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— ~ The 26"™ GHWP Technical Committee (GHWP TC) Meeting

it TC Meeting If > FREYUFR L GHWPTC WG2 TR/ NHERE S 57 - £ 3%
Tk NHZ TAEHEE R ARAGRE] > RS ZEE - Sl RES TIE/NE
ATHARC R B TAERR & > (5 Rk BB BCRIE iz 275 -

. ~ The 26" GHWP Annual Meeting

BN ~ BRE ~ HAS ROD ST A S B 2 BB (TR - SRS AE
BZREERTAT » ARG HBEERNE L5 K TC SHubfg s s > SR
& 2023-2025 - GHWP K& L - BRI RIIFE WG2 k2 WG3 £
i 2 BATELH T - & LINEARS 27 [ GHWP 25 st 12 1 B R -

= ILiF/ g

FEARF G RYGHOCTR S E TSR ZIEG - REMIER 1 5
TAE/NEFHR(WGLI-WG2-WG3 Biagak) > sfamiHB S FSHE - S L
TEHENE - ARIIREI £ E WG2 Z TAERR - EIRFREH S as A A B
28577 > TeTHREIRE R -

BERFEG 2SN GRG0 | (B EE 2155 5 2 30 K GHWP BIRHE5 1
7 AR B A A B R A B EE AR L - B BRSO - A R B P
SR o

BRsEEE (Keyword ) : ERESFEESAEMEHAIE (GHWP ) ~ BEFEE3#4 (Medical Device ) »
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EEREE RS AR SR (Global Harmonization Working Party, GHWP)F & Fyoa il
B e i AR S F1 2 (Asian Harmonization Working Party, AHWP)EZ 177 1999 4F3f {4
2020 FEFE 4 Fy GHWP » B— BB es i AR b B FETEAEES - & BB SV
8 EEAG Z PIRY R e - EER R E e ~ 2N PR DURIENEERE - HATE
BEIERESOKR ~ SamgE ~ BRI /A EIE - HIJE - 9H. - Hon -~ BEiE e ~ AL
YO SHBRTAAE ~ BB~ BeARPEED ~ B0k - i) ~ EOEHTIE ~ R JEERE - BEEE - i
Bz ~ mIE ~ BHERT - g~ HiEERR ~ 2B FAEEE R AR - 5 - #E - TEFT -
P~ S TR FREIDAS R IIA Z & B HAS 41 33 {lEE 2435 - GHWP
SRR 7 RIRKE S B E T ERR - BRI RS . H AR EIPEAEAR
GHWP E JTH#% A0 i & (Liaison Member) » & {EHIE BUES | B8R ea M H B IR 5 [k
SENR > BYHHB AR SUEE) - EEBIA R RS AR B

GHWP jix 112 £ 2 F 13 2 16 HEDSHIFTAMAFHEEERTE 26 EFEE 251E
a0 myHl GHWP & BBl e B (URETSOM - BandEy)E 2 Bt Kbt andd
HESCHRGEE GHWP JEE V75— R REZSUER RO GHWP itz 882
ARSI ol R s A B TR E B TR N ) R R R E 17 3 0 HEH &3
DURUS & SRR i B B PR B R i > 28 GHWP B Z Bt -
MR8 bR B B e SN2 B s i e AR N SRS R R R 2K
AAE] o IEAD - AR GHOT B SEE TR IS - NEHHEF WG1-WG2-
WG3 LIF/NMEZIf &g - e R i 72 AR B PRER A -
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— ~ ARHEETE Z T2
ANjE GHWP & 2513 - fiE 1 KAVEE 26 & GHWP TC Meeting Kz 1 KAVES 26

