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(ii) by striking subparagraph (C) and inserting
the following:

“(C) The ex officio members of the Board under
subparagraph (B) shall appoint to the Board individuals
from among a list of candidates to be provided by the
National Academy of Science. Such appointed members
shall include—

“(i) representatives of the general biomedical field;

“(ii) representatives of experts in pediatric medi-
cine and research;

“(iii) representatives of the general biobehavioral
ﬁeiid. which may include experts in biomedical ethics;
an

“(iv) representatives of the general public, which
m:::r include representatives of affected industries.”;
an

(B) in paragraph (2), by realigning the margin of
subparagraph (B) to align with subparagraph (A);
(4) in subsection (k)X9)—

(A) by striking “The Foundation” and inserting the
following:

“(A) IN GENERAL.—The Foundation™; and

(B) by adding at the end the following:

“(B) GIFTS, GRANTS, AND OTHER DONATIONS.—

“(i) IN GENERAL—Gifts, grants, and other dona-
tions to the Foundation may be designated for pediatric
research and studies on drugs, and Funds 80 designated
shall be used solely for grants for research and studies
under subsection (¢X 1)C).

“(ii) OTHER GIFTS.—Other gifts, grants, or dona-
tions received by the Foundation and not described
in clause (i) may also be used to support such pediatric
research and studies.

“(i1i) REPORT.—The recipient of a grant for
research and studies shall agree to provide the Director
of the National Institutes of Health and the Commis-
sioner of Food and Drugs, at the conclusion of the
research and studies—

“(I) a report describing the results of the
research and studies; and

“(II) all data generated in connection with the
research and studies,

“(iv) ACTION BY THE COMMISSIONER OF FOOD AND
DRUGS.—The Commissioner of Food and Drugs shall
take appropriate action in response to a report received
under clause (iii) in accordance with paragraphs (7)
through (12) of section 409lic), including negotiating
with the holders of aprruved applications for the drugs
studied for any labeling changes that the Commis-
sioner determines to be appropriate and requests the
holders to make.

“(C) APPLIC:‘\BILI'I'Y,—Sub%aragraph (A) does not apply
to the program described in subsection (e 1)(C).";
(5) by redesignating subsections (f) through (m) as sub-
sections (e) through (1), respectively;
(6) in subsection (h)(11) (as so redesignated), by striking
“solicit” and inserting “solicit,”; and
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{(7) in paragraphs (1) and (2) of subsection (j) (as so redesig-
nated), by striking “(including those developed under subsection
(dN2)B)iXII)" each place it appears.

SEC. 14. PEDIATRIC PHARMACOLOGY ADVISORY COMMITTEE.

(a) IN GENERAL.—The Secretary of Health and Human Services
shall, under section 222 of the Public Health Service Act (42 U.S.C.
217a), convene and consult an advisory committee on pediatric
pharmacology (referred to in this section as the “advisory com-
mittee”).

(b) PURPOSE.—

(1) IN GENERAL.—The advisory committee shall advise and
make recommendations to the Secretary, through the Commis-
sioner of Food and Drugs and in consultation with the Director
of the National Institutes of Health, on matters relating to
pediatric pharmacology.

(2) TTERS INCLUDED.—The matters referred to in para-
graph (1) include—

(A) pediatric research conducted under sections 351,
4091, and 499 of the Public Health Service Act and sections
501, 502, 505, and 505A of the Federal Food, Drug, and
Cosmetic Act;

(B) identification of research priorities related to pedi-
atric pharmacology and the need for additional treatments
of specific pediatric diseases or conditions; and

(C) the ethics, design, and analysis of clinical trials
related to pediatric pharmacology.

(¢) CompPOSITION.—The advisory committee shall include rep-
resentatives of pediatric health organizations, pediatric researchers,
relevant patient and patient-family organizations, and other experts
selected by the Secretary.

SEC. 15. PEDIATRIC SUBCOMMITTEE OF THE ONCOLOGIC DRUGS
ADVISORY COMMITTEE.

