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1. Action Plan for Ensuring the Stable Supply of Prescription Drugs

The Ministry of Health, Labour and Welfare (“MHLW") has formulated and published the Action Plan for
Ensuring the Stable Supply of Prescription Drugs (the “Action Plan”)’. Disruptions in distribution during
the COVID-19 pandemic and the successive quality issues particularly affecting generic drugs have
caused ongoing supply shortages in medical-related supplies including drugs. The recent amendment
to the PMD Act? also identified this as one of the key pillars of the amendment.

1.1 Other Existing Measures Related to Stable Supply

Existing measures concerning the stable supply of drugs include:

B The reporting on expected supply shortage and the reporting on supply status®, which require
marketing authorization holders to report supply risks or shortages for prescription drugs in
general;

B Measures under the Infectious Disease Prevention Act that require reporting and collection of
information concerning certain infection control materials; and

B Collection of reports when supply shortages occur for certain drugs under the Medical Care Act.

In addition, for generic drugs, the Japan Pharmaceutical Manufacturers Association (JPMA) has
voluntarily established Guidelines on the Supply of Generic Drugs4.

Furthermore, under the amended PMD Act (which is yet to be enforced), marketing authorization holders
(MAH:s) of designated drugs (which generally correspond to prescription drugs) are required to appoint
a Supply System Control Manager and establish and maintain certain systems to manage and oversee
the supply framework. The report on expected supply shortage and the report on supply status have
been codified into law under the PMD Act. At the same time, amendments to the Medical Care Act
authorizes the MHLW Minister to request cooperation from MAHs, manufacturers, wholesalers,
pharmacies, hospitals, and clinics to ensure a stable supply. Additionally, the legal framework has been
established for "Designated Drugs Requiring Secured Supply” which is equivalent to the previously
designated "Stable Supply Drugs” under which the MHLW Minister is granted authority to issue directives
for preventing shortages and increasing production.

1.2. Action Plan for Addressing Supply Issues of Prescription Drugs

The Action Plan was developed to promote proactive efforts by all parties involved in the stable supply
of drugs to prevent supply disruptions and to organize appropriate responses in advance. Although
various measures to ensure stable supply already exist, this Action Plan serves as a comprehensive and
overarching guideline summarizing the approaches and action principles of each relevant stakeholder.

The Action Plan identifies risk scenarios such as natural disasters and conflicts, supply chain risks,
pandemics, quality problems, product rationalization or discontinuation for business reasons, and

1 https://www.mhlw.go.jp/content/001568784.pdf
https://www.mhlw.go.jp/content/001568785.pdf

2 https://www.amt-law.com/asset/pdf/bulletins20 pdf/250131.pdf (January, 2025)
https://www.amt-law.com/asset/pdf/bulletins20 pdf/250530.pdf (May, 2025)
https://www.amt-law.com/asset/pdf/bulletins20 pdf/250930.pdf (September, 2025)
3 https://www.mhlw.go.jp/content/001237391.pdf

4 http://www.fpmaj.gr.jp/news/ documents/2024/industry-0119.pdf
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market demand fluctuations. It further defines the expected actions of the government, MAHs,
wholesalers, and medical institutions/pharmacies under both normal conditions and during supply
disruptions. Manufacturers are expected to take part in ensuring a stable supply under the supervision
of the MAHs.
MAHSs are required to take the following nine actions when supply is stable regardless of the risk scenario
type:
1. Establishing a necessary framework for ensuring stable supply
Collecting and monitoring information on supply risks
3. Communicating and reporting supply information in accordance with relevant notifications and
guidelines
4. Ensuring manufacturing and quality management systems based on the PMD Act and related
laws
Managing production and inventory
Managing suppliers and contractors
Establishing logistics and transportation systems
Supplying products to the market appropriately
9. Providing employee training
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MAHSs are required to take the following seven actions when faced with disruptions in supply :
1. Collecting, monitoring, and analyzing supply risk information
2. Reporting to authorities (including the reporting on expected supply shortage and the reporting
on supply status; if the issue arises from the company’s own circumstances requiring regulatory
response, also report to the regulatory authority)
3. Notifying other MAHs (sharing information and requesting alternative supply in a manner
compliant with antitrust law)
Notifying wholesalers, academic societies, and medical institutions
Ensuring appropriate market supply
Resolving the supply issue

