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PMDA Enters a New Stage on its 20th Anniversary

• Started with 3 main services, Relief Services for 

Adverse Health Effects, Product Reviews and Post-

marketing Safety Measures

• Organization with about 250 people

2014

April, 2004

April, 2024

While connecting with all 

around the world, realizing a 

world where everyone lives 

vividly and healthily

• Initiative to eliminate 

drug lag or device lag

• Strengthening safety 

measures

• Prompt relief services for 

adverse health effects

New start of PMDA

• Organization with more than

1000 people
• Every staff faces PMDA’ｓ 

Purpose in their work
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Study Group on Pharmaceutical Regulations to 
Strengthen Drug Discovery and Ensure Stable Supply 

（MHLW）

(only in Japanese) https://www.mhlw.go.jp/stf/shingi/other-iyaku_128701_00006.html

Considerations

Promotion of 

development

How to designate orphan drugs

Pharmaceutical reviews that contribute to promote development

of pediatric drugs

Clinical trials
Arrangement of necessity of Japanese data for approval review in Japan

Introduction of further efficiency in trials (ecosystem)

Post-market 

safety 

measures

Post marketing use-results surveys 

Use of real world data in regulatory affairs system

Quality Regulatory reviews on manufacturing methods of drugs

Information 

dissemination
Disseminating the information on Japanese regulatory system around the world

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

（Jul 10, 2023 – Mar 21, 2024）

Jul 10, 2023

Aug 7, 2023; Sep 13, Dec 
13, Feb 8, 2024

Jan 12, Mar 12, 2024

Nov 15, 2023

Oct 13, Nov 15, 2023

Mar 12, 2024
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Asia Office, Bangkok

Washington D.C 
Office

To be established 
FY2024

PMDA Central Office, 
Tokyo

PMDA’s 5th mid-term plan

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

PMDA’s International Hubs
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Thank you very much!!

Reference materials on development in 
Japan for overseas ventures

https://www.pmda.go.jp/files/000266927.pdf

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

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