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変革を迎えた臨床研究のこれからを考える
─ 提言その2 ─

＜臨床試験に関する新たな制度「iSACRA」＞
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Considering the future of clinical research at the turning point of 
implementation of the new legislation in Japan ─ Proposal Part 2 ─

iSACRA: New regulation of Clinical Trial Applications
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Abstract
　　The task force team of JPMA (Japan Pharmaceutical Manufacturers Association) is proposing a new 
regulatory system for application of clinical trials to replace the current CTN (Clinical Trial Notification). 
The task force team has named this proposal iSACRA (Interventional Study Application by Clinical Risk 
based Approach). As mentioned in the Proposal Part 1, separation of clinical research regulation based on 
the purpose of researches or the kind of investigational products should be improved in order to avoid any 
complications. The next step should be the unified legislation for clinical research, namely the Clinical 
Research Act. Based on the assumption of the unified legislation of clinical research, the task force team 
investigated how clinical research should be properly regulated by taking into account the OECD 
(Organisation for Economic Co-operation and Development) Recommendation on the Governance of 
Clinical Trials. In the proposed iSACRA, applications for clinical trials categorized as middle risk and high 
risk should be submitted to the regulatory authority and the Certified Review Committee in order to be 
reviewed from both the ethical and scientific aspects. Considering the authority’s workload for a broad 
range of review and administration of clinical trials, the task force team also proposed a cooperative scheme 
by collaboration among AMED (Japan Agency for Medical Research and Development), PMDA 
(Pharmaceuticals and Medical Devices Agency) and the Core Institution of Clinical Research. Aiming for 
further improvement of Japanese legislation on clinical research, iSACRA, the proposal from the task force 
team can provide every clinical research stakeholder with some interesting insights and important options.
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1．はじめに

2．臨床研究に対する一貫した法規制の
提案
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3．新しい臨床試験制度 iSACRA制度の
提案

3.1　 臨床試験のリスクベースド・アプローチ
の考え方

3.2　 OECD勧告を取り入れた iSACRA制度
の提案

3.2.1　臨床試験のリスク評価
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＜第1段階：Public HealthへのRisk評価＞

＜第2段階：被験者へのRisk評価＞

Table 1　Summary of risk-based approach recommended by the OECD

＜原則＞
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3.2.2　臨床試験の審査体制
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Fig. 1　Integrated risk assessment tool of clinical trials
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Fig. 2　Image of clinical trials review flow by authorities and the Certified Review Committee
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3.2.3　規制当局による審査の概略

4．iSACRA制度の実装に向けて

4.1　審査体制

4.2　財源の確保
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5．おわりに
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