(a) CLARIFICATION OF AUTHORITIES.—

(1) I GENERAL.—The Pediatric Subcommittee of the Onco-
logic Dru hdnsory Committee (referred to in this section
as the “Subcommittee”), in carrying out the mission of reviewing
and evaluating the data concerning the safety and effectiveness
of marketed and investigational human drug products for use
in the treatment of pediatric cancers, shall—

(A) evaluate and, to the extent practicable, prioritize
new and emerging therapeutic alternatives available to
treat diatric cancer;

ﬁovtde recommendations and guidance to help
enbure that children with cancer have timely access to
the most promising new cancer therapies; and

(C) advise on ways to improve consistency in the avail-
ability of new therapeutic agents.

(2) MEMBERSHIP.—

(A) IN GENERAL.—The Secretary shall appoint not more
than 11 voting members to the Pediatric Subcommittee
from the membership of the Pediatric Pharmacology
Advisory Committee and the Oncologic Drugs Advisory
Committee.

(B) REQUEST FOR PARTICIPATION.—The Subcommittee
shall request participation of the following members in
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the scientific and ethical consideration of topics of pediatric

cancer, as necessary:

(1) At least two pediatric oncology specialists from
the National Cancer Institute.

(ii) At least four pediatric oncology specialists
from—

(1) the Children's Oncology Group;

(11) other pediatric experts with an established
history of conducting clinical trials in children;
or

(ITII) consortia sponsored by the National
Cancer Institute, such as the Pediatric Brain
Tumor Consortium, the New Approaches to Neuro-
blastoma Therapy or other pediatric oncology con-
sortia.

(iii) At least two representatives of the pediatric
cancer patient and patient-family community.

(iv) One representative of the nursing community.

(v) At least one statistician.

(vi) At least one representative of the pharma-
ceutical industry.

(b) PRE-CLINICAL MoODELS TO EVALUATE PROMISING PEDIATRIC
CANCER THERAPIES.—Section 413 of the Public Health Service Act
(42 U.S.C, 285a-2) is amended by adding at the end the following:

“(c) PRE-CLINICAL MoDELS To EVALUATE PROMISING PEDIATRIC
CANCER THERAPIES.—

“(1) EXPANSION AND COORDINATION OF ACTIVITIES.—The
Director of the National Cancer Institute shall expand, inten-
sify, and coordinate the activities of the Institute with respect
to research on the development of preclinical models to evaluate
which therapies are likely to be effective for treating pediatric
cancer.

“(2) COORDINATION WITH OTHER INSTITUTES.—The Director
of the Institute shall coordinate the activities under ]iaragraph
(1) with similar activities conducted by other national research
institutes and agencies of the National Institutes of Health
to the extent that those Institutes and agencies have respon-
sibilities that are related to pediatric cancer.”.

(¢) CLARIFICATION OF AVAILABILITY OF INVESTIGATIONAL NEW
DRrUGS FOR PEDIATRIC STUDY AND USE.—

(1) AMENDMENT OF THE FEDERAL FOOD, DRUG, AND COS-
METIC ACT.—Section 505(i)(1) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(i)(1)) is amended—

(A) in subparagraph (B), by striking “and” at the end;

(B) in subparagraph (C), by striking the period at
the end and inserting “; and”; and

(C) by adding at the end the following:

“D) the submission to the Secretary by the manufac-
turer or the sponsor of the investigation of a new drug
of a statement of intent regarding whether the manufac-
turer or sponsor has plans for assessing pediatric safety
and efficacy.”.

(2) AMENDMENT OF THE PUBLIC HEALTH SERVICE ACT.—
Section 402(j)(3)A) of the Public Health Service Act (42 U.S.C.
282(jX3)A)) is amended in the first sentence—

(A) by striking “trial sites, and” and inserting “trial
sites,”; and
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(B) by striking “in the trial,” and inserting “in the
trial, and a description of whether, and through what proce-
dure, the manufacturer or sponsor of the investigation of
a new drug will respond to requests for protocol exception,
with appropriate safeguards, for single-patient and
expanded protocol use of the new drug, particularly in
children,”.

