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Proposal of a Draft Human Research Participants Protection Bill 2007
— The critical legal basis for bioethical issues : Second report—

Tadahiro Mitsuishi ¥ Jiro Nudeshima ? Chieko Kurihara ¥
Shigetaka Asano ¥ Masanori Fukushima ®
1) Mitsuishi Law & Patent Office ~ 2) Jichi Medical School (Visiting)
3) National Institute of Radiological Sciences (NIRS) :
4) Consolidated Research Institute for Advanced Science and Medical Care, Waseda University
5) Department of Clinical Trial Design and management, Translational Research Center, Kyoto University Hospital

Abstract

In Japan there is no act to regulate clinical research in general. The Ordinance on Good Clinical Practice
(GCP) under the Pharmaceutical Affairs Law covers only clinical trials for new drug applications. The
governmental guidelines which regulate several categories of research lack genuine legal enforceability. Thereby,
protection of human subjects has been so fragile in Japan.

In 2003, Mitsuishi, Nudeshima, Kurihara proposed a draft bill on the protection of human research
participants. In 2004, Asano, Fukushima and colleagues developed the Guidelines for Ethical Review for
Translational Research, enforced in the six major research institutes in Japan. Then in December 2006, the
Council for Science and Technology Policy under the Cabinet Office stated in its report the necessity of legally
enforceable regulation on clinical research. Seeing this situation, we five have now agreed to propose the 2007
version of the draft bill, prerequisite for promotion of clinical science which could contribute to people’s’
healthcare and well-being.

The bill mainly addresses the following issues © (1) The hill aims to ensure the human participants -
protection and research integrity ; (2) A research review board should be established as independent body,
with standardized organization and functions ; (3) The importance of protection of vulnerable population is
especially emphasized. Research cannot be justified by an informed consent doctrine alone; {4)The bill covers
not only biomedical research involving human subjects, but also those involving any part of the human body, as
well as behavioral research.

We hope this article would stimulate further debate for legislation in the Diet and other policy-making
forums as well as related academic and civil communities.

Key words
legislation for the protection of human research participants, research integrity, public independent review
board, protection of vulnerable population, bioethics

Rinsho Hyoka (Clinical Evaluation) 2007 ; 34 © 595- 611.
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