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1. Publication of the Interim Report (Draft) of the Study Group on the
Promotion of Utilization of Medical and Related Information

On December 25, 2025, the Study Group on the Promotion of Utilization of Medical and Related
Information (the “Study Group”) published its interim report (draft) (the “Interim Draft"), in which the
views expressed in the Study Group to date were compiled’. The Study Group was established for the
purpose of examining measures to promote the utilization of medical and related information, in light
of, among others, the “Priority Plan for the Realization of a Digital Society” and the “Regulatory Reform
Implementation Plan,” each of which was approved by the Cabinet on June 13 of the same year, and
discussions have been conducted accordingly.

1.1 Basic Principles for the Utilization of Medical and Related Information

In the Interim Draft, the desired vision of society, as well as the basic concepts and directions, are
presented as the fundamental principles for the utilization of medical and related information.

With respect to the promotion of the primary use of medical and related information, it is stated that
the following initiatives, which are being advanced based on the “Roadmap for the Promotion of Medical
DX" decided by the Medical DX Promotion Headquarters on June 2, 2023, and the “Act for Partial
Amendment of the Medical Care Act and Other Acts” approved by the National Diet in December 2025,
among others, will be further promoted:

B Development of a mechanism for sharing and exchanging electronic medical record information
and other data among medical institutions, etc. (expansion of the functions of the “National
Medical Information Platform”);

B  Development of a mechanism that enables the sharing of necessary information between
medical institutions, etc. and local governments (utilization of the My Number Portal, etc.);

B Standardization of electronic medical record information, sharing of the “three documents and
six information items,” and expansion of the scope of information covered; and

B Development of cloud-based electronic medical record systems that comply with standardized
specifications.

In addition, for the purpose of promoting the secondary use of medical and related information as big
data by researchers, pharmaceutical companies, medical device manufacturers, and others, it is stated
that the following initiatives will be further promoted:

B Utilization of medical and long-term care databases held by the Minister of Health, Labour and
Welfare and other authorities (public databases), including use in a pseudonymized form and
combined analysis with other pseudonymized information;

B Secondary use of information shared through electronic medical record information-sharing
services; and

B Collection of medical information, anonymization and pseudonymization processing, and
provision of such information to business operators by certified data processors under the Act
on Anonymized Medical Data to Contribute to Research and Development in the Medical Field
(the Next-Generation Medical Infrastructure Act).

" The Interim Draft was updated at the Study Group on January 20, 2026
(https://www8.cao.go.jp/iryou/studygloup/20260120/pdf/s-1.pdf); however, no changes have been made to the
content of this newsletter.



https://www8.cao.go.jp/iryou/studygloup/20260120/pdf/s-1.pdf

1.2 Views Expressed in the Study Group

At the first meeting of the Study Group, the Secretariat presented the following five items as the principal
issues (draft): (i) the scope of medical and related information to be covered, (ii) methods for collecting
medical and related information, (iii) protection of patients’ rights and interests and of information, (iv)
the structure of information-sharing infrastructure, and (v) cost—sharingz. In the Interim Draft, the
principal views that have been proposed to date in the Study Group with respect to each of these five
items are summarized and introduced.

Going forward, with respect to each item, further examination will continue based on the views proposed
in the Study Group to date, toward organizing the discussions by around the summer of 2026.

1.2.1 Scope of Medical and Related Information

With regard to the scope of medical and related information subject to promotion of utilization, views
have been expressed, for example, on the necessity of linkage among various types of data. It has been
indicated that it is important to consider the development of life-course data that enables tracking, on
an individual basis, of various health and medical data from before birth through death; data linkage
with registries and biobanks; and mechanisms that enable linkage between databases capable of
identifying medical devices and electronic medical record information and claims data.

In addition, methods for utilizing information that is difficult to process, such as genomic data and
imaging data, while protecting the rights of patients and others, have also been discussed. For example,
with respect to genomic data, proposals have been made, with reference to the European Health Data
Space (EHDS), to ensure confidentiality by prohibiting acts of personal identification specific to genomic
data, adding concrete security measures, expanding management items, strengthening penalties, and
conducting analyses in a visiting environment, namely, a Trusted Research Environment (TRE).

1.2.2 Methods for Collecting Medical and Related Information

With respect to methods for collecting medical and related information, the following views have been
presented: (i) the necessity of designing a system that captures the needs of users without imposing an
excessive burden on clinical settings; (ii) the appropriateness of mandating the collection and provision
of data with reference to the European Health Data Space (EHDS); and (iii) the need to provide incentives
to medical institutions that supply data. It is further stated that, with regard to methods for collecting
medical and related information, continued examination will be conducted based on the views proposed
in the Study Group to date, with a view to enabling more effective and efficient utilization and the
collection of higher-quality data, taking into account, among other factors, the burden on medical
institutions, cost-sharing, and the protection of intellectual property rights.

