Appendix 1

Agenda of the 1* GHWP (Guangzhou) Academy Training

Date Time Contents Speakers
2024/5/26 All day Registration
Topic 1: GHWP Promotes Global Medical Device Regulatory Convergence,
Harmonization, and Reliance
9:00-9:15 Opening speech GHWP President
' ) President of GHWP
9:15-9:30 Guest speech (Guangzhou) Academy
9:30-10:00 Group photo
10-00-10-30 Global Medical Device Innovation and Chairman of GHWP
' ’ Development Trends (Guangzhou) Academy
2024/5/27 Driving Convergence, Harmonization and
10:30-11:00 Reliance of Global Medical Devices GHWP SAB Member
Regulatory: an overview of GHWP
11:00-11:30 |GHWP Strategic Framework Towards 2026 GHWP SAB Member
. . . . Head of Medical Device
13:30-14:30 Introduction t(;{Shll;aetsizrl;éIedlcal Device Registration Department of
gu NMPA
14:30-15-30 Introduction to the (?hmese Medical Device Head of CMDE
Evaluation System
16:00-17:00 Q&A on Chinese Med.lc.al Device Speakers of NMPA
Regulatory Policies
Topic 2: Innovative Trends Shaping the Future of Medical Device Industry
2:30-9-30 Global Regulatlgn Rehar}ce and Atlas of Head of Department of
Medical Devices . . .
Regulation and Prequalification
9:30-10:00 Q&A on WHO (RPQ), WHO
10:20-11:20 DevelopmeMn'; 3{%?}15 Ionf dthsi Asia-Pacific
USHY Head of APACMed
2024/5/28 | 11:20-11:50 Q&A on APACMed
13:30-14:30 DevelopmeAn;cn i‘fé\;ﬁl (;{f e‘[hie0 I1:/[edTech n
£ Executive Secretary of IACRC
14:30-15:00 Q&A on IACRC
15:20-16:20 Developmgnt Statu§ of Mld.dle East and Medical devices, Imaging, and
North Africa Medical Device Industry . . >
Diagnostics Trade Association
16:20-16:50 Q&A on MECOMED (MECOMED)




17:00-18:00

Panel Discussion 1-Medical Device
Products Benefit the People Around the
World

Representatives of WHO,
APACMed, IACRC,
MECOMED, and GHWP
Leadership\other GHWP
members\Representatives of the
Academy Council

Topic 3: A Series of Training on the Premarket Regulatory Framework of Medical

Device in the World

Regulatory Framework of Medical Devices

:30-10: IVDs (MDR IVDR) in E
8:30-10:00 | and IVDs ( %fior\l] ) in European Former member of the European
C ..
10-00-10-20 Q&A on Pre-Market Approval Policies in OMMISSIon
' ' EU
10-:40-12:10 Regulatory Framework of Medical Devices Head of Medical Devices
' ' and IVDs in Japan Evaluation Division, Ministry of
2024/5/2 O Q&A on Pre-Market Approval Policies in |  Health, Labor and Welfare
024/5/29 | 12:10-12:30 Japan (MHLW), Japan
13:30-15:00 Regulatory Framework of Medlcgl Devices Head of Surveillance and
and IVDs in Saudi Arabia ) . .
A on Pro-Market A 1 Policies i Biological Products Division,
15:00-15:20 | Q&A on Pre-Market Approval Policies in | g, 4i Food and Drug Authority
Saudi Arabia
Representatives of EU, Japan,
. . . . Saudi Arabia, and GHWP
15:40-17:40 Panel Dlscus]s)lé)&félggﬁzatlve Medical Leadership\other GHWP
y members\Representatives of the
Academy Council
8:30-10:00 Regulatory Framewqu of Med%cal Devices Director of Medical Device
and I'VDs in Indonesia .
A on Pro-Market A | Policies i Control, Ministry of Health
10-:00-10-20 Q&A on Pre-Market pproval Policies in Indonesia
Indonesia
10:40-12:10 Regulatory Framework of Medical Devices | Director of Policy, International
' ' and IVDs in Malaysia Affairs & Industry Facilitation
Division
12:10-12:30 Q&A on Pre-Market Approval Policies in Medical Device Authority,
U Malaysia Ministry of Health
Malaysia
2024/5/30 Representatives of Indonesia,
. . . Malaysia, China, and GHWP
13:30-15-30 Panel Discussion 3-ASEAN Countries Leadership\other GHWP

Regulatory Reliance Path

Members\Representatives of the
Academy Council

15:50-17:20

Interactive Communication 1-Workshop of
Special Task Group of Common Evaluation
Reliance

GHWP CERP

Interactive Communication 2- Interaction
between GHWP member representatives
and trainees

Representatives of GHWP
Member




Interactive Communication 3-Introduction National Medical Products
to the Annual Report on the Development off ~ Administration Institute of

Medical Device Industry in China 2023 Medical Economics
Topic 4: Onsite Practical Training of Innovative Medical Device Enterprises in
Guangdong
Onsite Practical Training of Innovative Medical Device Enterprises in
8:30-12:00
Guangdong

Topic 5 : Case Sharing: Going Global with Innovative Medical Devices

13:30-14:00 Showcase of Advanced Implantable and Interventional Medical Devices

14:00-14:30 Showcase of Artificial Intelligence Medical Devices
2024/5/31
14:30-15:00 Showcase of Medical Polymer Products
15:20-15:50 Showcase of Imaging Devices
15:50-16:20 Showecase of In vitro Diagnostic Products
16:20-16:40 Completion Ceremony
2024/6/1 Departure

Note: This program will be adjusted according to the preparation of the
training, please pay attention to the next round of notification of the
adjusted schedule and speakers.




