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Abstract

0 O So-called* over quality” issue has been discussed for several years in Japan. This means that the quality
of clinical trials for new drug application] NDAin Japan is too much high than required standards, which
causes high cost and low speed of Japanese trials, and consequently, outsourcing of trials to abroad has increased
and subsequently* drug lag” problem has become serious.

0 O To recognize the real status of this' over quality” issue and find proper direction of reformation, the task
force study group lead by Hiroshi Watanabée, Proper direction of reformation of GCP compliance investigation”
was organized being funded for fiscal year 2007 by the Ministry of Health, Labor, and Welfare. The study group
conducted questionnaire surveys and interviews in Japan] comparative survey of regulations of Japan, United
Stated] UST, and European Uniond EUMD and a visiting survey to the US.

0 O As a result, it was found that] 1 over quality” seems not to be a proper wording because' over quality”
is not the same meaning as“ high quality” and this wording may cause decline of quality[T] 200Mutual
communication and understanding among regulatory authority, pharmaceutical companies, and hospital staff
would improve the situation] 3CRegulatory framework of GCP inspections in US and EU make it possible for
regulatory authorities to conduct on-going investigation of trials and also to conduct system-based investigations
rather than submitted documents-based and accuracy-oriented investigations. However, system-based
investigations has been almost impossible in Japan without regulatory framework reformation.

0 O In this article, we recompose our task force study reports in order to describe and disseminate the study
findings more clearly and widely.
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