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PMDA Enters a New Stage on its 20" Anniversary

April, 2024

New start of PMDA
» QOrganization with more than

1000 people
d ~+ Every staff faces PMDA' s
2014 « [nitiative to eliminate Purpose in their work .

drug lag or device lag
« Strengthening safety

m eaS u reS When/Where/What
« Prompt relief services for
adverse health effects iy

_ « Started with 3 main services, Relief Services for
April, 2004 agyerse Health Effects, Product Reviews and Post-
marketing Safety Measures
« Qrganization with about 250 people
Pharmaceuticals and Medical Devices Agency

While connecting with all
around the world, realizing a
world where everyone lives
vividly and healthily

Making everyone’s lives brighter together Brand message

Reason for existence
Purpose

Mid-term Target/ By when,
Mid-term Plan aim for where, and

hat t
Annual Plan whekio:d

Code of Conduct

(Code of Ethics) 4Fs Culture How to actualize it

Our universal values
(The foundation of our organization)

PMDA’s Principle




Study Group on Pharmaceutical Regulations to
Strengthen Drug DISCO(VI\%rI—}I/LaVr\]/()j Ensure Stable Supply

(Jul 10, 2023 — Mar 21, 2024)

Considering the pharmaceutical affairs requlations in order to eliminate drug loss
issues, ensure stable supply and accelerate pediatric drugs development

Considerations

HNROSTIPV Rl How to designate orphan drugs Jul 10, 2023
Pharmaceutical reviews that contribute to promote development _

development L
of pediatric drugs ) Aug 7, 2023: Sep 13, Dec

Clinical trials Arrangement of necessity of Japanese data for approval review in Japan = 13, Feb 8 2024
Introduction of further efficiency in trials (ecosystem) — Mar 12, 2024

Post-market Jan 12, Mar 12, 2024

Post marketing use-results surveys

S Use of real world data in regulatory affairs system

measures

Oct 13, Nov 15, 2023

Regulatory reviews on manufacturing methods of drugs Nov 15, 2023

Information

. . .. Disseminating the information on Japanese regulatory system around the world
'] dissemination

iticals and Medical Devices (only in Japanese) https://www.mhlw.go.jp/stf/shingi/other-iyaku_128701_00006.htm|




PMDA'’s International Hubs

To be established
FY2024

IIANARANY

Washington D.
Office

Establishment of PMDA'’s international hubs
to enhance international contribution/capability for regulatory proposal

'H'n“ Pharmaceuticals and Medical Devices Agency PMDA's 5th mid-term plan




Thank you very much!!

Please also see below information on the support of development in Japan

Reference materials on development in
Japan for overseas ventures

PMDA'’s support to
Venture companies
Pharmaceuticals and

Japanese
@ citizens @
Medical Devices Agency

® ©

https://www.pmda.go.jp/files/000266927.pdf
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Regenerative Medical Products

1. Regulatory Framework

Regenerative medicine, which is expected to overcome intractable and serious diseases, is expected to play an
important role in conventional madicine warldwide. The Japaness government must implement comprehensive
policies to promote the developmeant of regenerative medicine, inform the public, and increase public acceptance,
and ensure that medical professionals and investigatars cooperats with the policies. In this background, two

regulatory framewaorks for regenerative medicine, “The Act on the Safety of Eegenerative Medicine a1 " (ASRM)

and the “Pharmacesuticals, Medical Devices, and Other Therapeutic Products Act a1 " (PMD Act), came into effect

in Movember 2014, The ASEM sets out legal regulations not anly for research, but also for the daily medica

practice of cell therapy, which had previously been undar the jurisdiction of the Medical Practitioners’ Act 7] and

the Medical Care Act 71 .
The PMD Act regulates the commearcialization of regenarative medical products. Regensarative medical products in

the PMD Act are defined as:
a. Processed (mare than minimal manipulation) live human/animal cells that are intended to be used for eithar

o reconstruction, repair, or formation of structures or functions of the human body

https://www.pmda.go.jp/english/review-services/reviews/0003.html
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