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Medical Technology Association, APACMed) ~ 2z i 7 % + € (The Global
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NAZEE Y A I UTERTR

1. $29E GHWP £ ¢ » d 3t AR S (Frcfehh » FR 3L T A2 T B
2rp gy oo

2. A EGUFRAATN BN S BP AL AR ATS AT R Y At

PR R A2 11 S (MECOMED) & 5 ¥ B ~ 48 3% GHWP o 7 )
z_ 3 i» GHWPTOR £ p 3R P (house rule)zz ik = # 2 WG #73& 1010 i»
v 2, Hd9¢ 27 WGl WG2-WG3 £ F# 4 T Change Management to
Registered Medical Devices | 45 51 ¥ #* &2 WG3 & ) " Software as a Medical
Device (SaMD) Pre-Market Submission Requirement- Comparison of

requirement from key jurisdictions | °

3. P W FBGE R T2 GHWPTC 28 ~WG5 2 4 ~ WG8 2 A ~
STG-A R BRI L A SHE @ FHRLME M A BB L H4o™ 40

Position Name Post Title Coun.try/
Name Region
. . . Kingdom of
GHWP Office TC Chair Dr. Mohammed | Executive Director, Surveillance Saudi
Bearers Y Majrashi and Biometric, SFDA .
Arabia
WGS5 Clinical
Evidence for Chair Ms. Idamazura | Director, Post-market and Malavsia
Performance & Idris Harun Enforcement Division, MDA y
Safety
WG8 Chair Ms. Aidahwaty | Director, Pre-market Control Malavsia
Standards M. Olaybal Division, MDA Y
. Mr. Zhang Director, Quality Managemgnt .
STG- CERP Chair Shigin Department Centre for Medical | China
qme Evaluation, NMPA
. Ms. Asmma Regulatory Policy Lead, United Arab
STG- CERP Co-Chair Awad EEMEA Roche Diagnostic Emirates
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Day 2 Agenda: 10 December 2024
Venue: Kuala Lumpur Convention Centre
TIME
Welcome DAY 2
1 03300845 GHWP Capacity Building Initatives Ms. Quan Tran
Cybersecurity and Robotics
2 0845-0900 EU Al Act Mr. Robert Froehlich
Head of MHS ASEAN (VP)
TUV SUD PSB Pte Ltd
3 0r900-0915 Cybersecurity: Integrating Medical Device Ms. Jennifer Khow Chui Ping [Synapxe|Deputy
Cybersecurity in the Quality Management System Director - Synapxe [Subsidiary of Singapore MOH)
[Wideo)
4 0915-0930 Consideration for innovative robotic assisted Surgical |Mr. Sharad Shukla
Devices Director Regulatory Affairs
Johnson & Johnsen International (Singapore) Pte.
Ltd
5 0930-0945 PANEL Moderator Jennefer Ramos Head of RA Growth
Region — P50,
Panelist-Mr. Robert Froehlich (TUV)
Mr. Sharad Shukla {Johnson & Johnson)
Labeling and UDI
[ 1015-1030 ke o digital labeli Mr. Shekhar Nambi
v trends on digital [abeling Johnson & Johnson MedTedh
7 10301005 Update from the MEA region on Electronic Ms. Hel:-.a Tc-rk-.Regulatc-r',f and Quality Manager -
Instructions for Use (EIFU) Roche Diagnostics { Egypt)
B 1045-1100 Regulatory perspective on elzbeling Mr. Winson Teng (BD]- APACMed
9 1100-1115 Industry perspective on UD| - Opportunities and Mz, Yuyi from Wego Group
challenges
10 1115-1130 The role of UDI in whole preduct life oycle Mr. Dennis Black from BD
management
11 1130-1145 The role of standards Mr. Gite Sadanand, Abbott Associate Director,
Regulatory Affairs Strategic Programs |
12 1145-1215 PANEL - Benefits, opportunities and approaches on e-
labelin Dir. Petra Kaas Wiele - TC Advisor and Consultant




