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(h) Labeling contents

The labeling of a new animal drug that is the
subject of an index listing shall state, promi-
nently and conspicuously—

(1) ““NOT APPROVED BY FDA.—Legally mar-
keted as an FDA indexed product. Extra-label
use is prohibited.’’;

(2) except in the case of new animal drugs in-
dexed for use in an early life stage of a food-
producing animal, ‘“This product is not to be
used in animals intended for use as food for
humans or other animals.”’; and

(3) such other information as may be pre-
scribed by the Secretary in the index listing.

(i) Records and reports

(1) In the case of any new animal drug for
which an index listing pursuant to subsection (a)
of this section is in effect, the person who has an
index listing shall establish and maintain such
records, and make such reports to the Secretary,
of data relating to experience, and other data or
information, received or otherwise obtained by
such person with respect to such drug, or with
respect to animal feeds bearing or containing
such drug, as the Secretary may by general reg-
ulation, or by order with respect to such listing,
prescribe on the basis of a finding that such
records and reports are necessary in order to en-
able the Secretary to determine, or facilitate a
determination, whether there is or may be
ground for invoking subsection (f) of this sec-
tion. Such regulation or order shall provide,
where the Secretary deems it to be appropriate,
for the examination, upon request, by the per-
sons to whom such regulation or order is appli-
cable, of similar information received or other-
wise obtained by the Secretary.

(2) Every person required under this sub-
section to maintain records, and every person in
charge or custody thereof, shall, upon request of
an officer or employee designated by the Sec-
retary, permit such officer or employee at all
reasonable times to have access to and copy and
verify such records.

(j) Public disclosure of safety and effectiveness
data

(1) Safety and effectiveness data and informa-
tion which has been submitted in support of a
request for a new animal drug to be indexed
under this section and which has not been pre-
viously disclosed to the public shall be made
available to the public, upon request, unless ex-
traordinary circumstances are shown—

(A) if no work is being or will be undertaken
to have the drug indexed in accordance with
the request,

(B) if the Secretary has determined that
such drug cannot be indexed and all legal ap-
peals have been exhausted,

(C) if the indexing of such drug is terminated
and all legal appeals have been exhausted, or

(D) if the Secretary has determined that
such drug is not a new animal drug.

(2) Any request for data and information pur-
suant to paragraph (1) shall include a verified
statement by the person making the request
that any data or information received under
such paragraph shall not be disclosed by such
person to any other person—
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(A) for the purpose of, or as part of a plan,
scheme, or device for, obtaining the right to
make, use, or market, or making, using, or
marketing, outside the United States, the
drug identified in the request for indexing; and

(B) without obtaining from any person to
whom the data and information are disclosed
an identical verified statement, a copy of
which is to be provided by such person to the
Secretary, which meets the requirements of
this paragraph.

(June 25, 1938, ch. 675, §572, as added Pub. L.
108-282, title I, §102(b)(4), Aug. 2, 2004, 118 Stat.
896.)

REFERENCES IN TEXT

The National Environmental Policy Act of 1969, re-
ferred to in subsec. (¢)(1)(E), is Pub. L. 91-190, Jan. 1,
1970, 83 Stat. 852, as amended, which is classified gener-
ally to chapter 55 (§4321 et seq.) of Title 42, The Public
Health and Welfare. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 4321 of Title 42 and Tables.

The Federal Advisory Committee Act, referred to in
subsec. (d)(3)(C), is Pub. L. 92-463, Oct. 6, 1972, 86 Stat.
770, as amended, which is set out in the Appendix to
Title 5, Government Organization and Employees.

§360ccc-2. Designated new animal drugs for
minor use or minor species

(a) Designation

(1) The manufacturer or the sponsor of a new
animal drug for a minor use or use in a minor
species may request that the Secretary declare
that drug a ‘‘designated new animal drug”’. A re-
quest for designation of a new animal drug shall
be made before the submission of an application
under section 360b(b) of this title or section
360ccc of this title for the new animal drug.

(2) The Secretary may declare a new animal
drug a ‘‘designated new animal drug’’ if—

(A) it is intended for a minor use or use in

a minor species; and

(B) the same drug in the same dosage form
for the same intended use is not approved
under section 360b or 360ccc of this title or des-
ignated under this section at the time the re-
quest is made.

(3) Regarding the termination of a designa-
tion—

(A) the sponsor of a new animal drug shall
notify the Secretary of any decision to dis-
continue active pursuit of approval under sec-
tion 360b or 360ccc of this title of an applica-
tion for a designated new animal drug. The
Secretary shall terminate the designation
upon such notification;

(B) the Secretary may also terminate des-
ignation if the Secretary independently deter-
mines that the sponsor is not actively pursu-
ing approval under section 360b or 360ccc of
this title with due diligence;

(C) the sponsor of an approved designated
new animal drug shall notify the Secretary of
any discontinuance of the manufacture of such
new animal drug at least one year before dis-
continuance. The Secretary shall terminate
the designation upon such notification; and

(D) the designation shall terminate upon the
expiration of any applicable exclusivity period
under subsection (c¢) of this section.
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(4) Notice respecting the designation or termi-
nation of designation of a new animal drug shall
be made available to the public.

