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K\_‘i‘:‘ Global Harmonization Working Party

GHWP

Towards 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
0920-0950 |Panel discussion- Capacity Building it's not just a one time thing

0950-1000

Roles of standard and Risk management for innovative devices

1000-1010

Change management for innovative devices

1010-1025

1050-1100

pCCP

Medical Devices AVT (Active Vigilance system) for implementation

1100-1110

1110-1120

Adverse Event Monitoring for Medical Device

1120-1150

Panel Discussion- Innovative Medical Device Management and Medical Device Adverse Event
Mornitoring and Vigilance

1400-1415

The role of UDI in whole product life cycle management

1415-1425

Good Practice of UDI in Clinical Use

1425-1455

Panel discussion- UDI Application Status and Challenges

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




GHWP TC Chair
Executive Director, Medical Device Evaluation, Medical Devices Sector, SFDA, Ssudi Arabia

ITEMS TIME
'Whoie picture of the guidance documents
1 03000920 1 WG framework
2. Existing guidance
TC Work Progrezz
2 09200340 1. New proposals in 2023
2. Procedure of Guidance Revize
3 0940-1000 GHWP documentation adoption update

Managy izm of WG
4 1030-1050 1. Enroll WG memberzhip
2. Remove WG members
5 1050-1100 Template of the GHWP guidance
6 1100-1200 Discussion on TC work plan
11.29 (Wednesday A%t Open Mecting
: Shanghei l G Center, Shanghai, China
7 1400-1410 Opening Speech
Roll call
8 1410-1420 Adoption of Agenda
9 1420-1425 Acoption of 26th GHWP TC Meeting Minutes
Working Group Updates:
10 'Wark Group 1 (WG1) - Pre-Market Submizzsion and CSOT
1420-1525
(10minz + Smins
1 Work Group 2 (WGZ) - Pre-market: IVDD
Q&A each)
12 Work Group 3 (WG3) - Pre-market: Software a2 2 Medical Device
13 Work Group 4 [WGZ) - Post-Markes

14 'Work Group 5 (WGS) - Cinical Evidence for Performance and Safety
15 Work Group 7 (WG7) - Quality Management System: Operation & Implementation
1540-1640
16 Work Group 8 (WGS) - Standares
17 Work Group 9 (WG9) — UDI & Nomenclature
18 16480-1655 TC Advizors Summary Report
19 1655-1700 Clozing Remarks for Day 3
20 1700 Adjourn
END OF DAY 3
1500 Gala Dinner
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awnr Towards Medical Device Marmonization
th l
and 27*" GHWP TC Meeting
27-30 November 2023
Shanghai International Convention Center, China
Venue: Grand Ballroom |, 7F, Shanghai International Convention Center
|
Time Content | Responsible Person (s)
08:55-09:00 | Announcement by MC (5mins) Moderator: Dong Jiangping
Director General, CCFDIE, People'’s Republic of China
09:00-09:30 | Opening Ceremony (30mins) Moderator: Dong Jiangping
- Welcome Video (5mins) Director General, CCFDIE, People's Republic of China
- Welcome Addresses (5mins+5mins)
- Opening Address (5mins) Welcome Addresses
- Group Photo (10mins) Lili
Commisioner, NMPA, People’s Republic of China
Chen Jie
Vice Mayor, Shanghal Municipal People’s Government, People's
Republic of China
Opening Address
Xu Jinghe
GHWP Chair
Deputy Commissioner, NMPA, People's Republic of China
TEA BREAK (09:30-10:00)
10:00-10:10 Main Meeting Xu Jinghe
- Roll Call (8mins) GHWP Chair
- Adoption of the Agenda (1min) Deputy Commissioner, NMPA, People’s Republic of China
- Adoption of the 26th GHWP Annual
Meeting Minutes (1min) Bryan SO
GHWP Executive Secretary General
Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
10:10-10:40 | GHWP Status Reports: Xu Jinghe
a) GHWP Overall Status Report (15mins) GHWP Chair
b) GHWP TC Status Report (10mins + Smins | Deputy Commissioner, NMPA, People’s Republic of China
Q&A)
Abdullatif S, AlWatban
GHWP TC Chair
Executive Director, Medical Devices Ewvaluation, Saudi Food & Drug
Authority, Kingdom of Saudi Arabia
10:40-10:55 IMDRF Updates (15mins) Chloe Spathari
Nada Alkhayat
Policy Officers, Medical Devices, Directorate-General for Health and
Food Safety, European Commission, IMDRF
10:55-11:25 | International Organizations & Harmonization | a) Agnes Sitta Kijo
Efforts (10mins+5mins Q&A each) Technical Officer, WHO
a) WHO
b) Paulyne Wairimu
b) African Medical Devices Forum (AMDF) l Chair, African Medical Devices Forum (AMDF)
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cwr Towards Medical Dexice Harmonizstion

