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(2) the number of required studies under
such section 355c of this title that have not
met the initial deadline provided under such
section 355c of this title, including—

(A) the number of deferrals and deferral
extensions granted and the reasons such ex-
tensions were granted;

(B) the number of waivers and partial
waivers granted; and

(C) the number of letters issued under sub-
section (d) of such section 355c of this title;

(3) an assessment of the timeliness and effec-
tiveness of pediatric study planning since July
9, 2012, including the number of initial pedi-
atric study plans not submitted in accordance
with the requirements of subsection (e) of such
section 3b5¢c of this title and any resulting
rulemaking;

(4) the number of written requests issued, ac-
cepted, and declined under such section 355a of
this title since July 9, 2012, and a listing of
any important gaps in pediatric information
as a result of such declined requests;

(5) a description and current status of refer-
rals made under subsection (n) of such section
3bba of this title;

(6) an assessment of the effectiveness of
studying biological products in pediatric popu-
lations under such sections 35b6a and 355c of
this title and section 284m of title 42;

(T)(A) the efforts made by the Secretary to
increase the number of studies conducted in
the neonatal population (including efforts
made to encourage the conduct of appropriate
studies in neonates by companies with prod-
ucts that have sufficient safety and other in-
formation to make the conduct of the studies
ethical and safe); and

(B) the results of such efforts;

(8)(A) the number and importance of drugs
and biological products for children with can-
cer that are being tested as a result of the pro-
grams under such sections 355a and 355c of this
title and under section 284m of title 42; and

(B) any recommendations for modifications
to such programs that would lead to new and
better therapies for children with cancer, in-
cluding a detailed rationale for each recom-
mendation;

(9) any recommendations for modification to
such programs that would improve pediatric
drug research and increase pediatric labeling
of drugs and biological products;

(10) an assessment of the successes of and
limitations to studying drugs for rare diseases
under such sections 355a and 355c of this title;
and

(11) an assessment of the Secretary’s efforts
to address the suggestions and options de-
scribed in any prior report issued by the
Comptroller General, Institute of Medicine, or
the Secretary, and any subsequent reports, in-
cluding recommendations therein, regarding
the topics addressed in the reports under this
section, including with respect to—

(A) improving public access to information
from pediatric studies conducted under such
sections 35ba and 355¢ of this title; and

(B) improving the timeliness of pediatric
studies and pediatric study planning under
such sections 355a and 355c of this title.
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(c) Stakeholder comment

At least 180 days prior to the submission of
each report under subsection (a), the Secretary
shall consult with representatives of patient
groups (including pediatric patient groups), con-
sumer groups, regulated industry, academia, and
other interested parties to obtain any recom-
mendations or information relevant to the re-
port including suggestions for modifications
that would improve pediatric drug research and
pediatric labeling of drugs and biological prod-
ucts.

(Pub. L. 112-144, title V, §508, July 9, 2012, 126
Stat. 1045.)

CODIFICATION

Section was enacted as part of the Food and Drug Ad-
ministration Safety and Innovation Act, and not as
part of the Federal Food, Drug, and Cosmetic Act
which comprises this chapter.

DEFINITION OF ‘“‘SECRETARY’’

The term ‘‘Secretary’ as used in this section means
the Secretary of Health and Human Services, see sec-
tion 503 of Pub. L. 112-144, set out as a note under sec-
tion 355a of this title.

§355d. Internal committee for review of pedi-
atric plans, assessments, deferrals, deferral
extensions, and waivers

The Secretary shall establish an internal com-
mittee within the Food and Drug Administra-
tion to carry out the activities as described in
sections 3bba(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, neonatology, and the appropriate exper-
tise pertaining to the pediatric product under
review, such as expertise in child and adolescent
psychiatry, and other individuals designated by
the Secretary.

(June 25, 1938, ch. 675, §505C, as added Pub. L.
110-85, title IV, §403, Sept. 27, 2007, 121 Stat. 875;
amended Pub. L. 112-144, title V, §509(c), July 9,
2012, 126 Stat. 1049.)

AMENDMENTS
2012—Pub. L. 112-144 inserted ‘‘deferral extensions,”
after “‘deferrals,” in section catchline and

‘“‘neonatology,” after ‘‘pediatric ethics,” in text.

§ 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-
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