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intramammary use in animals and in-
cludes conditions of use intended to
prevent the contamination of milk
from the use of such drugs.

(b) Preparations containing anti-
biotics and other potent drugs labeled
with directions for use in milk-produc-
ing animals will be misbranded under
section 502(f)(2) of the act unless their
labeling bears appropriate warnings
and directions for use to avoid adulter-
ation of milk under section 402(a)(2)(D)
of the act.

(c) It is the position of the Food and
Drug Administration that the labeling
for such preparations should bear a
clear warning that either:

(1) The article should not be adminis-
tered to animals producing milk, since
to do so would result in contamination
of the milk; or

(2) The label should bear the warning,
“Milk that has been taken from ani-
mals during treatment and within

hours ( milkings) after the
latest treatment must not be used for
food,” the blanks to be filled in with
the number of hours (not to exceed 96)
and milkings that the manufacturer
has determined by appropriate inves-
tigation is needed to insure that the
milk will not carry residues resulting
from use of the preparation. If the use
of the preparation as recommended
does not result in contamination of the
milk, neither of the above warning
statements is required.

§510.106 Labeling of antibiotic and an-
tibiotic-containing drugs intended
for use in milk-producing animals.

Whenever the labeling of an anti-
biotic drug included in the regulations
in this chapter suggests or recommends
its use in milk-producing animals, the
label of such drugs shall bear either the
statement ‘““Warning: Not for use in
animals producing milk, since this use
will result in contamination of the
milk’” or the statement ‘“‘Warning:
Milk that has been taken from animals
during treatment and for — hours (——
milkings) after the latest treatment
must not be used for food”, the first
blank being filled in with the figure,
which shall not be greater than 96, that
the Commissioner has authorized the
manufacturer of the drug to use, and
the second figure shall be the first
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number divided by 12. The Commis-
sioner shall determine what such fig-
ures shall be from information submit-
ted by the manufacturer and which the
Commissioner considers is adequate to
prove that period of time after the lat-
est treatment that the milk from
treated animals will contain no resi-
dues from use of the preparation. If the
Commissioner determines from the in-
formation submitted that the use of
the antibiotic drug as recommended
does not result in its appearance in the
milk, he may exempt the drug from
bearing either of the above warning
statements.

§510.110 Antibiotics used in food-pro-
ducing animals.

(a) The Food and Drug Administra-
tion in the interest of fulfilling its re-
sponsibilities with regard to protection
of the public health has requested an
evaluation of the public health aspects
of the use of antibiotics in veterinary
medical and nonmedical uses. There is
particular concern with regard to the
potential hazards associated with the
extensive use of antibiotics adminis-
tered to food-producing animals. Ac-
cordingly, an ad hoc committee on the
Veterinary Medical and Nonmedical
Uses of Antibiotics was established by
the Food and Drug Administration to
study and advise the Commissioner of
Food and Drugs on the uses of anti-
biotics in veterinary medicine and for
various nonmedical purposes as such
uses may affect the enforcement of the
Federal Food, Drug, and Cosmetic Act
with respect to their safety and effec-
tiveness.

(b) Based upon an evaluation of the
conclusions of said Committee and
other relevant material, §510.112 was
published in the FEDERAL REGISTER of
August 23, 1966 (31 FR 11141), asking
sponsors of drugs containing any anti-
biotic intended for use in food-produc-
ing animals to submit data to establish
whether such antibiotic and its me-
tabolites are present as residues in edi-
ble tissues, milk, and eggs from treated
animals. The data on the residues of
antibiotics in milk from
intramammary infusion preparations
were requested within 60 days and the
data on all other products were re-
quested within 180 days following the
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date of publication of §510.112 in the
FEDERAL REGISTER.

(c) An evaluation of the data now
available shows that use of many anti-
biotic preparations cause residues in
edible products of treated animals for
varying and, in some cases, for long pe-
riods of time following the last admin-
istration. Because of the accumulation
of new information with regard to the
development of resistance of bacteria
to antibiotics, the ability of bacteria to
transfer this resistance, and the devel-
opment of sensitivity to antibiotics in
humans, unauthorized and unsafe resi-
dues of antibiotics cannot be permitted
in food obtained from treated animals.

(d) Based on evaluation of informa-
tion available, including the conclu-
sions of the aforementioned ad hoc
Committee, the Commissioner con-
cludes that antibiotic preparations in-
tended for use in food-producing ani-
mals, other than topical and ophthal-
mic preparations, are not generally
recognized among qualified experts as
having been shown to be safe for their
intended use(s) within the meaning of
section 201(s) of the Federal Food,
Drug, and Cosmetic Act.

(e) Therefore, all exemptions from
the provisions of section 409 of the act
for use of antibiotics in food-producing
animals based on sanctions or approv-
als granted prior to enactment of the
Food Additives Amendment of 1958
(Pub. L. 85-929; 72 Stat. 1784) will be re-
voked and the uses which are con-
cluded to be safe will be covered by
food additive regulations. On those
products for which there are inad-
equate residue data, actions will be ini-
tiated to amend or revoke antibiotic
regulations under the provisions of sec-
tion 507 of the act, or to withdraw ap-
proval of new-drug applications under
the provisions of section 505 of the act.
Antibiotic preparations, other than
those for topical and ophthalmic appli-
cation in food-producing animals,
which are not covered by food additive
regulations will be subject to regu-
latory action within 180 days after pub-
lication of the forthcoming revocation
order.

(f) Because of the variation in the pe-
riod of time that antibiotic residues
may remain in edible products from
treated animals, all injectable,
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intramammary infusion, intrauterine,
and oral preparations (except certifi-
able antibiotics), including medicated
premixes intended for use in food-pro-
ducing animals, are deemed to be new
drugs as well as food additives. An an-
tibiotic application (see §431.50 of this
chapter) will be required for all medi-
cated premixes containing certifiable
antibiotics.

[40 FR 13807, Mar. 27, 1975, as amended at 54
FR 18280, Apr. 28, 1989]

§510.112 Antibiotics used in veteri-
nary medicine and for nonmedical
purposes; required data.

(a) An ad hoc committee, Committee
on the Veterinary Medical and Non-
medical Uses of Antibiotics, was
formed by the Food and Drug Adminis-
tration to study, and advise the Com-
missioner on, the use of antibiotics in
veterinary medicine and for various
nonmedical purposes as such uses may
affect the enforcement of the Federal
Food, Drug, and Cosmetic Act with re-
spect to the safety and effectiveness of
such substances. A copy of the report
may be obtained from the Food and
Drug Administration, Office of Public
Affairs, Room 15-05, Parklawn Build-
ing, 5600 Fishers Lane, Rockville, MD
20857.

(b) On the basis of the report of the
Committee and other information,
sponsors of drugs containing any anti-
biotic intended for use in food-produc-
ing animals shall submit data for de-
termining whether or not such anti-
biotics and their metabolites are
present as residues in edible tissues,
milk, and eggs from treated animals;
however, in the case of a drug for
which such data have already been sub-
mitted and for which a regulation has
been promulgated under section 409 of
the act, only such data as has been ac-
cumulated since the issuance of the
regulation need be submitted.

(c¢) The required data shall be submit-
ted within 180 days of the date of publi-
cation of this section in the FEDERAL
REGISTER; except that in the case of
data on intramammary infusion prep-
arations the data shall be submitted
within 60 days of such publication.
Data demonstrating the absence in



