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Global Harmonization Working Party

GHwpP JTowards Medical Device Harmonization

Day 2 Agenda: 28 Nov 2023
Venue: Shanghai International Convention Center, Shanghai, China

ITEMS TIME

1 0900-0910

Innovative Practices to Promote the Development of the Medical Device Industry in Shanghai
Pudong

2 0910-0920

GHWP Capacity Building - future ready workforce for innovation

3 0920-0950

Panel discussion- Capacity Building it's not just a one time thing

Risk Management for Innovative Medical Device

4 0950-1000

Roles of standard and Risk management for innovative devices

5 1000-1010

Change management for innovative devices

6 1010-1025

PCCP

1025-1050

TEA BREAK

7 1050-1100

Medical Devices AVT (Active Vigilance system) for implementation

8 1100-1110

Adverse Event Terminology for Medical Device




9 1110-1120 |Adverse Event Monitoring for Medical Device
10 1120-1150 PaneI.Dls.cussmn— !nhovatlve Medical Device Management and Medical Device Adverse Event
Mornitoring and Vigilance
1150-1400 LUNCH
UDI Application Practices
11 1400-1415 |The role of UDI in whole product life cycle management
12 1415-1425 |Good Practice of UDI in Clinical Use
13 1425-1455 |Panel discussion- UDI Application Status and Challenges
1455-1520 TEA BREAK
Digital Transformation of Medical Device Labelling
14 1520-1530 |elFU - Requirements and best practise
15 1530-1540 |elabels
16 1540-1550 |Electronic Export Certificate Issuance US FDA
17 1550-1620 |Panel Discussion- Pros and cons of digital transformation for medical device supervision
18 1620-1630 |Summary Day 2
Adjourn

END OF DAY 2




