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I. Amendments to the Act on Securing Quality, Efficacy and Safety of Products

Including Pharmaceuticals and Medical Devices (the “Pharmaceuticals Act”)

On 28 November 2024, it was reported that the Pharmaceutical and Medical Devices System

Subcommittee of the Health Science Council had agreed to revise the Pharmaceuticals Act in order to

ensure a stable supply of prescription drugs.

As a result of the amendments, marketing authorization holders for prescription drugs will be obliged to

(1) appoint a Stable Supply System Manager (tentative name), (2) create standard operating procedures

for ensuring a stable supply system (tentative name), and (3) submit reports on the supply situation in

the event of limited supplies or suspension of supply as well as reports on expected suspension of supply.

The government and the Ministry of Health, Labour and Welfare (the “MHLW”) have been working to

ensure a stable supply of prescription pharmaceuticals, including the following initiatives:

In March 2024, the governmentissued a notice requesting marketing authorization holders to report
onthe shortage of supply of prescription drugs, including reports on the supply situation and reports
on expected supply suspension (“Report on the Shortage of Supply of Prescription Drugs
(Request)” ). Based on this notice, the government would receive reports from marketing
authorization holders on the supply situation, including reports on limited shipments and supply

interruptions, and publish the situation on its website?2.

In March 2024, the MHLW published guidelines regarding the publication of information related to
the stable supply of generic drugs, and requested that generic drug manufacturers publish

information regarding supply on their websites.

In November 2024, the Cabinet approved a policy to ensure a stable supply of pharmaceuticals®.
The measures include: (1) support for companies that are working to establish a system for
increasing the production of necessary pharmaceuticals and companies that are working
systematically to improve productivity with the aim of eliminating inefficient production systems
involving low-volume, high-mix production; (2) establishment of a framework in which the
government will certify corporate initiatives to strongly encourage collaboration, cooperation and
restructuring among companies; (3) measures concerning pharmaceutical affairs and drug pricing;
(4) support for the development of domestic production facilities for follow-on biologics; and (5)

emergency support for companies that are working to establish a system for increasing the

" Policy No. 0328-2 of 28 March, 2024

2 https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/kouhatu-iyaku/04_00003.html

3 Comprehensive Economic Measures for the Safety of Citizens and Sustainable Growth (Cabinet
Decision of 22 November 2024)


https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/kouhatu-iyaku/04_00003.html

production of necessary pharmaceuticals in response to current supply problems.

The abovementioned initiatives introduced by the government and the MHLW were administrative-level
policies and guidance, but the amendments to the Pharmaceuticals Act have introduced regulatory

obligations with associated penalties.

Marketing authorization holders are currently required to appoint three key officers: a Marketing Director
(who is responsible for overall quality control and post-marketing safety management), a Quality
Assurance Manager (who is responsible for quality control operations), and a Safety Control Manager
(who is responsible for post-marketing safety management operations). One of the amendments to
Pharmaceuticals Act introduced the role of a Stable Supply System Manager in addition to the three key

officers and is intended to strengthen the management system for ensuring a stable supply.

Also, in terms of strengthening the management system, the Pharmaceutical and Medical Devices
System Subcommittee of the Health Sciences Council approved the introduction of an order to change
the responsible officer of marketing authorization holders and manufacturers with problems as a
security measure to ensure legal compliance into the Pharmaceuticals Act on 31 October 2024. The
responsible officer refers to the officer in charge of work related to pharmaceutical affairs laws and

regulations, and their names are specified in the application for business licenses and authorizations.

I1. Partial Revision of the “Guidelines for Voluntary Inspections and Product Design
for the Safety of Ingredients of Tablets and Capsules Type Food Products”, and the
“Guidelines for Good Manufacturing Practice (GMP) for Tablets and Capsules Type
Food Products”

In order to ensure the safety of foods in the form of tablets and capsules, the Consumer Affairs Agency
announced “Guidelines for Voluntary Inspections and Product Design for the Safety of Ingredients of
Tablets and Capsules Type Food Products” and the “Guidelines for Good Manufacturing Practice (GMP)
for Tablets and Capsules Type Food Products”, and the “Guidelines for Good Manufacturing Practice
(GMP) for Tablets and Capsules Type Food Products”* (The “GMP Guideline”) in March 2024. However,
following the outbreak of health problems caused by products containing Monascus purpureus (red

yeast rice), the amendment of the GMP Guideline has been announced as follows:

(1) Regarding the preparation of product standard documents as stipulated in the GMP Guideline,
specifications and testing methods for the equivalence/homogeneity of raw materials related to
microorganisms will be added.

(2) The “Guidelines for the Preparation of Product Standards for Food Products Containing
Microorganisms (Guidelines for Microorganisms)” will be added as an appendix to the GMP Guideline as
a guideline that manufacturers of food products containing microorganisms should refer to when
preparing product standards.

(3) In addition to the above, the content of the GMP Guideline will be re-organised and updated.

4 Policy No. 0311-2. of 11 March 2024



III. Administrative Order against Stealth Marketing

On 13 November 2024, the Consumer Affairs Agency issued an administrative order against a major
pharmaceutical company for violating the Act against Unjustifiable Premiums and Misleading
Representations (the “Act”).

The case concerned advertising through social networking sites (SNS) posts. The company that received
the order asked influencers to post about its products (supplements) on social networking sites and
provided them with compensation and products. The influencers then posted about the products on their
own social networking sites, where it was clearly stated that these posts were PR for the company. The
company went on to show excerpts of these posts on the company’s online shopping site, but the online
shopping site did notindicate that the posts were at the company's request and the posts were presented
as if the company had cited a third party consumer’s voluntary post.

Regarding the posting on the company’s own shopping site, the Consumer Affairs Agency stated that “it
is difficult for consumers to tell that it is a representation by the business operator”, and issued an

administrative order, including thorough measures to prevent a recurrence.

Hiding the fact that something is an advertisement is called “stealth marketing”. This typically includes
cases where companies ask third parties, such as influencers, to post on social media or write reviews
recommending the company’s product or service without revealing that they are requested by the
company to do so. Consumers will assume that a company's advertising or statements are somewhat
exaggerated and hyped, but if the advertising is misleading in that it appears to be the opinion of a third
party who is not relevant to the company, there is a chance that consumers will not see such exaggeration
and hype in the statement. For this reason, stealth marketing is listed as one of the prohibited
representations under Article 5(3) of the Act, which prohibits “any Representation by which any particular
relating to transactions of goods or services is likely to be misunderstood by general consumers and
which is designated by the Prime Minister as such, and considered likely to induce customers unjustly
and to interfere with general consumers' voluntary and rational choice-making?®.”

The advertisement in question was judged to fall under this designation, leading to the issuance of the
Order.

Along with the increasing impact of social networking services, the use of social networking services for
corporate advertising is on the rise, but companies need to be careful as this type of marketing is of a
different nature from other traditional advertising media, thus existing standard review procedures may

not fully cover its potential risks.

5 Designated by the Prime Minister as “labels that consumers find difficult to distinguish as those of a
business operator” (Cabinet Office Public Notice No. 19 of 28 March 2023)
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