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1. Release of Summary Report on the Amendments to the

Pharmaceuticals Act

On January 10, 2025, the Pharmaceuticals and Medical Devices System Subcommittee of the

Health Science Council released a summary report on the amendments to the Pharmaceuticals

Act' and regulatory revisions. After further review by the Ministry of Health, Labour and Welfare,

a draft amendment to the Pharmaceuticals Act is expected to be submitted to the ordinary

session of the Diet.

The details of the summary report are as follows:

1.1 Reinforcement of Quality Assurance and Safety Measures for Pharmaceuticals,

etc.

Amendments

Outline

Clarification of responsibility to ensure
quality by marketing authorization holders,
etc.

Inclusion of provisions regarding an order to change
responsible officers

Appointment of Quality Assurance Manager of

pharmaceuticals, etc.

Reinforcement of manufacturing control and quality
control by manufacturers of pharmaceuticals

Appointment of Safety Assurance Manager
and other post-marketing safety controls

Appointment of a Safety Control Manager, and
mandatory preparation of pharmaceutical risk control

plans, etc.

Clarification of the use of Real World Data for safety
measures

Mandatory registration of product codes, etc. in
product databases for pharmaceuticals and medical

devices, etc.

Revision of GMP compliance inspections

Implementation of risk-based compliance inspections

Expansion of the standard confirmation certificate
system for periodic compliance inspections

Streamlining of import verification system

Inclusion of provisions concerning exceptions to import
bans for companies that have been subject to

administrative penalties

Streamlining of National Certification

System

Permission of the sale of pharmaceuticals, etc. only by
documentary examination

Revision of the periodic reporting system
for infectious diseases

Change from periodic reporting to a risk-based

reporting system

5 Act on Securing Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical

Devices (Act No. 145 of 1960)




Revision of performance evaluation, etc.
based on the characteristics of in-vitro
diagnostics

Mandatory information collection, evaluation, and
reporting, and introduction of a mechanism for
rescindment of marketing authorizations

Revision of the requirements for
manufacturing supervisors of
pharmaceuticals, etc.

Revision of the requirements for manufacturing
supervisors of pharmaceuticals and manufacturing
supervisors for in-vitro diagnostics

Revision of the requirements for manufacturing
supervisors of biological products

Revision of the system for stable operation
of the registered certification system

Inclusion of provisions for the PMDA' to be present
during on-site inspections and for the suspension or
discontinuation of the service of registered certification

bodies

Major Amendments

(1) Order to change responsible officers

In order to address failure of responsible officers to remedy illegal conditions or illegal acts
initiated by responsible officers, it was decided that there should be provisions under the
Pharmaceuticals Act to permit the issuance of an order to change the responsible officers of
marketing authorization holders or manufacturers of pharmaceuticals, etc. ', when it is
particularly necessary to prevent the occurrence or spread of health hazards, including the
violation of laws and regulations on pharmaceutical affairs by any responsible officer.

(2) Appointment of Quality Assurance Manager, etc.

In order to ensure effective and appropriate management and supervision of pharmaceutical
manufacturers by marketing authorization holders of pharmaceuticals in view of the occurrence
of misconduct in the manufacturing and quality control of pharmaceuticals, it was decided that
the following should be expressly stipulated in the Pharmaceuticals Act: (i) marketing
authorization holders of pharmaceuticals are liable to regularly confirm and collect information
to ensure proper and smooth manufacturing and quality control at manufacturing facilities; and
(ii) the appointment of Quality Assurance Manager of pharmaceuticals as currently required
under the GQP Ordinance™. It was also decided that Quality Assurance Manager of marketing
authorization holders should be added to the list of responsible officers subject to such orders to
change as mentioned in (1) above.

(3) Reinforcement of manufacturing and quality control by manufacturers of pharmaceuticals
In order to address manufacturing and quality control-related misconduct caused by
prioritization of shipments and profit-seeking, it was decided that the standards currently set forth

'8 Pharmaceuticals and Medical Devices Agency
7 This refers to pharmaceuticals, quasi-pharmaceutical products, cosmetics, medical devices, in-vitro
diagnostics, or regenerative medicine products.
'8 Ministerial Ordinance on Standards for Quality Assurance for Drugs, Quasi-drugs, Cosmetics and
Medical Devices (Ordinance of the Ministry of Health, Labour and Welfare No. 136 of 2004)
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in the GMP Ordinance ', which regulates manufacturing and quality processes, should be
incorporated into the Pharmaceuticals Act as direct manufacturing and quality control
compliance requirements that are required to be met by manufacturers of pharmaceuticals.

