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(3) Authorization of appropriations 

There are authorized to be appropriated for 
fees under this section— 

(A) $5,000,000 for fiscal year 2004; 
(B) $8,000,000 for fiscal year 2005; 
(C) $10,000,000 for fiscal year 2006; 
(D) $10,000,000 for fiscal year 2007; and 
(E) $10,000,000 for fiscal year 2008; 

as adjusted to reflect adjustments in the total 
fee revenues made under this section and 
changes in the total amounts collected by ani-
mal drug application fees, supplemental ani-
mal drug application fees, animal drug sponsor 
fees, animal drug establishment fees, and ani-
mal drug product fees. 

(4) Offset 

Any amount of fees collected for a fiscal 
year under this section that exceeds the 
amount of fees specified in appropriations 
Acts for such fiscal year shall be credited to 
the appropriation account of the Food and 
Drug Administration as provided in paragraph 
(1), and shall be subtracted from the amount 
of fees that would otherwise be authorized to 
be collected under this section pursuant to ap-
propriation Acts for a subsequent fiscal year. 

(h) Collection of unpaid fees 

In any case where the Secretary does not re-
ceive payment of a fee assessed under subsection 
(a) of this section within 30 days after it is due, 
such fee shall be treated as a claim of the United 
States Government subject to subchapter II of 
chapter 37 of title 31. 

(i) Written requests for waivers, reductions, and 
refunds 

To qualify for consideration for a waiver or re-
duction under subsection (d) of this section, or 
for a refund of any fee collected in accordance 
with subsection (a) of this section, a person 
shall submit to the Secretary a written request 
for such waiver, reduction, or refund not later 
than 180 days after such fee is due. 

(j) Construction 

This section may not be construed to require 
that the number of full-time equivalent posi-
tions in the Department of Health and Human 
Services, for officers, employees, and advisory 
committees not engaged in the process of the re-
view of animal drug applications, be reduced to 
offset the number of officers, employees, and ad-
visory committees so engaged. 

(k) Abbreviated new animal drug applications 

The Secretary shall— 
(1) to the extent practicable, segregate the 

review of abbreviated new animal drug appli-
cations from the process for the review of ani-
mal drug applications, and 

(2) adopt other administrative procedures to 
ensure that review times of abbreviated new 
animal drug applications do not increase from 
their current level due to activities under the 
user fee program. 

(June 25, 1938, ch. 675, § 740, as added Pub. L. 
108–130, § 3, Nov. 18, 2003, 117 Stat. 1363.) 

TERMINATION OF SECTION 

For termination of section by section 5 of Pub. 

L. 108–130, see Termination Date note below. 

TERMINATION DATE 

Section not effective after Oct. 1, 2008, see section 5 

of Pub. L. 108–130, set out as a note under section 

379j–11 of this title. 

PART D—INFORMATION AND EDUCATION 

§ 379k. Information system 

The Secretary shall establish and maintain an 
information system to track the status and 
progress of each application or submission (in-
cluding a petition, notification, or other similar 
form of request) submitted to the Food and Drug 
Administration requesting agency action. 

(June 25, 1938, ch. 675, § 741, as added Pub. L. 
105–115, title IV, § 407(a), Nov. 21, 1997, 111 Stat. 
2370.) 

EFFECTIVE DATE 

Section effective 90 days after Nov. 21, 1997, except as 

otherwise provided, see section 501 of Pub. L. 105–115, 

set out as an Effective Date of 1997 Amendment note 

under section 321 of this title. 

REPORT ON STATUS OF SYSTEM 

Section 407(b) of Pub. L. 105–115 provided that not 

later than 1 year after Nov. 21, 1997, Secretary of Health 

and Human Services was to submit report to Congress 

on status of system to be established under this sec-

tion, including projected costs of system and concerns 

about confidentiality. 

§ 379l. Education 

(a) In general 

The Secretary shall conduct training and edu-
cation programs for the employees of the Food 
and Drug Administration relating to the regu-
latory responsibilities and policies established 
by this chapter, including programs for— 

(1) scientific training; 
(2) training to improve the skill of officers 

and employees authorized to conduct inspec-
tions under section 374 of this title; 

(3) training to achieve product specialization 
in such inspections; and 

(4) training in administrative process and 
procedure and integrity issues. 

(b) Intramural fellowships and other training 
programs 

The Secretary, acting through the Commis-
sioner, may, through fellowships and other 
training programs, conduct and support intra-
mural research training for predoctoral and 
postdoctoral scientists and physicians. Any such 
fellowships and training programs under this 
section or under section 379dd(d)(2)(A)(ix) of this 
title may include provision by such scientists 
and physicians of services on a voluntary and 
uncompensated basis, as the Secretary deter-
mines appropriate. Such scientists and physi-
cians shall be subject to all legal and ethical re-
quirements otherwise applicable to officers or 
employees of the Department of Health and 
Human Services. 

(June 25, 1938, ch. 675, § 742, as added Pub. L. 
105–115, title IV, § 408(a), Nov. 21, 1997, 111 Stat. 
2371; amended Pub. L. 110–85, title VI, § 601(c), 
Sept. 27, 2007, 121 Stat. 897.) 

