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1. Issuance of a notice on whether the disclosure of information
relating to clinical trials constitutes “advertisement”

On March 30, 2026, the Compliance and Narcotics Division, Pharmaceutical Bureau, Ministry of Health,
Labour and Welfare, issued a notice entitled “"Guidance on the Disclosure of Information Relating to
Clinical Trials, Etc.” (the “Notice”)'. The Notice organizes the issue of whether disclosure of information
relating to clinical trials constitutes an “advertisement” under the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices?.

On the same day, the Compliance and Narcotics Division, Pharmaceutical Bureau, Ministry of Health,
Labour and Welfare also issued administrative communications entitled “Q&As on the Guidance on the

"3 and "Q&As on the Disclosure of Information

Disclosure of Information Relating to Clinical Trials, Etc.
Relating to Clinical Trials, Etc. by Patient Groups”* These Q&As explain the details of the Notice in greater

detail and with greater clarity.

1.1 Regulations on advertisement under the PMD Act

1.1.1 Provisions

Under the PMD Act, advertising the name, manufacturing process, efficacy, effects or performance of
pharmaceuticals, medical devices, or regenerative medicine products which have not yet been approved,
is prohibited (Article 68 of the PMD Act. When disclosing information related to clinical trials, since such
information pertains to pre-approval pharmaceuticals to be clinically trialed, there is a risk of violating
the provisions of this Article.

1.1.2 Definition of “advertisement”

A notice dated September 29, 1998, issued by the Director of the Inspection and Guidance Division,
Pharmaceutical and Medical Safety Bureau, Ministry of Health and Welfare (now the Ministry of Health,
Labour and Welfare) (the “1998 Notice”)® sets forth the criteria for determining whether something
constitutes an "advertisement” under the Pharmaceutical Affairs Act (now the PMD Act). Specifically, it
is stipulated that a communication constitutes an “advertisement” if it satisfies all three of the following
requirements: (i) “there is a clear intent to attract customers (to stimulate their desire to purchase)”, (ii)
“the brand name of designated drugs is clearly identified”, and (iii) “it is in a state recognizable to the
general public.”

! Pharmaceutical Bureau, Ministry of Health, Labour and Welfare "Guidance on the Disclosure of Information
Relating to Clinical Trials, Etc.” (March 30, 2026)

https://www.mhlw.go.jp/content/001682751.pdf

% Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices (Act No.
145 of August 10, 1960)

https://laws.e-gov.go.jp/law/335AC0000000145

* Pharmaceutical Bureau, Ministry of Health, Labour and Welfare “Q&As on the Guidance on the Disclosure of
Information Relating to Clinical Trials, Etc.” (March 30, 2026)

https://www.mhlw.go.jp/content/001682752.pdf

4 Pharmaceutical Bureau, Ministry of Health, Labour and Welfare "Q&As on the Disclosure of Information Relating
to Clinical Trials, Etc. by Patient Groups” (March 30, 2026)

https://www.mhlw.go.jp/content/001682753.pdf

> Pharmaceutical and Medical Safety Bureau, Ministry of Health and Welfare "Whether Communication Concerning

Pharmaceuticals, etc. Constitutes “Advertisement” Under the Pharmaceutical Affairs Act” (September 29, 1998)
https://www.mhlw.go.jp/bunya/ivakuhin/koukokukisei/dl/index d.pdf
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1.2 Guidance on the disclosure of information relating to clinical trials

1.2.1 Previous guideline

Before issuing the Notice, the Compliance and Narcotics Division, Pharmaceutical Bureau, Ministry of
Health, Labour and Welfare issued, on January 24, 2023, a notice entitled “"Guidance on the Disclosure
of Information Relating to Clinical Trials” (the “2023 Notice")®.

While building upon the criteria set forth in the 1998 Notice, the 2023 Notice distinguishes the
disclosure of information relating to clinical trials from other forms of disclosure, allowing such
information to be provided only to those who ask for it. It further states that, as an exception, such
information relating to clinical trials shall not constitute “advertisement” under the PMD Act if it is
registered with the Japan Registry for Clinical Trials (jJRCT) and is only disclosed within the scope of the
registered information.

The reason why such an exception is granted specifically for the disclosure of information relating to
clinical trials is that there is a need to appropriately provide information to patients and others who are
in need of clinical trial information, and to secure participants for clinical trials, thereby contributing to
the promotion of clinical trials and the development of pharmaceuticals.

