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Clinical trial information as public goods
— Situations in Japan, the United States, and the European Union —
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Abstract
0 O The International Committee of Medical Journal Editor§] ICMJECreleased in September 2004 its statement
requiring authors, to register their clinical trials starting enrollment after July 1, 2005, in a public registry which
meets the conditions they defined. This statement is a natural consequence of long-term discussions calling for
ongoing trial registrations in Europe and the United States.
O O InJapan, until very recently only a few were interested in this topic. Now pharmaceutical industry associations
and some research groups started preparing trial registrations. The problem in Japan, however, is that there is
no legal framework to control the quality of non-commercial investigator sponsored research except trials for
new drug applications] NDAC There is a discrepancy between the United States] US[] the European Union
0 EUL and Japan, because trial registrations and disseminating information systems in US, EU are based on a
legal framework for any investigational new drug] INDOtrials controlled by a regulatory authority.
0 O In 2003 Fukushima established a clinical trial registration system based on quality management at his
Translational Research Informatics Center. Together with his colleagues, he also developed the Common
Operational Guidelines for the Ethical Review of Translational Research, setting ethical, scientific quality
standards for translational research. Mitsuishi and Kurihara, with Nudeshima, proposed a Draft Human Research
Participants Protection Bill including research database system.
0 O Based on these activities, we analyze the historical background and actual status of clinical trial registration
in the three areas, and make proposals how we should develop clinical trial registration system in Japan.
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Table 1 Clinical trial registrations and disseminating information in Japan, the United States, and
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Table 5 The reactions of each stakeholder to the international trend calling for clinical trial
registration and disseminating information by the beginning of 2005
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