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12 Jun 2024
08.00 - 08.30 Registration
All the Leaders and guests fo enter ball
room
08.30 -09.20 Opening cersmony MC
) Preliminary report: Director General of | Ms. Rizka
Pharmaceuticals and Medical Devices, | Andalucia
MoH Indonesia
) Remarks: GHWF Chair Mr. Xu Jinghe
(NMPA China)
) Remarks: Gakeslab Indonesia Chair Mr. Kartono
1 Welcome remarks: Minister of Health Mr. Budi Gunadi*
Indonesia
Bumper opening. All the Leaders
welcome to the Stage
Photo Session: Leaders and All
Farticipants
09.20 -09.40 Tea/coffee Break
0940 -11.00 GHWP TC Meting (Open-door)
GHWPF TC Work Group Updates:
WG1: Pre-Market Submission and WG1 Chair Legian Room
CSDT
WGE2: Pre-Market VDD WG2 Chair
WG3: Pre-Market: Software as a WG3 Chair
Medical Device
WG4 Post Market WG4 Chair
WiGE: Clinical Evidence for WG5S Chair
Performance and Safety
WGT: Quality Management System WGT Chair
WGE: Standards WGE Chair
WGES: UDI & Nomenclature WG5S Chair
Special Task Group - Commaon STG-CERP Chair
Evaluation Reliance Practice (CERP)
11.00 - 12.00 Open Topic related to WG:

Benchmarking Regulation for Medical
Devices: Essential Principle Checklist -
How to Evaluate EPC

Cr. Ahdullatif
Wathan (Saudi
FDA)

Personalized MD: Pre-market
requirement

Mr. Karthik G M,
PhD. (Guardant
Health)
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GHWP TC Closed Door Meeting Agenda (draft)

Day 1- Wednesday, 12 June 2024

Attendees: GHWP LT, TC LT, TC Advisors, SAB, WG Chairs & Cochairs, Invited Observers

Moderator: Dr. Latif, GHWP TC Chair

ITEM TIME TOPIC SPEAKER
1 | 02:00 PM -02:10 PM |Opening Speech Dr. Abdullatif S. Al Watban
' “be PENING >pe GHWP TC Chair
2 02:10 PM - 02:20 PM [Keynote Speech Dr. XU Jinghe
' o ynote Spee GHWP Chair
) ) Roll Call
3 02:20 PM - 02:30 PM . All
Adoption of Agenda
4 02:30 PM - 02:40 PM |[Group Photo All
5 02:40 PM - 03:10 PM Coffee Break
. . WG 1 Working Progress and NWIP
6 03:10 PM - 03:30 PM . WG1
Q&A (5mins)
. WG 2 Working Progress and NWIP
7 03:30 PM - 03:50 PM . WG2
Q&A (5mins)
. WG 3 Working Progress and NWIP
8 03:50 PM - 04:10 PM . WG3
Q&A (5mins)
9 04:10 PM - 04:30 PM WG 4 Working Progress and NWIP wea
' U Q&A (5mins)
10 | 04:30 PM - 06:00 PM adjourn
11 | 06:00 PM - 08:00 PM GHWP LT & TC LT Dinner
GHWP TC Closed Door Meeting Agenda (draft)
Day 2- Thursday, 13 June 2024
Attendees: GHWP LT, TC LT, TC Advisors, SAB, WG Chairs & Cochairs, Invited Observers
. WG 5 Working Progress and NWIP
1 09:00 AM -09:20 AM . WG5S
Q&A (5mins)
WG 7 Working Progress and NWIP
2 09:20 AM - 09:40 AM . WG7
Q&A (5mins)
WG 8 Working Progress and NWIP
3 09:40 AM - 10:00 AM . WGs
Q&A (5mins)
4 |10:00 AM-10:30 AM Coffee Break
WG 9 Working Progress and NWIP
5 10:30 AM - 10:50 AM . WG9
Q&A (5mins)
STG Working Progress and NWIP
6 10:50 AM - 11:10 AM . STG CERP
Q&A (5mins)
7 11:10 AM - 11:40 AM |IMDRF Al/ML WG/QMS WG/ ISO TC 210 GHWP Representatives in IMDRF
' o WG/ISO TC210
8 11:40 AM - 12:00 PM [Discussion & Input from TC Advisor All & TC Advisor
9 12:00 PM - 02:30 PM Lunch Break