N o v oA

Reviewing the incident and implementing preventive measures

2.MHLW Notice Regarding Patent Linkage

On October 8, 2025, the MHLW issued a notice titled “Handling of Pharmaceutical Patents in Relation to
the Review and Pricing of Marketing Authorization for Generic Drugs and Biosimilars under the PMD
Act” (Joint administrative notice by the MHLW Health Policy Bureau’s Pharmaceutical Industry Promotion
and Medical Information Division and the Pharmaceutical Evaluation Division of the Pharmaceutical
Safety and Environmental Health Bureau) (the ”Notice")s.

2.1 Previous Framework

Patent linkage refers to a system in which regulatory authorities consider the potential infringement of
patents related to the brand-name drug when reviewing marketing applications for generic drugs.

Japan has no statutory provisions establishing a patent linkage system; rather, it has been implemented
administratively through MHLW notifications® at the stages of (i) marketing authorization application

5 https://www.mhlw.go.jp/content/001575895.pdf

6 "Handling of Pharmaceutical Patents in Relation to the Review for Marketing Authorization and NHI Drug Price
Listing of Prescription Generic Drugs” (MHLW Notice No. Isei-Keihatsu 0605001 / Yakushoku-Shinsa-Hatsu 0605014,
dated June 5, 2009)
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and (ii) drug pricing listing, as summarized below.

(1) At the Stage of Marketing Authorization Application
When reviewing an application for a generic drug, the following rules apply with respect to the
relationship between the planned approval date and the patents of the brand-name drug:

i) If a patent exists on the active ingredient of the brand-name drug such that manufacturing of
said active ingredient itself is not possible, the generic drug will not be approved.

ii) If patents exist only for certain indications, dosages or administration, a generic drug may be
approved for other indications or uses not covered by the patent, but approval will not be
granted for patented indications or uses.

The PMDA conducts review based on Pharmaceutical Patent Information Reporting Forms submitted
by brand-name drug manufacturers. Submission of this form is voluntary, and its content is not
publicly disclosed.

(2) At the Stage of NHI Drug Price Listing

If a generic drug manufacturer wishes to apply for NHI drug price listing of a product that may involve
potential patent disputes, prior coordination with the brand-name drug manufacturer is required.
However, even if such coordination fails, the listing is granted upon the generic drug manufacturer’s
request for listing.

2.2 Content of the New Notice

While the new Notice does not substantially change the overall structure of the patent linkage
framework, it introduces the following updates:

(1) The previous framework, which only referred to prescription drugs, is now explicitly extended to cover
biotechnology-derived drugs and biosimilars.

(2) The process for submitting Pharmaceutical Patent Information Reporting Forms by brand-name drug
manufacturers or patent holders is now specified in detail as follows:

W If substance or use patents exist for the active ingredient of the brand-name drug, the patent
holder or originator manufacturer must submit the reporting form before the end of the re-
examination period.

B If new substance or use patents are registered after the re-examination period, the reporting
form must be submitted within 30 days from the publication date of the patent gazette.

B The submission shall be made to the Pharmaceutical Evaluation Division of the MHLW
Pharmaceutical Safety and Environmental Health Bureau.

Japan's patent linkage system currently lacks a statutory basis and operates solely at the administrative
level. The lack of clarity in the regime has been criticized, and patent disputes still frequently arise after
generics enter the market. Because of these shortcomings, potential reforms including the introduction
of an expert committee system are under discussion. Further developments in this area should be closely
monitored.
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