Appendix 1

Agenda of The 1%t GHWP (Guangzhou) Academy Training

Date Time Contents Speakers Participants | Venue
2024/5/ . .
2 All day Registration Hotel
o Lecture
8:30-9:00 Sign in
Hall B13
Topic 1: GHWP Promotes Global Medical Device Regulatory Convergence,
Harmonization, and Reliance
GHWP Chair, Deputy
Commissioner of NMPA
Jinghe Xu
9:00-9-30 Oven N All Lecture
:00-9: ening speec Chair of GHWP
perine sp participants | Hall B13
(Guangzhou) Academy, Vice
President of SCUT
2024/5/ Yong Xu
27 | 9:30-10:00 Group photo
President of GHWP
Global Medical
. . (Guangzhou) Academy,
10:00-10:30 |Device Innovation and
Professor of SCUT
Development Trends o
Yingjun Wang
Driving Convergence, All Lecture
o GHWP SAB Member, Party .
Harmonization and participants | Hall B13
) Secretary of Center for
Reliance of Global . , .
10:30-11:00 Medical Device Evaluation,

Medical Devices
Regulatory: an
overview of GHWP

NMPA

Guobiao Gao




GHWP SAB Member, Baxter

15 Council Meeting

GHWP Strategic ] ] )
Vice President of Quality and
11:00-11:30| Framework Towards ]
Regulatory Affairs
2026
Tran Quan
11:30-13:30 Lunch
Introduction to Director of Medical Device
13:30.14:30 Chinese Medical Registration Department of All Lecture
. . Device Registration NMPA participants | Hall B13
Regulations Ling Lu
Introduction to the Director of Center for
14:30-15:30 Reform of Chinese | Medical Device Evaluation, All Lecture
' . Medical Device NMPA participants | Hall B13
Evaluation System Lei Sun
15:30-16:00 Tea break
Q&A on Chinese | Speakers of Medical Device
16:00-17-00 Medical Device  |Registration Department and All Lecture
. . Regulatory Policies | Center for Medical Device | participants | Hall B13
and Evaluation Evaluation, NMPA
Collaborative
Empowerment—
Forum on Innovative
Medical Devices Council
18:00-20:00 NMPA B12-504
Embracing the World members
and GHWP
(Guangzhou) Academy

2024/5/
28

Topic 2: Innovative Trends Shaping the Future of Medical Device Industry

8:30-9:30

Global Regulation
Reliance and Atlas of

Medical Devices

Unit Head, Regulation and
Safety, WHO

Agnes Sitta Kijo

All
participants

Lecture
Hall B13




Unit Head, Regulation and

All Lecture
9:30-10:00 Q&A on WHO Safety, WHO o
' . participants | Hall B13
Agnes Sitta Kijo
10:00-10:20 Tea Break
Development Status of
APACMed CEO All
10:20-11:20|  the Asia-Pacific o o
Harjit Gill participants
MedTech Industry
APACMed CEO All Lecture
11:20-11:50| Q&A on APAC Med o o
Harjit Gill participants | Hall B13
11:50-13:30
Development Status of|  Executive Secretary of
All Lecture
13:30-14:30 the MedTech in IACRC
_ . N participants | Hall B13
American Region Sandra Ligia Gonzalez
Executive Secretary of
All Lecture
14:30-15:00f Q&A on IACRC [ACRC o
o participants | Hall B13
Sandra Ligia Gonzalez
15:00-15:20 Tea break
Development Status of| Medical devices, Imaging,
15:20-16:20 Middle East and North| and Diagnostics Trade All Lecture
' | Africa Medical Device| Association (MECOMED) | participants | Hall B13
Industry Rana Chalhoub
Medical devices, Imaging,
and Diagnostics Trade All Lecture
16:20-16:50 | Q&A on MECOMED o o
Association (MECOMED) | participants | Hall B13
Rana Chalhoub
16:50-17:00 Set-up lecture hall
) ) Representatives of WHO,
Panel Discussion 1-
APACMed, IACRC, All Lecture
17:00-18:00 Medical Device o
MECOMED, and GHWP | participants | Hall B13

