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2. REIZBIT DR

1997 4 FDAMA., 1998 4= Pediatric Rule (Final Rule) . 2001 4 Subpart D-Final
Rule . 2002 4E Best Pharmaceutical for Children Act(BPCA) & /)N oD ik A 35k % HE k-3
LRBIBTHH S, DRI 2 ERINEO R LARGRIGERN ST b

AR FEANE, FDAMA Tk FDA 23 B3£I T 5 Written Request 1295 - 7o/MNETE
Ba LT 5 Z &L CEDORMIRD D EREMEOER 2D 5, —F Pediatric Rule TiLH#T
HEIELIINEBEROERE BB T DV DO THLN, ZAHOHANCHIY Fhis
N EFRACPEHOERRIPEO bNobObARIN TN

1997 £ FDAMA JE{TEARE, /NERORTRDFED iz dld 40 512 TTH D, (F4)

D 5 B 1255 (30%) I EM ESL RMEE DUV T 7 A &5 S 4., 28 A4y (70%)
WZDWTHE, ARERIFEOILROLZ MR ROBEPEDO LMD FEL R > TV D,

1999 4£~2002 & & TO/NEEEHR SR D Written Request £ & # DOlE & 4 7 K OVNEO
KRDRD LN EHEKGIITROMBY THDH, (K 3-5)

3 3 : Studies requested as of September 2002

Type of Study Number of Study

Efficacy / Safety 210 (35%)

PK / Safety 181 (30%)

PK/PD 56 (9%)

Safety 98 (16%)

Other 56  (9%)
TOTAL STUDIES REQUESTED: 601
WRITTEN REQUESTS ISSUED: 256
Participants : over 35,000

3+ 412002 F 9 ARF R C/ARIZEE 5 RRDSFD b E R

Lovastatin Isotretinoin Stavudine Insulin glargine
Ibuprofen-Motrin Ibuprofen/Pseudo- Gabapentin Azelastine
ephedrine(Motrin)
Midazolam Sotalol Loratadine Oxaprozin
Abacavir Didanosine Metformin Fluvoxamine
Ranitidine Famotidine Enalapril Ibuprofen-Advil
Lamivudine-HBV Ibuprofen/Pseudo- Propofol pemirolast
ephedrine(Advil)
Pimecrolimus Ammonium Lactate Cromolyn Calcitriol
Brimonidine Sevoflurane Atovaquone/ Ketorolac
proguanil
Buspirone Ribavirin/Intron A Betamethasone Montelukast
Etodolac Omeprazole Mometasone Tamoxifen




# 5 : Pediatric Rule {20V NETRER 2 i U, /NEFHORRNEHE & 7 - 1= R 3R

(2003 4= 1 HHIE)
[ g EUNIERIES TR
1 | Zafirlukast MR (PR ONRFEER) | - Tl Eo/BE~D%RE
2 | Insulin Lispo 1 BBE PRI PR oAl
INBA~OES-
3 | Ampfotericib B HIV#&E o/ V7 k= Hrzhwe
> 71 VRN Ll Lo/~ D5
6mg/kg/day O H B E
4 | Chlorhexidine/ AT FAELE
Isopropyl alcohol HAE 2 7 ALLED/IR
5 | Oseltamivir A 7Y AB 13 Ll Lo/ A~D ¥
5
6 | Tacrolimus 7 M E— R E 2 LA ED/NRA~DER 5
(HE) 1 A 23 0.03%LLF
7 | Myophenylate BREICRITHES PEHREETOME 3 » A
LLED/NREA~D 5
8 | Valacyclovir () ~L=A Brahhe .
12 L Eo/RNR~D#
5
9 | Levalbuterol SUVE SO g 6 LA LD/~
6~112 0.31mgTID
10 | Methylphenidate ADHD 6-12 i F TO/NA
1S GITHITE)
11 | Mupirocin RS2 A 2 4 HEL Eoo/NR
12 | Montelukast EFET LU — B Hahhe
2 LA ED/NRA~DEE
3. XD

