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Clinical Research based on the 2017 amending Act on the Protection of
Personal Information

Makoto Ohara™,
*1 Division of Clinical Medicine, Faculty of Medicine, University of Tsukuba

The 2017 amending Act on the protection of personal information had major impact on clinical research. According
to the amendment of the law, “Ethical Guidelines for Medical and Health Research Involving Human Subjects”
was revised. Major revisions are (1) the review of the definition of the term, (2) review procedures for informed
consent, (3) additional provisions for the handling of anonymous information and non-identifying information.
According to new guidelines, in clinical research not utilizing human biological specimens, the investigator shall
not necessarily be required to obtain informed consent. However, when any informed consent is not obtained,
excepting cases in which information utilized in the research has been anonymized (limited to cases in which
anonymization has been made, whether linkable or unlinkable and the research implementing entity does not have
any decoding index), the investigators shall notify to the research subjects of, or make public, information
concerning the research, including the purpose of utilization of information utilized in the research, and
opportunities to refuse that the research is implemented shall be ensured for the research subjects.
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