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~——"Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

Day 3 Agenda
11.29 (Wednesday Morning) Closed-door Meeting
Venue: Sk hai International C ion Center, Sk hai, China

Moderator:

Mr. Abdullatif S. Al Watban, PhD

GHWP TC Chair

Director, dical Device i Jical Devices Sector, SFDA, Saudi Arabia
ITEMS TIME

Whole picture of the guidance documents
1 0900-0920 1. WG framework
2. Existing guidance

TC Work Progress
2 0920-0940 1. New proposals in 2023
2. Procedure of Guidance Revise

3 0940-1000 GHWP documentation adoption update

Management mechanism of WG members
4 1030-1050 1. Enroll WG membership
2. Remove WG members

5 1050-1100 Template of the GHWP guidance
6 1100-1200 Discussion on TC work plan
11.29 (Wednesday Afternoon) Open Meeting
Venue: St hai International C ion Center, Shanghai, China
7 1400-1410 Opening Speech
8 1410-1420 Roll call
- Adoption of Agenda
9 1420-1425 Adoption of 26th GHWP TC Meeting Minutes
Working Group Updates:

10 Work Group 1 (WG1) - Pre-Market Submission and CSDT

1420-1525
1 (10mins + Smins Work Group 2 (WG2) - Pre-market: IVDD

Q&A each)
12 Work Group 3 (WG3) - Pre-market: Software as a Medical Device
13 Work Group 4 (WG4) - Post-Market
14 Work Group 5 (WGS5) - Clinical Evidence for Performance and Safety
15 Work Group 7 (WG7) - Quality Management System: Operation & Implementation

1540-1640
16 Work Group 8 (WG8) — Standards
17 Work Group 9 (WG9) — UDI & Nomenclature
18 1640-1655 TC Advisors Summary Report
19 1655-1700 Closing Remarks for Day 3
20 1700 Adjourn

END OF DAY 3

1800 Gala Dinner




