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Progress of Regulatory Collaboration by Japan

® After the establishment of PMDA (2004), PMDA has promoted regulatory harmonization and regulatory science.
® Based on its experience, PMDA strengthens cooperation with Asian countries (bilateral cooperation; ATC Training)
® Further, PMDA established Asia Office in order to enhance regulatory collaboration
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Work with Asian Countries

Economic growth Population growth Aging of society

- ® Public interest: innovative/high-quality pharmaceuticals and medical devices
® Expansion: Market for pharmaceutical and medical device

PMDA'’s Target (until 2029)

Strengthening the international capability to contribute and make proposal

Promotion of the strategic international activities including strengthening the ability to communicate
services and achievement of PMDA to the world and setup of the Asian and US offices

<

O Establish an Asian office
O _Work with the counterpart authorities directly
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Pharmaceuticals and Medical Devices

Development Ecosystem in Asia
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- Establish parallel and circulating support system
- Improve clinical development environment / strengthen regulatory capacity

- Establish Pharmaceuticals and Medical Devices Development Ecosystem in Asia

August 29th, 2024, Bangkok International Symposium for Asia Regulatory Coordination 4



PMDA and WHO Collaboration — Asia region

Strengthening collaboration
- Regulatory capacity building
in Asian Region

Promoting utilization of Reliance
- ASEAN Joint Assessment
- Bilateral Reliance Scheme
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PMDA’s Purpose

Making everyone’s lives brighter together

I”

We, PMDA, continue to create “Tomorrow’s Normal” together,
as a “life platform” that supports everyday life,
where everyone can feel peaceful and can lead vibrant and healthy lives
by PMDA’s “Safety Triangle” of review, safety and relief,
with “intelligence” weaved through science and information, and

with “human resourcefulness” accompanying

and bringing the world and the future into harmony.



Thank you for your attention

Please visit the PMDA website

https://www.pmda.go.ip/english/index.html
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