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Translational research in Japan

— A proposal to amend the Pharmaceutical Affairs Law,[1 [0 00 0
[0 O O or of enforcement of the Research Participants Protection Act—

Masanori Fukushima
Dept Clinical Trial Design and Management, Kyoto University Translational Research Center

Abstract

0 O The proceedings of the Franco-Japanese Translational Research Initiative on February 24, 2006 in Kyoto,
organized by the St. Louis Hospital and INSERM, Paris, and the Translational Research Centef] TRCof the
Kyoto University Hospital, are published in this issue. At the symposium, it was found that in both centers, the
level of clinical science and quality assurance system of translational research] TROwas almost equivalent.
However, Japanese legal research governance system is far less developed. In Japan, only Registered Trial”
aimed at marketing authorization for a medicinal product is regulated by the Pharmaceutical Affairs Law, and
has to be conducted in compliance with GCRJ Good Clinical Practicel], using a product likewise compatible
with GMR] Good Manufacturing PracticeJand based on preclinical studies compatible with GLR] Good
Laboratory Practice[l On the other hand, clinical research without the intention of marketing authorization is
conducted under the MHLW-issued Ethical Guidelines for Clinical Research, which is not a law. Such research
is conducted based on an institutional ethics committee’s approval, but without control from any regulatory
authority. Thus, protection of research participants and the quality of research results are not assured, and the
research outcomes cannot be appreciated as legally effective evidence for a new drug application and
standardization of a medical procedure.

0 O To overcome this defect in the legal framework, the author proposes a very simple amendment to the
Pharmaceutical Affairs Law to cover any clinical trial, regardless of whether it is intended for marketing
authorization or development of Research Participants Protection Act.
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Table 1 Registered or unregistered clinical trials at the Translational Research Centerd TRCO of

the Kyoto University Hospital
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Table 2-A Proposal to amend the Pharmaceutical Affairs Law, or enforcement of the Research

Participants Protection Act
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Table 2-B Proposal of national research act and medical quality assurance act in Japan
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