M5 and PMS
13 1330-1345 Briefing of 150/TC 210 progress on 15013485 Dr. Ir. Peter W . Linders, GHWP TC Advisor/Former
Director, Global Standards & Regulations, Former
Philips Healthcare (Video)
14 1345-1400 Overview of OMS implementation in GHWP member [Ms. Annie Yin, WG7 Secretary/Vice President,
BCONOMiss Roche Dizgnostics China
15 1400-1410 Case sharing of QM3 implementation in China Ms. Jie Zhu, Quality Manager, Mindray Bio-Medical
Electronic Co. LTD
16 1410-1425 Guidance for Audit Supplier for Medical device Ms. Ning Li, S5r. Director of Q&R, Miceo-Tech
Manufacturers
17 Industry Perspective on MDSAP Ms. Azmaa Awad
1475-1440 Global Head of Eastern Europe, Middle East, and
Africa Regulatory Policy
Roche Di ics ME
18 Good Distribution Practices for Medical Device Mr. Tony Low
GDPMD Director of Human Performance and Medical QA/RA
1440-1455 Commissioning Agents Intermational [CAl)
19 1455-1510 Reporting and investigating adverse events and Dr. Mohammed Majrashi
complaints of medical devices or Safety alerts and Executive Director
field safety comective action (FSCA) for medical Surveillance and Biometric
devices Saudi Food & Drug Authority [SFDA)
Kingdom of Saudi Arabia
20 1510-1525 Fit for purpose change management - Ms. Cindy Pelou [APACMed)
GHWP Guideline [draft) - Change Management -
Industry Perspective
21 Moderator Mr. Raghavan Nair, Mr. Asck Kumar,
1525-1545 PANEL - The criticality of PMDA and QM3 in Abbott Quality and Regulatory
regulatory framework. Director - Global Strategic Regulatory Affairs

Mr. ZHANG Shiging,

22 1615-1630 Co Evaluation Reli Practice Updat
mmon Evaluation Reliance Practice Updates STG CERP Chair
Good Reliance Practice Ms. Agnes Sitta Kijo
3 1630-1645 Technical Officer, WHO
i i ica - i Ms. Paulyne Wairimu
2 1645-1700 Regulamn,'_ccnvergenne & reliance in Africa - sharing . ym : ) )
good practice Chair of the African Medical Devices Forum
5 1700-1715 Regulator','_convergem:\e & reliance in Asia - sharing :III:&T:SM Huang
good practice - on behalf of APACMead
i i - i Mz, Rama Chalhoub
6 1715-1730 Regulator','_convergem:\e & reliance in ME - sharing : .
good practice - MEA- MECOMED Regulatory Affairs Director, MECOMED
Moderator Ms. Cindy Pelou -APACMed [confirmed)
Panelists-Ms. Agnes Sitta Kijo [WHO)
Ms. Paulyne Wairimu [AMF)
27 1730-1750 Panel C d Reli Ms. Yasha Huang [Roche)
anelLonvergence and Rellznce Ms. Nicole Smith {Philips)
Ms. Rana Chalhoub (Mecomed)
. TC Chair or Co Chair, or Capacity Building
28 1750-1800 Closing and Summary Day 2

respresentative

Adjourn
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Day 3 Agenda: 11 December 2024
Morning: Closed-door Meeting

Venue: Kuala Lumpur Convention Centre

Moderator: Dr. Mohammed ¥ Majrashi
GHWP Acting TC Chair
Executive Director, 5&B, 5FDA, Kingdom of 5audi Arabia

Medical Device

No. TIME ITEM SPEAKER
GHWP TC & WG Leaders Meeting with TC Advisors
1 0900-1200 N
(Clesed-Door Meeting)
Day 3 Agenda: 11 December 2024
Afternoon: Open Meeting
Venue: Kuala Lumpur Convention Centre

Cir. Mohammed ¥ Majrashi

2 1410 o ine Speach GHWP Acting TC Chair

1400 PENING =pe Executive Director, 5&B, SFDA, Kingdom of Saudi

Arabia
Ms. LI Jun

3 1410-1415 Roll call GHWP TC Co-Chair (Regulatory Authority)

