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1. The JFTC announced the results of the review on the integration of
Torii Pharmaceutical’s pharmaceutical business by Shionogi

On May 28, 2025, the Japan Fair Trade Commission (“JFTC") issued a notice stating that it would not issue
a cease and desist order regarding the integration (“Transaction”) of TORIIl PHARMACEUTICAL CO., LTD.
(“Torii Pharmaceutical”) by Shionogi & Co., Ltd. ("Shionogi”, and together with Torii Pharmaceutical, the
“Parties”), and announced the results of its review". The Transaction involves Shionogi acquiring shares
in Torii Pharmaceutical through a tender offer and other means, and subsequently succeeding the
pharmaceutical business of Japan Tobacco Inc., the parent company of Torii Pharmaceutical, through an
absorption-type company split.

The Parties are engaged in the marketing of (a) corticoid agents, which are a type of steroid agent used
in dermatological treatments, and (b) drugs for treatment of mite-induced allergic rhinitis. Thus, the
issue was whether the Transaction would restrict competition in these pharmaceutical products.

1.1 Corticoid agents

With respect to corticoid agents, the JFTC defined the product market based on their rank (strength of
drug efficacy) in accordance with the approach described below?, and assessed whether the integration
would substantially restrict competition. It was determined that no substantial restrictions on
competition would arise as the Transaction met the safe harbor threshold for horizontal business
combination in such markets, or taking into account factors such as restraining influence from
competitors, competitive pressures from related markets, and competitive pressures from customers
including switching to generic products.

1.2 Drugs for treatment of mite-induced allergic rhinitis

Shionogi and Torii Pharmaceutical were both selling Actair and MITICURE, which are drugs for treatment
of mite-induced allergic rhinitis, in Japan under licenses granted by overseas licensors.

In defining the product market for the Transaction, while the JFTC referred, in principal, to the ATC Code
Level 3 classification (V1A) established by the European Pharmaceutical Market Research Association
(EphMRA), it declined to rely entirely on the ATC Code since this classification broadly includes allergen
preparations other than for mite-induced allergies and that there was no further segmentalized
classification (Level 4). Using the criterion that products with the same function and utility from the
perspective of consumers are to be defined within the same product category and in reference to the
treatment guidelines for allergic rhinitis3, the JFTC defined the market as "allergen preparations for mite-
induced allergies” independent from pharmaceutical products for pharmacotherapy for mite-induced
allergies on the ground that although pharmacotherapy and allergen immunotherapy can be regarded
as having a common function and utility in that they treat allergies of any severity levels from mild to

severe, it is only allergen immunotherapy that is expected to achieve a permanent cure or a long-term

1 https://www.jftc.go.jp/houdou/pressrelease/2025/may/250528kiketesu_st.html

2 Please also refer to the “Clinical Practice Guidelines for the Management of Atopic Dermatitis 2024" published
by the Japanese Dermatological Association.
https://www.dermatol.or.jp/uploads/uploads/files/guideline/ADGL2024.pdf? fsi=pEOD1xMs

3 Japan Society of Immunology, Allergology and Infection in Otorhinolaryngology, ed. Guidelines for the Diagnosis
and Treatment of Nasal Allergy : 2024 Edition (10th Revised Edition). KANEHARA, 2024.
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remission. The geographic market was defined as the entirety of Japan for both products. This approach
to market definition has also been applied in defining the product markets for other pharmaceutical
products4.
The Parties are the only companies that marketed allergen preparations for mite-induced allergies in
Japan and the market share after the merger would be 100% and it would be the sole market leader.
Competitive pressures from related markets, including pharmacotherapy, are limited and any other
pressures are not recognized such as entry from overseas or bargaining power of customers. Therefore,
the JFTC determined that the Transaction would substantially restrict the competition in the market for
the marketing of allergen preparations for mite-induced allergies.
Accordingly, in order to solve the competition law issues, the Parties proposed the following measures:
(@) Termination of the license agreement for allergen preparations for mite-induced allergies by
Shionogi;
(b) Handover assistance for the new licensee;
(c) Information firewall measures; and
(d) Appointment of a monitoring trustee
Shionogi terminated the license agreement with the licenser as of April 30, 2025 (as set forth in (a) above).
The licensor will seek a new licensee, and such licensee will emerge as a new competitor upon succeeding
to the marketing authorization from Shionogi. Until then, Shionogi will continue to perform its
responsibilities as a holder of the marketing authorization under the Act on Securing Quality, Efficacy
and Safety of Products Including Pharmaceuticals and Medical Devices, and assist the new licensee so
as to become a distributor with sufficient competitiveness (as set forth in (b) above). In addition, while
Shionogi will continue to have information such as pricing information of Actair, Torii Pharmaceutical, as
a company under the umbrella of Shionogi, will handle MITICURE, a competing product of Actair.
Accordingly, the Parties’ group will implement restrictions on access to Actair's pricing information and
other information as well as limitations on personnel transfers, in order to prevent unfair conduct under
the competition law (as set forth in (c) above). Whether the measures (a) through (c) are properly
implemented will be monitored by a monitoring trustee who is an independent professional (as set forth
in (d) above).
The JFTC concluded that, with implementation of the measures (a) through (d) above, the Transaction
will not substantially restrict competition, and therefore issued a notice to the Parties that it will not issue
a cease and desist order with respect to the Transition.