27" GHWP Annual Meeting
and 27* GHWP TC Meeting

11:25-12:25 GHWP Liaison Member Updates
(Smins + 5mins Q&A each)

a) Asia Pacific Medical Technology
Association (APACMed)

b) Global Diagnostic Imaging, Healthcare
IT& Radiation Therapy Trade Association
(DITTA)

c) GS1

d) Global Medical Devices Nomenclature
Agency (GMDN Agency)

e) Global Medical Technology Alliance
(GMTA)

f) Inter-American Coalition for Regulatory
Convergence in the Medical Technology
Sector (IACRC)

a) Cindy Pelou
Lead for Regulatory Affairs, APACMed

b) Sunny Woo, Team Leader
Korea Medical Devices Industry Association, International Affairs
Team, DITTA

¢) Géraldine Lissalde-Bonnet
Vice President Healthcare, GS1

d) Deniz Bruce
Chief Executive Officer, Global Medical Dievices Nomenclature Agency
(GMDN Agency)

) Diana Kanecka
Strategies, Special Projects & International Affairs, Senior Manager
International Affairs, Global Medical Technology Alliance (GMTA)

f) Sandra Ligia Gonzalez
Executive Secretary, Inter-American Coalition for Regulatory
Convergence in the Medical Technology Sector (IACRC)

12:25-12:56 | Country/Region Updates
(Smins+5mins Q&A each)

a) Chile
b) European Commission

¢) Indonesia

a) Maria Cecilia Lopez
Head of the Authorization and Registration of Medical Devices
Subdepartment - ANDID/ISP Department, Chile

b) Graeme Tunbridge
Senior Vice President, Global Regulatory and Quality, Medical Devices
atBS!

¢) Ismiyati Surata
Senior Health Administrator, Ministry of Health, Indonesia

LUNCH (12:55-14:00)

14:00-15:20 | Country/Region Updates (Cont’)
(5mins+5mins Q&A each)

d) Japan

e) Kingdom of Saudi Arabia
f) Laos PDR

g) Malaysia

h) People's Republic of China
i) Republic of Korea

j) Thailand

k) Vietnam

d) Miho Sato
Coordinator, Office of International Programs
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

e) Abdullah Alghuraibi
Director of Regulation and Standard, Medical Devices Sector, SFDA,
Kingdom of Saudi Arabia

f) Bounxou Keohavong
Director General, Food and Drug Department, Ministry of Health,
Laos PDR

g) Muralitharan Paramasua
Chief Executive, Medical Device Authority, Ministry of Health,
Malaysia

h) Lyu Ling
Director General, Department of Medical Devices Registration, NMPA,
People's Republic of China

i) Ahn Young Wook
Deputy Director, In-vitro Diagnostic Devices Division at NIFDS of
MFDS, Republic of Korea

j) Lertchai Lertvut
Deputy Secretary-General, Food and Drug Administration, Thailand

k) Nguyen Tu Hieu
Deputy Director, Infrastructure and Medical Devide Administration,
Ministry of Health, Vietnam
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crwr Towards Medical Device Harmonization