J&i GHWP Annual Meeting » 331 2 K > AKZFE GHWP TC Meeting [z GHWP Annual

Meeting E5HEL » sRIERFOMTA 1 -

HHA R/ EE

2/15 28 26 i GHWP TC Meeting

2/16 28 26 i GHWP Annual Meeting

5 > Bk GHWP & 25 G2 - BB HEF L UERHRIE(T: GHWP TC 45
HhET R R E A BT AT E B LIE/ NH(WG2 - Pre-market: IVDD) EJF » 35 G L
GHWP TC & T fE/NHE B FIAHRA S 52 2 & - 7)) 2/15 4F GHWP TC Meeting &3%
% NE T E B WGI1(Pre-Market Submission and CSDT)-WG2-WG3(Pre-market: Software
as a Medical Device)lfi &5 TIF &% » $HEGIEWHEHES | LIF - EITNAS WL T - A
R WG1-WG2-WG3 Bt & T/Eg » H WG2 EFZCEREEAMMENN 2023 £ 7 A
B 8 HIEGBRTER S RIEEE WG f1 WG3 2iig s > WG2 RH{EhEE = Hi
&R ATE B E S HIEUEEE - BMEET GHWP/WG1-WG2-WG3/F002:2019 Principles
of Regulatory Requirements for Electronic Instructions for Use (eIFU)~ lfF& TAEIEE » It
THTARER AR E 3 (B LAFAHAY 12 2400 BRI THHRE LAF - HAEZAE 2023 4
JERSERAERT - WG3 B EFEZEFAFR Mr. Tony YIP 5t BH A L& EAMHRA S TIEREC &=
RELRR Z M A HR B B EmTE (International Medical Device Regulators Forum, IMDRF)[EF 45 4H
Gk T HEEEERERN 0 B GHWP/WG2-WG1-WG3/F001:2019 Categorisation of
Changes to a Registered Medical Device and GHWP/WG1/F001:2020 Guidance for Minor
Change Reporting 7 il & T {FIH H/RHES B FHE HE BB s gt —F
=TE > A Conformity Assessment of Al-based Digital Pathology Software $55 |2 T.{FIH
H » WG1 £/ Dr. Park fif/ M 482 NE - FEIAFE WG2 EERTREHEZ 1% TIF
2 BT ETER - 55 AR Survey on Good Reliance Practices among GHWP member
countries TAFITEH » WG2 [k & Dr. Adelheid SCHNEIDER :RBH & #2% TAEIE HiEE -
AR GHESNERKE 10 {ERFHZ - A 19 i -

ARHATE RS - SRR -

1 Seil PARK WGT1 Chair

2 Mandy (Myoung Shim) KIM WG1 Co-Chair

3 Wen-Wei TSAI WG@G2 Chair

4 Tony YIP WG3 Co-Chair

5 Fajer K. ALKUSAIR WG1 Member (Regulator Authority)



6 Faiza ALZADJALI WG1 Member (Regulator Authority)
7 Kenneth CAVANAUGH WGI1 Member (Regulator Authority)
8 Victoria QU WG1 Member (Industry)

9 Ed WOO WG1 Member (Industry)

10 Asok KUMAR WG1 Member (Industry)

11 Anna PARK WGI1 Secretary

12 Paulyne WAIRIMU WG2 Member (Regulatory Authority)
13 Cristina SANDJAJA WG2 Member (Industry)

14 Pauline LAW WG2 Member (Industry)

15 Jacqueline MONTERIO WG2 Member (Industry)

16 Adelheid SCHNEIDER WG2 Member (Industry)

17 Yin-ting FANN WG2 Member (Industry)

18 Chun Jen CHIEN WG3 Member (Regulator Authority)

19 Yasha HUANG WG3 Member (Industry)

-~ BAY GHWP & 25 G35 2 RN - EECHR T

2 A 15 H_ L4817 TC Leaders Meeting Z PAFT& 38 » FHET5m GHWP RS ER
B8 JOE L B2 B - R R 70 2 88 e 2SI B B P 4H 45 ISO ~ IMDRF S5 A%
EFBLEEN » S5TNa RN & TS e B4 52 BUE) - FEE TS 26 & GHWP £iig
Z B G G#k(TC Meeting) - GHWP TC § N FEawA 9 {lH TAE/NsH(Work Group » WG) » &£
KRR G&KF WG6 it A WGT » Al GHWP WG i #iRRE By 8 (ELAE/INH - o3 il Fs

