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made concurrently with, or at any time after, 
submission of an application for the investiga-
tion of the drug under section 355(i) of this 
title or section 262(a)(3) of title 42. 

(3) Designation 

Within 60 calendar days after the receipt of 
a request under paragraph (2), the Secretary 
shall determine whether the drug that is the 
subject of the request meets the criteria de-
scribed in paragraph (1). If the Secretary finds 
that the drug meets the criteria, the Secretary 
shall designate the drug as a fast track prod-
uct and shall take such actions as are appro-
priate to expedite the development and review 
of the application for approval of such prod-
uct. 

(b) Approval of application for fast track product 

(1) In general 

The Secretary may approve an application 
for approval of a fast track product under sec-
tion 355(c) of this title or section 262 of title 42 
upon a determination that the product has an 
effect on a clinical endpoint or on a surrogate 
endpoint that is reasonably likely to predict 
clinical benefit. 

(2) Limitation 

Approval of a fast track product under this 
subsection may be subject to the require-
ments— 

(A) that the sponsor conduct appropriate 
post-approval studies to validate the surro-
gate endpoint or otherwise confirm the ef-
fect on the clinical endpoint; and 

(B) that the sponsor submit copies of all 
promotional materials related to the fast 
track product during the preapproval review 
period and, following approval and for such 
period thereafter as the Secretary deter-
mines to be appropriate, at least 30 days 
prior to dissemination of the materials. 

(3) Expedited withdrawal of approval 

The Secretary may withdraw approval of a 
fast track product using expedited procedures 
(as prescribed by the Secretary in regulations 
which shall include an opportunity for an in-
formal hearing) if— 

(A) the sponsor fails to conduct any re-
quired post-approval study of the fast track 
drug with due diligence; 

(B) a post-approval study of the fast track 
product fails to verify clinical benefit of the 
product; 

(C) other evidence demonstrates that the 
fast track product is not safe or effective 
under the conditions of use; or 

(D) the sponsor disseminates false or mis-
leading promotional materials with respect 
to the product. 

(c) Review of incomplete applications for ap-
proval of fast track product 

(1) In general 

If the Secretary determines, after prelimi-
nary evaluation of clinical data submitted by 
the sponsor, that a fast track product may be 
effective, the Secretary shall evaluate for fil-
ing, and may commence review of portions of, 
an application for the approval of the product 

before the sponsor submits a complete applica-
tion. The Secretary shall commence such re-
view only if the applicant— 

(A) provides a schedule for submission of 
information necessary to make the applica-
tion complete; and 

(B) pays any fee that may be required 
under section 379h of this title. 

(2) Exception 

Any time period for review of human drug 
applications that has been agreed to by the 
Secretary and that has been set forth in goals 
identified in letters of the Secretary (relating 
to the use of fees collected under section 379h 
of this title to expedite the drug development 
process and the review of human drug applica-
tions) shall not apply to an application sub-
mitted under paragraph (1) until the date on 
which the application is complete. 

(d) Awareness efforts 

The Secretary shall— 
(1) develop and disseminate to physicians, 

patient organizations, pharmaceutical and 
biotechnology companies, and other appro-
priate persons a description of the provisions 
of this section applicable to fast track prod-
ucts; and 

(2) establish a program to encourage the de-
velopment of surrogate endpoints that are rea-
sonably likely to predict clinical benefit for 
serious or life-threatening conditions for 
which there exist significant unmet medical 
needs. 

(June 25, 1938, ch. 675, § 506, as added Pub. L. 
105–115, title I, § 112(a), Nov. 21, 1997, 111 Stat. 
2309.) 

PRIOR PROVISIONS 

A prior section 356, act June 25, 1938, ch. 675, § 506, as 

added Dec. 22, 1941, ch. 613, § 3, 55 Stat. 851; amended 

Pub. L. 102–300, § 6(b)(2), June 16, 1992, 106 Stat. 240; Pub. 

L. 103–80, § 3(o), Aug. 13, 1993, 107 Stat. 777, related to 

certification of drugs containing insulin, prior to re-

peal by Pub. L. 105–115, title I, § 125(a)(1), Nov. 21, 1997, 

111 Stat. 2325. 

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. 

GUIDANCE 

Section 112(b) of Pub. L. 105–115 provided that: ‘‘With-

in 1 year after the date of enactment of this Act [Nov. 

21, 1997], the Secretary of Health and Human Services 

shall issue guidance for fast track products (as defined 

in section 506(a)(1) of the Federal Food, Drug, and Cos-

metic Act [21 U.S.C. 356(a)(1)]) that describes the poli-

cies and procedures that pertain to section 506 of such 

Act.’’ 

§ 356–1. Accelerated approval of priority counter-
measures 

(a) In general 

The Secretary of Health and Human Services 
may designate a priority countermeasure as a 
fast-track product pursuant to section 356 of 
this title or as a device granted review priority 
pursuant to section 360e(d)(5) of this title. Such 
a designation may be made prior to the submis-
sion of— 
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1 See References in Text note below. 

(1) a request for designation by the sponsor 
or applicant; or 

(2) an application for the investigation of 
the drug under section 355(i) of this title or 
section 262(a)(3) of title 42. 