(4) Appointment of Safety Control Manager and mandatory preparation of pharmaceutical risk
control plans, etc.

The appointment of a Safety Control Manager and the preparation of pharmaceutical risk control

plans? are currently set forth in the GVP Ordinance?', but it was decided that it should be

prescribed in the Pharmaceuticals Act. It was also decided that Safety Control Manager should

be added to the list of responsible officers subject to such orders to change as mentioned in (1)

above.

(5) Clarification of the use of Real World Data®? for safety measures

Given the usefulness of Real World Data, it was decided that it should be clarified that
reexaminations and post-marketing surveillance applications can be made based solely on Real
World Data.

(6) Revision of performance evaluation, etc. based on the characteristics of in-vitro diagnostics
Since the performance of in-vitro diagnostics that detect viruses can be affected by the mutation
of viruses, etc. after marketing authorization, it was decided that (i) information collection,
evaluation, and reporting by the marketing authorization holders should be required under law to
maintain performance assurance not only at the time of marketing authorization, but also at the
post-marketing stage, and (ii) a system similar to the reevaluation system for pharmaceuticals
should be established to allow for possible rescindment of marketing authorizations if
performance is not assured.

1.2 Supply of Quality-Assured Ethical drugs, etc.

Amendments Outline

of ethical drugs for stable supply as compliance items

Establishment of a system to ensure stable | Appointment of Stable Supply System Manager and
supply by marketing authorization holders | inclusion of provisions regarding necessary measures

Prompt identification, collection of | Prompt identification, collection of reports,

reports, and request for cooperation | request for cooperation concerning limited supplies of

' Ministerial Order on Standards for Manufacturing Control and Quality Control for Drugs and Quasi-
Drugs (Ordinance of the Ministry of Health, Labour and Welfare No. 179 of 2004)
20 See "Formulation and Publication of the Pharmaceuticals Risk Control Plan" (Pharmaceuticals and
Medical Devices Agency Notification No. 0318-2, Pharmaceuticals and Medical Devices Safety
Notification No. 0318-2, March 18, 2022)
21 Ministerial Ordinance on Standards for Good Vigilance Practice (Ordinance of the Ministry of Health,
Labour and Welfare No. 135 of 2004)
22 Electronic data collected in a real clinical setting that can be used to evaluate the safety and efficacy of
a patient's actual health status, medical information, and course of treatment.
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concerning limited supplies of ethical
drugs

ethical drugs

Relaxation of rules on inter-dealer transfers of medical
narcotics in limited circumstances

Measures to ensure stable supply of
Pharmaceuticals Secured

Stable Supply

Requiring

Designation of Pharmaceuticals Requiring Secured
Stable Supply, inclusion of provisions for requests by
the Minister of Health, Labour and Welfare, and
provisions

inclusion  of concerning mandatory

reporting, etc.

Improved access to overseas alternatives
in the event of supply shortages of
pharmaceuticals, etc.

Introduction of priority marketing authorization review,
etc.

Addition of medium-risk to categories for
change in manufacturing methods, etc.

Addition of medium-risk to categories for change in
manufacturing methods, etc. and addition of annual
reports

Inclusion of provisions for the possibility of individual
marketing authorizations for products that do not
conform to the Japanese Pharmacopoeia

Change from a certification system to a registration
system for certain manufacturing facilities

Monitoring using prescription drug supply
and demand data

Inclusion of provisions regarding the investigation of
electronic prescription management service data by
the Minister of Health, Labour and Welfare

Major Amendments

(1) Establishment of a system to ensure stable supply by marketing authorization holders of

ethical drugs

From the perspective of ensuring a stable supply system for ethical drugs, it was decided that (i)

provisions requiring marketing authorization holders to take measures to ensure a stable supply

in accordance with laws and regulations (ii)appointment of a Stable Supply System Manager, and

(iif) compliance with necessary measures for a stable supply (e.g., preparation of standard

operating procedures to ensure a stable supply system) should be

Pharmaceuticals Act.

included in the

(2) Prompt identification, collection of reports, and request for cooperation concerning limited

supplies of ethical drugs

With regard to the stable supply of ethical drugs, it was decided that the following measures,

which are currently regulated by notification or by de facto guidances, should be implemented: (i)

making it mandatory for marketing authorization holders to notify supply status reports and

limited supply reports to the Minister of Health, Labour and Welfare; (ii) including a provision that

the Minister of Health, Labour and Welfare may request marketing authorization holders or

wholesale distributors to submit reports on the status of manufacture and sales when there is a

risk of supply shortage; and (iii) including a provision that the Minister of Health, Labour and