(1)WGT - Pre-Market Submission and CSDT -

(2)WG@G2 - Pre-market: IVDD -~

(3)WG@G3 - Pre-market: Software as a Medical Device ~

(4)WG4 - Post-Market ~

(5)WGS5 - Clinical Evidence for Performance and Safety -

(6)WGT7 - Quality Management System: Operation & Implementation -

(7YWGS - Standards -

(8)WG9 - UDI & Nomenclature »
DA E&TAR/NA BRI B R et 25 PE B B B B B R as M AR AL - 3k
B & a5 S ERHR B BT WG2 £ - ARG SR WG2 AR TIFAR#E
BIATAFHERS IR 2) - WG2 TTAE/NH 2 SRS » DABS AR/ NHEE =0 Y

" Categorisation of Changes to a Registered Medical Device | » i ELfAFF H GHWP & F

ERGHEY - AR GHWP TC & TAE/ N AT E S8 T 2 IR BRI - 5 FEE
BEATRN L



TAF BB A AR
|

1. FBEREE WG1 ~ WG2 ~ WG3 HL[EHEHHY T Categorisation of Changes to a
Registered Medical Device | 55|30 -

2. 5ER%{EET Handbook for Approval of Patient matched Medical Devices Using

WGl 3D Printers °

3. 5EEEET Guidance for Minor Change °

4. BLWGI1 ~ WG2 ~ WG3 F[E[{EZET Principles of Regulatory Requirements for
Electronic Instructions for Use ( e[FU )1 o

1. 3B WG1 ~ WG2 ~ WG3 H[EHFEHAY " Categorisation of Changes to a
Registered Medical Device | 5534 »

2. B1WGI ~ WG2 ~ WG3 2L [E]{ZET Principles of Regulatory Requirements for
Electronic Instructions for Use ( eIFU ) -

3. HEEEEREESETE Good Reliance Practices for MD, IVD and SaMD across

WG2 the life cycle ¥55] @ Wi ZH4& GHWP f% & 2 Good Reliance Practice &) °

4. FHEVEH GHWP/WG2/F001:2017 Guidance for Additional Considerations to
support Conformity Assessment of Companion In vitro Diagnostic Medical
Devices °

5. Bl WG5S &1/E#1T GHWP guidance document on Clinical Evaluation for IVD
related to Covid 19 PCR testing devices ©

1. #FEEREE WG1 ~ WG2 ~ WG3 H[EHEHAY " Categorisation of Changes to a
Registered Medical Device | 5534 »

2. BELWGI ~ WG2 ~ WG3 £ [E[{ZET Principles of Regulatory Requirements for

WG3 Electronic Instructions for Use ( eIFU ) -

3. White paper on Pre-market initial Submission format for SaMD ~ Guidance
document on Cyber Security for SaMD J; White paper on SaMD change
management — Requirements and Processes S {/F a0 LAEHETTH -

FF4E 5 3T Post-market Resource Centre 2 E&f o

ek GHWP Erifgtss (Bl e BRIZE 1T -
Frfisia S ta N EE s EiiR SR Ees -
FrEE N TR SRR M kg Le FhifetEss -

WG4

SER BRI ER R IR TR -
Bl WG2 &{F#{T GHWP guidance document on Clinical Evaluation for IVD
related to Covid 19 PCR testing devices °

3. 5E[ IMDRF K GHWP B Es M ER R R A= 2 01T -

N =h R D =

WG5S

$55] A guidance to understanding best practices in audit life cycle management ~ A

WG6 guidance to understanding presently available audit duration determination systems

K A guidance for auditing supplier to medical devices manufacturers iz fAUNEE
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WG7

1. USRS A K B

FFEKIES BCRAFE R -
SRR R T A 2 B B R E | -

WG8

FEH " Medical Gas System - Essential Principles of Safety and
Performance - Standards for Demonstrating Compliance | 55344 ©
SRR e M BRAF LA 4 BT E (I 4E ISO TC 210 ZEEFEE
FETAA -