(d) REPORT.—Not later than January 31, 2003, the Secretary
of Health and Human Services, acting through the Commissioner
of Food and Drugs and in consultation with the Director of the
National Institutes of Health, shall submit to the Committee on
Health, Education, Labor, and Pensions of the Senate and the
Committee on Energy and Commerce of the House of Representa-
tives a report on patient access to mew therapeutic agents for
pediatric cancer, including access to single patient use of new thera-
peutic agents.

SEC. 16. REPORT ON PEDIATRIC EXCLUSIVITY PROGRAM.

Not later than October 1, 2006, the Comptroller General of
the United States, in consultation with the Secretary of Health
and Human Services, shall submit to Congress a report that
addresses the following issues, using publicly available data or
data otherwise available to the Government that may be used
and disclosed under applicable law:

(1) The effectiveness of section 505A of the Federal Food,

Drug, and Cosmetic Act and section 4091 of the Public Health

Service Act (as added by this Act) in ensuring that medicines

used by children are tested and properly labeled, including—

(A) the number and importance of drugs for children
that are being tested as a result of this legislation and
the importance for children, health care providers, parents,
and others of labeling changes made as a result of such
testing;

(B) the number and importance of drugs for children
that are not being tested for their use notwithstanding
the provisions of this legislation, and possible reasons for
the lack of testing; and

(C) the number of drugs for which testing is being
done, exclusivity granted, and labeling changes required,
including the date pediatric exclusivity is granted and the
date labeling changes are made and which labeling changes
required the use of the dispute resolution process estab-
lished pursuant to the amendments made by this Act,
together with a description of the outcomes of such process,
including a description of the disputes and the rec-
ommendations of the Pediatric Advisory Subcommittee of
the Anti-Infective Drugs Advisory Committee.

(2) The economic impact of section 505A of the Federal

Food, Drug, and Cosmetic Act and section 4091 of the Public

Health Service Act (as added by this Act), including an estimate

of—

(A) the costs to taxpayers in the form of higher expendi-
tures by medicaid and other Government programs;

(B) sales for each drug during the 6-month period
for which exclusivity is granted, as attributable to such
exclusivity;
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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 hy
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.

(3) 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. 35ba) 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.

(BXA) 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.8.C. 355a) is amended
in subsection (dX2) 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—

(1XA) by striking “(j)4)XD)(ii)" each place it appears and
inserting “GN5)D)(ii)";

(B) by striking “(j4)XD)" each place it appears and
inserting “(jX5)D)"; and

(C) by striking “b05(j¥4XD)” each place it appears and
inserting “505(3)(5)(D)";

(2) by redesignating subsections (a), (g), (h), (i), (), (k),
(), (m), (n), and (o) as subsections (b), (a), (g), (h), (n), (m),
(i), (j), (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 (e)".

Speaker of the House of Representatives.

Vice President of the United States and
President of the Senate.
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fant=w, BREEEEY S a2 40 (ZDEFERESRL ) A MIE®HD X9, LHEES I8
atabob+s,

DICDH T I aOPh—0H 7R 2L a O AE L LES EEIZH4%5 DHHS EE)
LOMEIET 2 00%6h), ZOERDYE 7 2 3 2 301) F 3G RERES A PLS 2y
F3YSR2LLLIEFAMNI8DEZ 321905 25T+ 5, b LLIRSOET 20T L v,

(ERESOBHY LW E-0WH Ty Y 3 2 ON: 5S4, IEG S EHEAT R TEEC
BAEINLLIGLLALOE ZHERIRL TR 62V,

(T 73 oD (BB s Sk oo M T 7 3 yl2 D (ERE
o, ANEHE GBEITIE U THER Y &) 12803 5 MEEROMER 245 A1 HRoORkSs:
B EA %4 & DHHS EEASMT4 L 213, DHHS EEE, YalEimoRlo Uik 7+
7 va (el 3D (ENmR AT A D LT 4.