1.2.2 Issues raised and requests made in the Regulatory Reform Implementation Plan

In the Regulatory Reform Implementation Plan approved by the Cabinet on June 13, 20257, the
following issues were raised on the premise that, the disclosure of information relating to clinical trials
is, subject to certain requirements, permitted as set forth in the 2023 Notice, and does not constitute
“advertisement: namely, that (i) no specific criteria have been presented for identifying the "persons
asking for information relating to clinical trials”, (ii) patients and others face difficulty in obtaining
information relating to clinical trials, and (iii) there is a need to revise the regulatory framework so as to
ensure consistency with international standards.

In light of the above, the Ministry of Health, Labour and Welfare was requested to consider measures
that would enable patients and others to smoothly access reliable information relating to clinical trials,
to make the necessary system modifications to the jRCT, and to consider measures that would make it
possible to provide, on a push basis, information relating to clinical trials in which a patient may be a
subject, based on certain information on such patient.

1.2.3 The Notice

The Notice revisits and clarifies, in light of the issues raised and requests made in relation to the above-
mentioned Regulatory Reform Implementation Plan, whether the disclosure of information relating to
clinical trials, etc. constitutes an “advertisement” under the PMD Act. In connection therewith, the 2023
Notice has been repealed.

Compared to previous practices outlined in the 2023 Notice and other documents, a distinctive feature
of the Notice is that it explains what constitutes an “advertisement” by distinguishing between disclosure
of information for the purpose of recruiting participants and other types of disclosure of information.
First, regarding information disclosed for the purpose of recruiting participants, since it is clear that such
disclosure does not aim to attract customers to clinical trials or similar activities, it has been determined
that such disclosure does not constitute an advertisement for investigational new drugs or other

% Pharmaceutical Bureau, Ministry of Health, Labour and Welfare "Guidance on the Disclosure of Information
Relating to Clinical Trials” (January 24, 2023)

https://www.mhlw.go.jp/content/001048483.pdf

! “Regulatory Reform Implementation Plan” (June 13, 2025)
https://www8.cao.go.jp/kisei-kaikaku/kisei/publication/program/250613/01 program.pdf
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products in question, regardless of the medium in which it is published. Furthermore, specific
requirements for information to be considered as disclosed for the purpose of recruiting participants
are outlined, including the requirements that the clinical trial, post-marketing clinical trial, or specified
clinical research must be registered with the jRCT; that the information disclosed must be limited to what
is necessary for recruiting participants and must not exceed the details described in the informed
consent document for the trial; and that it must be explicitly stated that the information is disclosed for
the purpose of recruiting participants.

By contrast, with respect to disclosure of information for purposes other than recruiting participants,
the Notice sets forth criteria that are broadly consistent with the framework of the 2023 Notice: namely,
such information will not constitute an “advertisement” only when it is a clinical trial registered with the
jRCT or other specified systems (“jRCT, etc.”), separated from other information, posted on an
independent individual page, and is only disclosed within the scope of the information so registered
with the jRCT, etc. or the lay summary of the results of the relevant trial. The Notice further states that
even statements made on individual pages and on cover pages do not constitute “advertisements” if
they are neutral in nature and do not serve to attract customers. However, it is expressly made clear that
such guidance applies only to disclosure of information directed to patients, and does not apply to
disclosure of information to persons other than patients, such as healthcare professionals.

Furthermore, given the risk that excessive expectations may arise regarding unapproved new drugs and
other treatments, and that their efficacy and safety may be misunderstood, when disclosing information,
it is required that, regardless of whether the purpose is to recruit participants, general explanations
regarding clinical trials (such as that clinical trials are at the trial stage and involve research, and that
their efficacy and safety have not been verified) must be provided in a clear and visible location.

2. Emergency orders and improvement orders under the Act on the Safety
of Regenerative Medicine

On March 13, 2026, the Ministry of Health, Labour and Welfare issued an emergency order to Clinic A
in Chuo Ward, Tokyo, pursuant to Article 22 of the Act on the Safety of Regenerative Medicine® (the
“Act"), ordering the temporary suspension of the provision of regenerative medicine provided by the
clinic, as well as the provision of any regenerative medicine deemed to have manufacturing methods
similar to those of the specific processed cells, specific nucleic acids, and related compounds used in
said regenerative medicine.

On the same day, the Ministry of Health, Labour and Welfare issued an emergency order to
Manufacturing Facility B in Kyoto City, Kyoto Prefecture, which had been manufacturing the specific
processed cells, specific nucleic acids, and related compounds used in the aforementioned regenerative
medicine. Pursuant to Article 47 of the Act, this order mandated the temporary suspension of the
manufacture of the specific processed cells, specific nucleic acids, and related compounds related to the
facility’s provision plan for regenerative medicine, as well as the manufacture of specific processed cells,
specific nucleic acids, and related compounds deemed to have manufacturing methods similar to those
specific processed cells, specific nucleic acids, and related compounds®.

