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(C) costs to consumers and private insurers as a result
of any delay in the availability of lower cost generic equiva-
lents of drugs tested and granted exclusivity under the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), and loss of revenue by the generic drug industry
and retail pharmacies as a result of any such delay; and

(D) the benefits to the government, to private insurers,
and to consumers resulting from decreased health care
costs, including—

(i) decreased hospitalizations and fewer medical
errors, due to more appropriate and more effective
use of medications in children as a result of testing
and re-labeling because of the amendments made by
this Act;

(ii) direct and indirect benefits associated with
fewer physician visits not related to hospitalization;

(iii) benefits to children from missing less time
at school and being less affected by chronic illnesses,
thereby allowing a better quality of life;

(iv) benefits to consumers from lower health insur-
ance premiums due to lower treatment costs and hos-
pitalization rates; and

(v) benefits to employers from reduced need for
employees to care for family members.

(8) The nature and type of studies in children for each
drug granted exclusivity under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et seq.), including—

(A) a description of the complexity of the studies;

(B) the number of study sites necessary to obtain
appropriate data;

(C) the number of children involved in any clinical
studies; and

(D) the estimated cost of each of the studies.

(4) Any recommendations for modifications to the programs
established under section 505A of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a) and section 4091 of the
Public Health Service Act (as added by section 3) that the
Secretary determines to be appropriate, including a detailed
rationale for each recommendation.

(5) The increased private and Government-funded pediatric
research capability associated with this Act and the amend-
ments made by this Act.

(6) The number of written requests and additional letters
of recommendation that the Secretary issues.

(7) The prioritized list of off-patent drugs for which the
Secretary issues written requests.

(8)(A) The efforts made by the Secretary to increase the
number of studies conducted in the neonate population; and

(B) the results of those efforts, including efforts made to
encourage the conduct of appropriate studies in neonates by
companies with products that have sufficient safety and other
information to make the conduct of studies ethical and safe.

SEC. 17. ADVERSE-EVENT REPORTING.

(a) TOLL-FREE NUMBER IN LABELING.—Not later than one year
after the date of the enactment of this Act, the Secretary of Health
and Human Services shall promulgate a final rule requiring that
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the labeling of each drug for which an application is approved
under section 505 of the Federal Food, Drug, and Cosmetic Act
(regardless 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 respect to the final rule:

(1) The rule shall provide for the implementation of such
labeling requirement in a manner that the Secretary considers
to be most likely to reach the broadest consumer audience.

(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 promulgated.

(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 505A of the Federal Food, Drug, and Cosmetic Act,
any report of an adverse event regarding the drug that the
Secretary of Health and Human Services receives shall be
referred to the Office of Pediatric Therapeutics established
under section 6 of this Act. In considering the report, the
Director of such Office shall provide for the review of the
report by the Pediatric Advisory Subcommittee of the Anti-
Infective Drugs Advisory Committee, including obtaining any
recommendations of such subcommittee regarding whether the
Secretary should take action under the Federal Food, Drug,
and Cosmetic Act in response to the report.

(2) RULE OF CONSTRUCTION.—Paragraph (1) may not be
construed as restricting the authority of the Secretary of Health
and Human Services to continue carrying out the activities
described in such paragraph regarding a drug after the one-
year period described in such paragraph regarding the drug
has expired.

SEC. 18. MINORITY CHILDREN AND PEDIATRIC-EXCLUSIVITY PRO-
GRAM.

(a) PROTOCOLS FOR PEDIATRIC STUDIES.—Section 505A of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355a) is amended
in subsection (d)(2) by inserting after the first sentence the fol-
lowing: “In reaching an agreement regarding written protocols,
the Secretary shall take into account adequate representation of
children of ethnic and racial minorities.”.

