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1. Compilation of Reports on Promotion of Regulatory Reform

1.1 Report on Secondary Use of Medical Data That Does Not Require
Consent of the Person

On June 29, 2026, the Council for Promotion of Regulatory Reform compiled reports (“the Report”)
based on discussions to date regarding structural reforms in the economy and society’.

The Report summarizes the regulatory reforms across various fields relating to the structural reforms
in the economy and society. With respect to the field of healthcare, the Report recommends the
establishment of systems to promote utilization of medical data, including expansion and establishment
of applicable situations where the secondary use of medical data that did not require consent of the
person was available, and the promotion of utilization of electronic medical record data. An
implementation plan for regulatory reform is expected to be developed so as to implement the relevant
systems based on the relevant recommendation in the Report.

1.1.1 Development of Laws Regarding Secondary Use of Medical Data That Does Not Require Consent
of the Person

With respect to the primary and secondary use of medical data, under the Act on the Protection of
Personal Information, the acquisition and provision to a third party of medical data which is sensitive
personal information generally requires an individual's consent®. Considering the current situation in
which utilization of medical data is limited due to restrictions under the current relevant laws and
regulations, it was recommended in the Report that necessary legal actions should be taken, including
the conversion from an entry regulation approach, which adopted the principle of obtaining an
individual's consent, to an exit regulation approach which addresses such principle at the phase of
utilization by users of medical data, whilst ensuring appropriate protection of individuals’ rights and
interests including privacy. The Report recommends consideration of a framework which allows data to
be collected and utilized without an individual's consent and that a bill should be submitted to the

ordinary session of the Diet in 2027, once a conclusion was reached with the aim of summer in 2026.

B Scope of Data, Purpose of Use and Users

With respect to the scope of applicable data, purpose of use and users, it was recommended, with
reference to the Europe Healthdate Data Apace Regulation (EHDS) in the European Union, that the scope
be broadly defined to include data that contributes to the realization of health promotion of citizens,
provision of higher quality medical care, innovation in medical technology (medical research,
development of medicines, etc.), optimal allocation of medical resources, ensuring sustainability of the
social security system (optimization of medical expenses, etc.), and strengthening the capacity of
healthcare equipment to deal with future infectious diseases.

With respect to the scope of applicable medical data, it was determined that genomic data should be
included in the applicable scope, and that a wide range of data should be covered, including (i) data

" The Council for Promotion of Regulatory Reform “Reports on Promotion of Regulatory Reform” (June 29, 2026)
https://www8.cao.go.jp/kisei-kaikaku/kisei/meeting/committee/260629/260629general_02.pdf

2 Article 18, Paragraph 1, introductory paragraph of Article 20, Paragraph 2, and introductory paragraph of Article
27, Paragraph 1 of the act
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stored in databases established under the various laws relating to matters such as health insurance?, (ii)
data stored in databases held by a certified creation operators under the Next Generation Medical
Infrastructure Act, (iii) electronic medical record data, (iv) data on factors that affect health (such as
income, work, caregiving, family information, publicly funded health care, social welfare, etc.), (v) data
on pathogens that affect human health, (vi) data obtained from disease-specific registries, (vii) data
obtained from groups subject to health research and investigations into related surveys of such groups,
(viii) health data obtained from biobanks and related databases, (ix) data from clinical trials, clinical
research and clinical investigations, (x) data on doctors involved in treatment (year of experience, gender
and specialty), (xi) electronic health data obtained through healthcare equipment, (xii) data obtained
from wellness applications, (xiii) data related to caregiving, and (xiv) data that is difficult to process such
as genomic data or image information.

With respect to the scope of permissible use, the following matters are listed, as situations considered
to be in public interest.

@ Activities that contribute to public interest in public and labor heath, including activities that
protect citizens from serious cross-border threats against health, public health surveillance
activities, and activities to ensure high quality and safe healthcare including patient safety, safety
of medicines and safety of medical equipment;

@ Policy planning conducted by public institutions such as administrative agencies in the field of
healthcare and caregiving;

@  Statistics (public statistics related to the field of healthcare and caregiving, etc.);

@  Education or training in the field of healthcare and caregiving;

® Scientific research related to the field of healthcare and caregiving that contributes to public
health or the evaluation of medical technology, quality and safety of healthcare, medicines,
medical equipment, etc. for the purpose of bringing benefits to end users such as patients, health
personnel, and care workers; or

® Training, testing and evaluation of algorithms including those used in medical equipment, Al

systems, and digital health applications that promote the development and innovation of

products and services.

Furthermore, the scope of the eligible users also includes health personnel, care workers, research
institutions, pharmaceutical companies, medical equipment manufacturers, and administrative agencies,

etc.

B Establishment of Framework to Collect and Utilize Medical Data

With respect to the data stated above, it was recommended that a framework to collect and utilize data
from various entities such as private businesses be established. Specifically, it was recommended to
establish a framework to collect medical data through certain enforcement measures and strong
incentives such as requiring private businesses that meet certain conditions to provide medical data as
well as establish a framework to attach a common identifier to data and the standardization of medical
data.

