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1. Revision of the “Guidelines to Be Observed by Distribution-Related
Parties for the Improvement of Distribution of Prescription Drugs”

On December 15, 2025, the 41st meeting of the Conference on the Improvement of Distribution of
Prescription Drugs (the “Conference”) was held, and a draft revision (the “Draft Revision”) of the
“Guidelines to Be Observed by Distribution-Related Parties for the Improvement of Distribution of
Prescription Drugs” (the “Guidelines”) was published. The Draft Revision is scheduled to come into effect
on March 2, 2026, taking into account the comments submitted during the public consultation period,
which was conducted from January 21 to February 9, 2026.

1.1 Background to the Revision of the Guidelines

The background to the revision of the Guidelines includes the following circumstances:

In the 2025 amendment to Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices (the "PMD Act”), provisions were introduced to ensure the stable
supply of prescription drugs, including obligations for marketing authorization holders to notify
authorities of shipment suspensions and other measures, as well as the authority to issue instructions to
prevent supply shortages.

In addition, rising prices and other recent economic developments have increased the costs necessary
to maintain the stable supply of prescription drugs, significantly changing the distribution environment.
In light of these environmental changes, the revision to the Guidelines was made from the perspective
of ensuring continued stable supply of pharmaceuticals even under inflationary conditions, by improving
distribution efficiency and establishing a sustainable foundation for stable supply systems, while also
taking distribution costs into consideration.

1.2 Contents of the Draft Revision

The Draft Revision adds, in general, the following points to the existing Guidelines:

B Itis expressly stated that when manufacturers set appropriate final costs based on appropriate
primary wholesale prices (shikirika), they must also take into account the actual costs
necessary for stable manufacturing, marketing, and supply of pharmaceuticals (including labor
costs reflecting price levels and distribution costs).

To this end, manufacturers are encouraged to collect in advance information from their
wholesale business partners regarding the actual conditions of pharmaceutical supply
activities in transactions with insured medical institutions and insured pharmacies.

Wholesale distributors are likewise encouraged to share, as necessary, with their
manufacturing partners information on on-site conditions identified during price negotiations
with insured medical institutions and insured pharmacies.

B With respect to rebates (discount returns), it is stipulated that, based on sufficient consultation
between manufacturers and wholesalers, operational standards should be clarified early
through contractual arrangements.

B Previously, manufacturers were required to present wholesale prices promptly after the official
drug price listing. Under the Draft Revision, they are now expected, in principle, to do so within
seven days.

1 https://www.mhlw.go.jp/content/10807000/001611608.pdf (December 15, 2025)
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B The scope of pharmaceuticals subject to single-item, single-price negotiations has been
revised. The previously designated “Category A Stable Supply-Ensured Pharmaceuticals” have
been replaced, in line with the PMD Act amendment, with “Important Supply-Secured
Pharmaceuticals” (corresponding to the former Category A and B Stable Supply-Ensured
Pharmaceuticals). In addition, for products subject to repricing due to unprofitability, the
application of single-item, single-price negotiations is limited to a period up to two years from
the date such repricing takes effect. However, even after the two-year period has elapsed,
single-item, single-price negotiations are to continue so as to prevent regression in
distribution improvements.
B The Draft Revision also provides examples of negotiations that do not constitute single-item,
single-price negotiations, even if transaction prices are set on a product-by-product basis with
counterparties. These include:
® negotiations using an overall discount rate;
® negotiations using a benchmark such as a nationwide lowest price;
® negotiations using a benchmark price that does not take into account regional differences
such as delivery costs, purchase volume, payment terms, returns, urgent deliveries, or other
transaction conditions, and which result in unilateral price determination at that benchmark
price; and

@ price negotiations conducted by an intermediary that collectively undertakes negotiations
for affiliated facilities with different legal entities or sole proprietors, where regional
differences and transaction conditions of each facility are not considered, or where
confirmation with each affiliated facility is not carried out.

2. Publication of the “Recommendations on Intractable and Rare Diseases
Based on a Survey of Challenges Faced by Healthcare Professionals”

On February 6, 2026, the Initiative on Rare and Undiagnosed Diseases, the Rare Disease Consortium
Japan ("RDCJ"), and the Japan Pharmaceutical Manufacturers Association (“JPMA") jointly prepared and
published the “"Recommendations on Intractable and Rare Diseases Based on a Survey of Challenges
Faced by Healthcare Professionals” (the “Recommendations”)?. The Recommendations summarize
directions for resolving issues identified through the “Survey on Challenges Faced by Healthcare
Professionals in Rare Diseases,” which was conducted by the three organizations in 2024.

