HARRY 2 de 73R
O MoD1. OEANEZHZEEZ. I RBOEKUHEREOR EAK LS
FO. UTOX IR BRI REHEC D ZLEBUETH D,

O ERERERBEE IO I RBERELRTHIER B2V E DR
A5l EREHERF LoD, BN OEEOMEIPEELWBIRABE X, —
DIRRFNIERHER TIIEMEZEB OMRBH LWIGEIZ W TH, #ikic
AED I RBICE#RLITOELZENTELI LT 5,

@ I RBORELROFTHAELIER L, #H7IZ. 1 RBOEHZHE T
H—EOBEM (%) AR IEN (BEHEEFAFREEAN) b, B
BZRETEHZ L T2,

(%) —EOBEMIZOWTIE, AmtE GEEFRD ., MSTrE, RkerE. E9E
DHERFEOBLEPG, UTOLOETHZ ENEUITHD,

T OEFE B ST, (TETO—EORS GEEE) X TVAIEAN
TharZ L

A DR LHERBERENMEADEKR Lo TEY | FFEOENRES
R OBRENRERBO IO 1 2B R VEATHDL Z &

UV RELEREE L ZENICIE T DI L ERMBRIER A L, HE
HIRINADR S DIEATHD Z &

T HEREE, MERR., BEEIRELAOIMCGIHEESEL/ERL. HE
FBIZED AL TWBEEATHDZ &

Y

@ —DOIEBRENEEREB TIIHEMZE B OMRNE L WEEIC DN T, S
D1 RBIZEHOFEZRLZITLEDZ LIZMA, Ficiz, —w0OFEHEDOH &
Th®AZ L LAREL T35, ZOBRE, BREMEFBEORE LIAWMIR
B@@ﬁﬁk@@@%@m@@ﬁﬁﬁﬁﬁmomf\%%WU@%@K



DAL T N&ETH D,

@ HEEOEREEN LR TIERE EHET 25812, FBFHEOSMNIL
A, UYEESEERBEIRELLZIRBEIEFMOIRB (Wbhwh i
RB) Ic&FTCEELIThELI N TEX LI L LT 5,

® RBRIIRDIEEIFRPHAL N E o725 2B VDT, BEBREOA
M, BE%AESTAHIZD, I RBUHONCEEZITOZ L LT 5,

® IRBODEZEBLLTELEIDOLLWEEOHD AMEHAETIEBEND, &
BOBEWEL AT LOWELBRFTHZ LT 5,

@ IRBOGEHAMEZMET 720, $BRE~ORBEHRACEZBNT, 1
BT AERERWTHI L ET5,

® 1 RBOEERBSLSEZOSEHEOR EXR LD LY, KEIWCEIT S
BlbBEL LT IBREARGIE] 28ATLZL LT 5, BEEHIIOW
Tk, TOEBNAEOMKELZEEE X, AWK E L, B0
W, BIZRFTZED T RETH D, BEAFICOVWTIE, ITRB
DREES, REFEAN., ZEA, ZREOATL2EKENEA LN, A
THHAZEDEICRMNEED TV RETH D, £z, BENFILFE
WWEFSNDZ ERDHVELZ NG, TORERD>T-HEITIL, S
ERFUZHOWTREMBENI B 21T & &bz, BE%E—EHm B2
2R TEIIBBENEEHERO EEHT L (—EHME I L IcRaEES
TUZOWTORmEZTT ) AL TRETH D,



< ¢ 2 1
FH18F1526H

RO HYFICET HREE] PRFELD (2) OBE

AREEIE, FR1TEQRICHMELD (1) ZEYELOHT-%. RREBEEZES (U
TTIRB] &LV5,) OBEVLHEEDORLIZDONTERZED., UTOELEBUYUERE XL
HDlzo H. 5I1EHE. BEARERBROBHBICHRIBMMEXREI S OME LT ZIT1- LT,
BENF-BBIZHOVWTREETS,

O BREEEEMEIEIC—DIRBERELGITNIEGSGELEDORAIES] Sk
BL2D, EMOBHOZEOHEIHBLOVEREZRER. —OBBREREERBE TR
FIZEORERNELIMEEICONTE, FiCHEO 1 RBIZEZBEZITHEDHZENT
EFHIELET D,