1.1.2 Development of Foundation Relating to Utilization of Medical Data That Does not Require Consent

of the Person

% The detailed databases are listed on pg.38 in this Report.
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With respect to the following three matters, it was also stated in the Report that a bill should be
submitted to the Diet in 2027, once a conclusion was reached with the aim of summer in 2026.

First, as to the establishment of an operation system of data, a foundation for sharing information shall
be maintained to realize utilization of data by relaxing the consent requirements as mentioned above.
Specifically, the Report recommends considering more technical aspects such as the development of a
guideline that specifies criteria for processing information necessary for use and provision of data,
penalties for unauthorized matching and misuse, development of regulations such as obligations to
supervise employees and penalties, remote access, establishment of cloud environment, establishment
of identifiers or standardization of medical data.

In addition, with respect to medical data in public and private databases, a policy to establish a system
to conduct applications and reviews of use in an integrated manner as well as establishing a system for
review, supervision and governance by referring to the EHDS, etc. was recommended. In such cases, it
was also recommended that consideration be given to the standardization of application procedures
and criteria for review, the development of guidelines, the rationalization of ethical reviews, shortening
of the time required to commence use, the introduction of comprehensive use agreements or flexible
fee structures, and ensuring transparency by disclosing the result of reviews.

Furthermore, it was also recommended that consideration be given to allowing exceptions to the
prohibition on re-identification of individuals so that if a user of medical data discovers significant
knowledge on personal health included in data, the relevant individual shall be notified.

1.2 Report on Other Measures Relating to Utilization of Medical Data

In addition to reforms to the consent regulation as mentioned above, it was recommended in the
Report that electronic medical record data be utilized and the ethical reviews for the protection of
subjects be optimized. Furthermore, as to technical matters, it was recommended in the Report that
systems to further utilize information from the National Cancer Registry and in-hospital cancer
information be maintained, and that Al use in image interpretations by doctors be promoted.

1.2.1 Utilization of Electronic Medical Record Data

With respect to utilization of electronic medical record data, the Report recommends (i) expanding
information subject to the current electronic medical record information sharing service® and
extending a storage period of information in order to promote the utilization of electronic medical
record data, (ii) developing a legal framework to establish a system to collect standardized electronic
medical record data in an comprehensive manner, (iii) expanding the scope of persons who may share
and access electronic medical record data, and (iv) developing systems to expand the scope of
information subject to electronic medical record information databases and future expansions of such

information.

1.2.2 Optimization of Ethical Reviews to Protect Subjects and to Strengthen an Ability to Research
Under the current laws and regulations, therapeutic trials and research are governed by the PMD Act

(Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices),

the Clinical Trials Act, and among other things, Ethical Guidelines for Medical and Biological Research

Involving Human Subject.

4 https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/johoka/denkarukyouyuu.html
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With respect to these laws and regulations, in consideration of the significant burden of conducting
clinical trials and research owing to the inconsistent quality of reviews depending on the content of
clinical trials and research, it was recommended in the Report that actions for the unification or efficiency

of criteria for reviews be taken.

2. Amendments to the Ministerial Ordinance Concerning the Sale of
Pharmaceuticals under Remote Management

2.1 Promulgation of Cabinet Order to Amend Related Ministerial
Ordinances in Connection with the Enforcement of the Amended PMD Act

Upon the amendment of the Act to Partially Amend the Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices (the "PMD Act”), the “Ministerial Ordinance for
the Arrangement, etc. of Ministerial Ordinances under the Jurisdiction of the Ministry of Health, Labour
and Welfare in Connection with the amendment of the Enforcement Regulations, etc. of the PMD Act ”
(the “Arrangement Ordinance”)® was promulgated on June 30, 2026.

The Arrangement Ordinance will come into effect on May 20, 2027. The amended Enforcement
Regulations of the PMD Act is hereinafter referred to as the “Amended Enforcement Regulations of the
PMD Act"®.

In the following section, we will introduce, the contents of the Arrangement Ordinance such as, the sale
of pharmaceuticals through remote management by pharmacists and others using digital technology,
which we had partially introduced in the January 2025 issue of this newsletter’.

For an overview of the amendments to the PMD Act, please refer to the January 2025 issue of this
newsletter, and for details concerning the enactment of the amended PMD Act, please refer to the May
2025 issue®.

2.2 The Sale of Pharmaceuticals through Remote Management by
Pharmacists Using Digital Technology

2.2.1 Summary

The sale of pharmaceuticals under the remote supervision of pharmacists and other qualified personnel
using digital technology ("Remote Sales”) is a system under which a user communicates online with a
pharmacist or other qualified personnel of a pharmacy or store-based pharmaceutical seller (the
"Managing Stores") regarding medication guidance and the sale of relevant pharmaceuticals, and the
user thereafter receives such pharmaceuticals at a registered delivery store entrusted by the Managing
Store to handle the delivery of the pharmaceuticals.