Products Benefit the

Leadership\other GHWP




People Around the

members\Representatives of

2024/5/
29

World Targeted invited
Topic 3: A Series of Training on the Premarket Regulatory Framework of Medical
Device in the World
) Former member of the
Introduction to the EU o
‘ ‘ European Commission,
Medical Device All Lecture
8:30-10:00 ) ) ) Former Head of the Czech o
Registration Policy - o participants | Hall B13
Ministry of Health
MDR and IVDR '
Erik Hansson
Former member of the
Q&A on Pre-Market | European Commission,
o All Lecture
10:00-10:20| Approval Policies in | Former Head of the Czech o
o participants | Hall B13
EU Ministry of Health
Erik Hansson
10:20-10:40 Tea break
) Head of the International
Korean Medical
) ) ) Affairs Team of the Korean
Device Registration ) ) All Lecture
10:40-12:10 _ Medical Device Industry .
Review Process and o participants | Hall B13
) Association
Requirements
Sunny Woo
Head of the International
Q&A on Pre-Market | Affairs Team of the Korean
o _ , All Lecture
12:10-12:30| Approval Policies in | Medical Device Industry .
o participants | Hall B13
Korean Association
Sunny Woo
12:30-13:30 Lunch
Saudi Arabia Medical | Standards & Regulation
13:30-15:00 Device Registration Expert, Saudi Food and All Lecture
' ' Review Process and Drug Authority participants | Hall B13
Requirements Fajer Alkusair




Q&A on Pre-Market

Standards & Regulation

o Expert, Saudi Food and All Lecture
15:00-15:20| Approval Policies in . .
Drug Authority participants | Hall B13
Saudi Arabia ) )
Fajer Alkusair
15:20-15:40 Tea break
Representatives of EU,
. _ Korea, Saudi Arabia, and
Panel Discussion 2- )
. . GHWP Leadership\other All Lecture
15:40-17:40| Innovative Medical o
_ . GHWP participants | Hall B13
Device Policy .
members\Representatives of
Targeted invited
Indonesian Medical _ o
) ) ) Indonesian Ministry of
Device Registration All Lecture
8:30-10:00 ) Health o
Review Process and _ participants | Hall B13
) Anita Nu
Requirements
Q&A on Pre-Market Indonesian Ministry of
S All Lecture
10:00-10:20| Approval Policies in Health .
. . participants | Hall B13
Indonesia Anita Nur
10:20-10:40 Tea break
Assistant Director of Pre
2024/5/ Malaysian Medical o . .
) ) ) Listing Registry, Medical
30 Device Registration ) o All Lecture
10:40-12:10 . Devices Bureau, Ministry of .
Review Process and ‘ participants | Hall B13
) Health Malaysia
Requirements . . .
Vishyallenni Sathasivem
Assistant Director of Pre
Q&A on Pre-Market | Listing Registry, Medical
S , o All Lecture
12:10-12:30| Approval Policies in |Devices Bureau, Ministry of .
_ . participants | Hall B13
Malaysia Health Malaysia
Vishyallenni Sathasivem
12:30-13:30 Lunch




Panel Discussion 3-

Representatives of

Indonesia, Malaysia, China,

2024/5/
31

13:30-15-30 ASEAN Countries |and GHWP Leadership\other All Lecture
. " | Regulatory Reliance GHWP participants | Hall B13
Path Members\Representatives of
Targeted invited
15:30-15:50 Tea break
Interactive ) i
o Acting Chair of GHWP
Communication 1- ) ]
) | CERP, Director of Quality | Members of
Introduction to Special
Management Department of| CERP, all TBD.
Task Group of o
) CMDE participants
Common Evaluation o
) Shiqing Zhang
Reliance
Interactive
Communication 2- | Representatives of GHWP
Interaction between Member: Kuwait, Cuba, All TBD
15:50-17:20  GHWP member Jordan, Oman, Hong Kong | participants '
representatives and China
trainees
Interactive
Communication 3-
Introduction to the | National Medical Products All
Annual Report on the | Administration Institute of o TBD.
. . participants
Development of Medical Economics
Medical Device
Industry in China 2023
Topic 4: Onsite Practical Training of Innovative Medical Device Enterprises in
Guangdong
Onsite Practical
Wondfo Biotech All
8:30-12:00 |Training of Innovative L TBD.
(Guangzhou) participants

Medical Device




Enterprises in

Guangdong

12:00-13:30

Lunch

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

13:30-14:00

Showcase of
Advanced Implantable
and Interventional

Medical Devices

Medtronic

14:00-14:30

Showcase of
large scale medical

equipment

United-Imaging

All
participants

14:30-15:00

Practice of Cross
border Mergers and
Acquisitions of
Chinese Medical

Device Enterprises

Blue Sail Medical

Lecture
Hall B13

15:00-15:20

Tea break

15:20-15:50

Construction of
Overseas Platforms for
Chinese Medical

Device Enterprises

Mindray Medical

15:50-16:20

Showcase of In vitro

Diagnostic Products

Abbott

16:20-16:40

Completion Ceremony

All

participants

Lecture
Hall B13

Lecture
Hall B13

2024/6/
1

Departure




Note: This program will be adjusted according to the preparation of the

training






