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A comparison between Japan and overseas and its future perspective regarding
structure and operation of "Human Research Protection™ in clinical research
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My research results are summarized in “ Questions on Human Research

Protection in Japan” . Its content is as follows: -How to protect human subjects? -The comparison of

IRBs between in Japan and overseas -Criteria for IRB approval and exemption review in the US
-Review on research involving vulnerable people -The importance of CAPA -Required consultation
systems as an organization -Differences in the ways of introducing a single IRB review. Lastly, I
suggested our future directions: -Moving from vertically structured regulations to common rules
-Clarifying the national department responsible for the future of clinical research and trials in
Japan -Quality assurance in Japanese clinical research -Activation of independent activities
-Employment system that allows for accumulation of know-how. All these are deeply related to
regulatory, social, administrational structures or frames, and hard to tackle. However, without
improving them, we will be left behind from international standards.
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