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Abstract

BackgroundO In Japan, the research community has long expected the regulatory framework under GCP
0 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.

Results1The Task Force survey results and outcomes of official discussions aré11[0n 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 Japan20In 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 rationalizedd 3[0the condition to allow a joint review by an institutional review

board] IRBis expanded and a non-profit organizatiori] NPOCcomes 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, GCRJ good clinical practiceld, Central IRBJ institutional review board[J, adverse drug event
reporting, administrative simplification

Rinsho Hyoka Clinical Evaluationd 20050 330 1530 76.

0 1540



good

g1y700o0oo0ooooooooooooag
000000000OdGood Clinical Practiced
GeCPOY ODODODODODODODODODOODOODOO
0oo0oDooDooDooDoooooooooooo
ooooooooooooooooooooon
000o0ooooooooooooooooog
gpooe000doonooooooooooon
oooooooooooeecPOOOOOOOO
oooooze0400000000O000000O0
ooo0oooooooooooooocooo
oooDoDooooooDoooooooao
O institutional review boardJIRBOO O OO O OO
ooooooooooooooooooooog
ooooDooDooooooon

0001000000000 0D0D0o0Doooog
ooooGeCcPOODOODOODOODOmMOOO
ooooooooooooolroooeepPOOO
ooooooooooooooooooooOoo
0OMooooooooomooiled17ooon
0o0o0DOoDoDoooooDooomaeecPODOn
00oo00ooooooooooooooooo
oo GCcPODOODODODOOODOODOODOO
0oooDooDooooi7roooooooooog
00D00o000o0ooooooooooooooon
000Mooooooooooooooooon
0o0o0oDooDooDoDoooooooooooilon

goboobobobooobboooozo050110d

ooboooooooobobogoobobooooog
gobooooooobooobboobobboon
goboooooobooobbooobobbooon
goboooobooooobomeboonobOoOoO
gobooooooooboboboobooooobo

1000

gzoo30b0GcCcpunnbgzo04bbGCPOOO
oobooooooobooobboobobbooo

Clin Eval 333 1002005

ogopooooobbooooboboooobboUIrB
oboooooboobooboboboobooo
gobooobooboooboobobboooboon
goboooobooobobogooooooboboo
gopbobogze0s0nopoooooooooon
gbooboooboobobooboboobooboon
ooo

20000000000

0000000000000 00000O00IRB
oo0o0oooooUooooUoooOooooooo
00000000000 TablelODOOOOO
160000000000000000D0ODO0O0OO
ooooooOoooooooOoooooooogo
Guy’s Research Ethics Committee00 0 00 0O O
O000oooooooooooooooooo
QuintilesO 100 000O00D0OCOCOOOOIOO
000000000 0ooooooooooooo
0O000000ooo00ooooooooooooo
oooooopoooooooooooooboogar
000oooo00oo0oooooooooooo
0O000000o00ooooooooooooo
oooo0oUooooooooooooooooo
0000000000 0oooooooooooo
ooo
ood0oooooooooo™ooooo
IRBOLOOODODOODODODOODODO0ODO0O0OODOOO
010000000000000000 IRBJ' 1
oooo0oooooooooooooooooo
OO0000IRBOODO 100 IRBOOOODOL10O
O000100IIRBOODODODDOOODOOOOOMM
Oo000o0o0ooo0oOoooUooooooi1ecOnO
0000000o00ooDoooooo20050000
0000000000 oooooooooooo
0 O 0O O NPQJ non-profit organizationd 0 0 O O
00000000000 IRBOODODODODODOOO
000000000000 oo0ooDooooooo
OOO0OO0OIRBOOONPOOOODODO IRBOOO
O000o00oooooooooooon

01550



00 0 00330 1002005

Table 1 Methods of survey and discussions on the improvement of a system of clinical trials under
GCPJ good clinical practicelOrdinance
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