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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1 ─

＜臨床研究に対する　　　　　　　　　　　
　　　新たな法規制と既存の法規制の関係＞
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Considering the future of clinical research at the turning point of 
implementation of the new legislation in Japan ─ Proposal Part 1 ─

Relationship between the new legislation for clinical research 
and the existing regulatory system
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Abstract
　　Implementation of a new legislation for clinical research in Japan has been recommended by the 
Commission on Clinical Research Regulatory Systems set by MHLW (Ministry of Health, Labour and 
Welfare) on December 11, 2014. With regard to clinical research not for JNDA (Japanese New Drug 
Application for authorization of manufacturing and marketing), there is no legal system in Japan. However, 
the clinical research using valsartan (DiovanⓇ ) for hypertension treatment recently developed critical 
scientific misconduct problems. In the case that new legislation for clinical research not for JNDA is 
implemented according to the recommendation by the MHLW Commission and legally separated from the 
revision of the Pharmaceutical Affairs Law, we would face a very complicated regulatory system on clinical 
research. Such a complicated regulatory system would not be preferable for stakeholders from the 
viewpoint of proper understanding and excellent regulation of the legislation. A rigid and comprehensive 
regulatory system for all clinical research including clinical trials for JNDA should be established as the 
next step for improvement of the clinical research regulatory environment.
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1．はじめに

2． 「臨床研究に係る制度の在り方に
関する検討会」の提言概略

3．臨床研究をめぐる最近の動向

3.1　 人を対象とする医学系研究に関する倫理
指針（統合倫理指針）
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Fig. 1　Relationship among clinical research, clinical trial and clinical trial for JNDA before 
implementation of the proposal dated Dec 11, 2014 by the MHLW Commission

Table 1　Proposal of clinical research legislation ‒Summary including authors’ interpretation‒

法規制に関する提言の概要 法規制の付随事項／考慮点
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3.2　 再生医療等の安全性の確保等に関する法律
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3.3　日本再興戦略　改訂2014

Table 2　Main revision points of the integrated ethics guidance（統合倫理指針）

教育・研修

倫理審査委員会

利益相反の管理

モニタリング・監査

研究試料及び情報の
保管
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3.4　 医療法における臨床研究中核病院の位置
づけ

Fig. 2　Systematic diagram of the legislation regarding regenerative medicine
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3.5　欧米の動向
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4．臨床研究の法制化による状況変化
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5．別建て法規制の課題検討

Fig. 3　 Systematic regulation for the clinical research dependent on the purpose of researches 
and the kind of investigational products based on the assumption of the stand-alone 
legislation on clinical research
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5.1　保険外併用療養費の適用可否

5.2　 臨床研究計画の規制当局の科学的な審査
の係わり方
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5.3　医療機関の治験と臨床研究の実施体制

Table 3　Comparison table between CTA/IND and CTN (Clinical Trial Notification)

分類 CTA制度（欧州） IND制度（米国） 治験届制度（日本）
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6． 更なる改善に向けた臨床研究の
法規制のあり方
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7．おわりに
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