Adoption of Agenda Deputy Director General, Center for Medical Device

Evaluation, NMPA, People's Republic of China
Msz. Miang Tanakasemsub

a 1415-1420 Adopti f 27th GHWP TC Meeting Minut GHWP TC Co-chair (Industry}

option @ BEUNE Mnutes Head of Regulatory Affairs, Asia Pacific Johnson &

Johnson Vision, Thailand

5 Work Group 1 [WE1) - Pre-Market Submissicn and Work Group 1 (WG1)

CSDT
e e ——
7 P : Work Group 3 (W&3)

Weork Group 5 [WGS) - Clinical Evidence fior

8 Work Grcui-l W54 - Post-Market Wiork Gruui 4 WG4I

9 Work G 5 [wWig5
Performance and Safety o roup 5 { )
10 Work Group 7 [WGE7) - Quality Management System |Work Group 7 (WG7)
1530-1620
11 Work Group 8 {WG2) — Standards Work Group 8 (WG8)
12 Work Group 9 [WE3) — UDI & Nomenclature Work Group 9 [WGS)
13 Special Task Group (5TG) - Common Evaluation TG CERP
Reliance Practice [CERP)
14 1620-1630 QA
15 1630-1650 TC Advisors Summary Report TC Advisory Panel
Ms. Miang Tanakasemsub
) GHWP TC Co-chair {Industry)
16 1650-1700 Cl R rks for Day 3
sing Rems orbay Head of Regulatory Affairs, Asia Pacific Johnson &
Johnson Vision, Thailand
17 1700 Adjourn
EMND OF DAY 3
1800 Gala Dinner
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Day 4 Agenda: 12th Dec 2024

Venue: Kuala Lumpur Convention Centre

ITEMS TIME
1 0855-0900 Annocuncement by MC [Smins) Moderator: From Malaysia MDA (TBEC)
2 0900-0930 Opening Ceremony [30mins) Moderator: From Malaysia MDA [TBC)
- Welcome Video (Smins)
- Welcome Address [Smins) Welcome Address-
- Dpening Address {Smins) DR. MURALITHARAN PARAMASLA
- Group Photo [15mins) Chief Executive, Medical Device Authority (MDA),
Ministry of Health [MoH)
Opening Address-
¥u linghe
GHWP Chair
Deputy Commissioner, NMPA, People’s Republic of
3 0930-0940 Main Meeting Dr. Xu linghe
- Roll Call {8mins) GHWP Chair

- Adoption of the Agenda [1min)
- Adoption of the 27th GHWP Annual Meeting
Minutes [1min)

Deputy Commissioner, NMPA, People’s Republic of
China

Mr. Bryan 50

GHWP Executive Secretary General

Managing Director, Multi-5cale Medical Robotics
Center, The Chinese University of Hong Kong, Hong

Kowma CSAD  Chim=

24




4 0940-1025 GHWP Status Reports: (45mins) Dr. Xu linghe
a) GHWP Overall Status Report {10mins + Smins GHWP Chair
O5.4) Deputy Commissioner, NMPA, People's Republic of
b} GHWF Technical Committee Status Report China
{L0mins + Smins 08A4)
c) GHWP Academy 5tatus Report (10mins + 5 mins  |Dr. Mohammed Majrashi
Q8] Acting GHWP TC Chair
Executive Director, Surveillance and Biometric,
Saudi Food & Drug Authority [SFDA), Kingdom of
Saudi Arabia
5 1025-1110 International Organizations & Harmonization Efforts |a) Mr. SILLO, Hiiti Baran
{LOmins+5mins 084 each) Unit Head, Regulation and Safety,
a) WHO Department of Regulation and Prequalification,
b} IMDRF WHO
c) African Medical Devices Forum [AMDF)
b} b} Dr. Miho SATO
Principal Coordinator of Pharmaceuticals and
Medical Devices Agency PMDA, Japan
c) M5, Paulyne Wairimu
Chair, African Medical Devices Forum (AMDF)
wall=lerl Participants can proceed to Hall 2 for the Closing Ceremony of IMDEC
200-Ln LUNCH
[ 1300-1400 GHWP Lizison Member Updates [Smins + Smins a) Ms. Cindy Pelou
Q&4 each) Lead for Regulatory Affairs, APACMed
a) Asia Pacific Medical Techneology Association
[APACMed) b} Ms. Sunny Woo

b) Global Diagneostic Imaging, Healthcare IT&
Radiation Therapy Trade Association [DITTA)

c) G51

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)

