay—(1)
Potency: (i) If it is bacitracin or baci-
tracin zine, proceed as directed in § 436.-
105 of this chapter, preparing the sample
for assay as follows: If it is bacitracin,
place a representative sample (usually
five tablets) in a blending jar containing
250 milliliters of 1-percent phosphate
buffer, pH 6.0. If it is bacitracin zinc, use
250 milliliters of 0.01N HC1. If it is baci-
tracin, after blending for 1 minute with
a high-speed blender, add 250 milliliters
of buffer to the blender, and if it is baci-
tracin zine, add 250 milliliters of 0.01N
HC1 to the blender. Blend again for 1
minute end make the proper estimated
dilutions in 1-percent phosphate buffer,
pH 6.0. If it Is bacitracin zinc, make all
dilutions for the assay so that the final
dilution contains the same ratio of 1.01N
HC1 to 1-percent phosphate buffer, pH
6.0, as the sample under test. The con-
tent of bacitracin. or bacitracin zinc is
satisfactory if it contains not less than
85 percent of the number of units per
tablet that it is reoresented to contain,

() If it is bacitracin methylene
disalicylate. proceed as directed in
£ 436.105 of this chapter. preparing the
samble as follows: Place a representative
sample (usually five tablets) into a high-
speed glass blender jar containing 99
milliliters of an aqueous solution of 2-
percent sodium bicarbonate and 1 mil-
liliter of polysorbate 80. Blend 3 to 5
minutes., Allow the foam to  subside.
Dilute an aliquot of the resultant solu-
tion with 1 percent sodium phosphate
buffer. pH 6.0. to the reference concen-
tration of 1 unit of bacitracin per mil-
Hliter (estimated). Its potency Is satis-
factory if it contains not less than 85
percent of the number of units of baci-
tracin per tablet that it is represented to
contain,

(2) Loss on drying. Proceed as directed
in § 436.200 of this chapter.

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

§. Section 548.310a Is amended to read
as follows:

§ 548.310a Bacitracin ophthalmie,

(a) Requirements for certification—
(1) Standaerds of identity, quality, and
purity. Bacitracin ophthalmic is baci-
tracin, with or without one or more suit-
able and harmless preservatives, local
anesthetics, buffer substances, and
diluents, It is sterile. Its loss on drying is
not more than 5 percent. The bacitracin
is of such quantity that when dissolved
as directed In Its labeling the potency
of such solution s not less than 500 units
per milllliter and maintains its labeled
potency after it has been kept for 7 days
at room temperature. Such solution has
a pH of 6.5 =+ 0.5. The bacitracin used
conforms to the requirements of § 448.10
(a) (1) of this chapter. Each other in-
gredient used, if its name is recognized
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in the United States Pharmacopeia or
National Formulary, conforms to the
standards prescribed therefor by such
official compendium.

(2) Packaging. The immediate con-
tainer of bacitracin ophthalmic shall be
a tight container as defined by the
United States Pharmacopeia; its closure
shall be one through which a hypodermic
needle cannot be introduced; and the
immediate container and closure shall be
of such composition as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit therefor
in applicable standards, except that
minor changes so caused that are normal
and unavoidable in good packaging, stor-
age, and distribution practice shall be
disregarded. Each such container shall
contain not less than 5000 units, and
each may be packaged in combination
with a container of the solvent, sterile
distilled water USP.

(3) Labeling. In addition to the label-
ing requirements prescribed by § 510.55
of this chapter, each package shall bear
on its label or labeling, as hereinafter
indicated, the following:

1) On the outside wrapper or contain-
er and the immediate container, the
statement “Warning—not for injection”.

() If a local anesthetic is present,
after the name “bacitracin ophthalmic",
wherever it appears, the words' “with
.......... ", (the blank being filled in
with the established name of the Jocal
anesthetic) in juxtaposition with such
name,

(4) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of §514.50 of this
chapter, & person who requests certifica-
tion of a batch shall submit with his re-
quest & statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
bacitracin used in making such batch
was completed, the number of units in
each immediate container, the date on
which the latest assay of the drug com-
prising such batch was completed, the
quantity of each other ingredient used
in making the batch, and a statement
that each such ingredient used con-
forms to the requirements prescribed
therefor by this section. If such batch
or any part thereof is to be packaged
with a solvent, such request shall also be
accompanied by a statement that such
solvent conforms to the requirements
prescribed therefor by this section.

(i) Except as otherwise provided in
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:;

(@) The batch: potency, sterility, loss
on drying, and pH of the solution pre-
pared as directed in its labeling;

(b) The bacitracin used in making the
batch, potency, safety, loss on drying,
pH, and identity.

FEDERAL
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(1if) Except as otherwise provided by
paragraph (a)(4) (iv) of this section,
such person shall submit in connection
with his request in the quantities here-
inafter indicated, accurately representa~
tive samples of the following:

(@) The batch:

(1) For all lests except sterility: One
immediate contziner for each 5,000 im-
mediate containers in the bateh, but in
no case less than five immediate
containers,

Such samples shall be collected by
taking single Immediate containers at
such intervals throughout the entire
time of packaging the batch so that the
quantities packaged during the intervals
are approximately equal.

