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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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Table 1 Outlines of post-marketing surveys of valsartan
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Table 3 Discrepancies in statements of related stakeholders in reports on the “Valsartan Scandal”
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Table 4 Points to investigate to identify who is responsible
for data manipulation in the “Valsartan Scandal”
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