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Questionnaire Survey for the improvement of GCP
— Motivations towards a Central IRB and simplification of adverse event reporting —
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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.
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clinical trial
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Guidance documents by ICH, FDA, CIOMS
on pharmaceutical risk management - explanatory review

Chieko Kurihara Naokata Shimizu?
1) Center of Life Science and Society
2) University of Teikyo School of Medicine

Abstract

Recently, three international organizations issued guidance documents on pharmaceutical safety issues in
the area of drug development. First, in November 2004, a steering committee of the International Conference
on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
finalized the guideline on “Pharmacovigilance Plannning,” which was intended to aid in planning
pharmacovigilance activities, especially in preparation for the early postmarketing period of a new drug. The
document's main focus was “safety specification” and a Pharmacovigilance Plan that might be part of the
documents for new drug application (NDA) . Second, the U.S. Food and Drug Administration (FDA) issued
three guidance documents for industry : “Premarketing risk assessment” ; "Development and use of risk
minimization action plans,”and “Good Pharmacovigilance Practice and Pharmacoepidemiologic Assessment.”
Third, the Sixth Working Group of the Council for International Organization of Medical Sciences (CIOMS)
issued its report on“Management of safety information from clinical trials, "which aimed to enhance awareness
of the ethical and technical issues associated with safety in clinical trials and emphasized the need for increased
care and scrutiny in the conduct of research.

These documents would facilitate the integration of heretofore separate activities on safety issues through
pre-clinical and clinical risk assessment, risk minimization and pharmacovigilance action plans and through the
life cycle of pharmaceutical products.

This article presents the main points of these documents and analyzes their important aspects, particularly
with regard to the prospects of improving the situation in Japan.

Key words
risk management, pharmacovigilance, pharmacoepidemiology, clinical trial, safety
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1. ICH-E2E HA 541 >

1.1 FITRFHD - BRVECEEE - AR

ICH-E2E # 4 F 9 4 » “Pharmacovigilance
Plannning” ([E# SR EMEROSIE) | 122004
411 H 18 HiZ Step 4 £ % 1, EU T 2004 4 12
H1HF4T - 20054-6 H 1 BT, FDA Ti32005
FA4AIHERE UTHTY, HATE@EME LT
DRTEHFE- TS (20054 8 AKAE). Hk#%
Table 2 {2787,

KHA P74 OEHME, HEDORGBIREAE
HEHORER ZEMEEEE O E VL% #HD)
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HXEGFOEE L), F-hE/ -3
WAOFEEEN, FrizhREM EOMBERREL
RAEEREIIDVTE, HFICARTHS,

Table 1 Guidance documents by the ICH, the U.S. FDA, and the CIOMS

(Pharmacovigilance Guidance)

ICH + E2E | Pharmacovigilance Plannning
[REGDREUEROHE)
FDA (1) Premarketing risk assessment (Premarketing Guidance)

[Tlkas ) 2 2 8] OHARF #7144~ R)
(2) Development and use of risk minimization action plans (RiskMAP Guidance)
[ 20 BNMUATEEEORRE L WER] (V22 MAP#4 £ 2)
(3) Good Pharmacovigilance Practice and Pharmacoepidemiologic Assessment

[ERRL MR & AR ORI (BERREMERY 1 42 2)

TR h O MBI OB R

CIOMS - Management of Safety Information from Clinical Trials
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