27" GHWP Annual Meeting
and 27" GHWP TC Meeting

11:25-12:25 | GHWP Liaison Member Updates a) Cindy Pelou
(5mins + Smins Q&A each) Lead for Regulatory Affairs, APACMed
a) Asla Pacific Medical Technology b) Sunny Woo, Team Leader
Association (APACMed) Korea Medical Devices Industry Association, International Affairs
Team, DITTA
b) Global Diagnostic Imaging, Healthcare
IT& Radiation Therapy Trade Association ¢) Géraldine Lissalde-Bonnet
(DITTA) Vice President Healthcare, GS1
c) GS1 d) Deniz Bruce
Chief Executive Officer, Global Medical Devices Nomenclature Agency
d) Global Medical Devices Nomenclature (GMDN Agency)
Agency (GMDN Agency)
e) Diana Kanecka
e) Global Medical Technology Alliance Strategies, Special Projects & International Affairs, Senior Manager
(GMTA) International Affairs, Global Medical Technology Alliance (GMTA)
f) Inter-American Coalition for Regulatory f) Sandra Ligia Gonzalez
Convergence in the Medical Technology Executive Secretary, Inter-American Coalition for Regulatory
Sector (IACRC) Convergence in the Medical Technology Sector (IACRC)
12:25-12:55 | Country/Region Updates a) Maria Cecilia Lopez
(5mins+5mins Q&A each) Head of the Authorization and Registration of Medical Devices
Subdepartment - ANDID/ISP Department, Chile
a) Chile
b) Graeme Tunbridge
b) European Commission Senior Vice President, Global Regulatory and Quality, Medical Devices
at BS!
¢) Indonesia
¢) Ismiyati Surata
Senior Health Administrator, Ministry of Health, Indonesia
LUNCH (12:55-14:00)
14:00-15:20 | Country/Region Updates (Cont’) d) Miho Sato
(Smins+5mins Q&A each) Coordinator, Office of International Programs
Pharmaceuticals and Medical Devices Agency (PMDA), Japan
d) Japan
e) Abdullah Alghuraibi
) Kingdom of Saudi Arabia Director of Regulation and Standard, Medical Devices Sector, SFDA,
Kingdom of Saudi Arabia
f) Laos PDR
f) Bounxou Keohavong
g) Malaysia Director General, Food and Drug Department, Ministry of Health,
Laos PDR
h) People's Republic of China
g) Muralitharan Paramasua
i) Republic of Korea Chief Executive, Medical Device Authority, Ministry of Health,
Malaysia
J) Thailand
h) Lyu Ling
k) Vietnam Director General, Department of Medical Devices Registration, NMPA,

People’s Republic of China

i) Ahn Young Wook
Deputy Director, In-vitro Diagnostic Devices Division at NIFDS of
MFDS, Republic of Korea

j) Lertchai Lertvut
Deputy Secretary-General, Food and Drug Administration, Thailand

k) Nguyen Tu Hieu
Deputy Director, Infrastructure and Medical Devide Administration,
Ministry of Health, Vietnam
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cwwr Towards Medical Device Harmonization

27" GHWP Annual Meeting
and 27" GHWP TC Meeting

15:20-15:45

Resolution and Endorsement (25mins)
1. Endorsement of Vice-Chair (Regulatory
Authority) and WG5 Chair positions

2. Endorsement of Guidance Documents
from Working Groups (WG)

3) WG1-WG2-WG3 *Principles of Regulatory
Requirements for Electronic Instructions for
Use (elFU)"

b) WG2 "Guidance for Additional
Considerations to Support Conformity
Assessment of In vitro Companion
Diagnostic Medical Devices”

c) WG4 "Post Market Resource Center”
d) WG7 "Guidance document on the risk
based approach to quality management
system aspects: 1S013485:2016"

e) WG7 “Guidance for Auditing Supplier to
Medical Device Manufacturers”

) WG7 "A Guide to Understanding Presently
Available Audit Duration Determination
Systems”

g) WG7 "A Guide to Understanding Best
Practices in Audit Life Cycle Management”™
h) WG9 "GHWP UDI Rule”

3. Endorsement of New Members, followed
by short speeches

a) Egypt

[Speech by Rania Soliman, G | Manager
Of General Administration Of Medical
Devices Marketing authorization, Egyptian

