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Changes in Ethical Guidelines for Medical and Biological Research Involving
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Sho ONODERA, Fumio MORIYA, Seiichi MOCHIZUK]I, Takuma WADA and Atsushi ONO
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Abstract

Ethical guidelines for medical and biological research involving human subjects in Japan were integrated in 2021.
The majority of these guidelines were established from 2001 to 2003, revised and integrated across 20 years, and
summarized in the new guidelines. We explored the background behind this process and recognized the need for
procedural norms in relation to the initial enactment. The amendment was based on the establishment of the Act
on the Protection of Personal Information, whose objective is to ensure consistency between personal information
protection and ethical guidelines. The commonality of each guideline influenced the factor of integration. The new
research ethics guidelines provide a new interpretation of exclusion of application and established a relationship
between law and research ethics guideline. It includes not only engineering research but also humanities and social

science research. Furthermore, it is consistent with the law and suitable for adaptation to human studies.
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