§355d

‘(1) IN GENERAL.—Notwithstanding subsection (h) of
section 505B of the Federal Food, Drug and Cosmetic
Act [21 U.S.C. 355c(h)], as in effect on the day before the
date of the enactment of this Act [Sept. 27, 2007], a
pending assessment, including a deferred assessment,
required under such section 505B shall be deemed to
have been required under section 505B of the Federal
Food, Drug and Cosmetic Act as in effect on or after
the date of the enactment of this Act.

¢“(2) CERTAIN ASSESSMENTS AND WAIVER REQUESTS.—AnN
assessment pending on or after the date that is 1 year
prior to the date of the enactment of this Act shall be
subject to the tracking and disclosure requirements es-
tablished under such section 505B, as in effect on or
after such date of enactment, except that any such as-
sessments submitted or waivers of such assessments re-
quested before such date of enactment shall not be sub-
ject to subsections (a)(4)(C), (b)(2)(C), ())(6)(F), and (h)
of such section 505B.”

EFFECTIVE DATE

Pub. L. 108-155, §4, Dec. 3, 2003, 117 Stat. 1942, provided
that:

‘‘(a) IN GENERAL.—Subject to subsection (b), this Act
[enacting this section, amending sections 355, 355a, and
355b of this title and sections 262 and 284m of Title 42,
The Public Health and Welfare, enacting provisions set
out as a note under section 301 of this title, and amend-
ing provisions set out as notes under section 355a of
this title and section 284m of Title 42] and the amend-
ments made by this Act take effect on the date of en-
actment of this Act [Dec. 3, 2003].

“(b) APPLICABILITY TO NEW DRUGS AND BIOLOGICAL
PRODUCTS.—

‘(1) IN GENERAL.—Subsection (a) of section 505B of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
3b65c(a)] (as added by section 2) shall apply to an appli-
cation described in paragraph (1) of that subsection
submitted to the Secretary of Health and Human
Services on or after April 1, 1999.

‘“(2) WAIVERS AND DEFERRALS.—

““(A) WAIVER OR DEFERRAL GRANTED.—If, with re-
spect to an application submitted to the Secretary
of Health and Human Services between April 1, 1999,
and the date of enactment of this Act [Dec. 3, 2003],
a waiver or deferral of pediatric assessments was
granted under regulations of the Secretary then in
effect, the waiver or deferral shall be a waiver or
deferral under subsection (a) of section 505B of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C.
3565¢c(a)], except that any date specified in such a de-
ferral shall be extended by the number of days that
is equal to the number of days between October 17,
2002, and the date of enactment of this Act.

‘“(B) WAIVER AND DEFERRAL NOT GRANTED.—If,
with respect to an application submitted to the
Secretary of Health and Human Services between
April 1, 1999, and the date of enactment of this Act
[Dec. 3, 2003], neither a waiver nor deferral of pedi-
atric assessments was granted under regulations of
the Secretary then in effect, the person that sub-
mitted the application shall be required to submit
assessments under subsection (a)(2) of section 505B
of the Federal Food, Drug, and Cosmetic Act [21
U.S.C. 355c(a)(2)] on the date that is the later of—

‘(i) the date that is 1 year after the date of en-
actment of this Act; or

‘“(ii) such date as the Secretary may specify
under subsection (a)(3) of that section;

unless the Secretary grants a waiver under sub-

section (a)(4) of that section.

“(c) NO LIMITATION OF AUTHORITY.—Neither the lack
of guidance or regulations to implement this Act or the
amendments made by this Act nor the pendency of the
process for issuing guidance or regulations shall limit
the authority of the Secretary of Health and Human
Services under, or defer any requirement under, this
Act or those amendments.”
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§355d. Internal committee for review of pedi-
atric plans, assessments, deferrals, and waiv-
ers

The Secretary shall establish an internal com-
mittee within the Food and Drug Administra-
tion to carry out the activities as described in
sections 355a(f) and 355c(f) of this title. Such in-
ternal committee shall include employees of the
Food and Drug Administration, with expertise
in pediatrics (including representation from the
Office of Pediatric Therapeutics), biopharmacol-
ogy, statistics, chemistry, legal issues, pediatric
ethics, and the appropriate expertise pertaining
to the pediatric product under review, such as
expertise in child and adolescent psychiatry,
and other individuals designated by the Sec-
retary.

(June 25, 1938, ch. 675, §505C, as added Pub. L.
110-85, title IV, §403, Sept. 27, 2007, 121 Stat. 875.)

§ 355e. Pharmaceutical security

(a) In general

The Secretary shall develop standards and
identify and validate effective technologies for
the purpose of securing the drug supply chain
against counterfeit, diverted, subpotent, sub-
standard, adulterated, misbranded, or expired
drugs.

(b) Standards development
(1) In general

The Secretary shall, in consultation with
the agencies specified in paragraph (4), manu-
facturers, distributors, pharmacies, and other
supply chain stakeholders, prioritize and de-
velop standards for the identification, valida-
tion, authentication, and tracking and tracing
of prescription drugs.

(2) Standardized numeral identifier

Not later than 30 months after September 27,
2007, the Secretary shall develop a standard-
ized numerical identifier (which, to the extent
practicable, shall be harmonized with inter-
national consensus standards for such an iden-
tifier) to be applied to a prescription drug at
the point of manufacturing and repackaging
(in which case the numerical identifier shall
be linked to the numerical identifier applied
at the point of manufacturing) at the package
or pallet level, sufficient to facilitate the iden-
tification, wvalidation, authentication, and
tracking and tracing of the prescription drug.

(3) Promising technologies

The standards developed under this sub-
section shall address promising technologies,
which may include—

(A) radio frequency identification tech-
nology;
(B) nanotechnology;
(C) encryption technologies; and
(D) other track-and-trace or authentica-
tion technologies.
(4) Interagency collaboration

In carrying out this subsection, the Sec-
retary shall consult with Federal health and
security agencies, including—

(A) the Department of Justice;
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(B) the Department of Homeland Security;

(C) the Department of Commerce; and

(D) other appropriate Federal and State
agencies.

(¢) Inspection and enforcement
(1) In general

The Secretary shall expand and enhance the
resources and facilities of agency components
of the Food and Drug Administration involved
with regulatory and criminal enforcement of
this chapter to secure the drug supply chain
against counterfeit, diverted, subpotent, sub-
standard, adulterated, misbranded, or expired
drugs including biological products and active
pharmaceutical ingredients from domestic and
foreign sources.

(2) Activities

The Secretary shall undertake enhanced and
joint enforcement activities with other Fed-
eral and State agencies, and establish regional
capacities for the validation of prescription
drugs and the inspection of the prescription
drug supply chain.

(d) Definition

In this section, the term ‘‘prescription drug”
means a drug subject to section 353(b)(1) of this
title.

(June 25, 1938, ch. 675, §505D, as added Pub. L.
110-85, title IX, §913, Sept. 27, 2007, 121 Stat. 952.)

§356. Fast track products

(a) Designation of drug as fast track product
(1) In general

The Secretary shall, at the request of the
sponsor of a new drug, facilitate the develop-
ment and expedite the review of such drug if it
is intended for the treatment of a serious or
life-threatening condition and it demonstrates
the potential to address unmet medical needs
for such a condition. (In this section, such a
drug is referred to as a ‘‘fast track product’’.)

(2) Request for designation

The sponsor of a new drug may request the
Secretary to designate the drug as a fast track
product. A request for the designation may be
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—
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