AMENDMENTS 

2007—Subsec. (b). Pub. L. 110–85 inserted at end ‘‘Any 

such fellowships and training programs under this sec-
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tion or under section 379dd(d)(2)(A)(ix) of this title may 

include provision by such scientists and physicians of 

services on a voluntary and uncompensated basis, as 

the Secretary determines appropriate. Such scientists 

and physicians shall be subject to all legal and ethical 

requirements otherwise applicable to officers or em-

ployees of the Department of Health and Human Serv-

ices.’’ 

EFFECTIVE DATE 

Section effective 90 days after Nov. 21, 1997, except as 

otherwise provided, see section 501 of Pub. L. 105–115, 

set out as an Effective Date of 1997 Amendment note 

under section 321 of this title. 

PART E—ENVIRONMENTAL IMPACT REVIEW 

§ 379o. Environmental impact 

Notwithstanding any other provision of law, 
an environmental impact statement prepared in 
accordance with the regulations published in 
part 25 of title 21, Code of Federal Regulations 
(as in effect on August 31, 1997) in connection 
with an action carried out under (or a recom-
mendation or report relating to) this chapter, 
shall be considered to meet the requirements for 
a detailed statement under section 4332(2)(C) of 
title 42. 

(June 25, 1938, ch. 675, § 746, as added Pub. L. 
105–115, title IV, § 411, Nov. 21, 1997, 111 Stat. 
2373.) 

EFFECTIVE DATE 

Section effective 90 days after Nov. 21, 1997, except as 

otherwise provided, see section 501 of Pub. L. 105–115, 

set out as an Effective Date of 1997 Amendment note 

under section 321 of this title. 

PART F—NATIONAL UNIFORMITY FOR NON-
PRESCRIPTION DRUGS AND PREEMPTION FOR 
LABELING OR PACKAGING OF COSMETICS 

§ 379r. National uniformity for nonprescription 
drugs 

(a) In general 

Except as provided in subsection (b), (c)(1), (d), 
(e), or (f) of this section, no State or political 
subdivision of a State may establish or continue 
in effect any requirement— 

(1) that relates to the regulation of a drug 
that is not subject to the requirements of sec-
tion 353(b)(1) or 353(f)(1)(A) of this title; and 

(2) that is different from or in addition to, or 
that is otherwise not identical with, a require-
ment under this chapter, the Poison Preven-
tion Packaging Act of 1970 (15 U.S.C. 1471 et 
seq.), or the Fair Packaging and Labeling Act 
(15 U.S.C. 1451 et seq.). 

(b) Exemption 

(1) In general 

Upon application of a State or political sub-
division thereof, the Secretary may by regula-
tion, after notice and opportunity for written 
and oral presentation of views, exempt from 
subsection (a) of this section, under such con-
ditions as may be prescribed in such regula-
tion, a State or political subdivision require-
ment that— 

(A) protects an important public interest 
that would otherwise be unprotected, includ-
ing the health and safety of children; 

(B) would not cause any drug to be in vio-
lation of any applicable requirement or pro-
hibition under Federal law; and 

(C) would not unduly burden interstate 
commerce. 

(2) Timely action 

The Secretary shall make a decision on the 
exemption of a State or political subdivision 
requirement under paragraph (1) not later 
than 120 days after receiving the application of 
the State or political subdivision under para-
graph (1). 

(c) Scope 

(1) In general 

This section shall not apply to— 
(A) any State or political subdivision re-

quirement that relates to the practice of 
pharmacy; or 

(B) any State or political subdivision re-
quirement that a drug be dispensed only 
upon the prescription of a practitioner li-
censed by law to administer such drug. 

(2) Safety or effectiveness 

For purposes of subsection (a) of this sec-
tion, a requirement that relates to the regula-
tion of a drug shall be deemed to include any 
requirement relating to public information or 
any other form of public communication relat-
ing to a warning of any kind for a drug. 

(d) Exceptions 

(1) In general 

In the case of a drug described in subsection 
(a)(1) of this section that is not the subject of 
an application approved under section 355 of 
this title or section 357 of this title (as in ef-
fect on the day before November 21, 1997) or a 
final regulation promulgated by the Secretary 
establishing conditions under which the drug 
is generally recognized as safe and effective 
and not misbranded, subsection (a) of this sec-
tion shall apply only with respect to a require-
ment of a State or political subdivision of a 
State that relates to the same subject as, but 
is different from or in addition to, or that is 
otherwise not identical with— 

(A) a regulation in effect with respect to 
the drug pursuant to a statute described in 
subsection (a)(2) of this section; or 

(B) any other requirement in effect with 
respect to the drug pursuant to an amend-
ment to such a statute made on or after No-
vember 21, 1997. 

(2) State initiatives 

This section shall not apply to a State re-
quirement adopted by a State public initiative 
or referendum enacted prior to September 1, 
1997. 

(e) No effect on product liability law 

Nothing in this section shall be construed to 
modify or otherwise affect any action or the li-
ability of any person under the product liability 
law of any State. 

(f) State enforcement authority 

Nothing in this section shall prevent a State 
or political subdivision thereof from enforcing, 
under any relevant civil or other enforcement 
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