(2) For sterility testing: 20 immediate
containers collected at regular, intervals
throughout each filling operation.

(b) The bacitracin used in making the
batch: 6 packages, each containing ap-
proximately equal portions of not less
than 500 milligrams.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each, containing approximately 5.0
grams.

(iv) No result referred to in paragraph
(2) (4) (i) (b) of this section and po
sample referred to in paragraph (a) (4)
(111 () of this section are required if
such result or sample has been previously
submitted.

tb) Tests and methods of assay—(1)
Potency. Proceed as directed In § 448.10
(b) (1) of this chapter.

(2) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter,

(3) pH, Proceed as directed in § 436,202
of this chapter, using a solution prepared
as directed in the labeling for the drug.

(4) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described in paragraph (e)(1) of that
section,

k. Section 548.310b is revised to read
as follows:

§ 548.310b Bacitracin-polymyxin B sul-

fate-neomyein sulfate ointment.

(a) Requirements for certification.
The requirements for certification for
bacitracin-polymyxin B sulfate-neomy-
cin sulfate ointment are described under
¥ 448.510e(a) of this chapter.

(b) Tests and methods of assay., The
tests and methods of assay for bacitra-
cin-polymyxin B sulfate-neomycin sul-
fate ocintment are described under
§ 448.510e(b) of this chapter.

1. Section 548.313a is revised to read
as follows:

§ 548.313a Bacitracin - neomyein - poly-
myxin powder topical: hacitracin
zine - neomycin - polymyxin powder
topical,

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purily. Bacitracin-neomycin-
polymyxin powder topical and bacitracin
zine-neomycin-polymyxin powder topi-

cal are bacitracin or bacitracin zine neq-
mvein, and polvmyxin B. with or with.
out suitable and harmiess diluents, pre-
servatives, and lubricants, and with or
without hyaluronidase, chymotrypsin,
and polvvinylpyrrolidone. Unless it is
packaged with one or more suitable and
harmless inert gases, each gram contains
not less than 200 units of bacitracin or
bacitracin zine not less than 1,600 units
of polymyxin B, and not less than 35
milligrams of neomycin. It contains not
more than an average of 10 micro-
organisms per gram. Its moisture con-
tent is not more than 7.0 percent, unless
it i1s packaged with one or more svitable
and harmless inert gases, in which case
its moisture content i5s not more than
0.5 percent. The bacitracin used con-
forms to the standards prescribed there-
for by & 448.10(a) (1) of this chapter.

The bacitracin zine used conforms to
the standards prescribed by § 448.13(x)
(1) of this chapter. The neomycin used
conforms to the standards prescribed by
f§44442a@) (1) (D, (iv), (v), and (v
of this chapter. The polymyxin B used
conforms to the standards prescribed
therefor by §444.170a(a) (1) of this
chapter. Each other substance used, if
its name is recognized in the USP
or N.F. conforms to the standards
prescribed therefor by such official
compendium.

(2) Packaging. In all cases the imme-
diate container shall be a tight container
as defined by the U.S.P. The compositicn
of the immediate container shall be such
#s will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limits therefor in ap-
plicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. Each such container may con-
tain one or more suitable and harmless
inert gases; in which case it shall contain
not less than 8,000 units of bacitracin
zine, not less than 70 milligrams of nco-
mvein, and not less than 100,000 units of
polymyxin B,

(3) Labeling. In addition to the label-
ing requirements prescribed by § 510.55
of this chapter, each package shall bear
on its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immedinte container:

(@) The statement “Expiration date
............ " the blank being filled in
with the date that Is 12 months after the
month during which the batch was certi-
fied, except that the blank may be filled
in with the date that {s 18 months, or 24
months after the month during which
the batch was certified if the person who
requests certification has submitted to
the Commissioner results of tests and
assays showing that after having been
stored for such period of time such drug
as prepared by him complies with the
standards prescribed by paragraph (a)
(1) of this section.

(&) The statement “Not sterile”.

REGISTER, VOL. 42, NO. 103—FRIDAY, MAY 27, 1977

PTEmEE SSREERSREYHRE

"3

o VL SRE RRAAE

s BR.E



() It it contains, in addition to the
hlotic drug, one or more other active
ents 8 in paragraph (a)

1l of this section, after the name

tracin-neomycin-polymyxin pow-
topical” or “bacitracin zinc-neomy-

-polymyxin powder topical", wherever

n name appears, the words "with___.
[ ", in juxtaposition with such

¢ the blank being filled in with the
blished name of each such other
fent,

i4) Request for certification; samples.
1) In addition to complying with the
nquirements of § 514.50 of this chapter,
s person who requests certification of a
smtch shall submit with his request a
gatement showing the batch mark, the
mmber of packages of each size in such
wich, the batch mark and (unless they
yere previously submitted) the dates on
yhich the latest assays of the bacitracin
or bacitracin zinc neomycin, and poly-
nyxin used in making such batch were
wmpleted, the number of units of baci-
tncin or bacitracin zine and polymixin
B.and the number of milligrams of neo-
moein n each immediate container, the
éte on which the Iatest assays of the
érigs comprising such batch were com-
petad, the quantity of “each ingredient
wed in making the bateh, and a state-
ment that each such ingredient conforms
@ the requirements prescribed therefor
¥ this section,