Nothing in this subsection shall be construed to 
prohibit a sponsor or applicant from declining 
such a designation. 

(b) Use of animal trials 

A drug for which approval is sought under sec-
tion 355(b) of this title or section 262 of title 42 
on the basis of evidence of effectiveness that is 
derived from animal studies pursuant to section 
123 1 may be designated as a fast track product 
for purposes of this section. 

(c) Priority review of drugs and biological prod-
ucts 

A priority countermeasure that is a drug or bi-
ological product shall be considered a priority 
drug or biological product for purposes of per-
formance goals for priority drugs or biological 
products agreed to by the Commissioner of Food 
and Drugs. 

(d) Definitions 

For purposes of this title: 1 
(1) The term ‘‘priority countermeasure’’ has 

the meaning given such term in section 
247d–6(h)(4) of title 42. 

(2) The term ‘‘priority drugs or biological 
products’’ means a drug or biological product 
that is the subject of a drug or biologics appli-
cation referred to in section 101(4) of the Food 
and Drug Administration Modernization Act 
of 1997. 

(Pub. L. 107–188, title I, § 122, June 12, 2002, 116 
Stat. 613.) 

REFERENCES IN TEXT 

Section 123, referred to in subsec. (b), is section 123 of 

Pub. L. 107–188, title I, June 12, 2002, 116 Stat. 613, which 

is not classified to the Code. 

This title, referred to in subsec. (d), is title I of Pub. 

L. 107–188, June 12, 2002, 116 Stat. 596, which enacted 

this section, section 669a of Title 29, Labor, and sec-

tions 244, 245, 247d–3a, 247d–3b, 247d–7a to 247d–7d, 300hh, 

300hh–11 to 300hh–13, 1320b–5, and 7257d of Title 42, The 

Public Health and Welfare, amended sections 247d to 

247d–6, 264, 266, 290hh–1, and 5196b of Title 42, and en-

acted provisions set out as notes preceding section 8101 

of Title 38, Veterans’ Benefits, and under sections 201, 

244, 247d, 247d–6, 300hh, 300hh–12, and 1320b–5 of Title 42. 

For complete classification of this title to the Code, see 

Tables. 

Section 101(4) of the Food and Drug Administration 

Modernization Act of 1997, referred to in subsec. (d)(2), 

is section 101(4) of Pub. L. 105–115, which is set out as 

a note under section 379g of this title. 

CODIFICATION 

Section was enacted as part of the Public Health Se-

curity and Bioterrorism Preparedness and Response 

Act of 2002, and not as part of the Federal Food, Drug, 

and Cosmetic Act which comprises this chapter. 

§ 356a. Manufacturing changes 

(a) In general 

With respect to a drug for which there is in ef-
fect an approved application under section 355 or 

360b of this title or a license under section 262 of 
title 42, a change from the manufacturing proc-
ess approved pursuant to such application or li-
cense may be made, and the drug as made with 
the change may be distributed, if— 

(1) the holder of the approved application or 
license (referred to in this section as a ‘‘hold-
er’’) has validated the effects of the change in 
accordance with subsection (b) of this section; 
and 

(2)(A) in the case of a major manufacturing 
change, the holder has complied with the re-
quirements of subsection (c) of this section; or 

(B) in the case of a change that is not a 
major manufacturing change, the holder com-
plies with the applicable requirements of sub-
section (d) of this section. 

(b) Validation of effects of changes 

For purposes of subsection (a)(1) of this sec-
tion, a drug made with a manufacturing change 
(whether a major manufacturing change or 
otherwise) may be distributed only if, before dis-
tribution of the drug as so made, the holder in-
volved validates the effects of the change on the 
identity, strength, quality, purity, and potency 
of the drug as the identity, strength, quality, 
purity, and potency may relate to the safety or 
effectiveness of the drug. 

(c) Major manufacturing changes 

(1) Requirement of supplemental application 

For purposes of subsection (a)(2)(A) of this 
section, a drug made with a major manufac-
turing change may be distributed only if, be-
fore the distribution of the drug as so made, 
the holder involved submits to the Secretary a 
supplemental application for such change and 
the Secretary approves the application. The 
application shall contain such information as 
the Secretary determines to be appropriate, 
and shall include the information developed 
under subsection (b) of this section by the 
holder in validating the effects of the change. 

(2) Changes qualifying as major changes 

For purposes of subsection (a)(2)(A) of this 
section, a major manufacturing change is a 
manufacturing change that is determined by 
the Secretary to have substantial potential to 
adversely affect the identity, strength, qual-
ity, purity, or potency of the drug as they may 
relate to the safety or effectiveness of a drug. 
Such a change includes a change that— 

(A) is made in the qualitative or quan-
titative formulation of the drug involved or 
in the specifications in the approved applica-
tion or license referred to in subsection (a) 
of this section for the drug (unless exempted 
by the Secretary by regulation or guidance 
from the requirements of this subsection); 

(B) is determined by the Secretary by reg-
ulation or guidance to require completion of 
an appropriate clinical study demonstrating 
equivalence of the drug to the drug as manu-
factured without the change; or 

(C) is another type of change determined 
by the Secretary by regulation or guidance 
to have a substantial potential to adversely 
affect the safety or effectiveness of the drug. 
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