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Abstract

Scientific research in various fields involves the utilization of large amounts of personal data in various
forms, such as data generated with the digitization of personal data and individual participant data (IPD)
generated by scientific research involving humans. It is essential for the advancement of research and
evidence-based policy-making. As the use of personal data through secondary use and data sharing
progresses, policies for restrictive sharing with conditions are being formulated, and the areas where data
can be freely used as open data are expanding. Furthermore, open science is being promoted by sharing
and utilizing data, going beyond research and development within individual research institutions and
companies. It is necessary to clarify the basic principles of regulatory science to regulate and harmonize
these situations, and to develop human resources for such activities of regulatory science.

This research will clarify the challenges of data science from the view of regulatory science and of
open science, which are based on presentations from co-researchers, in order to respond to the above-
mentioned challenges.

Key words
data science, regulatory science, open science, ethics, patient and public involvement

Rinsho Hyoka (Clinical Evaluation). 2024 ; 51(3) : 355-428.
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