8 Act on the Safety of Regenerative Medicine (Act No. 85 of November 27, 2013)

https://laws.e-gov.go.jp/law/425AC0000000085

2 Ministry of Health, Labour and Welfare "Emergency Order Under the Act on the Safety of Regenerative
Medicine” (March 13, 2026)

https://www.mhlw.go.jp/stf/newpage 71555.html
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2.1 Overview of the case

2.1.1 Incident at Clinic A

The incident that triggered the order was a report on diseases, etc., submitted by Clinic A to the Ministry
of Health, Labour and Welfare pursuant to Article 18 of the Act. According to the report, the condition
of a patient who received regenerative medicine treatment (provision plan for regenerative medicine:
treatment of chronic pain using autologous adipose-derived mesenchymal stem cells) provided by Clinic
A suddenly deteriorated during administration, went into cardiopulmonary arrest in the ambulance, and
was pronounced dead at the medical facility to which the patient was taken. Furthermore, it has been
confirmed that the specific processed cells used in the aforementioned regenerative medicine were
manufactured at Manufacturing Facility B located in Kyoto City, Kyoto Prefecture, and at Manufacturing
Facility C, located in Seoul, Republic of Korea.

Against this backdrop, and considering that the cause of the patient's death has not yet been
determined, the Ministry of Health, Labour and Welfare has announced that it has issued the
aforementioned emergency order to prevent the occurrence or spread of public health hazards
attributable to the regenerative medicine provided by Clinic A and the specific processed cells, specific
nucleic acids, and related compounds manufactured by Manufacturing Facility B. The Ministry also stated
that it will investigate the circumstances surrounding this incident and thoroughly determine the cause.

2.1.2 Supplementary Information—cases involving improvement orders and emergency orders—

Furthermore, with regard to regenerative medicine, there have been cases where an improvement order
was issued under Article 48, Paragraph 2 of the Act on January 23, 2026, against a manufacturing facility
for specific processed cells'®, and where an improvement order was issued under Article 23, Paragraph
1 of the Act on February 20, 2026, against the administrator of a regenerative medicine provider'".
Furthermore, on April 16, 2026, an emergency order was also issued to D Clinic in Fukuoka City, which,
like A Clinic, had outsourced the manufacturing of specified processed cells, etc. to Manufacturing
Facilities B and C. The order, issued under Article 22 of the Act, required the temporary suspension of
the manufacturing of specified processed cells, etc. and other measures'?.

2.2 Overview of the legal framework

2.2.1 The Act on the Safety of Regenerative Medicine

The Act on the Safety of Regenerative Medicine regulates the provision of regenerative medicine and
the manufacture of specific processed cells, specific nucleic acids, and related compounds from the
perspectives of ensuring safety and giving due consideration to bioethics.

For an overview of the Act, including the scope of matters regulated under the Act and how it differs
from the PMD Act, please also refer to the March 2026 issue of this newsletter 13

0 Ministry of Health, Labour and Welfare “Improvement Order Under the Act on the Safety of Regenerative
Medicine” (January 23, 2026)
https://www.mhlw.go.jp/stf/newpage 69163.html

" Ministry of Health, Labour and Welfare “Improvement Order Under the Act on the Safety of Regenerative
Medicine” (February 20, 2026)

https://www.mhlw.go.jp/content/10803000/001659991.pdf

12 Ministry of Health, Labour and Welfare “Emergency Order Under the Act on the Safety of Regenerative Medicine”
(April 21, 2026)

https://www.mhlw.go.jp/stf/newpage 72690.html

13 https://www.amt-law.com/asset/pdf/bulletins20 pdf/260331.pdf (March, 2026)
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2.2.2 Reporting of diseases, etc.

Article 17 of the Act stipulates that when the administrator of an institution providing regenerative
medicine learns of any matters relating to the occurrence of any diseases, disabilities, deaths, or
infectious diseases suspected to be caused by the provision of regenerative medicine as specified in the
provision plan for regenerative medicine, the administrator must report this to the certified committee
for regenerative medicine specified in that plan, pursuant to the provisions of the Order of the Ministry
of Health, Labour and Welfare. Article 18 of the Act further stipulates that such diseases, etc. must
similarly be reported to the Minister of Health, Labour and Welfare.

