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Action Plan for the Use of Al in Operations at the PMDA

During FY2025-2027, PMDA will proactively utilize artificial intelligence (Al) technologies
under the following policies;

N 1. Introduction of existing Al technology
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2. Introduction of specialized Al technology for PMDA’s key services: Techmical verification and
information gathering

y operations.

- The PMDA will verify and assess the utility of Al products in the administrative operations, as well as

[To commence in FY2025]
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For detailed action plans, timeline, and evaluation measures (news release):
https://www.pmda.go.jp/english/about-pmda/0023.html|
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PMDA Asia Office

Aim
To improve public health in Asian region
v by establishing regulatory infrastructure

with regulatory authorities in Asia
v’ by exchanging information with industry

v’ by supporting Asian clinical research networks | i B i “
Establishment: July 1st, 2024,  Jun Kitahara,
Activities (ESta blishment - Oct. 2025) In Bangkok, Thailand Head of PMDA Asia Office

* Meetings with Regulatory Authorities in ASEAN Countries
Indonesia BPOM, Malaysia NPRA and MDA, Philippine FDA, Thai FDA, Vietnam DAV and IVMDA

« Visitto 9 Hospitals and Academia

« More than 50 Meetings with Industries etc.

* More than 10 Presentations at Meetings including International Symposiums

Meeting with Thai FDA Visit to Ho Chi Ming City Oncology Industry-Government-Academia Meeting ATLAS-ARISE-PMDA
Hospital International Symposium



Venues of the MDSAP Forum

je-«g 2024 -
zozs MDSAP \_) 2026 MDSAP Forum

Forum

Date: June 15 (Mon) —June 20 (Fri), 2026
Location: Japan (TBD)

Participants: Up to 150/day (approx. 600
total)

MDSAP Forum has so far been held in North America, South America, and continental Europe.
For the Asia-Pacific region, Japan is hosting it for the first time.



Japan’s Outreach Activities on MDSAP
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Participated in the %ut,hlE::ist Asia {)
Regulatory Network (SEARN) Workshop” Up to 2024, in the ASEAN region, no

and carried out promotional activities
behalf of MDSAP. [February 2025, Sri
nka]

countries other than Singapore
participated in MDSAP.

Hosted the “ASEAN-Japan Medical Devices Regulator
Seminar 2025” and delivered a presentation on MDSAP. [Ma
2025, Indonesia]

Since 2025, Japan has been conducting outreach activities on MDSAP
for countries in the Asian region.



Thank you! PMDA

Making everyone’s lives brighter together

Making everyone’s lives brighter together

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

Sl

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.
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