Drug Authority, Egypt]

b) Cuba

[Speech by Yadira Alvarez Rodriguez,
Specialist of Medical Devices Department,
CECMED, Cuba]

4. Endorsement on Membership Withd! |
USA

Xu Jinghe
GHWP Chair
Deputy Commissioner, NMPA, People’s Republic of China

Bryan SO

GHWP Executive Secretary General

Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China

TEA BREAK

(15:45-16:10)

16:10-16:25

Presentation of Certificates of Appointment
to the Members of GHWP Strategic Advisory
Board (SAB) [15mins]

Xu Jinghe
GHWP Chair
Deputy Commissioner, NMPA, People’s Republic of China

Bryan SO

GHWP Executive Secretary General

Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
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27" GHWP Annual Meeting

owwr Towardy Medical Device Harmonization und 27& OHWP Tc M..ﬂng
16:25-16:40 | Presentation of Bronze Plaque to GHWP Xu Jinghe
(Guangzhou) Academy and Short GHWP Chair
Presentation [15mins) Deputy Commissioner, NMPA, People's Republic of China
Yong XU
Vice President of South China University of Technology
People’s Republic of China
Bryan SO
GHWP Executive Secretary General
Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
16:40-16:45 | Ceremony on Strategic Cooperation EunHee Cho
between GHWP and Reed Sinopharm GHWP Vice-Chair (Industry)
Exhibitions on CMEF [Smins] Regulatory Affairs Director, Abbott Medical Korea, Republic of Korea
Li Chao
Managing Director, Reed Sinopharm Exhibitions
Bryan SO
GHWP Executive Secretary General
Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
16:45-17:00 | P ion of Souvenirs to Company Xu Jinghe
Sponsors [15mins] GHWP Chair
Deputy Commissioner, NMPA, People's Republic of China
Eka Purnamasari
Director for Medical Devices Control, Ministry of Health, Indonesia
GHWP Vice- Chair (Regulatory Authority)
Bryan SO
GHWP Executive Secretary General
Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
17:00-17:05 | Announcement of the next GHWP Annual Xu Jinghe
Meeting Host & Short Speech (5mins) GHWP Chair
Deputy Commissioner, NMPA, People’s Republic of China
Bryan SO
GHWP Executive Secretary General
Managing Director, Multi-Scale Medical Robotics Center, The Chinese
University of Hong Kong, Hong Kong SAR, China
17:05-17:10 | Closing Remarks (Smins) Xu Jinghe
GHWP Chair
Deputy Commissioner, NMPA, People's Republic of China
17:10 Adjourn

END OF DAY 4
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GHWP 27t Annual Meeting WG2 Membership Updates
Nov 29t 2023

WG2 - Pre-market: IVDD

47 members from 19 economies
‘WG2 membership

Incl. 1 advisor and 1 observer

5 new members:
Ms. Amani Mohammed Mubarak Al Ghietani
(Regulatory Authority, Oman)

s 2 Ms. Asmaa Awad
(Industry, United Arab Emirates)

Dr. Shimbu Tomimura
Chair: Dr. Wen-Wei TSAI = Regulstory Authonity = Industry (Indusiry, Japan)
Co-Chair: Dr. Adelheid Ingrid Schneider Mr. Koji Sekiguchi
(Industry, Japan)
Advisor: Ms. Shelley TANG ~
Mr. Xinbing Wang
(Industry, China)

»

(]

WG2 Project Activities in 2023 WG2 Progress in 2023 (10f2)
e A —

Feb. 15 WG1-WG2-WG3 Joint meeting during 26™ annual meeting

Item Deliverables Timeline Progress Update

Mar. 17 WG2 kick-off meeting (online) Development  Review and update 2022-2023 = Under the document
- 2 > of GHWP endorsement
May 8,25 WG2 meeting on guidance documents review plan CHWPIWGT-WG2-WG3/F002.2019- ed
Regulatory Req! for Electronic B

Aug. 1-3 WG1-WG2-WG3 FTF Joint Work Group Meeting
Aug. 2 WG2 meeting (FTF)

Instructions for Use (elFL)
(cooperate with WG1 & WG3)
W53 620 eeang . 17) Review and update 2023