It has also been pointed out that enabling cross-sectional analysis of various types of data using a
common patient identifier is important for the effective and efficient utilization of medical and related
information, and that standardization of medical and related information is useful for primary use in
patient care and also contributes to secondary use.

1.2.3 Protection of Patients’ Rights and Interests and of Information
With respect to the protection of patients’ rights and interests and of information, the discussions have
been organized from the following three perspectives:

2 Cabinet Office, the Headquarters for Healthcare and Medical Strategy Promotion “Approach to Future
Deliberations” (September 3, 2025)
https://www8.cao.go.jp/iryou/studygloup/20250903/pdf/s-2.pdf
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(i)  Ensuring appropriate involvement of patients themselves in light of the highly sensitive nature of

medical and related information

Given that medical information is highly sensitive and that it is difficult for patients to accurately

understand and provide informed consent, it has been suggested that there is a need to shift

from regulations at the time of data collection to regulations at the time of utilization. As

regulations at the stage of use, enabling patients to opt out at the time of secondary use and

conducting reviews based on social acceptance of secondary use have been cited.

(i) Measures to prevent inappropriate utilization and to ensure information security

Specific views include, for example, the necessity of designing a system that minimizes the

impact of troubles arising in secondary use on primary use and on other secondary uses, as well

as the importance of ensuring domestic control from the perspective of national security.

(iii) Gaining public and patient understanding of the utilization of medical and related information

The importance of providing information to the public and making outcomes visible has been

pointed out.

1.2.4 Structure of Information-Sharing Infrastructure

With respect to the structure of information-sharing infrastructure, the following proposals have been

presented.
Proposal Advantages Challenges
B The costs of
B The expansion of constructing and
data categories may operating new
The centralized implementation by the make it possible to systems would be
National or public authorities of respond to the substantial.
Option | functions such as data collection, opt- needs of data users. | @ Concentration of
(i) out management, review, processing, B Centralized functions would
and the development and operation of implementation of increase the risk in
analysis environments. functions would the event of a data
simplify various breach and could
procedures. lead to prolonged
review processes.
B The need for data
providers and data
. . . users to complete
The implementation, through a B Cost containment .
C s ) procedures with
division of roles and coordination through leveraging both publi
. . . oth public
between the National or public existing p' .
. o . authorities and
) authorities and certified private-sector frameworks. ) B
Option ) ) ) . private entities.
. operators, of functions such as data B Risk diversification .
(ii)-1 B Promotion, by

collection, opt-out management,
review, processing, and the
development and operation of analysis
environments.

in the event of data
leakage through
the decentralization
of functions.

certified private-
sector operators, of
the collection of
medical and related
information and the
development of




analysis
environments.

Similar to Option (ii)-1, except that
reviews and other procedures

Cost containment
through leveraging
existing
frameworks.

Risk diversification
in the event of data

The need for data
providers to
complete
procedures with
both public
authorities and
private-sector
entities.

Option | associated with data use are to be )
.. i ) ) leakage through Promotion, by
(ii)-2 carried out in a centralized manner by T o .
) . . the decentralization certified private-
the national or public authorities or by )
o . of functions. sector operators, of
certified private-sector operators. o .
Simplification of the collection of
procedures such as medical and related
applications for information and the
data use. development of
analysis
environments.
The costs
associated with the
) development and
The potential to X
operation of new
respond to the
systems would be
. needs of data users )
Data collection and opt-out th h th substantial.
) rou e L
management are to be carried out by g‘ The risks in the
. . .\ . expansion of data
. the national or public authorities, while ) event of data
Option . . categories.
review, processing, and the . leakage would be
(iii) . . Simplification of T
development and operation of analysis ) significant.
. i various procedures .
environments are to be carried out by th h th Promotion of the
rou e
certified private-sector operators. g. development of
centralized .
. . analysis
implementation of .
i environments and
functions. .
related functions by
certified private-
sector operators.
The potential to The costs
respond to the associated with the
) ) ) needs of data users development and
The centralized implementation, by .
o . through the operation of new
certified private-sector operators, of )
) ) ) expansion of data systems would be
Option | functions such as data collection, opt-

(iv)

out management, review, processing,
and the development and operation of
analysis environments.

categories.
Simplification of
various procedures
through the
centralized
implementation of

substantial.

There is a need to
clarify how existing
public databases
are to be held and
jointly utilized.




‘ ‘ functions.

1.3 Concluding Summary

The Interim Draft sets out the basic principles for the utilization of medical and related information and
summarizes the principal views expressed in the discussions to date, and therefore serves as a useful
reference in considering the future direction of the deliberations.

It will be necessary to continue to closely monitor the development of discussions in the Study Group
and the progress toward the final consolidation of the discussions, which is targeted for around the
summer of 2026.