(b) Grants and contracts for development of des-
ignated new animal drugs

(1) The Secretary may make grants to and
enter into contracts with public and private en-
tities and individuals to assist in defraying the
costs of qualified safety and effectiveness test-
ing expenses and manufacturing expenses in-
curred in connection with the development of
designated new animal drugs.

(2) For purposes of paragraph (1) of this sec-
tion—

(A) The term ‘‘qualified safety and effective-
ness testing”’ means testing—

(i) which occurs after the date such new
animal drug is designated under this section
and before the date on which an application
with respect to such drug is submitted under
section 360b of this title; and

(ii) which is carried out under an inves-
tigational exemption under section 360b(j) of
this title.

(B) The term ‘“manufacturing expenses’”’
means expenses incurred in developing proc-
esses and procedures associated with manufac-
ture of the designated new animal drug which
occur after the new animal drug is designated
under this section and before the date on
which an application with respect to such new
animal drug is submitted under section 360b or
360ccc of this title.

(c¢) Exclusivity for designated new animal drugs

(1) Except as provided in subsection (c)(2) of
this section, if the Secretary approves or condi-
tionally approves an application for a des-
ignated new animal drug, the Secretary may not
approve or conditionally approve another appli-
cation submitted for such new animal drug with
the same intended use as the designated new
animal drug for another applicant before the ex-
piration of seven years from the date of approval
or conditional approval of the application.

(2) If an application filed pursuant to section
360b of this title or section 360ccc of this title is
approved for a designated new animal drug, the
Secretary may, during the 7-year exclusivity pe-
riod beginning on the date of the application ap-
proval or conditional approval, approve or con-
ditionally approve another application under
section 360b of this title or section 360ccc of this
title for such drug for such minor use or minor
species for another applicant if—

(A) the Secretary finds, after providing the
holder of such an approved application notice
and opportunity for the submission of views,
that in the granted exclusivity period the
holder of the approved application cannot as-
sure the availability of sufficient quantities of
the drug to meet the needs for which the drug
was designated; or

(B) such holder provides written consent to
the Secretary for the approval or conditional
approval of other applications before the expi-
ration of such exclusivity period.

(June 25, 1938, ch. 675, §573, as added Pub. L.

108-282, title I, §102(b)(4), Aug. 2, 2004, 118 Stat.
900.)
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SUBCHAPTER VI—COSMETICS
§ 361. Adulterated cosmetics

A cosmetic shall be deemed to be adulter-
ated—

(a) If it bears or contains any poisonous or del-
eterious substance which may render it injuri-
ous to users under the conditions of use pre-
scribed in the labeling thereof, or under such
conditions of use as are customary or usual, ex-
cept that this provision shall not apply to coal-
tar hair dye, the label of which bears the follow-
ing legend conspicuously displayed thereon:
“Caution—This product contains ingredients
which may cause skin irritation on certain indi-
viduals and a preliminary test according to ac-
companying directions should first be made.
This product must not be used for dyeing the
eyelashes or eyebrows; to do so may cause blind-
ness.”’, and the labeling of which bears adequate
directions for such preliminary testing. For the
purposes of this paragraph and paragraph (e) the
term ‘‘hair dye’” shall not include eyelash dyes
or eyebrow dyes.

(b) If it consists in whole or in part of any
filthy, putrid, or decomposed substance.

(c) If it has been prepared, packed, or held
under insanitary conditions whereby it may
have become contaminated with filth, or where-
by it may have been rendered injurious to
health.

(d) If its container is composed, in whole or in
part, of any poisonous or deleterious substance
which may render the contents injurious to
health.

(e) If it is not a hair dye and it is, or it bears
or contains, a color additive which is unsafe
within the meaning of section 379e(a) of this
title.

(June 25, 1938, ch. 675, §601, 52 Stat. 1054; Pub. L.
86-618, title I, §102(c)(1), July 12, 1960, 74 Stat.
398; Pub. L. 102-571, title I, §107(11), Oct. 29, 1992,
106 Stat. 4499; Pub. L. 103-80, §3(x), Aug. 13, 1993,
107 Stat. 778.)

AMENDMENTS

1993—Subsec. (a). Pub. L. 103-80 substituted ‘‘usual,
except that this” for ‘“‘usual: Provided, That this’.

1992—Par. (e). Pub. L. 102-571 substituted ‘379e(a)’’ for
¢376(a)”.

1960—Par. (e). Pub. L. 86-618 substituted ‘‘and it is, or
it bears or contains, a color additive which is unsafe
within the meaning of section 376(a) of this title” for
““‘and it bears or contains a coal-tar color other than
one from a batch that has been certified in accordance
with regulations as provided by section 364 of this
title”.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,

subject to the provisions of section 203 of Pub. L. 86-618,

see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

EFFECTIVE DATE; POSTPONEMENT

Par. (e) effective Jan. 1, 1940, see act June 23, 1939, ch.
242, 53 Stat. 8563, set out as an Effective Date; Postpone-
ment in Certain Cases note under section 301 of this
title.

EFFECTIVE DATE

Section effective twelve months after June 25, 1938,
except par. (a), which, with certain exceptions, became
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