Outline of the Act to Partially Amend the Act on Anonymized Medical Data That Are Meant to Contribute to
Research and Development in the Medical Field
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1. Creation of a Structure Related to the Use of Pseudonymized Medical Data

In addition to the preparation and provision of anonymized medical data under the current Act, as a new activity,
pseudonymized medical data will be prepared, and a structure for its use will be created.
Pseudonymized Medical Data : it is information that has been processed in a manner such that unless it is collated with
other information, it is impossible to identify a specific individual. Although it is necessary to remove information such as the
name and ID from personal information, unlike anonymized medical data, it is not necessary to remove idiosyncratic
descriptions and rare diseases, etc.

. Certification of Businesses Preparing Pseudonymized Medical Data
»The State will certify businesses that prepare and provide pseudonymized medical data after receiving the submission
of medical information from a medical institution based on the notification by individuals (certified businesses preparing
pseudonymized medical data).
. Certification of Businesses Using Pseudonymized Medical Data
»Certified businesses preparing pseudonymized medical data are limited to those users who have been certified by the
State based on safety management and other standards, and these businesses are allowed to provide pseudonymized
medical data (businesses certified to use pseudonymized medical data).

»Businesses certified to use pseudonymized medical data are not allowed to re-identify pseudonymized medical data or
provide it to a third party (Exceptions may be made for submission to organizations such as PMDA* and for joint use
between businesses certified to use pseudonymized medical data). * Pharmaceuticals and Medical Devices Agency, (Incorporated Administrative
Agency), the Japanese regulatory agency that conducts approval examinations for pharmaceuticals and medical devices

3. Use of Pseudonymized Medical Data to Assist in Approval of Pharmaceuticals

»>In order to apply for approval of pharmaceuticals, businesses certified to use pseudonymized medical data may submit

pseudonymized medical data to PMDA and other agencies.

»The businesses certified to use pseudonymized medical data will be enabled to re-identify pseudonymized medical data in
order to respond to the investigation of businesses certified to use pseudonymized medical data conducted by PMDA
based on the law related to the quality, efficacy and safety of pharmaceuticals and medical devices (Act on Securing Quality,
Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices)

2. Consolidation With Public Databases Such as NDB

Anonymized medical data based on this Act and access to public databases such as the NDB* and nursing care
databases in a state where consolidated analysis is possible can be provided to researchers.

* A database that manages information on specific medical examinations, specific health guidance, and receipt information, based on the Act on Assurance of Medical Care for Elderly People

3. Cooperation Concerning the Policy to Advance the Use of Medical Data

Regarding businesses handling medical data, there are provisions encouraging them to make efforts to cooperate with national
policy through the submission of medical data to certified businesses.

Effective Date: with a partial exception, the date provided for by Cabinet Order not exceeding one year from the date of promulgation
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