) Except as otherwise provided in
pimgraph  (a) (4) (iv) of this section
sch person shall submit in connection
vith his request results of the tests and
asays listed after each of the following
made by him on an accurately represen-
tative sample of ;

(@) The batch: The number of units of
tacitracin or bacitracin zinc the number
o units of polymyxin, and the number
of milligrams of neomycin, a micro-
urganism count, and moisture.

() The bacitracin or bacitracin zinc
Gad In making the batch: Potency,
slety, loss on drying, pH, and zinc con
kot if it is bacitracin zinc. .,

(¢) The neomycin used in making the
:lgt.ch: Potency, toxicity, molsture, and

@ The polymyxin B used in making
the batch: Potency and toxicity.

(1) Except as otherwise provided by
Mragraph (a) (4) (dv) of this section
fxh person shall submit fn connection
W¥ith his request, in the quantities here-
mafter indicated accurately representa-
e samples of the following:

(@) The batch: For all tests except
Ricroorganism count, one immediate
tntainer for each 5,000 immediate con-
Winers in the batch, but in no case less
ke seven immediate containers, col-

ted by taking single immediate con-

s at such intervals throughout the
ge“r! time of packaging the batch that

Quantities packaged during the In-
) P%? approximately equal. -
microorganism testing: Five
nmediate containers.

'€} The bacitracin or bactracin zine
:“‘dmmakmgtbebaﬁch: Six packages,
¢ wining approximately equal portions
* not less than 0.5 gram.
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(d) The neomycin used in making the
batch: Five packages coniaining approx-
imately equal portions of not less than
0.5 gram.

(¢) The polymyxin B used in making
the batch: Five packages containing ap-
proximately equal portions of not less
than 0.5 gram.

(/) In case of an initial request for
certification, each other substance used
in making the batch: One package of
each containing approximately § grams.

(iv) The results referred to in para-
graph (a) (4) (i1} (1), (e), and (d) of this
section and the samples referred to in
paragraph (a) (4) (i) (e), (d), (e), and
(/) of this section are not reguired if

such results or samples Have been pre-’

viously submitted.

(b) Tests and methods of assay—(1)
Potency. (1) Dry powder—{(a) Bacitracin
content. Proceed as directed In §448.10
(b) (1). Its content of bacitracin is satis~
factory if it contains not less than 85
percent of the number of units that it
is represented to contain.

(b) Bacitracin zinc content. Proceed
as directed In § 448.13(b) (1), Its content
of zinc bacitracin is satisfactory if it con-
tains not less than 85 percent of the
number of units that it is represented
to contain.,

(¢) Neomycin content. Proceed as di-
rected in § 436.517(b) (1) of this chapter,
Its content of neomyeln is satisfactory if
it contains not less than 85 percent of
the number of milligrams that it is rep-
resented to contain.

(d) Polymyxin B content. Proceed as
directed In § 444.170a(b) (2) (1) of this
chapter. Its content of polymyxin B is
satisfactory If It contains not less than
85 percent of the number of units that
it Is represented to contain.

(i) Powder packaged with inert gases.
Spray, as directed in the labeling, the
entire contents of each container to be
tested Into a separate 2-liter Ecienmeyer
flask, held in a horizontal position. Add
500 milliliters of 0.01N¥ HC1 and shake
to dissolve the contents, Immediately
remove saliquots of this solution and
using the appropriate buffer solutions to
make further dilutions, proceed as di-
rected in paragraph (b) (1) (i) of this
section. Calculate the average total
amount of each antiblotic expelled from
the containers. The total potency is
satisfactory if it contains not less than
85 percent of the number of units of
bacitracin zinc and polymyxin and not
less than 85 percent of the number of
milligrams of neomycin that it is rep-
resented to contain.

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

(3) Microorganism count—(1) Con-
duct of test for bacteria—(a) Dry pow-
der. Using approximately 200 milligrams
of powder from each of five separate im-
mediate containers, proceed as directed
i § 436.20(e) (1) of this chapter, except
after the three washings transfer the
entire filter membrane to the surface of
medium G 25 deseribed in § 436.20(¢)(T)
of this chapter, Incubate the platé for
5 days at 30° C to 32° C. Count the num-
ber of colonies appearing on the filter
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pad and czlculate therefrom the number
of viable microorganisms per gram of
powder,

(b) Powder packaged. with inert gases.
Thoroughly cleanse the valve of each
container to be tested with a suitable
disinfectant. Into an empty, sterile Er-
lenmeyer flask, stoppered with a cotton
plug, spray about one-halfl on the con-
tents of each of flve separate immediate
containers by removing the cotton plug
temporarily and using aseptic technique.
Allow the propellant to evaporate. To the
dry residue, which should not exceed 1
gram, add 500 milliliters of diluting fluid
€ as described In 5 436.20ic) (3) of this
chapter. and swirl the flask to dissolve
the contents. Then proceed as described
in paragraph (b»(3) (i) (a) of this sec-
tion.