12




Ms. Li Jun

10 | 02:30 PM -02:50 PM |GHWP TC Work Plan 2024 and NWIP .
GHWP TC Co-Chair
Ms. Quan Tran
11 | 02:50 PM -03:00 PM |GHWP TC Capacity Building Plan GHWP Capacity Building Lead
GHWP Strategic Advisory Board
12 | 03:00 PM -03:10 PM Member/Advisor/NWIP Application Mr. Bryan So
' ’ Procedure GHWP Executive Secretary General
13 | 03:10 PM -03:20 PM |Reliance Project in GHWP Dr. Adelheid Schneider
' ’ - rrose > TC Secretary/WG2 Cochair
14 | 03:20 PM - 03:40 PM Coffee Break
. i . Ms. Miang Tanakasemsub
15 | 03:40 PM - 04:40 PM |Assessment Report of GHWP guidance .
GHWP TC Co-Chair
. . - . Mr. Bryan So
16 | 04:40 PM - 04:50 PM |Discussion on Host of 2025' TC Meeting .
GHWP Executive Secretary General
17 | 04:50 PM - 05:00 PM |Closing Remarks Ms. Eka Purnamasari

GHWP Vice-Chair

13




GHWP TC Meeting
Jun 12th, 2024

WG2 - Pre-market: IVDD

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

Work ProgressMembership and
Activities Updates

WG2 membership

44 membersfrom 19 economies
o Incl. Ladvisor and 1 observer

BRegulaton Authority o 1new application in progress: Dr. Sangjin Park

ndustry (Regulatory Authority, Republic of Korea)

[ Meetings in 2024

O WG2 kick-off meeting (online!

o WG1-2-3 online meeting for “Change Management to

Registered Medical Devices”:

WG2Kichol Mockra (7. 2)

O WG2FTF meeting: Aug. 6 - 8

Work ProgressWork Items Updates S ot tarmanzaton Warc Pty

1 Review and update 20232024 |- Public commenting
ct. 13 to
Registered Medical Devices
(cooperate with WG1 & WG3) .
response to public
feedb

2 Review and update 2026 + Drafting in progress

‘GHWP WG1/F001:2016 Guidance on regulatory practices for
combination products (cooperate with WG 1 & WG3, led by WG )

3 ‘Guidance Documents Duplication Evaluation 2026  preliminary
evaluation was
concluded

a Training: 2026Q2/Q3 |+ Preparation in

GHWP/WG2 /£001:2021 Replacement Reagent and Instrument progress
Family Policy

New Working Item Proposals (NWIF k- Clota Krmanzaton Workcn Pty

id for Artificial

based Digital Pathology Software

O W61, WG2, and WG3 joint work item, primarily led by WG2

O Purpose: Developing an international common guidance for Al-based digital
pathology software to reduce the time required for pathologists to interpret results
and to improvethe accuracy and reproducibilityof diagnosis.

O Timeline: 2024-2025

WG2 Future Worlelan

Deliverables Timeline
(Tentative)
Qevelopmentaf GHWP| Revew and upda o
Docume: GHWP/WG2/FO01: lmﬁtihclhn@rln Vitro Diagnostic Medical Devices
Review and update
T T, Z!fi?é‘ﬁiif”m“ Principles of In Vitro Diagnostic (IVD) Medical Dey 8D
plan for WG2. The specific
work items for each year | Regulatory Practices oRUO" Labelled Products ababoratory Developed
will depend on Products / Requirements and specifications fboirse developed and 8D
‘outcomes of the kickoff produced in vitro diagnostic medical devices
meeting for that year. |G ouoinpf 1VD for Product Registration o0

Review and update
GHWP/WG1a/F002:2013Essential Principlef Safety and Performance of IVPTBD
Medical Devices

Review and update

Medical Device

Review and update

Dossfor
Essential Principles of Safety and Performance of In Vitro Diagnostic Med
Devices

Guidance Documents Assessment \@:wm

Guidance Documents Assessment

W2 Guidance:
documents

*The guidance documents are categorized according to the
2023 review plan

e -
|
e b e
bty s o o
e M e ety

Guidance Documents Assessment

Working Party K\— ﬂ—l m m Pl'ty
= Device Marmonization o Tow 2l Dovice
19 documents in total. Plan to keep4, revise 6, abolish 8, and 1 to be reviewed primarily by WG8. Document Reference Note
Document Reference Note B Anwp/wczwcs/rw 014 GHTF/SG1/N044:2008 Role of Standards inthe | + The guidance document is included in the revlew
Role of Standards Assessment of Medical Devices plan for WGS for the year 2023