Under the document

5 WG2 Meeting for Revision of GHWP CDx guidance
St e s GHNPIWG2/FO01:2017 - Guidance for e"d";e"“‘
Sep. 11 WG1-WG2-WG3 Joint Meeting for Change Management guidance Additional Considerations to support procedure
. 2 Conformity Assessment of In vitro
o Project Core member discussion: May 9, Jul. 4, 17, 19, Companien Diagnostic Medical Devices
Review and update 20232024  + Consolidating Public
. Comments for
ch W nt to Registersd
o o © 1 e

(cooperate with WG1 & WG3)

¥ e 5 { ’ \ 18
WG1, WG2 8 WG3 STF Joint ok eesing WG2 bestng (Aug. 2 : @
Aug 3]

WG2 Progress in 2023 (20f2)

‘Work Item Deliverables Progress Updati

Parti ion  Confribution to WHO Technical 2023 * TS55-18 Haemoglobin Alc

in Specification Documents: point of care analysers for

International’ professional use (DRAFT)

n""’:'i“ﬁm + TSS18 Inwtro diagnostic _

== = G= = Comprehensive Details on 2023
and activities in capilary blood (DRAFT) Work Item Updates

TSS-20: In vito diagnostic
medical devices used for the
qualitative  detection  of
SARS-Ca\-2 nucleic acid

TSS-21: SARS-Cov-2
antigen rapid diagnostic tests
for professional use and seff-

testing
=
©
i Guidance for Additional C id ions to support
Regulato_ry Requlre_ments for Conformity A Pt of In vitre Companion
Electronic Instructions for Use (elFU) Diagnostic (CDx) Medical Devices
O Project Title:
WG, WG2, and WG3 Joint Work Item, Primarily Led by WG1 Sl Gl o ST S b A
O Project Title: Revisit a GHWP Document “Principles of Regulatory Requirements for Medical Devices”
Electronic Instructions for Use (elFU), AHWP/WG1-WG2-WG3/F002:2019” O Purpose:

O Pumpose: To update existing document to reflect regulation implementation, change,

: " it - Tt [ it CDx labell nis d ibed in thy it id:  to add
update, and regulatory review trend especially in points to consider implementing elFU My S T S DL S LD S D e

the considerations regarding CDx labelling specifying the therapeutic product group
name rather than specifying each products name (including its active ingredient's

name).
O Milestone = O Milestone (2023)
C Undsr the document Undar tha document
awe endorsemant procedure endorasrmant.
o, - Sty
et £ " - s conmt e ani = g2 s L - eubic Conmant erca
e | = T ESMT LS e e | W |comens| W |cwez| mp WO W et
Mestng o o ate 27 annual e axcisson o the 27th annual
mesting mesting.
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Change Management to Registered

Medical Devices

WG1, WG2, and WG3 Joint Work Item, Primarily Led by WG2

Project Purpose
- Merge o

“GHWPIWG2ZWG1-WGNFO2:

Changes constantly arise in the TPLC of medical devices. Proper
management of those ongoing changes controls the design and the
i and at to

2023- Categorisation of Changes
t0 a Registered Medical Device”
and

“GHWPIWG 1/F001:2020- Guidance
for Minor Change Reporting”
‘Add noveliagile/ft-for-purpose

innovative technologies.

‘approaches for managing changes,
arising from technological =

The updated guideline aims to provide a consistent and hamonized
approach to managing

changes, and to introduce novel and suitable

Milestone (2023)
- NWIP approved:- Jun. 1

- FTF Joint Work Group Discussion- Aug. 1~3
WG1-2-3 Confinued discussion Sep. 11

WG2 Proposed Work Plan in 2024 (10of2)

o Meetings in 2024 (tentative schedule)
o WG2 kick-off meeting (online): late February
o WG2 FTF meeting: July
o WG2 online meeting: October

o Work Items

Work Item Deliverables
1 Confirmation Update 2024
ey WG2 member list

membership

Progress Updates

Continuously reach out to
members who have not
participated in any WG2
activities for a specific period
(e.g., 2 years) to confirm their
membership status.