Welfare may request necessary cooperation from marketing authorization holders, wholesale

distributors, medical institutions, or pharmacies, etc. if there is a risk of supply shortage.
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(8) Measures to ensure stable supply of Pharmaceuticals Requiring Secured Stable Supply

It was decided that the Minister of Health, Labour and Welfare may designate pharmaceuticals
that are essential for medical care and widely used, and for which efforts to ensure stable supply
are strongly required as "Pharmaceuticals Requiring Secured Stable Supply” (tentative name). In
addition, provisions to allow for the request of necessary measures to ensure a stable supply,
including the promotion of production (which is expected to be adopted for those equivalent to
Pharmaceuticals Requiring Secured Stable Supply A and B as currently designated by the
Stakeholders Council for Pharmaceuticals Requiring Secured Stable Supply), and the collection
of reports from marketing authorization holders to ascertain the supply-demand situation (which
expected to be adopted for those equivalent to Pharmaceuticals Requiring Secured Stable Supply
A, B, and C as currently designated by the Stakeholders Council for Pharmaceuticals Requiring
Secured Stable Supply) should be included in the Pharmaceuticals Act.

(4) Improved access to overseas alternatives in the event of supply shortages of pharmaceuticals,
etc.

In order to enable the use of alternatives distributed in foreign countries in the event of a supply

shortage of any approved pharmaceuticals, etc. in Japan that would have a significant impact on

medical care, it was decided that there should be an exception allowing preferential marketing

authorization screening of products distributed in foreign countries and allowing packaging with

foreign-language labels for a certain period of time.

(5) Addition of medium-risk to categories for change in manufacturing methods, etc. and addition
of annual reports
Since partial changes to authorized items currently require authorization from the Minister of
Health, Labour and Welfare, except for minor changes that only require notifications, product
modification and improvement may take considerable time. In view of the need to improve
products without falling behind the European Union and the United States, it was decided that a
system for approving partial changes in manufacturing methods and other medium-risk items
that do not have a significant impact on the quality of a product within a certain period of time
(estimated to be around 40 days) should be established. In addition, it was also decided that a
system to report the details of minor changes in manufacturing methods, etc. that have little
impact on quality to the Minister of Health, Labour and Welfare once ayear should be established.

1.3 Improvement of Drug Discovery and Regulatory Environments to Eliminate
Drug Lag and Drug Loss

Amendments Outline

pharmaceuticals duty of effort, etc.

Promotion of development planning for the | Inclusion of provisions under which a preparation of
elimination of drug losses in pediatric | pediatric pharmaceutical development plan will be a

authorization of pharmaceuticals, etc. for | stage, etc.

rare and serious diseases

Revision of conditional marketing | Grant of marketing authorization at the exploratory trial

12



authorization of pharmaceuticals, etc.

Clarification of the use of Real World Data | Revision to generalize the provisions concerning
for pharmaceutical applications attachments to the application for marketing

on the characteristics of regenerative | certain cases
medicine products

Exceptional permission to provide based | Permission of sales, etc. of non-compliant products in

Revision of standards for good clinical | Consideration of revision of GCP Ordinance?®, etc.

practices for pharmaceuticals

Major Amendments

(1) Promotion of development planning for the elimination of drug losses in pediatric
pharmaceuticals

Recognizing that pediatric pharmaceutical development is generally slow and that improvements

that have already been made? are still insufficient, it was decided that applicants seeking

marketing authorization for adult pharmaceuticals should be required to make an effort to

develop a pediatric pharmaceutical development plan.

(2) Revision of conditional marketing authorization of pharmaceuticals, etc. for rare and serious
diseases

The current conditional marketing authorization system? is intended to be applied to cases which
rely on the results of exploratory trials that have confirmed a certain level of efficacy or are in the
process of conducting verification tests. The number of marketing authorization under this system
has been low since the system was established. Therefore, it was decided that a revision to the
system should be implemented to allow for marketing authorization of products with high medical
needs, such as in cases of serious illness and lack of appropriate alternative treatments if the
clinical benefit of the product is reasonably foreseeable at the stage of exploratory trials. It was
also decided that a provision for rescindment of marketing authorization should be included in
the Pharmaceuticals Act.

(8) Clarification of the use of Real World Data for pharmaceutical applications

For the purpose of accepting Real World Data, in addition to materials acquired in clinical trial
results and other materials, it was decided that the provisions regarding attachments to
applications for marketing authorization of pharmaceuticals, etc. should be revised to more
generalwordings, such as "materials regarding the quality, efficacy and safety of pharmaceuticals,

etc.

