Appendix 1

AGENDA
Date Tiem Agenda Speaker (TBD)
11/23/2024 All day Registration
11/24/2024 8:00-8:30 Sign in

Topic 1: GHWP Promotion of Global Medical Device Regulatory Convergence, Coordination,

11/24/2024

and Trust
8:30-9:00 Opening Remarks GHWP Leadership
Harmonization, Coordination, and Trustin | .. Guobiao Gao
9:00-10:00 Global Medical Device Regulation—
' ' GHWP Strategic Framework Towards GHWP SAB
2026 Member
Prof. Yingjun Wang
10:00-10:30 Promoting Industrial Innovation through
' ' Medical Devices Regulatory Science GHWP-GZA
President
10:30-11:00 Group Photo, Tea break
Dr. Milind Sabnis
Trends in Innovation for High-end Medical
11:00-11:30 Equipment Industry Head of Advisory,
Healthcare,
(industry/tech)
Frost & Sullivan
Miang
Tanakasemsub
Hot Topics and Development Trends in
11:30-12:00 | Global Regulation of High-end Medical | Head Of_ Regul_atory
Equipment Affairs, Asia
Pacific, Johnson &
Johnson Vision
12:00-14:00 Lunch

Topic 2: Regulation Requirements and Common Issues for Active Medical Devices in China

11/24/2024

14:00-14:40

Inovative Research on Clinical Trial

Center For Medical
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Pathways for Medical Devices

Device Evaluation,

NMPA

14:40-15:20

Encouraging the Innovation and
Development of Medical Devices —
Progress in the Technical Review of

Medical Devices

JunlLi;
Deputy Director ;

Center For Medical
Device Evaluation,

NMPA ;
Vice President,

Technical
Committee,

GHWP

15:20-15:50

15:50-16:30

Pre-marke Regulation of Active Medical

Devices

Liang Peng,
Deputy Director,
The 1st Evaluate

division,
Center For Medical

Device Evaluation,

NMPA

16:30-18:00

Seminar—Regulatory Innovation for
Innovative Medical Devices and Clinical
Trial Risk Identification

Department of
Medical Device
Registration,
NMPA;

Department of
Medical Device
Regulation,

NMPA,

Center For Medical
Device Evaluation,

NMPA

Topic 3: Innovation and Regulation in the Medical Robotics Industry

11/25/2024

9:00-9:30

Current Status and Trends of the Medical

Prof. Lining Sun,




Robotics Industry in China

School of
Mechanical and
Electrical
Engineering,

Univ. of Suzhou

9:30-10:00

Current Status and Trends of Medical
Robotics Regulation in China

Pengfei Yang,
Director,
The 2" Evaluate
division,
Center For Medical

Device Evaluation,

NMPA

10:00-10:40

Enriching Research and Development in
Medical Robotics for Clinical Translation

Prof. Bryan So,

GHWP Secretary-

General, Chinese

University of Hong
Kong

10:40-11:20

Current Status and Trends of the Medical
Robotics Industry in Global

Emily Li,

Sr Regulatory
Affairs Manager,
Medtronic Greater
China

11:20-12:00

Introduction to New Registration
Regulations for Active Medical Devices in
Saudi Arabia

Mr. Hanadi
Alousaimi, Senior
Scientific
Evaluation Expert,
SFDA

12:00-13:30

Lunch

Topic 4: Innovation and Regulation in the High-end Medical Imaging and Therapeutic

Equipment Industry

11/25/2024

14:00-14:30

High-end Medical Imaging Diagnosis and
Treatment Equipment and Technology

Mr. Yee Huang

Vice CEO,
Siemens China




Medical Imaging Equipment Registration

Alfred Kwek

14:30-15:00
in APAC Countries GHWP SAB
Member
Medical Gas System (MGS) — Essential Al-Khairi Mohd
Principles of Safety and Performance
15:00-15:40 P Y , Daud
(EPSP) — Standards for Demonstrating
Compliance GHWP TC WG8
Introduction to New Regulatory Guidelines Doan Quang Minh
15:40-16:20 | for Active Medical Devices Registration in
Vietham DAV
Dr. He Chao,
the founder,
16:20-17-00 The Road to Innovation and executive director,
' ' Internationalization of Surgical Robots and CEO of
Shanghai
MicroPort Medical
(Group) Co., Ltd.
Speakers from
Topic 3 and 4,
Representatives
17:00-18:00 Panel Discussion from Regulatory

Authorities of
Various
Countries/Regions

Topic 5: Innovation and Regulation in the Artificial Intelligence Medical Device Industry

11/26/2024

8:30-9:00

Current Status and Trends of the Artificial
Intelligence Medical Device Industry

Jyh-Ching Yaur

Vice CEO, Philips
Greater China

9:00-9:30

Frontline Developments in Al Medical
Devices and Digital Healthcare

Prof. Xiangmin Xu,
Vice President of
South China
University of
Technology

9:30-10:10

Standardization and Regulatory Issues of
AI/ML Based Medical Devices in Korea

Prof. Hwiyoung
Kim
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Yonsei University

, Korea
. _ _ _ Sirinmas
10:10-10:50 Introduction to Active Medical Device Katchamart
Regulation in Thailand
FDA THAI
Speakers from
Topic 5,
Representatives
10:50-11:50 Panel Discussion from Regulatory
Authorities of
Various
Countries/Regions
11:50-12:30 Graduation Ceremony
On-site Training
11/26/2024 | 14:00-18:00 On-site Training
2024/11/27 All Day Participants Depart