The purpose of Remote Sales is to enhance in-person services of pharmacies and pharmacists and to
effectively utilize human resources of pharmacists and others with specialized knowledge in order to
ensure medical safety amidst the growing demand for medical care due to the aging population, and to

enable the sale of OTC pharmaceuticals under remote management by pharmacists and others®.

> Ordinance of the Ministry of Health, Labour and Welfare No. 110 of 2026
https://www.mhlw.go.jp/content/11120000/001720318.pdf)

% Pharmaceutical Notification No. 0630-1, (June 30, 2026)
https://www.mhlw.go.jp/content/11120000/001720341.pdf

7 https://www.amt-law.com/asset/pdf/bulletins20_pdf/250131.pdf (January, 2025)
8 https://www.amt-law.com/asset/pdf/bulletins20 pdf/250530.pdf (May, 2025)

% "The partial amendment of the PMD Act, etc. of 2025" (Page7 of the summary document)
https://www.mhlw.go.jp/content/11120000/001492021.pdf
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(“The Partial Amendment of the PMD Act, etc. of 2025", Page 7 of the summary document
(https://www.mhlw.go.jp/content/11120000/001492021.pdf), translated by authors)

2.2.2 Remote Sales
The Amended Enforcement Regulations of the PMD Act establishes a management system for
operating Remote Sales.

B Applications and notifications for the Managing Stores and registered delivery stores: Managing
Stores are required to file an application specifying the delegation of delivery of pharmaceuticals
upon opening a new store or when an existing store commences delegating delivery
pharmaceuticals. Registered delivery stores are also required to be duly registered (if the store is a
pharmacy or a store-based distributor, they are required to submit an application)®.

B Obligations of the Managing Stores: Managing Stores are required to maintain ledgers and records
for the delegation of delivery, conduct training with respect to such delegation of delivery , and
prepare written procedures for delivery delegation, etc."".

B Requirements for delivery managers at Managing Stores: To delegate the delivery of class 1 drugs,
the delivery manager of the Managing Store must be a pharmacist. To delegate the delivery of class
2 and 3 drugs, the delivery manager of the Managing Store must be a pharmacist or a registered
salesperson with a certain level of practical experience'.

B Obligations of registered delivery stores: Registered delivery stores are required to maintain proper
storage management and appropriate implementation of delivery operations of OTC
pharmaceuticals’®.

B Requirements for managers of registered delivery stores: Registered delivery stores are not required
to have an on-site pharmacist, but are required to appoint a manager'*.

From the perspective of drug safety monitoring, during the initial implementation phase of the Remote
Sales system, Managing Stores and registered delivery stores are limited within the same prefecture'®.
However, after examining issues following the introduction of the Remote Sales system, there are plans

10 Article 1-2(2)(ix)-(xii),(7), 6(1),6-2,139,139-2,147-15 of the Amended Enforcement Regulations of the PMD Act

" Article13(3), 14(7)-(10), 15-11-14, 15-11-17, 15-11-18 of the Amended Enforcement Regulations of the PMD Act
12 Article147-22 of the Amended Enforcement Regulations of the PMD Act

'3 Article147-27 of the Amended Enforcement Regulations of the PMD Act

% The requirements for managers of registered delivery stores are stated in Article147-25 of the Amended
Enforcement Regulations of the PMD Act, and the duties and compliance matters for managers of registered delivery
stores are stated in Article147-26 of the same act.

"5 Article147-14 of the Amended Enforcement Regulations of the PMD Act
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to consider interprefectural arrangements'®.

In addition to the partial amendments to the Enforcement Regulations of the PMD Act, the
Arrangement Ordinance also stipulates partial amendments to the Regulations for Buildings and
Equipment of Pharmacies with regard to the standards for buildings and equipment of Managing Stores
and registered delivery stores as well as partial amendments to the Ordinance to Specify the System for
Conducting Operations of Pharmacies, Store-Based Sales and Placement Distribution Sales with regard
to the system for conducting operations of pharmacies, store-based sales and registered delivery stores.

2.2.3 The Significance of Remote Sales

As described above, although there are operational burdens such as the need for daily record keeping
etc,, and the need to ensure remote management system, the system is expected to be utilized as a
means to enable the delivery of OTC pharmaceuticals in remote areas where there are insufficient
pharmacies and pharmacists, and to enable the handling of class 1 drugs in stores where only registered
salesperson is stationed.

In addition, a certain level of demand is expected as a means of supplying OTC pharmaceuticals during
hours when it was difficult to provide such services, such as holidays and at night, due to the use of
online systems.

16 “Summary Report of the Study Group on the Marketing System of Pharmaceuticals” (Page 22, January 12, 2024)
https://www.mhlw.go.jp/content/11121000/001199663.pdf
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