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For the promotion of clinical research corresponding to legal and
technical changes
Michio Kimura®', Daisuke Koide*z, Atsushi Suzuki™ , Hiroyuki Taruno*3, Yasuo Ohashi™

*1 Hamamatsu Medical University Hospital/JAMI, *2 Graduate School of Medicine, the University of Tokyo/JSPE,
*3 Tokyo Women’s Medical University/JSCPT, *4 Daiichi-Sankyo/JSCTR, *5 Chuo University/JSCTR

In the field of clinical research, several new enforcements were legally enacted in FY 2018. The first is “clinical
research law”, the second is revised GPSP, the third is “Act for Authorized Providers of De-identified Health Data (in
other words, Medical Care Big Data Law)”. In spite of these laws, information technology can enhance clinical
research. On behalf of each society, the following representatives report their perspectives and activities. Dr. Kimura
(JAMI) introduces features of information from electronic health records (adverse reports and MID-NET). Dr. Koide
(JSPE) delivers the activities of clinical research corresponding to legal and technical changes from the perspective of
pharmacoepidemiology. Dr. Suzuki (JSCPT) reports the current state and challenges of using data in clinical research
from the perspective of a clinical front. Finally, Dr. Taruno and Dr. Ohashi (JSCTR) explain how to address the

impact of the new act, such as clinical research law.

Keywords: Clinical Research Law, GPSP, Act for Authorized Providers of De-identified Health Data, Information
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