7 a5 THiMEHELS A S h ERESAEEOBRETE I 5 CHRRA
(@Y MNRICBAT 27REEAE—IFEERE (Pediatric supplement) 1—H'— 7 4 —REROHIER - FD&C Aa £ 27
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23 7 736(aX 121 US.C.379hax ))id, S Zh#eiiF4 2,

(W77 720 %HET 4.

QT I3F 757GV et TIRF ¥ 7P E T 4,

()RS

(DTN R & 7 L AGENE—HAEHR (priority supplement)DER —FD&C Act +7 & 3 > 20121
USC R20id, ARIzREBML T haxdFE+ 2,
[(kk) BAERAREDONR L 2 HEENEG - WEEHGE — [AETRROMR & 4 2 KENE A E gy
(priority supplement) | £ 12, 1997 4= FDAMA(FDA Modemization Act: fSaPE 3 Rt U IR 111 St 2298)
€7y 3y 10HTERENEEMOHMNE V)

QEETASE LTORD R —D&C A £ 2 & 3 > S05A(21 USC. 355013, #RI=kemLtso
NEIET 5,

[ RSARR BT 2 —SRE T T gk

(1) AMRICERT 2/REBAR—EFTERROBALBE — 0+ & o 3 2 12T N REIR RSO L I

& BN HEE A IRET S, £ 7232 50512k 2EINE - BETEHN,

(A) BT L 70 2 AT S RGN (priority review) & A% ¢, HLU°

(BYRFLRIHI Z 2V T FDA REATGE L7oSTHERCHES .

QS ORR

(ANHBREEORRE SURRE - Z 0427 ¥ 3 2|27 b4 /N ER I 1+ 2 il
ARERETH LA, MO BFLER (251 ZHE—DARM AT, M EERONS D
WU EE I L AR — L DA REEAGTEIET AL THL L AEEI YN+ 4 £ X
(2, LFEHEORBOHP LR L 6 180 BEAIZ, A BEIRLDF£179,

(DFDA JE(X, FDA REASHY) & AT 2 WS HOZHEE1TH L5, AR H— 128+ 5,
(i) AR 7 H—A FDA REOEN 5 W REE 2479 2 L CRIE L& & 213 DA E1iE,
P RE A B R SRR B oMEsRET 200 L T2,

(BIMBAEERMES 2/ BRIV NERESDIEE — 1+ 7735 7 F 7(AXi 2357 ¢ BB L0 G55
CEb 90 HUAIC, PRSI ER NS N ERBEADOIHE T b0 k14,
(VNEEEROR S B OB 1T .

(i) Bt oM 2 ZE G4+ 284) 1ML T, A EEICEE21T5,
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I, ARH—IZEFHTLLDET S,

(DFRLUTTR (Misbranding) — 7745 75 7(C) 20T { ERHOSHil% 30 LA, FDA E1AGHY)
&P LA BB OSIM AR A —AEE L v b 33, B ROEES Y &
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(EMERRIC T 2D B W E— D TH 2 Y 3 ONlA 4 LEH , IEESASEE) 7/ B S
Tl 2 OB S P AT X IaBIAET 2 IS SREOHREMRT 2 boTid v, F20
7 L4000 GUSSSEERI R R 2/ NUHRRBMNER SOUE £ 7: AT TE R L7 @M 6.
DR 2 W T, MAESE 2R A HELE LTIz eS80,
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27326 NEABEE ( 0ffice of Pediatric Therapeutics)

()3%L —DHHS 13, FDA PIZ/ANBHEHER (Office of Pediatric Therapeutics) = i3 %,
(bEFE— /NGRS S L NRER R S A5, HAHVIREFOMOEZT/NRIZ ML A
DS 2 FDA OF < TOEBOME LILEDHIEEF )
(C)BER —/NEISHETOBB L, ANTHREECMT %524 2 DHHS OREA S BT 5, ANEirkEom
HiZiZR B s AV EINLbDET S,
(1 VINE S OB B O FTHE - Bl L - RS S oW THMARE R A 2 1 0L EoBR OGN,
@F T2 3 YO EoT B EROEM L NEREEO MM AR AT S 1| R EORADEN.

