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The Research Project on Regulation and Support Systems of Biomedical Research.

Yonemura, Shigeto

35,300,000

i The purpose of this research is to_analyze fundamental theory of research
regulation, to detect trend of research regulation in foreign countries, to investigate practical
problems in research, and finally to propose a new legal system of biomedical research regulation.

According to our analysis, we obtained the finding that the following points are important bases of
the new research regulation system: (1) coexistence of guideline regulations and legal regulations
in Japan is seriously harmful due to conflict with existing rules and inefficiency in ethical review
of research, (2) it is necessary to respect freedom of research and to construct a neutral system
of research review that is independent from public authority and expert group, (3) efficacy and
practical feasibility should also be considered in designing a regulation system. We published a
detailed plan of legislation in order to resolve most problems on research regulation and promote
the development of biomedical research.
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