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Abstract

The “Act on the Protection of Personal Information” was amended in 2017, while the “Act on Anonymized
Medical Data that are meant to Contribute to Research and Development in the Medical Field” was enforced in
2018. The circumstances of secondary use of real world data (RWD) has changed, and some RWD research projects
which started before the change have difficulty drawing exit strategy because they cannot use huge data for
commercial purpose due to the new change in laws.

Japan Association for Medical Informatics (JAMI) was entrusted by the Japan Agency for Medical Research and
Development (AMED) to conduct the “Study of Legal/Ethical Issues and Workflows Concerning Consent
Acquisition for Secondary Uses (Including Business Uses) of Health/Medical Data” in 2020, to solve the issue,
because some of AMED projects were affected by the change.

1) JAMI established a working group (WG) with legal and ethical experts and discussed on Dynamic
Consent (DC) which is enabled for use in 2021 with an update of Ethical Guidelines for Medical and Biological
Research Involving Human Subjects. Researchers can obtain patient’s agreement to use DC application on a
smartphone. In the case of commercial use, opt in agreement on DC would work in the near future.

2 “Comprehensive consent” as a form of broad consent significantly limits its intended use, and it is
important to ponder on the effectiveness on the basis of appropriate information management in medical
institutions that collect data from patients directly and suggested that it might be useful to combine
“comprehensive consent” with DC.

(3) The WG categorized “opt-out by notification” into two: “previous collection of health/medical
information” and “future collection of health/medical information” by data accumulating institutions, such as
academic societies. The WG described how to understand the relationship between medical institutions and data
accumulating institutions as well as their duties.

(4) Also, the WG considered anonymously processed information within the framework of the “Act
on the Protection of Personal Information” and offered this as an exit strategy for an artificial intelligence project
on medical images conducted by six academic institutions (the Japan Radiological Society, the Japan
Gastroenterological Endoscopy Society, the Japanese Society of Pathology, the Japanese Ophthalmological
Society, the Japan Society of Ultrasonics in Medicine, the Japanese Dermatological Association) and financially
supported by AMED.

(5) In addition, the WG highlighted the usefulness of “Ethical Guidelines for Medical and Health
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Research Involving Human Subjects” in consent-based research and the usefulness of “Act on Anonymized
Medical Data that are meant to Contribute to Research and Development in the Medical Field” when data are
used for business purposes, which are separate from research purposes, by demonstrating a concrete example.

(6) The WG also developed “guidelines for the acquisition of consent for secondary use of personal
health/medical information” in the form of a straightforward and user-friendly document for use by researchers.
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