With respect to rare diseases, various challenges have been identified, including delays in research and
development of treatments, lengthy time to definitive diagnosis, limited treatment options, and
insufficient social awareness and support. Against this background, the Recommendations identify key
issues that pharmaceutical companies should address from three perspectives: disease awareness and
information provision to patients, strengthening early diagnosis systems, and accelerating research
and development. The Recommendations also highlight issues to be addressed collaboratively by
stakeholders from the perspectives of expanding opportunities for training specialized professionals
and patients and their families, and provide specific proposals for each issue.

2 https://www.jpma.or.jp/news_room/release/2026/260206.html (Japan Pharmaceutical Manufacturers Association,
February 6, 2026)
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2.1 Issues and Recommendations Regarding Disease Awareness and
Information Provision to Patients

In the field of intractable and rare diseases, it has been noted that opportunities and means to deepen
awareness and understanding of such diseases are limited not only for patients and their families but
also for healthcare professionals. While there are calls for accurate and impartial information provision,
in cases where only one treatment option exists, disease awareness activities carry a heightened risk of
being misconstrued as advertising, which makes information dissemination difficult.

In light of this, the Recommendations state that pharmaceutical companies play a role in complementing
information provided by healthcare professionals and should contribute, to the greatest extent possible,
to closing perception gaps among stakeholders and accelerating collaboration by enhancing awareness
and understanding of rare diseases among healthcare professionals, patients, and families.

Examples of specific initiatives include the continued holding of symposia organized by JPMA and the
establishment of neutral, cross-sector platforms bringing together industry, patients, academia,
government, and civil society stakeholders, as implemented by RDCJ. The Recommendations also
propose clarifying the boundary between disease awareness and advertising and supporting
pharmaceutical companies in correctly understanding relevant regulations, thereby creating an
environment that enables smooth disease awareness activities while ensuring compliance.

In addition, while treatment options for intractable and rare diseases are limited and access to clinical
trial information may directly relate to treatment opportunities, advertising of unapproved
pharmaceuticals is prohibited under Article 68 of the PMD Act, and the name of investigational drugs
and their indications/effects generally may not be disseminated to the public. Regarding this point,

"3 it has been

under the guidance titled “Handling of Information Provision Related to Clinical Trials,
confirmed that certain information will not constitute advertising if it meets certain conditions including
clear separation from promotional activities and limitation to information registered in the Clinical
Research Submission and Disclosure System (the "jRCT”). Furthermore, at the Pharmaceutical and
Medical Devices System Subcommittee of the Health Sciences Council, a policy direction has been
indicated to clarify the scope of "advertising” under the PMD Act so that, for the purpose of recruiting
clinical trial participants, information including the name of investigational drugs and trial codes may be
proactively disseminated, subject to certain conditions (such as limiting the information to that necessary
for recruitment and only during the trial period)*. New platforms such as the “Nanbyo-Chiken Web"®
have also been launched. The Recommendations state that efforts will continue to further develop jRCT

and provide accurate, accessible, and easy-to-understand information.

2.2 Issues and Recommendations Regarding Strengthening Early Diagnosis
Systems

For intractable and rare diseases, early diagnosis is often not achieved due to extremely low incidence
rates, insufficient knowledge among healthcare professionals, and inadequate coordination and
information sharing across medical departments and institutions.

In response, the Recommendations emphasize the importance of strengthening early diagnosis systems
through expansion of newborn mass screening programs. To achieve this, it is proposed that the
effectiveness and social significance of established treatments be widely communicated, research and

3 https://www.mhlw.go.jp/content/001048483.pdf) (Yakusei-Kanma No.0124-1, January 24, 2023)
4 https://www.mhlw.go.jp/content/11121000/001521143.pdf (Ministry of Health, Labour and Welfare, July 23, 2025)
> nanbyo-chiken.nibn.go.jp (Nanbyo-Chiken Web)
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development be promoted to enhance testing technologies and improve capacity to address new
diseases, and collaboration among government authorities, medical institutions, and research
institutions be strengthened.

2.3 Issues and Recommendations Regarding Accelerating Research and
Development

Given the limited treatment options for intractable and rare diseases, the importance of promoting
treatment development and drug discovery has long been emphasized and is met with high expectations.
Accordingly, the Recommendations propose promoting industry—academia collaboration, developing
and utilizing disease-specific registries, and reviewing the drug pricing system.

2.4 Other Issues and Recommendations

In the rare disease field, shortages in specialized human resources, awareness, and knowledge have been
identified as challenges. The Recommendations therefore propose developing systematic education
programs, establishing mechanisms to enhance workforce mobility and career development, and
strengthening international collaboration to promote personnel and information exchange, with the aim
of cultivating experts specializing in rare diseases.

From the perspective of patients’ families, who face challenges such as difficulty accessing necessary
information and insufficient social understanding and knowledge, the Recommendations further
propose promoting initiatives to facilitate information provision and collection, enhance public
awareness, and provide practical support.
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