w7327 FER
FD&C Act 7 & 2 > S05A()21 US.C. 35Sa)id, ["NEFMRE] ol [(WRIECTHEREED) ] i
ALT., ZHEHIFT 4.

o738 ity b
FD&C Act £ 7 ¥ 3 & S05AQ1 US.C.355a)l2, #7727 ¥ a »(OEHFRL, KEMFALTIhASET 5,
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i x 52 6,
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€739 MEREOERK

FD&C Act £ 7 22 »» 505A1US.C.355) (73 - Sl BIT AL &) . KRR FBNLTS
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(1)45% 180 HOWIMA®, ZoH 747 a »o@fiA 2 ik e » AOMEE TRICE T4 THS
9k &%, 434180 HOWIRASET L7 Th A I HH 6 B HEOAER,

(2434 180 HOMMA Z Ot 7+ 2 & a > Oiifh 7% FiuENEe » HOMBIZT+2Thri L &
3, 4% 6 » Hotigb A 7 L= Th 25 U6 ERHEDAIER, |

273 NERESHUERICENE W ABED. €723 505()) (CED (EERROTE LS
(a)k2Bl —FD&C Act £ 7 & 3 > S05A(21 US.C.355) (£ 2L a v 1012 AMUEAED) X, ARICKA BN
LTohxeEd 5,
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RONGE AOBB 2800 L) ERTHIENTE S,
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B L7242 2 a2 S05G) 23T { TR ER D EGEDF- 4O ITE,
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(BYINERFFEIZIET 4, AR L V3R S HUL-
(CREHA RS 5L €7 2 AT NEIFZE,
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(ARSI E — 71 7 ¥ 3 @ DIZHT Rt 2AT9 12 d oo T, EFE. koBH2EET 200
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HTEDH ( CFR (Code of Federal Regulations) % { k45 75— |46 47 3— b A TEHTS) |12
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733213 NHICET53%E
IR 7 2 3 ¥ 49942 US.C. 20000, ki) ZHESUET B,
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Q773 exXhzBwT,
AV T8 TS 7O TI7 7T 7N AT+ S, BLU
B 7375777 (B) DBIZKEEAT %,
[(C)Z D+t 7 2 3 > 409a) 1 XA) I ZTE-> T DHHS ETi25) A FA{Ek L, FD&C Actt 7 a3 >
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(AV3IZ 77 2(2BWT,
W77 77 7BINBVT,
MEHGN-BVT, KD [BLU] ZHkET 5,
(MAHGIDIZBVT, BIETFEHIERL [\ BEU) #HATE.
(AR Bt 4,
[(iv)FDA EE.
(Y7237 7 7O lbE AT AT A,
(O 7737 77 7B) KT EALOBHE EOBERIZ, £KFET 7 3 — 24 A%
DA ANEBRAZIHEETALOLTE, [WiEsTARAICIE, K&t at.
(i) - HEEPEFE O,
GiyNEEF B L OSBRI BRI LR,
(i) A TE R I OERE (EYEFREOEMELEOH T L V). L6
(v REEIROGEE (MERTL2EROREBFEOTL LV,
BYIXZ T T TNIBWT, 71T 75 7Dkt 7285 77 7(A) i &) B#EET 4,
@ 7E2 i a 2kHIZBWT,
(A) (| ZHERLREZIFAT 5,
[(AERI—2E6 () )
BYARIZR A BT 5,
(8B5S #HEheZOMbOZFT
(RSRI— G109 2085, Mih et oodihid, EEaZMT 5/ B - RN fE T
HIENTE, YFMIAFESNABRIE. H7E7 Y 3 Lo (s - BRI O
MEDOIZRTIh @l T 2604 4,
(i) X DICDRE — AT HZOMOBEY., WMEF 235 TH- TRHGDIZAAIRL 2w
bOb, WECOANITE - RERE RV A7 0ICHWA ZEHTE S,
(i 2RE — W7 - SREBEOHBIEOZIAIL, 7 - SUBBOFTEHZ, NIH FFEB LU A EEiC
MLTROSDERLT A LICFESTAbD LT 5,
(DAFZE - BRSSO L 7o 9
(FZE - SERICHMLE L THUG Shisd=To7— ¥,
(ivIFDA REIC & S8 - FDA FEI, 4255 S0 S+ 2N IZIE T 22 &3 > 4091()
D28F 7T NDEN)E TIZEE-T, DA REASHE S HET L, »oilBEriTo 1 EESD
RIS T L, SONERICMT D, R LBy &, ML HEYR LS,
(CHBFME—H 737 77 7(A)0E, 717 ¥ a3 Xe0)OW Rl aHlzid 28 Ly ),
Gy 7EZ Y a v SmETER LYY a (@b ETIZFRFNEE TS,
O TEZ a0 (BEEERD) IZBWT, [FBT 4] RHBRL BT 5.] #AT5,
(W72 2 a ) EHED) /59 77 7(WBXORNBWT, [(F7E2 2 3 A(dKBXiXI)IZ T
EHEINLLOTED) | #TXTHIET .
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7314 NREPHMIERS (Pediatric Pharmacology Advisory Committee)