Although manufacturers of specific processed cells, specific nucleic acids, and related compounds are
not subject to the obligation to report diseases, etc., Article 107, Paragraph 1 of the Enforcement
Regulation provides that, if an event occurs that may have a serious impact on the safety of specific
processed cells, specific nucleic acids, and related compounds, they must take the necessary measures
and promptly report the matter to the institution providing regenerative medicine to which the specific
processed cells, specific nucleic acids, and related compounds manufactured by such manufacturer were
supplied, as well as to the Minister of Health, Labour and Welfare (serious incident report).

2.2.3 Emergency orders

When the Minister of Health, Labour and Welfare deems it necessary to prevent the occurrence or
spread of public health hazards caused by the provision of regenerative medicine, the Minister may
order the administrator of hospitals or clinics providing such treatment to temporarily suspend the
provision of such treatment or take other emergency measures to prevent such hazards (Article 22 of
the Act). Violations of such emergency orders, such as providing regenerative medicine, will be subject
to penalties (Article 59 of the Act).

Similarly, a person who manufactures specific processed cells, specific nucleic acids, and related
compounds may also be ordered to temporarily suspend production and take other emergency
measures (Article 47 of the Act). Violations of such emergency orders will be subject to penalties (Article
61, Paragraph 2 of the Act).

The purpose of establishing this emergency order system is to serve as an emergency measure to
prevent the occurrence or spread of harm. This is based on the premise that an improvement order, as
described later, would result in a time lag before safety can be ensured. The system aims to suspend the
provision of regenerative medicine and the manufacturing of specific processed cells, specific nucleic
acids, and related compounds, thereby rapidly cutting off the factors leading to the occurrence or spread
of harm. In other words, at the time an emergency order is issued, the issues regarding the quality or
safety of the regenerative medicine in question, or the causal relationship with a disease, etc., may not
necessarily be clear; it is standard practice for a detailed analysis of the facts and consideration of specific
countermeasures based on that analysis to take place after the emergency order.

2.2.4 Improvement orders

When the Minister of Health, Labour and Welfare deems it necessary to ensure the safety of and
bioethical standards for regenerative medicine technologies and the proper provision of regenerative
medicine, the Minister may order the administrator of an institution providing such treatment to revise
the plan for its provision and to take other necessary measures to ensure proper provision of
regenerative medicine, (Article 23, Paragraph 1 of the Act). When such administrator does not comply
with the order, the Minister of Health, Labour and Welfare may order the administrator to restrict the
provision of all or part of the regenerative medicine described in the provision plan for regenerative
medicine for a specified period (Paragraph 2 of the same Article). In addition, violations of such orders
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will be subject to penalties (Article 60, Paragraph 1, Item 6, and Article 62, Paragraph 6 of the Act).

Furthermore, similar improvement orders and other measures are also prescribed by law for business
operators that have obtained permission to manufacture specific processed cells, specific nucleic acids,
and related compounds (Article 35, Paragraph 1 of the Act) or business operators that have filed a
notification regarding the manufacture of such products (Article 40, Paragraph 1 of the Act). When the
structure and equipment of a manufacturing facility of specific processed cells, specific nucleic acids,
and related compounds fail to conform to the standards specified in Article 42 of the Act or Article 89
of the Enforcement Regulation, the Minister of Health, Labour and Welfare may order improvements to
the structure and equipment, or prohibit the use of all or part of the facility until such improvements are
made (Article 48, Paragraph 1 of the Act), and in case of violations of any provision of Chapter IV of the
Act or any order or disposition issued based on the provisions of Chapter IV of the Act, and the Minister
of Health, Labour and Welfare deems it necessary to ensure the safety of and bioethical standards for
regenerative medicine technologies and the proper provision of regenerative medicine, the Minister may
order the permitted manufacturer or notified manufacturer to take necessary measures to improve the
operation of its services (Paragraph 2 of the same Article). Violations of such orders prohibiting the use
of facilities (Paragraph 1 of the same Article), or improvement orders (Paragraph 2 of the same Article)
will be subject to penalties (Article 61, Paragraphs 3 and 4, Article 63, Paragraphs 2 and 3 of the Act).

Such improvement orders are issued when specific violations of laws and regulations, or violations of
orders or administrative dispositions, are found to exist, and it is determined that actual changes or
improvements are necessary; they are administrative dispositions with a purpose entirely different from
that of emergency orders.

Regenerative medicine is a field that has been attracting increasing attention and expanding in recent
years, but, as noted above, there have been numerous cases of administrative dispositions, making it
important to strengthen compliance with laws and regulations, including safety and quality control.
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