1 | AHWP/WGLWG2/F001: 2017 + The guidance will bbolished by 2024. s

Regulation and treatment of elFU

and e-Label of Medical Devices

e et 5 | GHwp/weawer Not from IMDRF/GHTF  The document has been revised to the proposkd

r i guidance document titled “Change Managem:

2 P/ 2016 SG1/ND Definition of the Terms ‘Med| + There is a difference In the definition of IVD Changes to a Registered Medical Begictered Medical Devices. 1t 1s curenty

Definition of the Terms ‘Medical | Device” and 'In Vitro Diagnostic (VD) Medical Dey  medical devices between the GHWP and GHTY e nrgomd the ondorsamant brocets

Device! and i Vit Diagnostic guidance documents. Additionally, the GHWP + Revislog In Frogress

(VD) Medical D guidance document includes annex  consistie

examples 7| Hwe/weawer. No global guidance on emergency regulatory | - Keep current

+ Keep current

WG3/F001:2021 Regulatory mechanisms yet exists at the time the guidance

3 [ AHWP/WG2_WG1/F001:2015
Definition of the Terms "Met

Device' and 'In Vitro Diagnostic
(IVD) Medical Device'

WG1/F001:2016" and is scheduled taabelished
by 2024.

* The guidance has been updated to "AHWP/W2

Devices | published

Including In Vitro Diagnostic
Medical Devices and Software as

Medical Devices During A Public

4 : 01
Clinical Evidence for IVD Medical | Devices Clinical Performance Studies for In Vitro
Devices- Clinical Performance | Diagnostic Medical Devices

Studies for In Vitro Diagnostic .
Medical Devices

Clinical Evidence for IVD Medi| +  The guidance document has been amended b
adding more examples and introducing new a|
section 11.0.
Keep current

8 | AHWP/WG2WG1-
WG3/F001:2019Categorisation of
Changes to a Registered Medical
Device

The guidance has been updated in 2023, and fhi
version is suggested bolition.

P p
. (e id (e
Guidance Documents Assessment (= sl tarmonzation Working Party Guidance Documents Assessment (& sonal karmontzation Worsing Party
Document Note Document New Reference Note

9 [ Anwe/werwea- * The guidance has been updated in 2023, and fhi: 13 [ AHWP/WG2/F001:2016 Pr ‘GHTF/SG1/N045: 2008 Principles of In Vitro Diagnd + Updated reference document: IMDRF/IVD
'WG3/F002:2019 Principles of version is suggested &bolition. of In Vitro Diagnostic (IVD) (IVD) Medical Devices Classification WG/N64FINAL:2021 Principles of In Vitro
Electronic Instructions for Use + Tobe Revised
(elFU)

10 | GHWP/WG2 /F001:2021 Not from IMDRF/GHTF * Keep current 14 AHWP/walemz 2016 Principles| GHTF/SG1/N046: 2008 Principles of Conformity + The guidance shares similarities with
Replacement Reagent and Assessment for In | Assessment for In Vitro Diagnostic (VD) Medical GHTF/SG1/N06:2008, with some modifications fo
Instrument Family Policy Vitro Diagnostic (IVD) Medical Devices the wording.

piete AN

11 | AHWP/WG2/F001:2018 Labelling | GHTF/SG1/N70: 2011 Label and Instructions for Us| +  New reference document: IS0 1813022 In 15 | AHWP/WG2/F003:2016 ENTF/SGI/NBSBZU]]SummiryTe:hmci\ « This documentand the GHTF guidance share
for In Vitro Diagnostic Medical Medical Devices vitro diagnostic medical deviteformation i (STED) nform but differin content. The GH\VP
e e S emensatieg ety e | o the Esena Pineples o Saety ane retoma]  donsmert neororaes nighs o 15 o

+ To be Revised Performance of In Vitro

12 | AHWP/WG2/F001:2017 Guidance | Not from IMDRF/GHTF * The guidance has been updaled in 2023, and thi Disgnos | Medonl De vl
for Additional Considerations version is suggested sboliti 16 | AHWP/WG2/F001:2014 + The guidance will biolished by 2024.
support Conformity Assessment Comparison between CSDT and
Medical Devices

14




Guidance Documents Assessment C ciobal Harmonizatian

Document
AHWP/WG1a/F004:2013

(now restructured to WG2) Comparison
between the GHTF Summary Technical
Documentation (STED) formats for Medical
Devices and In Vitro Diagnostic Medical Device
and the Common Submission Dossier Te

(csDT) format.

