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Comparative and empirical study of legal and bioethical governance of medical
research

Maruyama, Eiji
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With respect to domestic legislation and guidelines governing medical
research, | critically studied "Ethical Guidelines for the Medical Research™ enacted in 2015 and
amended in 2017, "Clinical Research Act" enacted in 2017 and implemented in 2018, and "Ethical
Guidelines for the Life Science and Medical Research™ enacted in 2021 and amended in 2022. Focus is
placed on newly introduced system of joint ethics review and desirable relationship between personal

information regulation and informed consent requirements.
With respect to the overseas regulation, 1 concentrated on the 2017 revised Common Rule in the
United states. Newly introduced single IRB requirement has been explored. Sociological research on

the American IRB system has also been studied.
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http://ww2 .kobe-u.ac.jp/~emaruyam/medical/Lecture/slides/211127JAB_SIRB.pdf
IRB IRB
Babb, Regulating Human Research: IRBs from Peer

Review to Compliance Bureaucracy, Stanford U.P. 2020
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