@ NI RBOFRETHROHHEZIKL, #Hf-IZ. 1 RBOBEZHERTEL—ENEH
(%) Zil=dEA FEFEFEBEAN) 3. T IRBZHRETED L ET D,

X EMZEAMEET. TBIFO—EDOES GRS 2R TLDIEATHIOE.
N, MBI, BEMEFNIERSATODS L EZERE LTHRE,

Q@ —MABREEEEEETIEMEEOHERIHLWMEAICONT, S0 1 RBIZE
HOBZBZEEODEEZTOLEDAZEITMA., #HiflzlIZ, —HOBEBIHEOAZITThtEHC
ELEEEET B,

@ HBEHOEREEANER CHRRAZERT HIESICIE. 2BNE—HOEBETHUEETER
HENHEBEL-1RBEFADIRB (LWhWwdHhRIRB) ICHETITHOhESZEN
TEBZCEET S,

® RBRECERIEZBMOALSHEL-EGAEFIIENTIE. BREOAE, X2%7%
FHRO. I RBMEOMIEBRZTITOICELET D,

® IRBODZEELLTASHLVWEEDHAIAMEHERT IEANL. ZEEOHBHE
DATFLDEEERETSHIZEET D,

¥

@ 1RBOERUEHRT H-H. HBRE~AOREHPAXEIZENT, IRBIZHET S
EHMERNE T DI LT D,

I RBOEEIEELERMEORALARONG L5, RBEIZETHHLSEZLLT IE

BOREE] 28AT S,
(B ERHGEE ., ZEBRNBZFICONTCIE., SSITRENDLE)



REEER

B SRORE
—HhIERBEZES0OEMA - REMBHRBURLVERIDIC—

R % EE WE
RETHF LA BT

BREREEAE 3R
Vol.33, No.1 2005



Clin Eval 33 (1) 2005

v b F )L IRB OFEY

GCP

—HhR; %ﬁ%ﬁ% E% ﬁ%‘l& Fﬁﬁﬁ’tﬁiﬂb\%ﬁmuh

Lm0 W8 MR
REFHTY LA BT

Task force survey for the improvement of GCP towards a Central IRB
and other administrative simplifications -
European Union (EU) , United States (US) , and Japan

Shigeru KageyamaV Hiroshi Watanabe?
Chieko Kurihara® Keiji Ueda®

1

)} Division of Clinical Pharmacology and Therapeutics, Jikei University School of Medicine

2) Department of Clinical Pharmacology and Therapeutics, Hamamatsu University School of Medicine
)
)

3) Center of Life Science and Society
4) Pharmaceuticals and Medical Device Agency

1 ®EEHESERCERRRY 2) RBERFERIERSE  3) B s ZE

4) KR SRR A

s AR, SEAL 16 R B AR A R BN & (BHER - BRUSERS L £ 2 7 Y - T ZRAMIZEE) [HRO
FHIZ BT B GCPO)@?HES@E B B EH (EFERIRS | LHET) /MR EREFEERERRICHT 505
AEREE LT, FMRIETR 16 £EREFH B L 2 ME b L OP 17 FEELRA il e [GCPOEM
EEER O RELRY - Bl 2 B O RIS F%%I@Léﬁﬂ g (FAEMFSEE R 12 & B2MAME S L UFRL17FEEAS
BHEERERBDICRT SN EROS D HIZHT 2R 2| CORREREA TRBSEHERL2EDTH S,
AREHES ORI A B F A 2R 17 F LTI RS T Il a5,

— 153 —



BE B BEME 33% 1% 2005

Abstract

Background ! In Japan, the research community has long expected the regulatory framework under GCP
(good clinical practice) Ordinance to be simplified and the problems of the “donuts phenomenon” of clinical
trials and of “unauthorized drugs” , resulting from onerous bureaucratic administrative requirements of GCP,
to be solved.

Objectives : To identify the outcomes of surveys and discussions conducted by the Task Force on “Ethical
and scientific quality improvement of clinical trials and management of GCP"and determine their relevance to
improving the regulatory framework of GCP.

Methods : Narrative, non-systematic review.

Results:The Task Force survey results and outcomes of official discussions are:1)In a doctor-initiated clinical
trial under GCP on an unauthorized indication or usage of authorized drug, an investigator was exempted from
the requirement of reporting to regulatory authorities of adverse drug events occurring outside Japan ; 2) In a
doctor-initiated clinical trial under GCP on an unauthorized drug which is authorized in other developed country/
countries (United States, England, France, Germany) , requirements on investigator brochure and route to
obtain investigational drug are rationalized ; 3) the condition to allow a joint review by an institutional review
board (IRB) is expanded and a non-profit organization (NPQO) comes to be allowed to establish IRB on defined
conditions.

Discussion : The outcomes of these task force surveys and discussions are rather insignificant compared to
their cost. Thus more intensive consideration on remaining issues is required.

Key words
Clinical trial, GCP (good clinical practice) , Central IRB (institutional review board) , adverse drug event

reporting, administrative simplification

Rinsho Hyoka (Clinical Evaluation) 2005 ; 33 : 153- 76.
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Table 1 Methods of survey and discussions on the improvement of a system of clinical trials under
GCP (good clinical practice) Ordinance
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Table 2 Outcomes of survey and discussions on the improvement of a system of clinical trials under
GCP (good clinical practice) Ordinance
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2004 - 2 EUBRARGABRTE B IS5~ < S8k
MAWIE X, GCPIY ' MNRfTE N,
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Box 5 NCI-C-IRB FHEDOER (HAREDWBRICE W TRPTXE R

 NCIAOHRP L DRI KD ZED TBA T FTTHhESD.
- Adult CIRB : CTEP (Cancer Therapy Evaluation Program *1) TR X #1728 A D M AH £ i F iR s5 & %
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