KETHE, BFERSTNIUAORRBED LN TN E DL, BER=—ADEWVERK
FZ DUNT Priority List Z1ERL L. A BT 4 7 & L TRRMEDIER & £ - T2/ TR R

DFEMAEE L TV D,

T4 T 4 7k, Written Request (2B » 2B A E TV S SN 56D TH
AN, AR — (RUERAIE) H/NEEIS OB E TEBNISRD 5T b O ke
TRV,

HORDOEGRE 2 Ll 5 & AARTIL,

I L5 A THRRARO-OIRER. L7 vv

F—&l WFE) 224 HBEF 10 8B & 0% ETH oz, KETHE, BEF=—XISLR
BRYS & WS 2 7o, WHAARAL BREA), FidiRmaER, AR AL, SR - SRR




& ZRIRIZEE > TV D,

m. /MNEEBRERY hU—2

WEAE Dy ST IR & Tl B AR REE Tl IR &4+ 2 5t G/ NR BB & (RdE 5 5 72 H DR
BROIERZHE LT 7 — FiREZIT o1z, TOHMOFR y b U =255 0
AT & S BRI 2 EE T, MR gBRE RS R RORE TH D & T HEIZEN
2D T0%LL E&2 5D T,

NERIRBR T, BRBMORIEZ1G2 Z EDIERICHE L Z & A ERE O B EE o
HHDO12EZ26N5, NERBIZEE LTEEMMEOEOEER A & v 7 bR S
LAy MU OBEL, HREDA Y Y —=0 TR~ O AIAL Z R T 5 & [HRF
WWHDOEVEBROER S rleEE 32,

IR THIRERAR Y U — 27 ZHWIEBRBIER L TR Y . 2OFES AR P
LE L7bohb SMO (Site Management Organization) & FEIEN 5D =< — 3 v /LR
ETERA Th D,

—Ji. KENIZE T PPRU(The Pediatric Pharmacology Research Unit Network) 23/)s
IRIBBROHEIZ K ELLFE L T D Z EEMICH IR TV S,

AT, IR IEEEE OS5 B R E O PPRU REND X v b U — 7 BNR T £ OHRE
ML, NEBBRE Y U2 BT &Rt 4 —ICRO LN DHREE BET D,

1. kEIZi) 5 PPRU DOfiFHk

i) The Pediatric Pharmacology Research Unit Network (PPRU) D4R #%
/NETEER{EHE D 7= D12, National Institute of Child Health and Human Development
(NICHD)i%, PPRU % %3 L7=,

PPRU 34K ®D 13 MigkM ORI T35, (FTRROEFITEM O AR O RENE
0
1.  Arkansas Children’s Hospital
inpatients 10,000 / outpatients 250,000
2. Children’s Hospital of Columbus
inpatients 22,000 / outpatients 17,000
3.  The Children’s Hospital of Philadelphia
inpatients 16,000 / outpatients 19,000



10.

11.

12.

13.

Children’s Hospital Medical Center
mpatients 14,000/outpatients 40,000
Children’s Mercy Hospital
inpatients 9,000 / outpatients 260,000
Rainbow Babies and Children’s Hospital
inpatients 10,000/outpatients 80,000
University of California
inpatients admission 10,000 / outpatients 90,000
Louisiana State University
inpatients 2,400 / outpatients 72,700
Children’s Hospital of Michigan
inpatients 22,000 / outpatients 125,000
National Jewish Medical Center and Research Center/
University of Colorado Health Science Center
inpatients 10,000 / outpatients 200,000
University of Tennessee
LeBonheur Children’s Hospital
inpatients 10,000 /outpatients 130,000
S Judes Children’s Research Hospital
inpatients 2,000 / outpatients 20,000t
Baylor College of Medicine / Texas Children’s Hospital
inpatients 18,000 / outpatients 145,000
Yale University School of Medicine
inpatients 9,000 / outpatients 60,000

i) PPRU O8I ERY

NI D EpEERER (PK, PK/PD #BR) 0%

BURAESE L) L. /NRERRIEER 8T & 5 IR i iRk OB PR R 2 S
THIHOFLEISRE A RAET D

AR 2B YN & D &) SRR SE BIRIL R, ANERESICE)
BxiTo CNEREKSAEOHE bET)

iii) PPRU D4