Team Leader, Korea Medical Devices Industry
Assodation, International Affairs Team, DITTA

c) Ms. Chiara Bernini
Senior Manager Healthcare Public Policy, G51

d) Mrs. Chinaniso Majoni

Senior Nomenclature Developer and Quality Lead,
Global Medical Devices Nomenclature Agency
[GMDN Agency)

e] Ms. Diana Kanedka

Strategies, Special Projects & International Affairs,
Senior Manager International Affairs, Global
Medical Technology Alliance [GMTA]

] Ms. Sandra Ligia Gonzalez

Executive Secretary, Inter-American Coalition for
Regulatory Convergence in the Medical Technology
Sector (IACRC) [Video
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7 1400-1530 Country/Region Updates (Smins+5Smins 0%A each) |a) Dr Murzlitharan Paramasuzaidahwaty m.olaybal

change with Dr.murali for country updare

a) Malaysia Chief Executive, MDA

b) Egypt

c) Indonesia b} Dr. Rania Scliman

d} Japan General manager of general administration of
medical devices, Marketing authorization
Egyptian Drug Authority
c) Ms. Helsy Pahlemy
Senior Health Administrator, Ministry of Health,
Indonesia
d) Ms. Yukina Ueno
Dreputy Director, Medical Devices Evaluation
Division
Ministry of Health, Labour and Welfare [MHLW),
lapan

e} Kingdom of Saudi Arabia e} Eng. Abdullah Al Guriabi

f] People’s Republic of China Medical Devices Sector, 5FDA, Kingdom of Saudi

g] Republic of Korea Arabia
fl Ms. Dong Jiangping
Director General, Department of Medical Device
Regulation
NMPA, People's Republic of China
gl Cr. Seil Park
Assistant Director, Division of High-Tech Medical
Drevices, Ministry of Food and Dirug Safety
Republic of Korea

1530-1600 TEA BREAK
8 1600-1650 Resolution and Endorsement (S0mins) Mr. Xu Jinghe

GHWP Chair

1. Election and Endorsement of the Positions Dreputy Commissioner, NMPA, People's Republic of

a) TC Chair China

b) WGS Chair

c) WGE Chair Mr. Bryan 50

d) 5T (CERP) Chair® [Conversion of 5TG to WG TBC | [GHWP Executive Secretary General

e} 5TG [CERP) Co-Chair® [Conversion of STG to WG |Managing Director, Multi-5cale Medical Robotics

TBC | Center, The Chinese University of Hong Kong, Hong
Kong SAR, China

2. Endorsement of Amendments to TOR and House

Rules, and New WG Guidance Documents 3. Mew Members
a) Mr. Batlegang Dallas Mosweu

3. Endorsement of New Members (followed by short (Manager, Medical Devices, Botswana Medicines

speeches) Regulatory Authority (BOMRA], Botswana

a) Botswana

b} Ghana b} Mr. Emmanusl Nkrumah

c) Macao SAR, China Director, Medical Devices, Cosmetics and

d} Uzbekistan Household Chemicals Directorate, Food and Drugs
Authority (FDA), Ghana

4. Endorsement of New Liaison Member (followed

by short speech) c) Mr. CHAN Tak In

a) MECOMED Chief, Division of Chemical Medicines and Devices,
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Pharmaceutical Administration Bureau, Macao 3AR,
China

d) Mr. Alisher Temirov
Director, The Center for Pharmaceutical Products

Safety, Uzbekistan

4. Ms. Rana Chalhoub

1650-1655

Announcement of the next GHWP Annual Meeting
Host & Short Speech (Smins)

Mr. Xu linghe

GHWP Chair

Deputy Commissioner, NMPA, People's Republic of
China

Mr. Bryan 50

GHWPF Executive Secretary Genera

Managing Director, Muli-5cale Medical Robotics
Center, The Chinese University of Hong Kong, Hong

b AR

10

1655-1700

Closing Remarks [Smins)