Review and update
Change Management to Registered
Medical Devices

(cooperate with WG1 & WG3)

2 Development
of GHWP

Document
(Tentative)

3 Guidance Documents Duplication Evaluation

Tameines

Progress
Consolidating Pul
Comments for

Document Revision
*  Targeted for
endorsement at
2024 annual
meeting
2024 + TBD

2023-2024 -

Thank you for your attention
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GHWP 27t% Annual and TC Meeting

November 27 to 30, 2023 Outline
WG3 - Pre-market: SaMD - WG3 Membership
* Revi Guid D Plan

- WG3 Work Progress in 2023
- WG3 Work Plan for 2024

Chair: Mr. Chun-Jen Chien
Co-Chair: Mr. Tony YIP

WG3 Membership Review Guidance Documents Plan

[l 41 members from 12 economies, including Chinese Taipei, Hong
Kong SAR, India, Indonesia, Japan, Kingdom of Saudi Arabia,
Netherlands, People’s Republic of China, Republic of Korea,
Singapore, Sultanate of Oman, United States of America.

Document No. Description

WG3 Members

:2016/Guidance document on Risk Categorisation of Software as a 2016-11-26 | Revised
[Medical Device by 2024
AHWP/WG3/F001:2015[Guidance Document on Medical Devics Softwars - Qualification| 20151106 | Revised
land Classification by 2023
MRegulatory
Authority
mIndustry

29, T1%

*4 applications from industry waiting for approval

WG3 Work Progress in 2023 (1/3) WG3 Work Progress in 2023 (2/3)

W

O Meetings in 2023 erables e Progress

o WGS3 kick-off meeting (online): 21 April update
. . # g 1 Development New Guidance (new proposal item) 2023 WG3
o WG3 FTF meeting (With WG1&2): 1-3 August of GHWP Guidance on pre-market requirement for artificial 2024 circulation
o IMDRF Al WG meeting (online): 13 September, 11 October, 8 November Document intelligence/machine leaming based computer-aided
detection (CADe) and computer-aided diagnosis (CADx)
o WG3-WG5 meeting (online): 8 November software as a medical device
Review and update 2023 Step2.
GHWP/WG3/WD001:2023 Guidance Document on Documents.
Qualification of Medical device Software discussed in
GHWP TC
White Paper 2023 WG3
Software as a Medical Device (SaMD) Pre-Market circulation
R i - Ce i of

from key jurisdictions
Cyber Security for MD Pre-Market Submission
C of pre-market

| WG3 kick-off meeting, April 2023 online

from key

WG3 FTF meeting, Aug. 2023 Taipei |

WG3 Work Progress in 2023 (3/3) WG3 Work Plan for 2024

Work Item Deliverables me Progress
ine update Work Item

2 Development Joint Guidance Led by WG2 1 Development of  Review and update (Guidelines to be published in 20242025
of GHWP GHWPWG2-WG1-WG3/P001:2023 2024 GHWP Document  2024)
Document Change Management to Registered Medical Devices Proposed — (Tentative) AHWP/WG3/F001:2016 - Guidance document on Risk
poston GHWP Categorisation of Software as a Medical Device
el New Guidance (New proposal item) 2023-2025
comments. . .
Clinical evidence and clinical evaluation requirements
Joint Guidance 2023 Led by WG1 for Software as a Medical Device (Tentative)
GHWP/WG1-WG2-WG3/P002:2023 2024
Principles of Regulatory Requirements for Electronic Proposed— White paper (New proposal item) 2024-2025
Instructions for Use (elFU) post on GHWP AUML based SaMD change submission requirement —
website call for Comparison of from key jurisdi
comments (Tentative)
Joint Guidance (tentative) X it Celmimer 2 Aetivity 1. WGS3 kick-off meeting (online): April 2024
Clinical evidence and clinical evaluation requirements for 2025 with WG5 (Tentative) 2. WG3FTF mesting (With WG182) August
Software as a Medical Device 3. IMDRF Al WG meeting (online): menthly meeting
Under 4. WG3-WG5 meeting (online): TBD
discussion

@ ©
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Thank you for your attention
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