PMDA-ATC & MHLW Webinar 2023 for SFDA

- Approval/registration system and Orphan drugs -

In order to make bilateral relations closer and more cooperative between the
Kingdom of Saudi Arabia and Japan based on the Memorandum of Cooperation between
SFDA and MHLW on Medical Products and the areas of cooperation under the Saudi Japan

VISION 2030, cooperation projects are prioritized.
As one of such prioritized projects, this seminar aims to deepen practical and

cooperative relations between regulators of the two countries.

Agenda
Date: November 28th, 2023 9:00-11:00 AST (15:00-17:00 JST)

Style: Virtual meeting
Moderator : Ayumi Endo

AST JST Sessions

09:00-09:05 15:00-15:05 Opening Remarks (Japan: Ayumi Endo)
Opening Remarks (Saudi Arabia: Mohammed Abuabah)

09:05-10:00 15:05-16:00 1. Approval/registration system including
expedited approval system
¢ Presentation by MHLW (Kenji Kuroiwa)
¢ Presentation by SFDA (Mohammed Aljammaz)

¢ Q&A

10:00 —10:55 16:00-16:55 2. Orphan drugs
¢ Presentation by PMDA (Shinichi Okudaira)

¢ Presentation by SFDA (Tareq Al-Quresheh)
¢ Q&A
10:55-11:00 16:55-17:00 Closing Remarks (Japan: Ayumi Endo)

SFDA: Saudi Food and Drug Authority
MHLW: Ministry of Health, Labour and Welfare

PMDA: Pharmaceuticals and Medical Devices Agency ea
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