WG9

1. GHWP UDI RULE A&l HRE T(E °

- R T

F4g %2 WHO 1 GMDN HygfRests anta LIS L R 2 Bl an it
A LAF -

GREFSEM IR - RIS R ILEE IR REas M a4 %
At o BRI AR IHY H HY

2 H 16 H 5 GHWP & (Annual Meeting) > & 4L 25 & GHWP H£oa
AU ANEA® IE Mr Ali M. AL-DALAA K K&F iR B9 % Mrs. Salbiah
Yaakop 5t GHWP 30 k2 25 TAE/INHAERS » 55 25 B/ 40 L B R es B B AR B AR B
o RN
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S
JEM Therapeutic Goods Administration sRFHEENA 90% LI FAVESEESH
A A A ECEENES - BREAHESE) 2 MDR % Bl R ET 5 - DRI BN BT
LI R EE S BT 2 BN R AR A i RN - 3l B e P
B PR S A (H ZEAERARV BT R BS A S 5 > 59 BONHE(E 2022 4 IMDRF HY i
MAER IR B1 IMDRF ~ R4 N TEEREFSM (B REHEE
Meka e - wEULEF S - BB Em L AT - BRSSO S T/
4 -
BXHE

EEE & 1E Regulation (EU) 2017/745 on medical devices (MDR)Jz Regulation
(EU) 2017/746 on in vitro diagnostic medical devices (IVDR) » HV/& & T HE
RIREAUSZ AR e ~ B EF B (L e P ER R D
BB GE Notify Body A E#EF 158 MDR FF& R » RIRHE R 48
JEHARER > S I RESFESH K 1Tb SRESEEI P IER] 2027 FJERFIFRES 77
EA B Rin 2 mrE) » B ETA Ha S EFRESM - TR ~ HED 0]
HEEHNFirES - OF BTSRRI b 4 AZUEEH ~ b 4hIFE
AFEM L] 2028 FJE - (HEREIIOAR & MR © R a B
MR MEN - B I RSB S W e iR mT ez 2 JE b ~ 1F 2024
5 ARi5E MDR i BB L4 ~ 75 2024 £ 5 HRTENHEERG MR
i R (- -
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. fEET Pharmaceuticals and Medical Devices Act (PMD Act) » ZREERKEZ i

#F Al 2 H i (Marketing Approval in Emergencies 2022) » ¥~ IR & EiiEsr
AIVES R R A o R AR ORI U BE s - BB T 2 R BE
& REMBEM IR T RIS E R R EE /K -

HR BN BR A R il b 28 B R as M ERRR HYZE 4 RIS —HYEEEIR TS -
A o BT B B R s M B XIS AR - S B Ras e D8 s
377 Post Approval Change Management Protocol (PACMP)&E] » 1575 A T8
ZRMIVEER T AT B MR T R G R R A A iR

Vb S HIA

. Saudi Food & Drug Authority (SFDA)¥IA R EE 2844 (Innovative Medical

Device) {5 Lt il fE A 2 B H L2 MERAERUER 20T AT DL BRE 7y B
HHTESK © S9fra MY TR R A s fates bl © A0 LA BGE T 2h
REZ B Es AR T 5 I A Bl © SR Bt e SrY R PR/ B R (B S B (IR
TTaHR %% B0 SFDA FTERVEAMEME -

- DS H R R e R A P R MBS SR R D ST (A A A R

FRastf > 55 SFDA JRIL T —EIZR % B & DR Bl Sl g B /KCEE -
Y
BB o S B B R R A e AR RS £ 0 TR T B PR — 5L
PEEESR ¢ (BB HERIEE - IERATHr A Bl sds s sl A amiBirEH © i
EEHRES - ARl | ISR 0 0 2 FIBIRBEHE R0 - TR
FEM G EAIEREN IMDRF 5 GHWP Z 55 [ {4 -
e[

. B&[E¥ Ministry of Food and Drug Safety H 2021 FHEH 17 ISP AE E

THEHEEMERE > 1 Innovative and Diagnostic Medical Devices Policy Division
(Feb 2021)LL & Digital Health Devices Division (Feb 2022) - i #7761 Digital
Health Devices fHEf ~ #5551 24 {7 ~ IVDD #HEA$55( 10 {7 -

- FRERY 2023 ST ABURN Roitldn 2 Bad M BrslUR e s s O 2 T0F S 55

m B B R ME oy o REREII A B 25 M B — 81451 & (Medical Device
Single Audit Program, MDSAP)R{ & -
FH

