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Promotion of the Utilization of Real-World Data
under the Revised Next Generation Medical Infrastructure Act

Hiroki Yoshihara Keiichi Anan
National Healthcare Policy Secretariat of the Cabinet Office

Abstract

The importance of Real-World Data in clinical research is currently increasing. In Japan, a law called
the Next Generation Medical Infrastructure Act (hereinafter “the Act”) was established to provide a legal
foundation for handling the maintenance, processing, provision, and use of databases in the medical field,
mainly for private entities. In April of 2024, the system introduced by the law revision came into effect to
better meet the needs of the research field. This paper introduces the Act, focusing on the “Pseudonymized
Medical Information” system and “Enabling consolidated analysis with public databases,” which were newly
established as a result of this legal revision. The institutional features of the Act will also be explained,
focusing on its relationship with the Act on the Protection of Personal Information (APPI) and ethical
guidelines. Through this article, we aim to educate clinical researchers about the Act and encourage its
broader utilization, fostering research that contributes to a healthier and longer-lived society.
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