Reference

o) Gavice’ Harwonizaiion

Note
* The guidance will beolished by 2024,

ssential Principles

! Principles of
Safety and Performance of IVD Medical Devicel

Safetyand Performance of Medical Devig

* Updated reference document’
IMDRF/GRRP WG/N47 FINAL:2024
(Edition 2) Essential Principles of Safdty
and Performance of Medical Devices fnd
IVD Medical Devices

- To be Revised

8t
Framework for IVD Medical Devices

1 Information
Document Concerning the Definition of t
Term ‘Medical Device'.

2. GHTF/SG1/N45:2007 Principles of In Vit
Diagnostic Medical Devices Classificatiol
3. GHTF/SG1/N46:2007 Principles of
Conformity Assessment for In Vitro
Diagnostic Medical Devices

4. GHTF/SG1/N41:2005 Essential Principle|
safetyand Performance of Medical Devic|

Updated reference documents:
1. IMDRF/GRRP WG/N47 FINAL:2024
(Egition 2) Essential Principles of Safdty
and Performance of Medical Devices jnd
IVD Medical Devices
2IMDRF/IVD WG/N64FINAL:2021
Principles of In Vitro Diagnostic (IVD)
Medical Devices Classification

« Tobe Revised

Guidance Documents Selection

The following are the current effective guidance documents proposed to the TC for considering

assessing the adoption status by Member Countrieregions:

Document Note
1 | AMWP/WG2WG1/F001:2016 Definition of the Terms | + The definitions of MD and IVD are
"Medical Device' and 'In i the reg v
Medical Device' + stll upodate.
2 | AHWP/WG2/F001:2018 Labeling for In Vi + “Labelling’ for 1VDs is 2 fundamental and
Diagnostic Medical Devices universal issue thatapplies to all IVDs.
+ The guidance is planned to be revised in

025.

&

Working Party

Thank you for your attention!
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(CT ey GHWP TC and WG Leaders Meeting Work Progress
R Mt B Wmesiion June 12 to 13, 2024 WG members status

28 members]ffrom[iMleconomies, including Chinese Taipei, Hong
WG3 — Pre_market. saMD Kong SAR, India, Indonesia, Japan, igdom of Saudi Arabia,

Netherlands, People's Republic of China, Republic of Korea,
Singapore, Sultanate of Oman

WG3 Members WG3 members

14,29%

BRegulatory .
thority

Chalr: Mr. ChunJen Chlen
Co-Chalir: Mr. Tony YIP

industry

2023

Work Progress ~
Developing progress of (f;’ S Normaton Warkira porty
endorsed working items

WG3 Work Plan for 2024

Deliverables

Deliverables

Activity 1. WG kickoft meating (online): Narch 2024
2. WG3 Q2 meeting (online): June
3. WG3 FTF meeting (With WG182): August 1| Development | New Guidance (new proposal item) 2023 | Step 1
4. Annual meeting: TED of GHWP | Guidance on premarket requirement for rtfcial 2025
Document leaming c
detection CADe) and computeraided diagnosisGADX) Comments for
wes cHWP Software as a medical device Qocument
evision
maating annual
(onine) Roview and update 2023 | Step2.
GHWPIWG3WDO01:2023 Guidance Documenton 2024
Qualifiation of Medical Device Software Documents
discussed in
GHWP TC
White Papor 2025 | Step1
- Software as a Medical Device§aMD) PreMarket | 2025
Submission 1
from key urisdictions Comments for
- Cyber Securlly for D Pre-Market Submission Document
omparison of Revision
© fon <)

Work Progress
Developing progress of
endorsed working items

2 | Development | Joint Guidance 2023 | LedbyWG2
of GHwWP GHWPIWG2-WG1-WG3/P001:2023 2024
N Development
Document Change Management to Registered Medical Devices Consolidating | [Deetc N e Lo h i [P P
Public Comments & e o
for Document
Revision White paper(New proposal item) 20242025
o AIML based SalD change submission requirement
Joint Guidance 2025 | Led byWG5
Clinical evidence and cinical evaluation requirements for | 2025 Gomparison of requirements ffom keyjurisdictions
Software as a Medical Device (collaborate with WGS)
Under discussion

Guidance Document (= Guidance Documents
Assessment e o e i Selection
*Discrepancy to the

isarticle  IMDRF documentscited ~ Suggestion
in this article

Document Description
No.