41) Conduct of test for molds and
yeasis—(a) Dry powder. Proceed as di-
rected in ¥ 436.20(e) (1) of this chapter,
using avproximately 200 milligrams from
each of the five containers tested, ex-
cept use the agar medium H as de-
scribed in $436.20(b) (8) of this chap-
ter, and Incubate at 22* C—-25" C for 5
days., Count the number of colonies ap-
pearing on the filter pad and calculate
therefrom the number of viable microor-
ganisms per gram of powder.

(b) Powder packaged with inert gases,
Proceed as directed in paragraph (b)(3)
() () of this section. use agar medium
H as described in §436.207¢) (8) of this
chapter, and incubate at 25* C for 5 days.

(i) Evaluation of results. The micro-
organism count of the samvle is satis-
factory if the average number of viable
microorganisms is not more than 10 per
gram of powder, or per container If it
is packaged with inert gases.

§ 548.313b  [Amended]

m. In § 548.313b, the section heading
is revised to read § 548.313b Bacitracin/
bacitracin zinc ointment, the introduc-
tory text of paragraph (a) and pars-
graph (b) are amended by changing
“zine bacitracin” to read “bacitracin
zine”, and paragraph (@) (2 (D> Is
amended in the last sentence by chang-
ing “§ 4485102 ("™ to read “448.-
510a(a) (2)",

n. In §548.314a, the section heading
and paragraph (A are revised to read
as follows:

§ 548.314a Bacitracin zine, polymyxin B
sulfate, ncomycin sulfate ophthalmic
ointment,

{a) Specifications. The drug conforms
to the provisions of ¥ 448.313b of this
chapter.

- . - - -

0. In §548.314b, the section heading
and paragraphs (a), (b), and (¢c) (1) are
revised to read as follows:

§ 548.314b Bacitracin zine, polymyxin B
sulfate, neomycin sulfate, hydrocorti-
sone acctate, ophthalmic ointment.

(a) Requirements for certification.
The requirements for certification for
bacitracin zine, polymyxin B sulfate,
neomycin sulfate, hydrocortisone ace-
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tate, ophthalmic ointment are described
under § 448.313b(a) of this chapter.

(b) Tests and methods of assay. The
tests and methods of assay for bacitracin
zine, polymyxin B sulfate, neomyein sul-
fate, hydrocortisone acetate, ophthalmic
ointment are described under § 448.313b
of this chapter,

(c) Conditions of marketing—(1)
Specifications. The drug conforms to the
specification requirements in § 448.313b
of this chapter and is subject to the tests
and methods of assay prescribed in
§ 548.310b of this chapter, Each gram
of the drug contains the following active
ingredients: 400 units of bacitracin zinc,
5,000 units of polymyxin B sulfate, 5 mil-
ligrams of neomycin sulfate (eguivalent
to 3.5 milligrams of neomyein base), and
10 milligrams of hydrocortisone acetate,

Effective date: This regulation shall
become effective June 27, 1977.

(Sec. 512, 82 Stat. 343-351 (21 US.C. 360b).)
Dated: May 18, 1977,
F, RaxooLrH,

WiLriam
Acting Associate Commissioner
Jor Compliance.

[FR Doc.77-14965 Flled 5-26-77;8:45 am|

Title 32—National Defense
CHAPTER V—DEPARTMENT OF THE
ARMY

[Army Reg. 340-21]

PART 505—PERSONAL PRIVACY AND
RIGHTS OF INDIVIDUALS REGARDING
THEIR PERSONAL RECORDS

Privacy Act of 1974
AGENCY: Department of the Army.
ACTION: Final rule,

SUMMARY: This rule adopts prescribed
exemptions which may be claimed under
the Privacy Act for the system of rec-
ords ID: A0709.01aDAPE, entitled:
United States Military Academy Candi-
date Files. This action is being taken in
order to protect information sources,
evaluative material, and Investigatory
and testing techniques.

DQI%'E This rule is effective May 10,
1 5

FOR FURTHER INFORMATION CON-
TACT:

Mr. Cyrus Fraker (202-693-0973).