2. Revision of the JPMA Code of Practice

On May 22, 2025, the Japan Pharmaceutical Manufacturers Association ("JPMA") revised its Code of
Practice ("COP"). This is the first revision of the COP since 2019. In addition to aligning terminology and
organizing rules that have been enacted or amended since the last revision, various changes have been
introduced. The key points of the revision are outlined below.

Previously, the COP defined “promotion” as “not the so-called ‘sales promotion’ but ‘providing,
collecting, and communicating medical information to healthcare professionals, and promoting the

4 Examples: case 2 in 2007: merger between Mitsubishi Pharma Corporation and Tanabe Seiyaku Co., Ltd.
(https://www.jftc.go.jp/dk/kiketsu/jirei/h19mokuji/h19jirei2.html), case 1 in 2017: acquisition of shares in JCR
Pharmaceuticals Co., Ltd.by MEDIPAL HOLDINGS CORPORATION

(https://www.jftc.go.jp/dk/kiketsu/jirei/29nendo files/180606.pdf), etc.
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appropriate use and dissemination of prescription drugs based on such information’ ”. The revised COP,
reflecting the definition of “promotion” under the IFPMA Code of Practice® and the definition of
“marketing information provision” under the Guidelines for Prescription Drug Marketing Information

Provision®

, now defines promotion as “providing, collecting, and communicating medical information to
healthcare professionals, and promoting the appropriate use and dissemination of prescription drugs
based on such information, including all activities conducted by member companies that may influence
the prescribing decisions of healthcare professionals.” This revision clarifies that the scope of “promotion”
is extremely broad.

It is important to note that even activities that are not intended as sales promotion (e.g., exchange of
scientific information and legally mandated activities) may fall under the COP if they have the potential
to influence prescribing decisions of healthcare professionals. Whether an activity qualifies as
“promotion” is to be determined based on the nature of the activity itself, not the intent of the party
conducting it.

Additionally, the promotional code within the COP previously focused on the activities of Medical
Representatives ("MRs"). For example, Article 1 (Responsibilities of Member Companies in Promotional
Activities) previously stated that “Member companies shall bear full responsibility for their promotional
activities, including the conduct of their MRs,” and Article 2 was titled "Code of Conduct for MRs,”
stipulating that “MRs shall faithfully perform the following obligations...". Under the recent revision,
references to MRs, such as “including the conduct of MRs", have been removed from Article 1, and Article
2 has been retitled "Fundamentals of Promotional Activities.” The provisions now apply more broadly to
all officers and employees of member companies engaged in promotional activities. Given the increasing
involvement of departments outside of sales in conducting promotional activities, particularly Medical
Science Liaisons (MSLs), this revision clarifies that the entities responsible for conducting promotional
activities extend beyond the MR function.

Furthermore, the revised COP explicitly requires that, when commissioning tasks to researchers or
healthcare professionals, member companies must respect applicable rules governing contractors,
comply with relevant laws and the Fair Competition Code, and disclose compensation and other benefits
in accordance with the Transparency Guidelines. These changes formally underscore the importance of
complying with adjacent regulatory frameworks.

The revised COP will take effect on October 1, 2025.

3. Publication of the Q&A Regarding the Enforcement of the Clinical
Trials Act, etc

Following the amendment to the Clinical Trials Act, the "Q&A on the Enforcement of the Clinical Trials
Act, etc."”

