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Changing regulations on personal data and their impact on medical
information

Takanori Fujita* "2, Yoichiro Itakura™, Masaki Fukuda™,
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*3 Hikari Sogoh Law Offices, *4 Osaka University Research Center on Ethical, Legal and Social Issues,
*5 Waseda University, *6 ToMMo, Tohoku University

Following the triennial review of the Personal Information Protection Law in 2020, there was a major revision of
the Personal Information Protection Law in 2021 to coincide with the establishment of the Digital Agency in
September. As a result, rules that were previously disparate among government agencies, independent
administrative agencies, and local governments were unified, and there were revisions that directly affected medical
research. Based on these amendments, the "Joint Conference on the Handling of Personal Information in Life
Science and Medical Research" organized by the Ministry of Education, Culture, Sports, Science and Technology
(MEXT), the Ministry of Health, Labour and Welfare (MHLW), and the Ministry of Economy, Trade and Industry
(METI) has been reviewing the "Ethical Guidelines for Life Science and Medical Research Involving Human
Subjects. In addition, the European Commission has proposed an Al regulation, which may have an impact
including outside the EU, following the GDPR. In this workshop, we will receive reports on the trends of these
regulatory changes, and have a panel discussion on the impact of these changes on the handling of medical
information.
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