SUPPLEMENTARY INFORMATION:
In FR Doc. 77-10574 published in the
FEDERAL REGISTER issue of April 11, 1977
(42 FR 18863), the Department of the
Army published a proposed exemption
rule as a proposed amendment to 32 CFR
5059 for system of records identified
above, Comments were received from the
Office of Management and Budget and
the House of Representatives concerning
necessity for claiming a (k) (6) exemp-
tion for the Candidate Summary Sheet,
It was suggested that the Army consider
separating information furnished by the
candidate from the values (scores) as-
signed such Information by the Academy
50 that a person could see his/her scores.
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This suggestion was considered infeasible
since a candidate could be supplying ten
Or more papers containing self-prepared
information about oneself. The Academy
does not verify all information reported
by the candidate. Thus, if a candidate
knows the weight assigned to a given
item of information, he/she could obtain
undue advantage. For example, a candi-
date may report having lettered in foot-
ball or track when, in reality, the per-
son may have only participated in these
sports, Another may report being Editor-
in-Chief of a high school newspaper
when the person was only a reporter, The
Academy develops quantified scores {rom
the information provided. To permit an
Individual to see his/her scores on the
Candidate Summary Sheet would give
the candidate the opportunity to derive
& close approximation of the valies as-
signed to each event or category of ac-
complishment reported and therefore
Jeopardize the objectivity of the evalua-
tion in fairness to all candidates.

RoME D. Suyrs,
Colonel, GS, Director,
Administrative Management.

Mavrice W. Rocne,
Director, Correspondence and
Directives, Office of the
Assistant Secretary of De-
fense (Comptroller).

May 17, 1977,

The following exemption rule is added
and should be inserted before exemption
rule ID-A0709.03aDAPE, SYSNAME—
United States Military Academy Cadet
Files (41 FR 30805),

§ 505.9 Exemption rules for Army sys.
tems of records.

- - - - »
ExeMPTID RECORD System (Serciric
ExEmrrioNs)
ID-A0709.01aDAPE,

SYSNAME: Unlted States Military Acad-
emy Candidate Piles.

EXEMPTION: All portions of this system
which fall within § US.C. 552a(k) (5), (8),
or (7) are exempt from the following pro-
vislons of Title 6 U.8.0. section 552a: {d).

AUTHORITY: 5§ USC. 852a(k) (5), (6),
and (7).

REASONS: Prom subsection (d) because
access might reveal Investigatory and testing
techniques. The exemption from neccess
necessarily includes exemption from amend-
ment, certain agency requirements relating
o access and amendment of records, and
civil liabllity predicated upon agency coms-
pliance with those specific provisions of the
Privacy Act,

Exemption is n to protect the
identity of individuals who furnished {nfor-
mation to the United States Milttary Acad-
emy which Is used in determining sultability,
eligibility, or qualifications for military serv-
ice and which was provided under an express
promise of confidentiality,

Exemption is needed for the portion of rec-
ords complled within the Academy which
pertain to testing or examination mmuterial
used to rate individual qualifications, the
disclosure of which would compromise the
objectivity or falrness of the testing or ex-
amination process,

Exemption is required for evaluation ma-
terial used by the Academy in determining

potential for promotion in the armeq She
ices, to protect the identity of a source
furnished information to the Academy
An oxpress promise of confidentiality

[FR Doc.77-15020 Piled 5-26-77;8 45 uy
Title 36—Parks, Forests and Public
Property

CHAPTER II—FOREST SERVICE,
DEPARTMENT OF AGRICULTURE

PART 261—NATIONAL FOREST SYSTEM
PROHIBITIONS

Permits for Chattooga River

AGENCY: Forest Service, Department of
Agriculture.

ACTION: Interim regulations applicabis
to Region 8, Southern Region, and No.
tice of Proposed Rulemaking.

SUMMARY: This action requires privats
and commercial users to obtain a permit
to float the Chattooga Wild and Scenis
River. Permits will include conditions of
use to protect river values and provide
for floater safety. Bafety regulations
have drastically reduced the high num-
ber of fatalities occurring prior to reg-
ulations.

DATES: Effective date May 27, 1970,
Comments must be received on or before
August 25, 1977.

ADDRESS: Sent comments to: USDA,
Forest Service, PFiscal and Accounting
Management Staff, Washington, DC
20250,

FOR FURTHER INFORMATION CON-
TACT:

Forest Supervisor John Orr, Francls
Marion & Sumter National Forests,
1801 Assembly Street, Second Floor,
Columbia, South Carolina 29201, 803-
765-5222.

SUPPLEMENTARY INFORMATION:
The number of people annually floating
and canoeing the Chattooga River has
increased over 7,000 percent since 1867

The river was designated a Wild and
Scenic River in 1974, The river is located
on the border of Georgia-South Caro-
lina and Is one of the largest rivers in
the Southeast with challenging white-
water rapids, :

The number of accidents, including
drownings, also Increased at an alarm-
Ing rate, averaging seven per year I
1974, regulations to provide for user
safety were adopted, Principal among
these was the required wearing of I:(e
Jackets. The fatality rate has been low-
ered drastically. No fatalities have oc-
curred since October 1975, Safety resu-
lations and more experienced users aré
thought to account for this improved rec:
ord. This action provides these regula-
tions to continue as & condition of t?}r
permit required to float or canoe ¢
river. There s immediate need for the
regulations as the warmer weather I0-
creases use on the river. They will be i
sued as interim regulations for nmcui:
days during which time comments ma
be submitted. After ninety days, the ree
ulations will be issued as permanent reg-
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dations or modified depending upon
comments received,