(2RI —DHHS 513, AfdrEt s 2 3 2 22242 USC.217a) 23T & | /NREREEIC M A FMBRE
(ZDt7 v ariobnwT [ERERS (advisory committee)| £439) ZF4B#EL, IS ERDLLD
E¥ B
(B
(RERI—GEHER AL, DA EE%/rL. 72 NH PiEORGED L, AEEERA T 5851201 T
DHHS EEIBhS L2#iET2b0 LT 45,
QIEENBIRE /Y7 77 7SR T LI, ROFEHEFD.
(AR 7 2 3 7 351, 4091 5 X 14499 e ST FD&CAc £ 7 23 & 501, 502, 505 BL ¥
S05A 23T XiThbi 2/ NERI%E,
(BRI 2 [ A WIZE DRI OREE B X UNFEO/ N EHSN £ 72 i3k oit#eko B ino L,
Tt
(CyNERIF P 2 EARAEROGI, 71 >, BLU%H.
(cHBRE — RN B H ST, ANEREERN, ANBIF7ESE, M+ 285 - BAKEEES & U Zofll DHHS BE
AR A WMEROREE L GG DET S,

73215 HEBSHREHERS/VR/IERS (Pediatric Subcomittee of the Oncologic Drugs Advisory

Commi t tes)
(aHEEE DRERE{ L
(RSB — SRS ER S ININERS (ot 2 Y a 1280 T [ ERS (subcommitiee)] £035)
(&, ANERROEHRICH O D il L RSP & M EEmOZEE S LOEAEZ T 47— ¥ 8
af L2 odHii4 AEORTICE LT, ROFHXITHILDOLET A,
(AVINERAOIERFITTTREZ BT £ SR OIGHE ik A aHili L, AR REZ B @EAE A fH T 2,
(BYAV AR L7/ NEASE b Wi 2RI Al A CE 2. L 5, Bhih S OYREARItT 2.
(O EEREEOFIIZ M LT RtERm LS5 hEI>WTlE T 4,
(2E&
(AERIFDHHS KE (&, NREMERNE RSB X OVIEFEMERSEOZROWI G 11 HE7:
BRENLUTOZE 2NN ERRIRRT L0075,
BYBIMNFEE—/ERSI, LEIDG LT, KOEMFEINIRBOMEOF 7R B L ORIAUHE -~
DEMEEHTHLDET S,
(i) NCI(National Cancer Institute: [\ FEF7EAT A 6407 { & & 2 A0/ NBIEE S 5.
(kDb L7 { & b 4 HO/NEIEE M.
(N 7 v —7,
(MO BRI SR 7 S FEE = A7 5 2 tohERME,
(/R 1 23, FaE IR i e~ D i 72 & HLHl(New Approaches to Neuroblastoma
Therapy) & L < (2flo/ el 232 &0 NCIAYRNES Al 2.
(iyMNEREEBLIUREE - KO I 271 I W L b 2 7010EE,
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)l 50 | 5O,
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(vilEEMEED O L b | B,
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