- FtEORIE B RES RS - AR S E VR R o I YT

HIBEHS > A — SN ~ PRI B RIER S BRI EF B ERELE
7£ZE(Medical Device User Fee Amendments, MDUFA )4 5 F3H%8—20 » AKX
FEE % B 7 By 2023-2027 -

B FDA EfABIFEFFIA TYIMEE © E sl T TR M T A 25
FHRAE — L2 Bl TR HEENZ B EAHBEIRESE R T Ery 2,
AT B AN T E RIS 1E  EEOAR R 5L IMDRF 55 [HYIEFRE
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[ BRI RIE - AR T 28 S ARG SEEAE
E TR SN AR ZE A -

GHWP g 7 i - BREFIBEF M ERIER ENIN - MABRIRE R EHRE
P18 (The International Medical Device Regulators Forum, IMDRF) ~ B8 5500 [5] 5 f &
(Association of Southeast Asian Nations, ASEAN) ~ go KB FEFRY 177 € (Asia Pacific Medical
Technology Association, APACMed) ~ &ERE2ENA G B IRE(ICT IR AR E Z e
(The Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy Trade Association,
DITTA) ~ £EHE#Z (Global Standard 1, GS1) ~ £ ERESREZEM i 41%FE(Global Medical
Devices Nomenclature Agency, GMDN) ~ £EREEEFRFL 95 (Global Medical Technology
Alliance, GMTA) Kz S& M EE P i/ A 37 il & 5% B4 (Inter-American Coalition for Regulatory
Convergence in the Medical Technology Sector, IACRC)Z: B8 i [e0] P4 45 - HETT 54048,
Ea e M AH BRI BB » EEREA T
(—) > EIFEEREESMIEASEHERIE(MDRF) :
IMDRF FJ# Dr. Andrzej Rys iiHq IMDRF jJREGEE S 54T - s 4H@AHHVE 2
&% Affiliate Members(fff @& B) » FERRHIEEEIZZ 2 {HERH IMDRF =
E R A E AR RIS 20 - #i#{% AT 21 IMDRF open meeting
open working group K {F open consultation 2= H - IMDRF HHiH 8 {# T
{E/NGH - (B ERTE S N T ERM - (B RIEME1T(Good Regulatory
Practice) ~ 48RS 25455 5 -
()~ HEEREHE(ASEAN)
9% ASEAN Medical Device Committee (AMDC) Action Plans 2016-2025 » fi[I
SRR DU G — 2 - 1555 11 i AMDC 5% - 295 {lElJEfz 73 51 &
194 l& 2 fn i A — 2K -

(=)~ S REFERHE(APACMed) ¢
S KBRS e 2023 S5 R B R HEE AR 25 3l GF s BT (i R S B
e VNI -
()~ EERERGERMEACT MRS AR E Z i & (DITTA)
DITTA {85 B Ry et B4 IMDRF 4p& 272 TAF/NH » 384
“Cybersecurity for Legacy MD” 2 “SBOM”ZAHRE 55 [ S0 » AEERAN
IMDRF/AIMD WG /N67:2022 “Machine Learning enabled Medical Devices: Key
Terms and Definitions "3 » {F By N\ T ERE a2 2% -
(1)~ EERIEES(GS]) :
Ry TR B e BB By B » 5RERREL IMDRF k2% B 1B TR
#fF1 Unique Device Identification guidance 7 E5 514 -

ON) ~ EEEELSM O A RE(GMDN) ¢
FrE e B EH AR EFE M a4 4 105 | Aot TEEEFER
et BT E R E S AL -
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()~ EHEERHFE(GMTA)
EEREERHEIF N BSR4 e ~ AR e Rl » sl
IMDRF S5 aHER & 1F - EFIEH B RRin AR RS

V)~ FNEREENEAHBEHEJACRC) !
HAlA 18 (H& & > ERTERIEE RIAHETT(Good Regulatory Practice)¥fH
FIREZE % > 401 1SO 13485 ~ MDSAP ~ UDI % » &0 A E#E:5 8,000 A
Ko BRI -

