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An opinion to the Expert Committee
on the Ethical Guideline for Clinical Research] 21

Essential issues for the Ethical Guideline for Clinical Research(]
i.e. history of the Declaration of Helsinki, ethics committee,
substituted judgment and research results publication] February 13, 20080

Tadahiro Mitsuishi
Mitsuishi Law & Patent Office

Abstract

O O This article was rewritten from the record of the speech by the special guest, Tadahiro Mitsuishi, on February
13, 2008, at the Expert Committee on the Ethical Guideline for Clinical Research, under the Council for Science
and Technology, the Health Science Council, the Ministry of Health, Labor and Welfare. The committee started
their activity on August 17, 2007, in order to review the Ethical Guideline for Clinical Research, which was
developed by the Ministry and enforced on July 30, 2003, as the guideline indicates that it should be reviewed
by around the July 30, 2008.

O O In this speech, Mitsuishi explained about basic, essential issues concerning guidelines for clinical research’
i.e[J 10what we learn by history of the Declaration of Helsinkid 20ethics, moral and law[J 3CJpurpose of the
Guideline for Clinical Research[J 400role of research review system[J 500substituted judgment as legal fiction,
incompatible with purpose of the Guideline for Clinical Research/[J 60study on substituted judgment[d 700
publication of research results.

Key words
Declaration of Helsinki, individual vs. collective ethics, research review system, substituted judgment, publication
bias
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