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LT 31%, LERBH16.3%28 LT 15.3%, REFHI105%I20 LT 13.6%, MEH8.9%
IZHLT8.8%EVIZET, BOTEBLTVW TRV hITT, SEFTHERALFEF v
A=Z—ZXOREE LA ERLZL, CREZHOBERIAD LWLV AS S FTIA, =
ONBEX*RTEBILREEI L, S2FCITATANNVHIAVEREANTBL TWADTHA
W, DL R TITAE, HETIT-oBEARBLEO T N EE L rAr ) EEZLhIDT
BwhtBnEd,

PEALTOTF-F T, FE FHIIBVT, WThEHTHARELERZVENVS T L
birh 3,

cardiovascular death (2T 2 8at2# ATV a2 I+ L, B ESE HEOTII@REYDH
DNE$. HERD EXPEOBREBEV G Z LT, FEICLIBTEY T, PED LTS5
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#CZ T, REEHD ethnic similarity EVWIHI T EFZBZ L L VWOTRZVAEVI T EIS
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HHEHIEIZMBO RGBT T AL, ethnic difference %3 5384, ethnic I similar %2 & =
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FTo FITHIEEE S, AFNAZ T TFA7hE->T, 6 EULLELTHREYIT-T
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pharmacologist Dt VI Z L X W, HX EUOENELEDHBEILZO» L LNIE
HAN, TOXHIZEEL proof of concept study 1, AEXE, EUTLSIhTWwAIIIKKE
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& 6IZCRO, SMO iZ2WTTTH, ChilBEABROFEMLHERT L0101, @&
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compound MFER I N-FFZ, VbW A translational research #1779 &9 L 9 LZig&Icid,
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Bk, BREZFERLP LT EOSIE TV E 9, ethnic difference 2540 L
ethnic similarity £ VW) 2 2WRL TV o6 L VWOTHLVWHEVRI I LT,

2#HE L, S#HDVETY proof of concept study Z2HBHL TW{RETELEHLE I EW
9 I & T¥, £1d b ethnic similarity D@BH LN D7 VT I BT HRRERER & Vv ) B TIL,
RN RERBROBEROBRL VO ERT, 7I/7OE4 1875 ICHXLETIR 2w
EwvyZ e, LT, €07V TOELEVI DL, TENIEEXEYELL LAV LD
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Wi BRR L R R
General Internal Medicine
Ann Intern Med 3190 (061%) 26-6030 (0.43%)
BM] 0 688 20/26346 (0.07%)
Lancet 91769 (051%) 98/28063 (0.35%)
N Engl J Med 41136 (0.35%) 51413647 (0.40%)
Pulmonary & Allergy Medicine
Am | Respir Crit Care Med 18 484 (3.72%) 2614112 (5481%)
Chest 24745 (322%) 49210260 (4.79%)
Clin Exp Allergy 8193 (4.14%) 152/2301 (6.60%)
] Allergy Clin Immunol 13 503 (258%) 215, 3570 (6.02%)
Thorax 147334 (4.19%) 81:3175 (255%)
General Basic Science
Celi = 98 4767 (2.05%)
Nature = 265- 14493 (1.83%!
Science = 25413685 (1.86%)

Specific Basic Science
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J Biol Chem

= 1167711230 (10.39%)
= 3913038 (12.87%)
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Questionnaire Survey for the improvement of GCP
— Motivations towards a Central IRB and simplification of adverse event reporting —

Kyoichi Ohashi? Keiji Ueda® Shigeru Kageyama® Hiroshi Watanabe?
1) Department of Clinical Pharmacology and therapeutics, Oita University Faculty of Medicine
2) Pharmaceuticals and Medical Device Agency
3) Division of Clinical Pharmacology and Therapeutics, Jikei University School of Medicine
4} Department of Clinical Pharmacology and Therapeutics, Hamamatsu University School of Medicine

Abstract

Since the physician-sponsored clinical trial was approved by the GCP regulation in 2003, the role of
Institutional Review Boards (IRB) is gained more importance. However, there has been no attempt to find out
the present state of IRBs in Japan. Our research group, supported by the Ministry of Health, Welfare and Labor,
surveyed the organization of IRBs, the central IRB, and adverse event reporting systems in Japan. Questionnaires
were sent to 574 hospitals ; . 75% of the sureveyed group replied to the questionnaire. Findings showed that
most IRBs of surveyed are organized well under the GCP regulation except for some that had not had enough
time to review the clinical trials. IRBs requested that the adverse event system be simplified. But first, in order
to discuss the central IRB system, a common recognition of central IRB is required from all IRBs.

Key words
Good Clinical Practice (GCP), Central IRB (Institutional Review Board), adverse event report, multi-central
clinical trial

Rinsho Hyoka (Clinical Evaluation) 2005 . 33 @ 137-52.
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