TN NAREG F > KREEAMM NEZEEIE ¢
(—) > ZF27Jmz GHWP F » FHETE T S - S HIEE S NEAR -
()~ AKX GHWP FgimiEm DU R

1. 8 H AR (Japan) A& & -

2. WAL WG ~ WG2 ~ WG3 F:[EFEHAY [ Categorisation of Changes to a
Registered Medical Device | 55|34 »

3. EMEEREL WGS HEHAY " Medical Gas System — Essential Principles of Safety
and Performance — Standards for Demonstrating Compliance | 55 [ 324 -

4. RICKEHEE 2023-2025 7 KE TR - FlTZE G T RS TIE/NE T
BEE T HE RS S ERHE KSR I E WG2 1 2 i F 8 WG3
FREZHE BIEFI I E 2 R FHERRE RS » AR E S E
ST 3 -
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Time (KSA GMT+3)

09:00 - 10:45 [

11:15-11:20

11:20 - 11:35

Venue:

~ Program

Day 3 Agenda: 15 February 2023 (Wednesday)
Crowne Plaza Riyadh RDC Hotel & Convention, Riyach, Saudi Arabia

(AHWP/GHWP TC Leaders Mee

The 26th GHWP Annual Meeting Program

2611 GHWP Technical Committee (GHWP TC) Meeting

ting) Rasponsible Person(s)

GHWP TC & WG Leaders Maeting with TC Advisors Mr. Ali M. Al-Dalaan (proposed|

(1hr&Smins) (Closed-Door Meeling)

Welcome Speech (5mins)

Opening of TC Meeting (1 Smins)
-Roll call

-Adoption of Agenda

-Adogtion cf 25th GHWP TC Meeting Minutes

GHWP Chair
Vice Executive President. Medical Devices Sector, Saudi Food
and Drug Authority, Kingdom of Saudi Arabia

Mr. Guobiao Gao (proposed)

| GHWP Vice-Chair
Sacretary of Leading Party Group, Center for Medical Device
Evaluation, NMPA, People's Republic of China

Ms. Quan Tran (p-oposed|
GHWP Vice-Chair
Vice President, QARA, APAC, Baxter, Singapere

Mrs. Salbiah Yaakep

GHWP TC Chair

Director of Policy, International Affairs & Industry Facilitation
Division. Medical Device Authority, Ministry of Health, Malaysia

Dr Jeong-Rim LEE
GHWP TC Co-Chair
Minisiry of Feod and Drug Safety . Republic of Korea

Er. Mlfred KWEK
GHWP TC Co-Chair
Director, Public Affairs, Edwards Litesciences Asia Pte, Ltd.

Supported by

Ms. Miang TANAKASEMSUB

GHWP TC Secretary

Head of Regulatory Affairs, Asia Pacific, Johnson & Johnson

Vision

Ms. Carol Jirul TAN

GHWP TC Secretary

Senior Consultant, Founder of Yrsagacity Limited, Peopla’s
Republic of China

Mr. Ali M. AL-CALAAN

GHWP Chasr

Vice Executive President. Madical Devices Seclor, Saudi Food and
Druwg Authority, Kingdem of Saudi Arabia

Mrs. Salbiah Yaakop (Chair)
Director of Poicy, Inernational Affairs & Industry Facilitation
Division

Medical Devica Authority, Ministry of Health - Malaysia

13




11:35 - 12:45
Smins + Smins Q&A each)

Dr. Jeong-Rim LEE (Co-Chair)

| Durector, Cardiovascular Davices Division

Ministry of Food and Drug Safety (MFDS) - Republic of Korea

Mr. Alfred KWEK (Co-Chair)
Director, Public Afairs
Edwards Lifesciences Asla Pte. L1d. - Lac PDR

Supported by TC Secretary
Ms. Miang TANAKASEMSUB
Head of Regulatory AMairs, Asia Pacific. Johnson & Johnson Vision

Mr. Jack WONG
Associate Vice Prasident Regulatory Affairs,
Asia Pacific, Middle East & Alrica, Allergan - Hong Kong SAR, China

Ms. Carol YAN
Senior Consultant, Founder of Yrsagacity Limited, Pecple’s Republic of China

