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Abstract
Background：In Japan, GCP Ordinance was revised in 2008 to make research institutes which have an 
IRB (Institutional Review Board) possible to commit their review to an external IRB. The United States 
(US) Food and Drug Administration (FDA) issued in 2006 a guidance to facilitate Central IRB review. The 
European Union (EU) issued in 2001 a Clinical Trial Directive to mandate member states to establish 
regulations by which multinational clinical trials can be initiated based on authorizations of one Ethics 
Committee (EC) and one regulatory authority in one member state.
Objectives：To find information on regulatory reformation and the actual situation towards facilitating 
utilization of cooperative or central IRB/EC after 2008.
Method：Literature survey and interview survey.
Findings：The US government has proposed regulatory reformation to mandate one IRB review for one 
multi-central clinical research. The EU has proposed regulatory reformation to make possible one EC 
review in EU for multi-national clinical trials. In Korea and Taiwan, a cooperative review system has been 
facilitated and quality improvement of IRB review and human subject protection system has been 
simultaneously facilitated. In Japan, there is a finding of a survey that shows the utilization rate of 
cooperative IRB is approximately 30%. Actual utilization of cooperative/central IRB in the world has been 
steadily increasing but not dramatically, and the above mentioned international situation is worth noting.
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Ⅰ．背景

Ⅱ．目的

Ⅲ．方法

Ⅳ．結果

1．概要

2．国際機関：OECD報告書
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3．アメリカ合衆国（米国）

3.1　背景
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3.2　全般的な規制改革の提案

3.3　ANPRM（規制制定事前通知）の提案
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3.4　 グァテマラ研究に対する大統領委員会
調査報告書

3.5　共同 IRBの運用状況

①国立がん研究所（NCI）
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②退役軍人省（VA）

③その他のセントラル IRB運用状況
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Dana-Farber Cancer Institute（DFCI）

Michigan州立大学

Iowa大学

4．ヨーロッパ

4.1　背景

4.2　1国1審査方式の運用状況
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①イギリス

②フランス

③ドイツ

4.3　EU臨床試験指令 のインパクト
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4.4　 EU臨床試験指令の改正提案：
EU域内1審査方式の実施可否

5．韓国

5.1　背景
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5.2　韓国での倫理審査運用状況 6．台湾

6.1　背景

6.2　台湾での倫理審査運用状況



－429－

Clin Eval 40

7．日本

7.1　背景

7.2　日本製薬工業協会調査結果
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7.3　 国立病院機構でのセントラル IRB実施
状況

7.4　日本医師会
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