INTERIM REGULATIONS

pursuant to 38 CFR 261.70, the Re-
glona] Forester, Region 8, Southern Re-
glon, has determined that advanced no-
tiee of proposed rulemaking and pub-
I participation thereon relative to the
interim regulations hereinafter set forth
i impracticable, unnecessary, or con-
trary to the public interest. Accordingly,
the following Interim regulations, pro-
pbiting acts or omissfons within the
areas of the Sumter National Forest and
e Chattahoochee National Forest de-
wribed below for the purposes of public
afety and establishing reasonable rules
of public conduct, are hereby {ssued with
the concurrence of the Chief of the Forest
vice, United States Department of
Agriculture, The prohibitions set forth
slow become effective on May 27, 1977,
and shall remain effective for not more
than 80 days unless readopted as perma-
pent regulntions as hereinafter proposed.

Noticz oF Proroszpd RULE MAKING

Notice is hereby given that the Depart-
ment of Agriculture, by and through the
Regional Forester, Region 8, Southern
Region, Forest Service, is considering re-
sdopting the interim regulations set
forth below, 36 CFR 261.77, as perma-
nent regulations pursuant to 36 CFR
2170 for the purposes of public safety-
ind establishing reasonnble rules of pub-
i conduct on the areas mentioned in
e interim regulations,

Ik s proposed that the said Interim
regulations belng published concurrently
herein become permanent regulations
snd that § 261.77, as set forth in the in-
rim regulations, become permanent
regulntions,

All persons wishing to submit written
data, views, or objections pertaining to
the proposed new permanent section
1261.77, may do so by submitting them
W the US. Department of Agriculture,
Forest Service, Piscal and Accounting

Management Staff, Washington, D.C..

2250 on or before August 25, 1977,

All written submissions made pur-
faant to this notice will be available for
public inspection In Room 4007, South
Bullding, U.8. Department of Agricul-
fure; 14th Street and Independence Ave-
hue, SW., Washington, D.C., during reg-
ular business hours (7 CFR 1.27(b) ).

Subpart C is amended by adding a new
*'Mﬂm regulation section, §261.77, as
follows-

Im.“l‘l Prohibitions in Region 8,
Southern Region.

0) Using or occupying any area of
:gSumtcr National Forest or the Chat-
cm°°thee National Forest abutting the

Wooga River for the purpose of en-
= or going upon the River in, on,
a"mnw floatable object or craft of

ey kind or description, unless author-

led by
at Forest Service Registration
g;ﬂons abutting the Chattooga River
By d at Highway 28, Low-Water
dge, Earl's Ford, Sandy Ford, High-
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way 76, Woodall Shoals, or Overflow
Bridge or unless authorized under spe-
cial use permit,

(b) Using or occupying within the
scope of any commercial operation or
business any area of the Sumter Na-
tional Forest or the Chattahoochee Na-
tional Forest abutting the Chattooga
River for the purpaose of entering or go-
ing upon the River in, on, or upon any
floatable object or craft of every kind
or description, unless authorized by
special use permit.

(¢) Violating or failing to comply with
any of the terms or conditions of any
permit authorizing the occupancy and
use specified in paragraphs (a) or (b)
of this section is prohibited.

(d) Entering, going, riding, or floating
upon any portion or segment of the
Chattooga River within the boundaries
of the Chattahoochee National Forest
fn, on, or upon any floatable object or
craft of every kind or description, unless
authorized by a permit obtained through
registration at Forest Service Registra-
tion Stations abutting the Chattooga
River located at Highway 28, Low-Water
Bridge. Earl's Ford, Sandy Ford, High-
way 76, Woodall Shoals, or Overflow
Bridge or unless authorized under spe-
cial use permit,

(e) Entering, going, riding, or float-
{ng within the scope of any commercial
operation or business upon any portion
or segment of the Chattooga River with-
in the boundaries of the Chattahoochee
National Forest in, on, or upon any float-
able object or craft of every kind or de-
scription, unless authorized by special
use permit.

(f) Violating or failing to comply with
any of the terms or conditions of any
permit authorizing the occupancy and
use specified in paragraph (d) or (e) of
this section is prohibited.

Dated: May 20, 1977.

Jaxes E. Wess,
Deputy Regional Forester for
Administration, .Region 8,
Southern  Region, Forest
Service, Department of Agri-
culture.

{FR Doc.77-15148 Flled 5-26-77:8:45 am )

Title 38—Pensions, Bonuses and Veterans'
Relief

CHAPTER I—VETERANS
ADMINISTRATION

PART 1—GENERAL PROVISIONS
United States Flag for Burial Purposes
AGENCY: Veterans Administration.
ACTION: Final rule.