2. Issuance of Director-General Notifications in Connection with the
Enforcement of the Amended PMD Act

A part of the Act Partially Amending the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,
Medical Devices, etc. (the "PMD Act"), which was enacted on May 14, 2025 (the “Amended PMD Act"),
will come into force on May 1, 2026. In connection with this, the Director-General of the Pharmaceutical
Safety and Environmental Health Bureau of the Ministry of Health, Labour and Welfare (“MHLW") issued,
on December 26, 2025, (i) a notification® outlining the overall picture of the amendments to be enforced,
and (ii) a notification?, focusing on the sale of designated abuse-prevention pharmaceuticals.

2.1 Notification outlining the overall picture of the amendments to be
enforced

This notification reintroduces the purpose and content of the amendments to the PMD Act scheduled
to take effect on May 1, 2026, as well as the related amendments to ministerial ordinances such as the
Ordinance for Enforcement of the PMD Act and the Ordinance on Structures and Facilities of Pharmacies,
etc, and requests the relevant authorities to thoroughly disseminate the information and provide
appropriate guidance to ensure proper implementation.
The main amendments include, among others, the following items. Please also refer to our Newsletter
of December 2025° for details of these amendments.
B Review of the regulatory framework for Guidance Required Drugs and development of rules
on information provision and sales of such drugs:
It is indicated that, for the time being, drugs that are designated as Specified Guidance
Required Drugs® and Guidance Required Drugs at the time of approval pursuant to Article 4,
paragraph 6 of the PMD Act will be limited to those drugs that require the purchaser to take
them immediately in the presence of a pharmacist for ensuring proper use.
B Development of rules on information provision and sales methods for Designated Abuse
Prevention Drugs:
More specific regulations have been established regarding labeling on containers and

? Notification No. lyakuhatsu 1226-2 (https://www.mhlw.go.jp/content/11120000/001627808.pdf)
* Notification No. lyakuhatsu 1226-16 (https://www.mhlw.go.jp/content/11120000/001628299.pdf)
3 https://www.amt-law.com/asset/pdf/bulletins20 pdf/251226.pdf (December, 2025)

€ Guidance Required Drugs designated as pharmaceuticals that must be sold or supplied through face-to-face
transactions.
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packages, as well as methods of display of the Designated Abuse Prevention Drugs.

B Development of provisions to promote the utilization of real world data:
It is expressly stated that, regardless of whether materials based on real world data are
included in the application dossier, an application for approval must, as before, be supported
by sufficient evidence to demonstrate the quality, efficacy, and safety of the relevant
pharmaceuticals, etc., based on data that ensure ethical soundness, scientific validity, and
reliability in light of the current state of medical and pharmaceutical science.

B Review of the conditional approval system for drugs, etc. for rare and serious diseases:
It is noted that, as under the previous conditional approval system, marketing authorization
holders are required to appropriately provide information in package inserts and other
materials, including the fact that the product is subject to the conditional approval system, the
conditions of approval, and the results of clinical trials obtained to date.

B Introduction of efforts obligation to prepare development plans to address drug loss for
pediatric medicines

B Review of Requirements for Manufacturing Supervisors, etc. for Pharmaceutical Manufacturing
Managers

2.2 Notification focusing on the sale of designated abuse-prevention

pharmaceuticals

This notification sets out specific interpretations and practical points to note in connection with the sale,
etc. of Designated Abuse Prevention Drugs to be implemented as of May 1, 2026.

It further explains that the background to these amendments is the increasing abuse of over-the-counter
medicines, such as cold remedies, particularly among younger generations. Referring to the view that
such abuse is driven by underlying social anxiety, the notification emphasizes that countermeasures
should be addressed not only from the perspective of pharmaceutical regulation, but also from broader
perspectives, including measures to address social isolation, through coordinated efforts among a wide
range of relevant stakeholders.

In addition, the notification states that the active ingredients to be designated as Designated Abuse
Prevention Drugs’ as well as the quantities® will be set forth in a separate public notice of the Ministry
of Health, Labour and Welfare. It is also noted that these designations are currently under consideration
by the Committee on Drug Safety of the Pharmaceutical Affairs and Food Sanitation Council and its
Subcommittee on Safety Measures® and that further developments in the deliberation and organization
of these matters will be closely watched.

! Designated by the Minister of Health, Labour and Welfare pursuant to Article 36-11, paragraph 1 of the
Amended PMD Act

8 To be specified by the Minister pursuant to paragraph 3 of the same Article and Article 159-18-6, paragraph 1 of
the Ordinance for Enforcement of the PMD Act as amended

? Committee on Drug Safety, Pharmaceutical Affairs and Food Sanitation Council, ‘Procedures for Designation of
Designated Abuse-Prevention Pharmaceuticals’ (Ministry of Health, Labour and Welfare, October 24, 2025)
https://www.mhlw.go.jp/content/11120000/001589081.pdf
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