Ministry of Health, Labour and Welfare. Set out below is an introduction to several of the Q&As relevant

was published on May 15, 2025 by the Health Policy Bureau and related divisions of the

> Any activity undertaken, organized or sponsored by a member company which is directed at HCPs to promote
the prescription, recommendation, supply, administration or consumption of its pharmaceutical product(s) through
all methods of communications, including the internet.

6 Provision of information in the expectation of promoting sales, for example by enhancing recognition of the name
or efficacy/safety of a specific prescription drug, regardless of whether it is performed actively or passively, and
includes raising awareness of diseases relating to efficacy or the effects of the prescription drugs (including that
which targets the general public).

7 https://www.mhlw.go.jp/content/10800000/001489054.pdf
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to the amendment. For details of the amendment to the Clinical Trials Act, please refer to the May issue
of this newsletter®.

3.1 Scope of Clinical Trials

Under the amended Clinical Trials Act, research using medical information or samples obtained as a
result of providing the most appropriate medical care for patients without controlling the presence and
degree of inspections, medications or other diagnosis, or medical practice for treatment for research
purposes (so-called observational studies) continues to be excluded from the scope of the Act. However,
the amended Act now includes the following within the scope of regulated clinical trials: “cases where,
in the use of such pharmaceuticals for diagnosis, treatment, or prevention of human disease, or affecting
the structure or function of the human body, additional inspections and other actions necessary to clarify
the efficacy or safety of pharmaceuticals (limited to those specified by an Ordinance of the Ministry of
Health, Labour and Welfare as imposing a significant burden on the person’'s mental or physical
condition).”

The recently published Q&A (No.1-12) reaffirms the long-standing interpretation that so-called
observational studies, in principle, do not fall under clinical trials, and further explains the scope of such
studies as follows:

“Without controlling the presence and degree of inspections, medications or other diagnosis, or medical
practice for treatment for research purposes” refers to not conducting acts that restrict treatment options
or patient allocation, or that involve additional inspections solely for research. “Providing the most
appropriate medical care for patients” refers, for example, to a physician determining and administering
medication or conducting inspections according to the individual patient's condition, and “medical
information or samples obtained as a result” refers to such data or samples acquired in the course of
such medical care.

In addition, a proviso has been newly added to the above in light of the amendment:

“However, if inspections involving needle punctures or other procedures that impose a significant burden
on the person are added for research purposes, such acts constitute interventions, and the study is subject
to the Clinical Trials Act.”

Furthermore, several examples are provided to illustrate cases that do and do not fall under the category
of clinical trials. For instance, it is noted that surveys collecting users’ opinions on the “ease of use” (e.g.,
ease of swallowing or applying) of designated pharmaceuticals or over-the-counter pharmaceuticals do
not fall under clinical trials (Q&A No. 1-8). It is also clarified that if a foreign physician conducts a study
corresponding to a clinical trial at an overseas institution upon request from a domestic pharmaceutical
company, such study is not subject to the Clinical Trials Act (Q&A No. 1-20).

8 https://www.amt-law.com/asset/pdf/bulletins20 pdf/250530.pdf
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3.2 Scope of Specified Clinical Trials

The amended Clinical Trials Act also revises the definition of “specified clinical trials.” Under the
amendment, even if a study involves off-label use of a pharmaceutical, it will not fall under specified
clinical trials if it is promoted by academic medical societies through the publication of guidelines for
the implementation of appropriate medical care, etc. or similar measures, or if the efficacy, effect, and
performance are within the scope of marketing authorization and its efficacy and safety for research
subjects are recognized, provided that the risk to subjects’ life and health is no greater than under the
authorized usage.

Relevant Q&A clarifications include:

B Even if the dosage exceeds the approved amount, if efficacy and safety can be established based
on results of clinical trials or pharmacokinetic analyses, it qualifies as “efficacy and safety for
research subjects are recognized” (Q&A No. 1-39).

B Examples of reliable domestic or international clinical practice guidelines include the National
Comprehensive Cancer Network (NCCN) Guidelines, the American Society of Clinical Oncology
Journal (ASCO) Clinical Practice Guidelines, the European Society of Medical Oncology (ESMO)
Clinical Practice Guidelines, the National Cancer institute PDQ® (NCI PDQ®).

B For specified clinical trials that are already ongoing at the time the amendment to the act
becomes effective, they must continue to be conducted as specified clinical trials even if they
meet the new exclusion criteria (Q&A No. 1-41).
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