§355b

EFFECTIVE DATE OF 2002 AMENDMENT

Pub. L. 107-109, §11(b), Jan. 4, 2002, 115 Stat. 1416, pro-
vided that: “The amendment made by subsection (a)
[amending this section] takes effect on the date of en-
actment of this Act [Jan. 4, 2002], including with re-
spect to applications under section 505(j) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355(j)) that are
approved or pending on that date.”

CONSTRUCTION OF 2007 AMENDMENTS ON PEDIATRIC
STUDIES

Pub. L. 110-85, title IX, §901(e), Sept. 27, 2007, 121 Stat.
942, provided that: ‘“This title [enacting sections 353c,
355-1, 355e, 360a, and 360bbb-6 of this title, amending
sections 331, 333, 334, 352, 355, and 381 of this title and
section 262 of Title 42, The Public Health and Welfare,
and enacting provisions set out as notes under sections
331, 352, and 355 of this title] and the amendments made
by this title may not be construed as affecting the au-
thority of the Secretary of Health and Human Services
to request pediatric studies under section 505A of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355a]
or to require such studies under section 505B of such
Act [21 U.S.C. 355c].”

COMMUNICATION WITH PEDIATRIC REVIEW COMMITTEE

Pub. L. 112-144, title V, §503, July 9, 2012, 126 Stat.
1040, provided that: ‘““Not later than 1 year after the
date of enactment of this Act [July 9, 2012], the Sec-
retary of Health and Human Services (referred to in
this title [see Tables for classification] as the ‘Sec-
retary’) shall issue internal standard operating proce-
dures that provide for the review by the internal review
committee established under section 505C of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 355d) of
any significant modifications to initial pediatric study
plans, agreed initial pediatric study plans, and written
requests under sections 505A and 505B of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 35ba, 355c).
Such internal standard operating procedures shall be
made publicly available on the Internet Web site of the
Food and Drug Administration.”

ACCESS TO DATA

Pub. L. 112-144, title V, §504, July 9, 2012, 126 Stat.
1040, provided that: ‘“Not later than 3 years after the
date of enactment of this Act [July 9, 2012], the Sec-
retary [of Health and Human Services] shall make
available to the public, including through posting on
the Internet Web site of the Food and Drug Administra-
tion, the medical, statistical, and clinical pharmacol-
ogy reviews of, and corresponding written requests is-
sued to an applicant, sponsor, or holder for, pediatric
studies submitted between January 4, 2002, and Septem-
ber 27, 2007, under subsection (b) or (c) of section 505A
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
3556a) for which 6 months of market exclusivity was
granted and that resulted in a labeling change. The
Secretary shall make public the information described
in the preceding sentence in a manner consistent with
how the Secretary releases information under section
505A (k) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355a(k)).”

REPORT ON PEDIATRIC EXCLUSIVITY PROGRAM

Pub. L. 107-109, §16, Jan. 4, 2002, 115 Stat. 1421, as
amended by Pub. L. 108-155, §3(b)(4), Dec. 3, 2003, 117
Stat. 1942, required the Comptroller General, not later
than Oct. 1, 2006, and in consultation with the Sec-
retary of Health and Human Services, to submit to
Congress a report on specified issues concerning the ef-
fectiveness of the pediatric exclusivity program.

STUDY BY GENERAL ACCOUNTING OFFICE

Pub. L. 107-109, §18(b), Jan. 4, 2002, 115 Stat. 1423, re-
quired the Comptroller General, not later than Jan. 10,
2003, to conduct a study relating to the representation
of children of ethnic and racial minorities in studies
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under section 355a of this title and to submit a report
to Congress describing the findings of the study.

§ 355b. Adverse-event reporting
(a) Toll-free number in labeling

Not later than one year after January 4, 2002,
the Secretary of Health and Human Services
shall promulgate a final rule requiring that the
labeling of each drug for which an application is
approved under section 505 of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 355] (regard-
less of the date on which approved) include the
toll-free number maintained by the Secretary
for the purpose of receiving reports of adverse
events regarding drugs and a statement that
such number is to be used for reporting purposes
only, not to receive medical advice. With re-
spect to the final rule:

(1) The rule shall provide for the implemen-
tation of such labeling requirement in a man-
ner that the Secretary considers to be most
likely to reach the broadest consumer audi-
ence.

(2) In promulgating the rule, the Secretary
shall seek to minimize the cost of the rule on
the pharmacy profession.

(3) The rule shall take effect not later than
60 days after the date on which the rule is pro-
mulgated.

(b) Drugs with pediatric market exclusivity
(1) In general

During the one year beginning on the date
on which a drug receives a period of market
exclusivity under 505A1 of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 355a], any
report of an adverse event regarding the drug
that the Secretary of Health and Human Serv-
ices receives shall be referred to the Office of
Pediatric Therapeutics established under sec-
tion 393a of this title. In considering the re-
port, the Director of such Office shall provide
for the review of the report by the Pediatric
Advisory Committee, including obtaining any
recommendations of such subcommittee? re-
garding whether the Secretary should take ac-
tion under the Federal Food, Drug, and Cos-
metic Act [21 U.S.C. 301 et seq.] in response to
the report.