SUMMARY: This amended regulation
would eliminate the preference being
given to sons and fathers in the disposi-
tion of & United States Flag for burial
purposes. It would permit the eldest
child to be eligible to receive the flag if
there is no spouse, and it would combine
the eligibility of mothers and fathers
into one category of parents. In addi-
tion minor editorial changes have been

made to reflect agency policy concerning
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use of precise terms denoting gender.
These actions are being taken in the
interests of fairness and in conformity
with recent decisions of the United
States Supreme Court. It is intended
that this rule will eliminate sex dis-
crimination with regard to this regula-
tion.

EFFECTIVE DATE: May 20, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Charles M. Ott, Veterans Assistance
Specialist (272), Veterans Assistance
Service, Veterans Administration,
Washington, D.C. 20420, telephone
202-389-3675.

SUPPLEMENTARY INFORMATION:
On page 54777 of the FeoeErAL REGISTER
of December 15, 1976, there was pub-
lished a notice of proposed regulatory
development to amend § 1.10(b) (2) and
(3). This proposal concerned the elimi-
nation of preference being given to sons
over daughters with regard to the dis-
position of a United States Flag for buri-
al purposes. Interested persons were
given 30 days in which to submit com-
ments, suggestions, or objections regard-
ing the proposed regulation. Twenty-one
written comments were received. Four
of these concurred with the proposal
while the remaining seventeen not only
agreed with the proposal but wished to
see it extended to also eliminate the
preference being given to fathers over
mothers. The proposal has been re-
viewed In light of these comments and
consequently subdivisions (iii) and (iv)
of paragraph (b)(2) have been com-
bined with the remaining subdivisions
renumbered sccordingly. The proposed
regulation is adopted as changed and set
forth below.

Infiation Impact: The Veterans Adminis-
tention has determined that this document
does not contaln & major proposal requiring
preparation of an Infiation Impact State-
ment under Executive Order 11821 and OMB
Ciroular A~107.

Approved: May 20, 19717.
By direction of the Administrator

Rurus H. WiLson,
Deputy Administrator.

1. In § 1.10, paragraph (b) (2) and (3
15 revised to read as follows:

§ 1.10  Eligibility for and disposition of
the United States flag f:c”r,“ urial pul
Poses.

(b) Disposition of burial flags. * * *

(2) The phrase “next of kin” for the
purpose of disposing of the flag used for
burial purposes Js defined as follows, with
preference to entitlement in the order
listed:

() Widow or widower.

(i1) Children, according to age (minor
child may be issued a flag on application
signed by guardian).

(iil) Parents, including adoptive, step-
parents, and foster parents,

(iv) Brothers or sisters, including
brothers or sisters of the halfblood.
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(v) Uncles or aunts.

(vi) Nephews or nieces, :

(vil) Others—cousins, grandparents,
ete. (but not in-laws) .

(3) The phrase “close friend or asso-
ciate” for the purpose of disposing of the
burial flag means any person who be-
cause of his or hier relationship with the
deceased veteran arranged for the burial
or assisted in the burial arrengements.
In the absence of a person falling in
either of these categories, any person
who establishes by evidence that he or
she was a close friend or associate of the
veteran may be furnished the burial flag.
Where more than one request for the
burial flag is received and each is accom-
panifed by satisfactory evidence of rela-
tionship or association, the head of the
fleld station having jurisdiction of the
burial flag quota will determine which
applicant is the one most equitably en-
titled to the burial flag.

2, Immediately preceding §1.12, the
following centerhéad is added “Public
Participation.”

[PR Doc.77-15163 Filed 5-26-77;8:45 am)]

Title 39—Postal Service

CHAPTER I—UNITED STATES POSTAL
SERVICE

PART 111—GENERAL INFORMATION ON
POSTAL SERVICE

Definition of Advertisements; Marking of
Paid Reading Matter

AGENCY: U.S. Postal Service.
ACTION: Final rule.

SUMMARY: The rule, among other
things, revises 125.52 of the Postal Serv-
ice Manual to simplify and more pre-
cisely define the term “advertising.” It
also incorporates administrative rulings
of the Postal Service to the effect that, if
an advertising rate is pald for the publi-
cation of reading matter or other mate-
rial In a second-class publication, such
material is deemed to be “advertising.”
Under 125.52 articles published in scien-
tific journals or other second-class pub-
lications would not be considered “ad-
vertising" for rate purposes, even though
the author paid a fee for the publication
based upon the number of printed pages.
Such articles, however, continue to fit
the definition of “advertisement” in
132.7, which requires disclosure that val-
uable consideration has been pafd or
promised for the publication of editorial
or other reading matter. In this connec-
tion, 132.7, which deals with the marking
of paid reading matter with the word
“advertisement,” is amended by lmiting
the required marking to one page of a
plece of reading matter, regardless of the
total number of pages.

EFFECTIVE DATE: May 27, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Arthur B. Cahn, 202-245-4804.