Dr. Xu linghe

GHWP Chair

Deputy Commissioner, NMPA, People's Republic of
China

11

1700

Adjourn

END OF DAY 4

GHWP ASL Annual General Meeting
(1730-1800 at another meeting room)

27




(;
“o== Giobial Harmonization Working Party

Giwe Towards Medical Device Harmonization

GHWP 28'" Annual Meeting
Dec 11", 2024

WG2 - Pre-market: IVDD

Chair: Dr. Wen-Wei TSAI
Co-Chair: Dr. Adelheid Ingrid Schneider
Advisor: Ms. Shelley TANG

WG Membership

Towards Modical Devics Harmosization
countries/regions
» Regulatory Authority “-
& ndustry ‘ =]
47 moembein from A8 aconomies ‘
O 5 new members:

1 Dr. Sanglin Park (Regulatory Authority, Republic of Korea)

Me. SHIFU Guo (Regulatory Authority, People's Republic  Chinese Taipel  Egypt
» Hong Kong India
CEzye) = Indonesia = Japan
a Kazakhstan = Kenya
OxHabs Anvmed ik hngu ey Auctiri Ferp), # Kingdom of Saudi Aratia #0man
4« Dr. Sara Emad Guirguis (Regulatory Authority, Egypt) @ P.R. China . :hﬂ ppines
» Singapore
Ms. Yani Lina (Industry, Indonesia) Thaitand
& Zimbabwe 1

WG Membership

WG2 membership
i as a7 ‘!
2022 2023 2024
W Regulatory Authority  ® industry ® Active member ® Silent member

* Membership confirmation letters were sent out on Nov 12 to confirm the continued membership of the
silent members.
* If an email address is found to be invalid, we will attempt to reach out up to three times. After three

unsuccessful delivery attempts, the membership associated with that email address will be removed.

Guidance Documents Development

Change Management to Registered Medical Devices

WE1, WG2, and WG3 joint work item, primarily led by W62
20
First Draft

Cireulated for

Oct 13~Nov 20
Called for

Meeting for

sep2
Proposed Final document
on public’s 10 GHWE
comments

oved Discussion

Group Discussion

Work Progress- Work Items Updates

1 Review and update
GHWP WG1/F001:2016- Guidance on regulatory practices for
combination products (cooperate with WG1 & WG3, led by WG1)

2024-2025 + Drafting in progress

2025/1/7  + Training plan submitted to
GHWP Secretariat on Oct 24
- The training will be arranged

on Jan 7, 2025

/F001:2021- Reagent and

i

New Working Item Proposals (NWIP)

Towards Medical Device Marmanization

Review and update the additional consideration
GHWP/WG2/F001:2018- Labelling for In Vitro Diagnostic Medical Devices

O Purpose:

1. As the reference document was updated, WG2 intends to conduct a gap
analysis and comparison between the current GHWP guidance document and
the updated reference.

ance document will be updated based on the results of the gap
analysis, incorporating additional considerations from the GHWP's perspective.

O Timeline: 2025-2026

New Working Item Proposals (NWIP)

Discussion during the Aug &

Title: Guidance e WG 1, 2 & 3 FTF Jaint Meeting
Artificial Intelligence based O Rationale:
Digital Pathology Software 1 With more specific scope on the

performance evaluation of Al-based VD
software

2. The GHWP guidance document will

Current Status
O W61, WG2, and WG3 jeint

work item, primarily led by

i include  information on regulatary 0 The NWIP wil be updated
s consicerotions, which wil ot be coverer! | g | and submitted o the
O st by the 150 standard GHWP Secretariat for TC
The MW was  tentatively O Amended ttles spproval
withdrawn during the TC Leaders )
i oo 5 ottt additions]  Considerstions on _pre-
= == market Requirements of Artificial
Intelligence  (Al)based  Inwitro
iment bein I
CEe e Disgnastic Medicsl Device  (IVD)

TC212 WG4
Software for Digital Pathology

O Hominating abservers from WG2 to
join the 150 workgroup
O Timeline: 20252026

Training Programs

| Troining Date_ [RRRSES
I Online training
LS U GHWR/WIG2 fF001:2021- Replacement Reagent and Instrument Family Policy

Open to all interested individuals; no specific restrictions applied.
for VD Medical Devices.

g on Reagent Replacement and Instrument Family Policy, you will

an understanding of what Reagent Replacement and Instrument Family Policy are

2. Learn the concepts and principles behind Reagent Replacement and Instrument Family.
3. Be able to determine when Reagent Replacement and Instrument Family Policy are
applicable for changes in an IVD Medical Device.