(2) Rule of construction

Paragraph (1) may not be construed as re-
stricting the authority of the Secretary of
Health and Human Services to continue carry-
ing out the activities described in such para-
graph regarding a drug after the one-year pe-
riod described in such paragraph regarding the
drug has expired.

(Pub. L. 107-109, §17, Jan. 4, 2002, 115 Stat. 1422;
Pub. L. 108-155, §3(b)(5), Dec. 3, 2003, 117 Stat.
1942.)

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (b)(1), is act June 25, 1938, ch. 675, 52 Stat.
1040, as amended, which is classified generally to this
chapter. For complete classification of this Act to the
Code, see section 301 of this title and Tables.

180 in original. Probably should be preceded by ‘‘section’.

280 in original. Probably should be ‘‘Committee’.
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CODIFICATION

Section was enacted as part of the Best Pharma-
ceuticals for Children Act, and not as part of the Fed-
eral Food, Drug, and Cosmetic Act which comprises
this chapter.

AMENDMENTS

2003—Subsec. (b)(1). Pub. L. 108-155 struck out ‘“Advi-
sory Subcommittee of the Anti-Infective Drugs’’ before
“Advisory Committee’’.

EFFECTIVE DATE OF 2003 AMENDMENT

Amendment by Pub. L. 108-155 effective Dec. 3, 2003,
except as otherwise provided, see section 4 of Pub. L.
108-155, set out as an Effective Date note under section
355¢ of this title.

§355c. Research into pediatric uses for drugs
and biological products

(a) New drugs and biological products
(1) In general

A person that submits, on or after Septem-
ber 27, 2007, an application (or supplement to
an application) for a drug—

(A) under section 355 of this title for a new
active ingredient, new indication, new dos-
age form, new dosing regimen, or new route
of administration, or

(B) under section 262 of title 42 for a new
active ingredient, new indication, new dos-
age form, new dosing regimen, or new route
of administration,

shall submit with the application the assess-
ments described in paragraph (2).
(2) Assessments

(A) In general

The assessments referred to in paragraph
(1) shall contain data, gathered using appro-
priate formulations for each age group for
which the assessment is required, that are
adequate—

(i) to assess the safety and effectiveness
of the drug or the biological product for
the claimed indications in all relevant pe-
diatric subpopulations; and

(ii) to support dosing and administration
for each pediatric subpopulation for which
the drug or the biological product is safe
and effective.

(B) Similar course of disease or similar effect
of drug or biological product

(i) In general

If the course of the disease and the ef-
fects of the drug are sufficiently similar in
adults and pediatric patients, the Sec-
retary may conclude that pediatric effec-
tiveness can be extrapolated from ade-
quate and well-controlled studies in
adults, usually supplemented with other
information obtained in pediatric patients,
such as pharmacokinetic studies.

(ii) Extrapolation between age groups

A study may not be needed in each pedi-
atric age group if data from one age group
can be extrapolated to another age group.
(iii) Information on extrapolation

A Dbrief documentation of the scientific
data supporting the conclusion under

clauses (i) and (ii) shall be included in any
pertinent reviews for the application under
section 3565 of this title or section 262 of
title 42.

(3) Deferral

(A) In general

On the initiative of the Secretary or at the
request of the applicant, the Secretary may
defer submission of some or all assessments
required under paragraph (1) until a speci-
fied date after approval of the drug or issu-
ance of the license for a biological product
if—

(i) the Secretary finds that—

(I) the drug or biological product is
ready for approval for use in adults be-
fore pediatric studies are complete;

(IT) pediatric studies should be delayed
until additional safety or effectiveness
data have been collected; or

(ITI) there is another appropriate rea-
son for deferral; and

(ii) the applicant submits to the Sec-
retary—

(I) certification of the grounds for de-
ferring the assessments;

(IT) a pediatric study plan as described
in subsection (e);

(ITT) evidence that the studies are
being conducted or will be conducted
with due diligence and at the earliest
possible time; and

(IV) a timeline for the completion of
such studies.

(B) Deferral extension
(i) In general

On the initiative of the Secretary or at
the request of the applicant, the Secretary
may grant an extension of a deferral ap-
proved under subparagraph (A) for submis-
sion of some or all assessments required
under paragraph (1) if—

(I) the Secretary determines that the
conditions described in subclause (II) or
(ITI) of subparagraph (A)(i) continue to
be met; and

(IT) the applicant submits a new time-
line under subparagraph (A)({i)(IV) and
any significant updates to the informa-
tion required under subparagraph (A)(ii).

(ii) Timing and information

If the deferral extension under this sub-
paragraph is requested by the applicant,
the applicant shall submit the deferral ex-
tension request containing the informa-
tion described in this subparagraph not
less than 90 days prior to the date that the
deferral would expire. The Secretary shall
respond to such request not later than 45
days after the receipt of such letter. If the
Secretary grants such an extension, the
specified date shall be the extended date.
The sponsor of the required assessment
under paragraph (1) shall not be issued a
letter described in subsection (d) unless
the specified or extended date of submis-
sion for such required studies has passed or
if the request for an extension is pending.
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