Dr. Adelheid Schewider
Head of Quality ard Regulatory Affairs Asia Pacific Roche Diagnostics
Asia Pacific, Singapore

Working Group Updates and Next Steps:

Work Group 1 (WG1)
« Pre-Market Submission and CSOT

Work Group 2 (WG2)
- Pre-market: VDD

Work Group 3 (WG3)
= Pre-market: Software as a Medical
Device

Work Group & (WG&)
- Post-Market

Work Growp 5 (WGS)
- Clinical Evidence for Performance and

Safety

Work Group 6 (WG6)
- Quality Management System: Audit &
Assessment

Work Group 7 (WG7)
- Quality Management System: Operation
& Implementation

26th GHWP Technical Committee (GHWP TC)

Work Group 1 (WG1)

Chair - Dr. Seil Park. Ministry of Food and Drug Safety, Republic of
Korea

Co-Chair - Ms. Mardy Myoung Shim Kim, Johnson & Johnson Medical,
Republic of Korea

Work Group 2 (WG2)

Chair - Mr, Wen-w2i TSAI, Food and Drug Administration, Chinese
Taipei

Co-chair - Ir. Prof. Albert K.F. Poon, Hong Kong Polytechnic University,
Hong Kong SAR. China

Work Growp 3 (WG1)
Chair - Mr, Abdullatif Al Watban, Saudi FDA. Kingdem of Saudi Arabla
Co-chair - Mr, Tony Yip. APAC Grifols (HK) Limited. Hong Kong SAR, China

Work Group 4 (WG&)
Chair - Mr. Yarkie Chow, Department of Health, Hong Kong SAR, China
Co-chair - Ms. Kitty MAQ, GE Healthcare, Singapore

Work Group 5 (WGS)

Chair -Mr. Fikriansyah Bin imran, Ministry of Mealth, Republic of
Indonesia

Co~chair - Ms. Sumati Randeo, Danaher Corporation, India

Work Group & (WG8)

Chair - Mr. Abdullay Al Rasheed, Saudi FDA, Kingdom of Sawdl Arabia
Co-chair - Mr. Vincent Chee-Choong Lam, TUV SUD Praduct Service,
Malaysia

Work Group 7 (WG3)

Chair - Mrs. CHEN Yan, National Medical Products Administration,
China

Co-chair - Mr. Ee Bin Liew, Access-2-Healthcare, Singapore

Meeting
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14:00 - 14:20

Working Group Updates and Next Steps (Cont'):

Waork Group B (WGB)
- Standards

Work Growp 9 IWGF)
- UDI & Nomenclature

Work Group 8 (WGS)

Chair - Mrs. Salblah Yaakop, Ministry of Health, Malaysia
Co-chair - Mr. Tony Law, Commissicning Agents International.
Malaysia

Work Group 9 (WGY)
Chalr - Ms. Jun LI, National Medical Preducts Administration, China
Co-chair - Ms. Victoria Qu, Global Strategic Regulatory Abbotl, China

14:20 - 14:30 TC Advisors Summary Report Representatives of TT Advisory Pamal
14:30 - 14:35 Closing Remarks for Day 3 Mr. Alfred KWEX (GHWPTC Co-Chair)
Director, Public Atfairs
Edwards Lifesciences Asia Ple. Lid, - Lao POR
14:35 Adjourn

15:15-16:45

GHWP Leadership and IMDRF M

itten Meeting (CLOSED-DOOR) [TBC)
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Program

:g]\

The 26th GHWP Annual Meeting Program

Day & Agenda: 16 February 2023 ( Thursday)
Venue: Crowne Plaza Riyadh RDC Hotel & Convention, Riyadh, Saudi Arabia

Time (KSA GMT+3) (AHWP/GHWP TC Leaders Meeting) Responsible Person(s)
08:55 - 09:00 Announcement by MC (SFDA) (Smins) Master of Ceremony (MC) by Sawd| FDA Announcement
09:00 - 09:30 Opening Ceremany (30mins) Welcome Address-

- Welcome Address (Tmins) Dr. Hisham tin Saad Aljadhey
- Opening address (Tmins) Chief Execut ve Officer, Saudi Food and Drug Authority
« Group Photo (16mins) Kingdom of Saudi Arabia