WG Activities

1 Meetings in 2024

O WG2 kick-off meeting (online): Feb 22

O WG1, WG2 & WG3 online meeting for “Change Management to
Registered Medical Devices": Apr 24

O WG1, WG2 & WG3 FTF Joint Work Meeting: Aug 6~ 8

O WG2 FTF meeting: Aug 7

O Project core member discussion: Apr 24, Jun 17, Jun 20, Jul 25, Oct 29

W2 Maating (A 7)

-
WG1, WG2 & WG3 FTF Jort Work Mostig{Aug. 6-8)

Thank you for your attention!
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28th GHWP ANNUAL MEETING
Dec. 9 to 12, 2024

s Towards Madical Device Harm

WG3 - Pre-market: SaMD

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

WG3
Guidance Documents Developmen

Deliverables
Guidance on pre-market requirement for artificial
intelligence/machine leaming based computer-aided detection
(GADe) and computer-aided diagnosis (GADx) software as &
medical device

Warking Party

[(Cre—
f._ swards Masasl Ouris

Status.

Circulation ameng group
members by December and to be
submitted 1o GHWP Secretariat
for public comments.

White Paper: Software as a Medical Device (SaMD) Pre-Market

B o ooy Public Comments (ep. 12- Nor,
jurisdictions 11, 2024), comments received
. o g Girculation among group
h White Paper: S}:ber s:um;é 'forn;nz:rki lMarkal Suhmls':m oy mombers by Dacarbar an i ha
urisdictions " Y submitted lo GHWP Secretarial
! for public comments
4.

Public Comments (Oct. 2-31,

Guidance Document on Qualification of Madical device Softwara 2024), comments received

WG3 Training Programs

Fe

2024 WG
TED (Online)

Plan (draft)
Training Date
Guidance Document on Qualification of Medical device Software

WG 3 Member: Dr. Sheng-Hul Liao

Training Topic

Speaker

Bl Stakenoiders who are new to the fiekd of medical device software.
Medisce

The training will be conducted by one of the WG 3 members.

BRIl e training will cover the following:
(ST - introduction to the guidance document
+ Qualfication of diferent types of SaMD

The training announcement was sent to the GHWP Secretariat on October
29,2024, pending publication on the GHWP website.

WG3 Activities (2)

_e e _e
EL A0
s e

Jan. Mar. June Aug. Sep. Dec.
(IMDRF) (IMDRF) (IMDRF) (IMDRF) {IMDRF) (WG 5)
Feb. May July Sep. Oct.

(IMDRF} (IMDRF) WG'3) WG 3) (WG 5]

/ o

A

WG3 Membership

» 52 from 12 Chinese Taipei, Hong
Kong SAR, India, Indonesia, Japan, Kingdom of Saudi Arabia,
eople’s i hina, Rep of Korea,
Singapore, Sultanate of Oman, and Tanzania

> In2024:
» Added 14 new members
» Removed 3 U.S. members

WG3 Members WG3 Members

60

40
a0
20
10

a3,
0%

= Regulatory Authority * Industry

WG3 =
New Working Item Proposals (NWIP)

[T

The terms and definitions of digital therapeutics medical devices Approved

2. AI/ML based SaMD change submission requirement — Approved
Comparison of requirements from key jurisdictions

3. Guidance for SaMD clinical evidence and clinical evaluation (WG5S Approved
lead)

4. Guidance document on Risk Categorisation of Scftware as a To be updated according

Medical Device (Revise)

to GHWP requirements

(In-person, Taipei)

August 6-8, 2024

Thank you for your attention!
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