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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. (c)(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. 

(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.) 

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-
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