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「バルサルタン事件」の倫理・規制・政策論的分析
─ 被験者の保護と研究の公正性の確保に向けて ─
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Abstract
Background：In 2013, some reports on clinical trials in Japan involving the anti-hypertensive drug 
“valsartan” were retracted on suspicion that statistical analysis of clinical trial data had been manipulated, 
and that a drug company employee had participated in the data analysis but did not disclose in the trial 
reports his relationship with the drug company. This scandal sparked public debates on scientific 
misconducts and conflict of interests in reporting clinical trials to scientific journals as well as the 
exploitation of such reports in drug promotions.
Objective：To identify the most critical issues related to this scandal and to find a solution to address the 
problem and ensure protection of human subjects and integrity of clinical research in Japan.
Method：Conduct narrative review of publicly available literatures from the viewpoints of ethical and 
regulatory policy analysis.
Findings：In the case of the “Valsartan Scandal”, the authors identified the following issues as the most 
critical and may have contributed to the occurrence of the incident: (1) Lack of regulatory framework, such 
as GCP (good clinical practice), in investigator-initiated clinical trials of marketed drugs in Japan; (2) Lack 
of regulations concerning the promotion of unauthorized effect of approved drugs; (3) Organization of an 
advisory committee ahead of an investigation by judicial police; (4) Researchers in Japan have very little 
knowledge and/or training on the fundamental principles of ethics and science of clinical research.
　　In order to address these issues and avoid a recurrence of the same problem in the future, the authors 
believe that the following countermeasures are necessary: (1) to develop GCP framework for investigator-
initiated clinical research with provisions on “safe-harbor” and “grace-period”; (2) to develop more explicit 
regulations for the promotion of unauthorized effect of authorized drugs in Japan.
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1．はじめに

2．「バルサルタン事件」問題の核心
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3．審査報告書との対比
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Table 1　Outlines of post-marketing surveys of valsartan

●使用成績調査

●特定使用成績調査

●製造販売後臨床試験は実施されなかった．

市販後（長期
イベント調査） Jikei Heart Study VART Study SMART Study Kyoto Heart 

Study
Nagoya Heart
Study

Table 2　Comparison of outcomes between post-marketing surveys 
and the five PROBE-design clinical trials of valsartan
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市販後（長期
イベント調査） Jikei Heart Study VART Study SMART Study Kyoto Heart 

Study
Nagoya Heart
Study
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4．ノバルティス社企業戦略の問題点 5．規制枠組みの問題

5.1　GCP規制と保険診療
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5.2　虚偽又は誇大な広告

5.3　承認外の効果の広告

5.4　 不当取引規制
（奨学寄附金と公正取引協議会基準）
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6．海外規制との比較

6.1　GCP規制と保険診療

6.2　承認外の効果の広告
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6.3　不当取引規制

7．データ操作の問題
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Table 3　Discrepancies in statements of related stakeholders in reports on the “Valsartan Scandal”

東京慈恵会医科大学 京都府立医科大学
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Table 4　Points to investigate to identify who is responsible 
for data manipulation in the “Valsartan Scandal”

東京慈恵会医科大学 京都府立医科大学
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8．残された課題：
被験者の保護と研究の公正性
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