JAHWP/WG3[ Guidance |2016-11-26] IMDRF/SaMD WGIN1OFINAL:2013: 98% revise
/F001:2016 | document on Software as a Medical Device ( SaMD): Key Document No. ate Note
Risk Definitions
Celegonsaton (Guidance document on Risk to be revised
fi :‘::1‘:;':;5 ‘gDﬁRF’ SaMD n’%’”‘f;”“‘&?’i}“i o =D of Software as a Medical | 2016-11-26 | Suggest not to be used for
oftware as a Medical Device': Possible bovios. adontion assessment
Device Framework for Risk Categorization and P
Corresponding Considerations
AHWP/WG3| Guidance |2015-11-06 IMDRF/ SaMD WG/N10FINAL:2013: 95% revise N
/F001:2015 | Document on Software as a Medical Device ( SaMD): Key [Guidance Document on Medical Device to be revised
Medical Definitions : - Qualification and 2015-11-06 Suggest not to be used for
Device [Classification adoption assessment
e - IMDRF/SaMD WG/N12FINAL:2014: ~70%
Qualification *Software as a Medical Device”: Possible
and Framework for Risk Categorization and
c c c
* The tool for comparing similarity to the IMDRF documents : o o
https://ethics.moe edu.tw/news/detail /287/

Thank you for your attention!
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C

Global Harmonization Working Party

Towards Medical Device Marmon

IMDRF AI/ML WG Update

WG3 Chalr: Mr. ChunJen Chien

IMDRF AI/ML WG

Working Group Chair(s)

Russell Pearson  Matthew Diamond oyt
MHRA, UK FDA, USA

PRRSR——

Technical
Good Mach
| Framework for
- AlLifecycle : ~

ome Towards Medical Device Marmonization

&

IMDRF AI/ML Meetings

s Modica) Dovice M

Aimed at
refining the
draft
document of
GMLP

Sep.13, Nov. 8, . Mar. 13-14,

2023 2023 2024

GMLP Project

Focus areas

+ Needs of Generative Al Large Language
Models (LLMs)

+ Alignment with and referencing of other
IMDRF documents

*MC signoff o
<

+ An in-depth exploration of GMLP for
Pre-determined Change Control Plans

Public ize G
onsultation Public
comments

Draft: Good machine C
learning practice for e
medical device

development: Guiding

principles

Good machine learning practice for

Contents

Ewie

medical device development:

Guiding principles

Atificialitaligenceachine Lasring ensbid Werking Group °

10 Guiding principles

1.The device's intended use intended purpose is well understood, and multi -disciplinary expertise is leveraged

throughout the total product life cycle

2.Good software engineering, medical device design, and security

practices are implemented

3.Clinical study participants and datasets are representative of the intended patient population

4.Training datasets are independent of test sets

5.Selected reference standards are fit -for-purpose.

C

10 Guiding principles

6.Model choice and design are tailored to the available data and the intended use/ intended purpose of the device
7.Performance is assessed with a focus on the human -Al team in the intended use environment
8.Testing demonstrates device performance during clinically relevant conditions

9. Users are provided clear, essential information

10. Deployed models are monitored for performance and re -training risks are
managed

Suggestions

@ Towards Medical Device Marmomization

- Collaborate with the Medical Device related organization brings benefit to
GHWP.
« Acquire the latest progress/prospect from other jurisdiction/organization
- As WG3 initiates the development of AICADe/CADx) guidance, it is recommended
that GHWP continue to participate in IMDRF Al/ML meetings to keep abreast of IMDRF's

progress and promote the harmonization of regulations/guidance.

Al Lifecycle
Management Project

+ Recommendations for new/different
approaches for Al medical software -

2024

approval of K
updated Al Lf
Lc

fanuary: finalize
‘NLG | scopefor

NWIP

Thank you for your

\C_‘:E:n-mmhm

e Towards Modical Device Mar

Issues Addressed

Best practice divergence in an
emerging

Product safety

Safer movement of products

ome Towards Medical Device Marmonization

attention!
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