2 Ministerial Ordinance on Good Clinical Practice for Drugs (Ordinance of the Ministry of Health and
Welfare Ordinance No. 28 of 1997)
2 For example, the establishment of a system for designation of pharmaceuticals for specific uses, and
extension of the reexamination period.
% A system whereby regulatory marketing authorization is granted based on the results of exploratory trials
without waiting for the results of verification tests for pharmaceuticals intended for rare and serious
diseases with high medical needs.
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(4) Revision of standards for good clinical practices for pharmaceuticals

In order to meet the need for patient access to medically necessary pharmaceuticals prior to their

marketing authorization, it was decided that amendments be made to the GCP Ordinance to

simplify the current procedures for expanded clinical trials (case reporting, monitoring, adverse

event reporting, handling of investigational medicinal product dossiers, etc.), and, in reference to

the single patient IND in the U.S., to introduce a simplified procedure for expanded clinical trials

targeting a single patient if a clinical trial notification has already been submitted for the relevant

pharmaceutical .

Regarding GCP compliance inspections, it was decided that the implementation of risk-based

inspections should be streamlined, the supervision of sponsors over a SMO % should be

strengthened, and further efficiency in clinical trials, including reducing the burden on those

involved in the trials, should be promoted.

1.4 Revision of Pharmacy Functions and Pharmacist Services and Promotion of

Proper Use of Pharmaceuticals

Amendments

Outline

Sales of pharmaceuticals through remote
management by pharmacists and others
using digital technology

Enable storage and delivery of pharmaceuticals under
remote control of pharmacists, etc.

Institutionalization of partial outsourcing
of dispensing operations

Institutionalization of partial outsourcing of dispensing
operations, etc.

Revision of pharmacy functions, etc.

Establishment of a certification system for health
support pharmacies, etc.

Revision of the system for providing

information on pharmacy functions

Changes to the reporting parties of the pharmacy
functional information provision system, etc.

Revision of sales categories and sales
methods of pharmaceuticals

General prohibition on the sale of ethical drugs without
a prescription

Addition of online medication guidance method for
pharmaceuticals requiring instructions, etc.

More stringent sales methods for pharmaceuticals that
have the potential for abuse, etc.

Clarification of sales method in guidelines while
maintaining the current system for categorizing OTC
pharmaceuticals

Revision of retention periods for

prescriptions, etc.

Extension of the retention period for prescriptions, etc.
to 5years

% Abbreviation for Site Management Organization, a clinical trial site support organization.
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Major Amendments

(1) Sales of pharmaceuticals through remote management by pharmacists and others using
digital technology

With the widespread use of real-time communication tools using video and audio, it was decided

that OTC pharmaceuticals should be allowed to be kept at stores which can be controlled by a

pharmacist remotely, and be delivered to purchasers in an environment where pharmacists are

available to provide consultation and service, even if the pharmacist is not physically stationed at

the store.

(2) Institutionalization of partial outsourcing of dispensing operations

In order to allow pharmacy pharmacists to focus on interpersonal services, it was decided that
partial outsourcing of dispensing services should be allowed with the marketing authorization of
the prefectural governors where the pharmacy is located.

(3) General prohibition on the sale of ethical drugs? without a prescription

It was decided that ethical drugs should, in principle, be sold on a prescription basis, and that
sales without a prescription in pharmacies should only be permitted in unavoidable cases that
meet certain conditions. However, it was also decided that appropriate measures should be taken
separately for Chinese herbal medicines and herbal medicines in view of their characteristics®.

The Ministry of Health, Labour and Welfare has taken the position that ethical drugs should in
principle only be supplied on a prescription basis, and had issued a notice® that efforts should
be made to "recommend necessary medical consultation" and that advertising to the general
public should be prohibited. However, on January 17, 2025, three pharmacies that sold ethical
drugs (other than Prescription Drugs) without prescriptions filed a lawsuit against the national
government claiming that the notice is unconstitutional.

(4) Addition of online medication guidance method for Pharmaceuticals Requiring Guidance

It was decided that online medication instructions should be available for Pharmaceuticals
Requiring Guidance, but face-to-face guidance should still be required for products where
physical confirmation of necessary information is considered necessary for their appropriate use.
These types of products should be excluded from the list of products that can be sold only by
providing information via online medication instructions.