SUPPLEMENTARY INFORMATION:
On March 2, 1977. the Postal Service
published for comment in the Froxmat

FEDERAL

RULES AND REGULATIONS

REecIsTER & notice of rule which, amorig
other things, would revise 12552 of the
Postal Service Manual to simplify and
more precisely define the term “adver-
tisement” and amend 132.7 of the Postal
Service Manual!, which deals with the
marking of paid reading matter with the
word “advertisement,' so that the re-
quired marking would be limited to one
plece of reading matter, regardless of the
total number of pages.

Interested persons were invited to sub-
mit written data, views or arguments
concerning the proposed revised regula-
tions. Comments were received from a
total of 23 individuals and organizations.
These comments were carefully consid-
ered by the Postal Service in adopting
the amendments to the regulations set
forth below.. °

The general areas of concern of the
commenters and the Postal Service anal-
ysis of the comments follows:

(a) Labeling requirement—Many
commenters suggested that the Postal
Service not require that advertising mat-
ter in an editorial format be marked
“advertisement.” Others felt that the
word “advertisement” should be per-
mitted as an explanatory phrase at the
end of a multi-page article, while others
felt that our proposed regulations should
clearly specify the exact location where
the word “advertisement” should appear,
18 US.C. 1734 provides as follows:

Sec. 1734. Editorials and other matter as

‘advertisements’

Whoever, being an editor or publishor,
prints in a publication entered as second-
class mall, editorial or other reading matter
for which he has been

or a
valuable consideration, withous plainly
marking the same ‘advertisment’ shall be

fined not more than 3500,

The Postal Seryice has no authority to
waive this statutory requirement that
any reading matter must be labeled “ad-
vertisement" if consideration is paid for
its publication. Since the statute on
which the regulation is based states that
the matter In question is to be plainly
marked, the regulation prescribes that
the word “advertisment" must be on the
first page of a multi-page article.

Further, the word “advertisement”
may appear as part of an explanatory
statement telling why the material must
be marked advertisement. However, /ny
such statement must be prominent on
the first page of an article and the word
“advertisement” in the statement must
be in bold or italicized print, or otherwise
given emphasis so it can be plainly seen,
We have added this requirement to 132.-
73 in the final regulation.

(b) A second area of concern for sev-
eral commenters concerned whether the
revised regulation would apply to articles
published in scientific journals which
have a “voluntary page charge” policy.
The Postal Service has previously stated
that the provisions of part 132 of the
Postal Service Manual do not apply to
articles in scientific or other publications
for which payment of a page charge or
other consideration is not a condition of
publication. However, in order for these

provisions not to apply, any paymeny
resembling page charges must be tryjs
voluntary contributions. Part 132 Sppliss
to all publications, scientific or other.
wise, having mandatory page charges

(¢) Several commenters objected i
the proposed revision on the basis that
it may violate the provisions of the Pirst
Amendment of the Constitution becays
of vagueness and possible censorshly
questions. This criticism does not appes
to be valid. The revised regulations do
not prohibit or censor the content of 3
second-class publication but simply con.
tain a more precise statement of how the
Postal Service determines what is “ad-
vertising” for rate purposes, a statutory
and regulatory responsibility of the
Postal Service. Additionally, a com-
menter felt that the word “promotes” i
the last sentence of proposed sectice
125.52 was too vague. We have changet
the word “promotes” to “advertises” in
the final version of the regulation.

(d) Several commenters objected o
the last two sentences of proposed sec-
tion 125.52 as constituting a substantiy
change in Postal Service regulatiom
However, the last two sentences of the
proposed regulation are almost identical
to the existing regulation and changes
were made simply for clarity. No sub-
stantive changes are Intended, Tie
‘Postal Service received several phone in-
quiries concerning the meaning of the
term “reader,” which s a technical term
used In the current regulation and In
the proposed revision. To avoid any con-
fusion concerning this term, we have
used nontechnical language in the final
regulation,

(e) Lastly, several commenters in-
dicated their approval of the revised
regulation.

Accordingly, having glven due con-
sideration to all comments recelved, the
Postal Service has determined to adopt
the following amendments to the Postal
Service Manual, with these changes from
the original proposal. y

The third and fourth sentences of
§ 125.62 are rewritten as follows:

Articles, (tems, and notices In the fom
of reading matter are deemed to be “ad
vertising if they are inserted in nccordance
with a custom or understanding that tex
tual matter is to be [nserted for the adver
tisor or his products in the publicatio >
which a display advertisement appears U
& newspaper or periodical advertises its ovn
services or Issues, or any other business of
the publisher, whether in the form of G-
play advertising or editorial or reading mat-
ter, this Is deemed to be “advertialng.”

The following sentence has
added to 132.73:

The word “advertisement” may be part of
a statement which explaing why the ma-
terial is marked advertisement, Howevern
such a statement must be prominent o7
the first page of an article and the m;d
“advertisement’ in the statement must ™
in bold or italicizad print, or otherwise glved
emphasis 50 it can be plainly seen

Accordingly, the Postal Service herety
edopts the following revisions of ¢
Postal Service Manual effective 12:0)
a.m. on May 27, 1977.

been
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