(b) STUDY BY GENERAL ACCOUNTING OFFICE.—

(1) IN GENERAL.—The Comptroller General of the United

States shall conduct a study for the purpose of determining

the following:

(A) The extent to which children of ethnic and racial
minorities are adequately represented in studies under sec-
tion 505A of the Federal Food, Drug, and Cosmetic Act;
and to the extent ethnic and racial minorities are not
adequately represented, the reasons for such under rep-
resentation and recommendations to increase such rep-
resentation.
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(B) Whether the Food and Drug Administration has
appropriate management systems to monitor the represen-
tation of the children of ethnic and racial minorities in
such studies.

(C) Whether drugs used to address diseases that dis-
proportionately affect racial and ethnic minorities are being
studied for their safety and effectiveness under section
505A of the Federal Food, Drug, and Cosmetic Act.

(2) DATE CERTAIN FOR COMPLETING STUDY.—Not later than
January 10, 2003, the Comptroller General shall complete the
study required in paragraph (1) and submit to the Congress
a report describing the findings of the study.

SEC. 19. TECHNICAL AND CONFORMING AMENDMENTS.

Section 505A of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355a) (as amended by sections 2(1), 5(b)2), 9, 10, 11,
and 17) is amended—

(1)(A) by striking “G)(4)(D){1)” each place it appears and
inserting “G}5)(D){i)”;

(B) by striking “G)X4)XD)’ each place it appears and
inserting “G)(5)(D)”; and

(C) by striking “505(G)X4)D)” each place it appears and
inserting “505G)(5)(D)”;

(2) by redesignating subsections (a), (g), (h), (1), (§), k),
1), (m), (n), and (o) as subsections (b), (a), (g), (h), (n), (m),
@), (), (k), and (1) respectively;

(3) by moving the subsections so as to appear in alphabet-
ical order;

(4) in paragraphs (1), (2), and (3) of subsection (d), sub-
section (e), and subsection (m) (as redesignated by paragraph
(2)), by striking “subsection (a) or (¢)” and inserting “subsection
(b) or (¢)”; and

(5) in subsection (g) (as redesignated by paragraph (2)),
by striking “subsection (a) or (b)” and inserting “subsection
(b) or (c)”.

Speaker of the House of Representaiives.

Vice President of the United States and
President of the Senate.
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S.650

®ne Rundred Fighth Congress
of the
Rnited States of America

AT THE FIRST SESSION

Begun and held at the City of Washington on Tuesday,
the seventh day of January, two thousand and three

An Act

To amend the Federal Food, Drug, and Cosmetic Act to authorize the Food and
Drug Administration to require certain research into drugs used in pediatric patients.

Be it enacted by the Senate and House of Representatives of
the United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Pediatric Research Equity Act
of 2003”.

SEC. 2. RESEARCH INTO PEDIATRIC USES FOR DRUGS AND
BIOLOGICAL PRODUCTS.,

(a) IN GENERAL.—Subchapter A of chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amended
by inserting after section 505A the following:

“SEC. 505B. RESEARCH INTO PEDIATRIC USES FOR DRUGS AND
BIOLOGICAL PRODUCTS.

“(a) NEW DRUGS AND BIOLOGICAL PRODUCTS.—
“(1) IN GENERAL.—A person that submits an application
(or supplement to an application)—

“(A) under section 505 for a new active ingredient,
new indication, new dosage form, new dosing regimen,
or new route of administration; or

“(B) under section 351 of the Public Health Service
Act (42 U.S.C. 262) for a new active ingredient, new indica-
tion, new dosage form, new dosing regimen, or new route
of administration;

shall submit with the application the assessments described
in paragraph (2).
“(2) ASSESSMENTS.—

“(A) IN GENERAL.—The assessments referred to in para-
graph (1) shall contain data, gathered using appropriate
formulations for each age group for which the assessment
is required, that are adequate—

“{d) to assess the safety and effectiveness of the
drug or the biological product for the claimed indica-
tions in all relevant pediatric 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.—

“(1) IN GENERAL.—If the course of the disease and
the effects of the drug are sufficiently similar in adults
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