27 Ethical drugs are drugs supplied for the purpose of use by or on the prescription or instruction of a
doctor or dentist. While certain ethical drugs are designated as Prescription Drugs and cannot be sold
without prescriptions, the law has been silent on whether a prescription is necessary for the sale of
ethical drugs that are not designated as Prescription Drugs.
2 Summary Report of the Study Group on the Marketing System of Pharmaceuticals" (January 12, 2024,
Study Group on the Marketing System of Pharmaceuticals)
https://www.mhlw.go.jp/content/11121000/001199663.pdf
2 "Re-acknowledgment of Sales Methods, etc. of Ethical drugs Other Than Prescription Drugs"
(Pharmaceuticals and Medical Devices Agency Notification No. 0805-23, August 5, 2022)
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https://www.mhlw.go.jp/content/11121000/001199663.pdf

2. NHI Price Revision for FY2025

On January 15, 2025, the General Assembly of the Central Social Insurance Medical Council

(Chuikyo) approved the NHI price revision policy for FY2025. In the past two NHI price revisions,

the NHI price for all pharmaceuticals was revised uniformly for items that exceeded 0.625x in the

average deviation (deviation rate: over 4.375%). This time, the scope of revision was set for each

category; the scope of revision for highly innovative new drugs and generics has been narrowed,

while the scope for long-listed drugs has been widened. In addition, for the first time in an interim

year revision, the deduction of the cumulative new drug creation additions will be implemented.

The scope of revision for each category is as follows:

to revision

(percentage)

Products New  drugs | Long-listed Generics Other Items
eligible for | other  than | drugs (8,859 items) | (4,390 items)
new drug | products (1,710 items)
creation and | eligible for
other new drug
additions creation and
(650 items) other
additions
(1,830 items)
Scope of | Average Average Average Average Average
revision deviation deviation deviation deviation deviation
rate: above 1x | rate: above | rate: above | rate: above 1x | rate: above 1x
(Deviation 0.75x 0.5x (Deviation (Deviation
rate: above | (Deviation (Deviation rate: above | rate: above
5.2%) rate: above | rate: above | 5.2%) 5.2%)
3.9%) 2.6%)
Number of | 60 1,000 1,500 5,860 900
items subject | (9%) (55%) (88%) (66%) (20%)

16




B A1 I9—DABIE. —BHSFEHRIEH THY  EARNENTRN\A X TEHY FEA. BEVEHESE
CTVRLES, TRt LE TOERG<IEB FTIVERT LD BRLLZLET,
This newsletter is published as a general service to clients and friends and does not constitute legal advice.

Should you wish to receive further information or advice, please contact the authors as follows:

B KT3I —DREZFF.LUTDEHYTY,
&L JAEE $i— (junichi.kondo_grp@amt-law.com)
HES FH FEEF (marina.asai@amt-law.com)

¥+ #H 35 (emiyokota@amt-law.com)

Authors:

Junichi Kondo ( junichi.kondo_grp@amt-law.com)

Marina Asai (marina.asai@amt-law.com)

Emi Yokota (emi.yokota@amt-law.com)

B - RAY-DREFLECHFEDSAICIE. SFHTIN SHVEDEICTEFRE TIVERTLIHME
WL 7zLET,

If you wish to unsubscribe from future publications, kindly contact us at General Inquiry.

B - A5-—DONYIFIN—F CESICTITEBVWEEITERT,

The back issues of the newsletter are available here.

A M T / S?PODIES'?'?SNBI!ORI www.amt-law.com


https://www.amt-law.com/professionals/profile/junichi-kondo/
mailto:junichi.kondo_grp@amt-law.com
https://www.amt-law.com/professionals/profile/marina-asai/
mailto:marina.asai@amt-law.com
https://www.amt-law.com/professionals/profile/emi-yokota/
mailto:emi.yokota@amt-law.com
https://www.amt-law.com/en/professionals/profile/junichi-kondo/
mailto:junichi.kondo_grp@amt-law.com
https://www.amt-law.com/en/professionals/profile/marina-asai/
mailto:marina.asai@amt-law.com
https://www.amt-law.com/en/professionals/profile/emi-yokota/
mailto:emi.yokota@amt-law.com
https://www.amt-law.com/contactus/
https://www.amt-law.com/en/contactus/
https://www.amt-law.com/insights/search/?date=&hosting=&insightsCategories%5b%5d=newsletters&issue=&keywords=&practiceLarge%5b%5d=life-sciences&tab=0
https://www.amt-law.com/en/insights/search/?date=&hosting=&insightsCategories%5b%5d=newsletters&issue=&keywords=&practiceLarge%5b%5d=life-sciences&tab=0

