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eI E&EE Agenda

Time Topic Speaker
09:00 — 09:30 Registration
09:30 — 09:40 | Welcoming Remarks Taiwan Food and Drug Administration (TFDA)
09:40 — 09:50 Souvenir Presentation and Photo Session
Nada Alkhayat
09:50 — 10:20 Update on Medical Device Policy Officer, Medical Devices, Directorate
’ ’ Regulations in the EU General for Health and Food Safety (DG
SANTE), European Commission, EU
Markus Wilti
10:20 — 10:50 Update on Medical Device Head of Division Medical Devices Vigilance,
' ' Regulations in Switzerland Swiss Agency for Therapeutic Products,
Switzerland
10:50 — 11:10 Break
Min Jung Kim
) . Team Leader, Medical Device Certification
11:10 - 11:40 Eg dafzt?;ngzdgsrlegewce Department, Renewal Certification Team,
gt National Institute of Medical Device Safety
Information, Korea
Thailand Medical Devices Chayane.e Ao ) . .
. . Pharmacist, Professional Level, Medical Device
11:40 —12:10 | Regulation Overview and o
Unpdates Control Division, Food and Drug
P Administration, Thailand
12:10 —13:30 Lunch
. . Graeme Tunbridge
) ) Notified Body Perspective on .
13:30 - 14:00 MDR/IVDR Implementation SVP'Global Regulatory and Quality, Regulatory
Services, BSI
The EU AI Act and Regulatory I;Ia;l a Aél}?ayat Medical Devi Di
14:00 — 14:20 | Developments in Digital aliey Wiieers, hesiel Deviees, DIEtorie
Health General for Health and Food Safety (DG
SANTE), European Commission, EU
Min Jung Kim
Regulatory Perspectives on Team Leader, Medical Device Certification
14:20 — 14:40 | Digital Medical Devices in Department, Renewal Certification Team,
Korea National Institute of Medical Device Safety
Information, Korea
14:40 — 15:00 Break
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swissdamed: Implementation Markus Wilti
15:00 — 15:20 and Practical Implications Head of Division Medical Devices Vigilance,
’ ’ for Medical Device Swiss Agency for Therapeutic Products,
Manufacturers Switzerland
Auditing Organization Graeme Tunbridge
15:20 — 15:40 | Perspective on MDSAP SVP Global Regulatory and Quality, Regulatory
Implementation Services, BSI
15:40 — 15:50 Break
15:50 - 16:10 Q&A
16:10 — 16:20 | Closing Remarks TFDA
4



