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21 U.S. Code § 360b

New animal drugs

(a) Unsafe new animal drugs and animal feed containing such drugs; conditions
of safety; exemption of drugs for research; import tolerances

(1) Anew animal drug shall, with respect to any particular use or intended use of such drug, be deemed unsafe
for purposes of section 351(a)(5) of this title and section 342(a)(2)(C)(ii) of this title unless—

(A) there is in effect an approval of an application filed pursuant to subsection (b) with respect to such use or
intended use of such drug, and such drug, its labeling, and such use conform to such approved application;

(B) there is in effect a conditional approval of an application filed pursuant tosection 360ccc of this titlewith
respect to such use or intended use of such drug, and such drug, its labeling, and such use conform to such
conditionally approved application,;

(C) there is in effect an index listing pursuant tosection 360ccc—1 of this title with respect to such use or
intended use of such drug in a minor species, and such drug, its labeling, and such use conform to such index
listing; or

(D) there is in effect an authorization pursuant to section 360bbb-3 of this titlewith respect to such use or
intended use of such drug, and such drug, its labeling, and such use conform to any conditions of such
authorization.

A new animal drug shall also be deemed unsafe for such purposes in the event of removal from the
establishment of a manufacturer, packer, or distributor of such drug for use in the manufacture of animal feed
in any State unless at the time of such removal such manufacturer, packer, or distributor has an unrevoked
written statement from the consignee of such drug, or notice from the Secretary, to the effect that, with
respect to the use of such drug in animal feed, such consignee (i) holds a license issued under subsection (m)
and has in its possession current approved labeling for such drug in animal feed; or (ii) will, if the consignee is
not a user of the drug, ship such drug only to a holder of a license issued under subsection (m).

(2) An animal feed bearing or containing a new animal drug shall, with respect to any particular use or
intended use of such animal feed be deemed unsafe for purposes of section 351(a)(6) of this title unless—

(A) there is in effect—

(i) an approval of an application filed pursuant to subsection (b) with respect to such drug, as used in such
animal feed, and such animal feed and its labeling, distribution, holding, and use conform to such
approved application;

(ii) a conditional approval of an application filed pursuant tosection 360ccc of this title with respect to such
drug, as used in such animal feed, and such animal feed and its labeling, distribution, holding, and use
conform to such conditionally approved application; or

(iii) an index listing pursuant to section 360ccc—1 of this title with respect to such drug, as used in such
animal feed, and such animal feed and its labeling, distribution, holding, and use conform to such index
listing; and
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(B) such animal feed is manufactured at a site for which there is in effect a license issued pursuant to
subsection (m)(1) to manufacture such animal feed.

(3) Anew animal drug or an animal feed bearing or containing a new animal drug shall not be deemed unsafe
for the purposes of section 351(a)(5) or (6) of this title if such article is for investigational use and conforms to
the terms of an exemption in effect with respect thereto under subsection (j).

(4)

(A) Except as provided in subparagraph (B), if an approval of an application filed under subsection (b) is in
effect with respect to a particular use or intended use of a new animal drug, the drug shall not be deemed
unsafe for the purposes of paragraph (1) and shall be exempt from the requirements of section 352(f) of this
title with respect to a different use or intended use of the drug, other than a use in or on animal feed, if such
use or intended use—

(i) is by or on the lawful written or oral order of a licensed veterinarian within the context of a
veterinarian-client-patient relationship, as defined by the Secretary; and

(ii) is in compliance with regulations promulgated by the Secretary that establish the conditions for such
different use or intended use.

The regulations promulgated by the Secretary under clause (ii) may prohibit particular uses of an animal

drug and shall not permit such different use of an animal drug if the labeling of another animal drug that
contains the same active ingredient and which is in the same dosage form and concentration provides for
such different use.

(B) If the Secretary finds that there is a reasonable probability that a use of an animal drug authorized under
subparagraph (A) may present a risk to the public health, the Secretary may—

(i) establish a safe level for a residue of an animal drug when it is used for such different use authorized by
subparagraph (A); and

(ii) require the development of a practical, analytical method for the detection of residues of such drug
above the safe level established under clause (i).

The use of an animal drug that results in residues exceeding a safe level established under clause (i) shall be
considered an unsafe use of such drug under paragraph (1). Safe levels may be established under clause (i)
either by regulation or order.

(C) The Secretary may by general regulation provide access to the records of veterinarians to ascertain any
use or intended use authorized under subparagraph (A) that the Secretary has determined may present a risk
to the public health.

(D) If the Secretary finds, after affording an opportunity for public comment, that a use of an animal drug
authorized under subparagraph (A) presents a risk to the public health or that an analytical method required
under subparagraph (B) has not been developed and submitted to the Secretary, the Secretary may, by order,
prohibit any such use.

(5) If the approval of an application filed under section 355 of this title is in effect, the drug under such
application shall not be deemed unsafe for purposes of paragraph (1) and shall be exempt from the
requirements of section 352(f) of this title with respect to a use or intended use of the drug in animals if such
use or intended use—

(A) is by or on the lawful written or oral order of a licensed veterinarian within the context of a veterinarian-
client-patient relationship, as defined by the Secretary; and

(B) is in compliance with regulations promulgated by the Secretary that establish the conditions for the use
or intended use of the drug in animals.
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(6) For purposes of section 342(a)(2)(D) [1 of this title, a use or intended use of a new animal drug shall not be
deemed unsafe under this section if the Secretary establishes a tolerance for such drug and any edible portion
of any animal imported into the United States does not contain residues exceeding such tolerance. In
establishing such tolerance, the Secretary shall rely on data sufficient to demonstrate that a proposed tolerance
is safe based on similar food safety criteria used by the Secretary to establish tolerances for applications for
new animal drugs filed under subsection (b)(1). The Secretary may consider and rely on data submitted by the
drug manufacturer, including data submitted to appropriate regulatory authorities in any country where the
new animal drug is lawfully used or data available from a relevant international organization, to the extent
such data are not inconsistent with the criteria used by the Secretary to establish a tolerance for applications
for new animal drugs filed under subsection (b)(1). For purposes of this paragraph, “relevant international

organization” means the Codex Alimenterius 21 Commission or other international organization deemed
appropriate by the Secretary. The Secretary may, under procedures specified by regulation, revoke a tolerance
established under this paragraph if information demonstrates that the use of the new animal drug under actual
use conditions results in food being imported into the United States with residues exceeding the tolerance or if
scientific evidence shows the tolerance to be unsafe.
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