Opening Aderess-

Mr. All M. AL-DALAAN

GHWP Chair

Vice Execulive President, Medical Devices Sector
Saudi Food and Drug Authority, Kingdom of Saudi Arabia

09:30 - 09:40 Main Meeting Mr, Ali M. AL-DALAAN
« Roll Call (Bmins) GHWP Chair
- Adoption of Agenda |1min) Vice Executie Prasident, Medical Devices Sector
- Adoption of 25th GHWP Annual Meeting Saudi Food and Drug Authority, Kingdom of Saudi Arabia
Minutes [1min)
Ir. Bryan SO

GHWP Executive Secretary General

CYH Technology Centre for Innovative Medicine, Faculty of
Medicine, The Chinese University of Hong Kong

Hong Kong SAR, China

09:40 - 10:10 GHWP Status Reports Mr. Ali M. AL-DALAAN

« GHWP Overall Status Report {10mins + Smins GHWP Chair
QEA) Vice Executive President, Medical Devices Sector

Saudi Food and Drug Authority, Kingdom of Saudi Arabla

Mrs. Salbiah Yaakop

GHWPTC Chair

Director of Policy, International Affairs & Industry Facilitation
Division

Meadical Device Authority, Ministry of Health , Malaysia

- GHWPTC Status Report (10mins + Smins Q&A)

10:40 - 10:55 IMDRF Status Updates {10mins+Smins | Dr. Andrzej Rys
IMDRF Chair 2023

Principal Sesentific Adviser
Directorate-General for Health and Food Safety (DG SANTE)
European Commission

———] S =
10:55 - 11:25 ' International Organizations & Harmonization &l Dr. Jeewn Joung Ph.D., Director, Pre-submission
Efforts (10mins+5mins Q8A each) Consultation Team, Ministry of Food & Drug Safety(MFDS),
a) APEC Harmonization Center (AHC) Republic of Korea, APEC Harmonization Center (AHC)
bl ASEAN | b) Mrs. Salbiah Yaakop, Director of Policy. International Affairs k

Industry Facilitation Division, MDA, Ministry of Health , Malaysia.
ASEAN
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11:25 - 12:25 GHMWP Liaison Member Updates (Smins + & Mr. Anirudh Sen, Director, Regulatory Alfairs, Asia Pacific Medical
Smins QEA each) Technology Association (APACMed)
a) Asla Pacific Medical Technology Association | b) Mr. Yuji Yanagida, GRP WG Vice chair, DITTA
(APACMod) ¢) Ms. Géraldine Lissalde-Bonnel, Vice-President Healthcare, 651 Global
bl Global Diagnostic Imaging, Healthcare ITS Office. GS1
Radiation Therapy Trade Assoclation (DITTA) d) Mrs. Deniz Bruce, Chief Executive Officer, Global Medical Devices
c) GS1 N, |ature Agency (GMDN Agency)
d Global Medical Devices Nomenclature €| Ms. Diana Kanecka, Strategles, Spacial Projects & International Affairs,
Agency (GMDN Agency) Senlor Manager International Affairs, Global Medical Technology Alliance
&) Global Medical Technology Alliance (GMTA] | (GMTA)
f} Inter-American Coalition for Regulatory ) Ms. Sandra Ligia Gonzalez, Executive Secretary. Inter-American
Convergence in the Medical Technology Sector | Coalition for Regulatory Convergence in the Medical Technology Secter
(IACRC) {IACRC)

12:25 - 12:45 Country/Region Updates (Smins+Smins QA | al Ms, Tracey Duffy, First Assistant Secretary, Medical Devices & Product

each)
a) Australia [Online)
bl European Commission

Quality, Therapeutic Goods Administration (TGA), Australia [Online]
b) Ms. Nada Alkhayat, Policy Officer. Directorate-General for Health and
Food Safety (DG SANTE} European Commission

Country/Region Updates (Cont’} (Smins+Smins
Q&A each)

¢) Japan

dl Kingdom of Saudi Arabia

el Pecple’s Republic of China

f) Republic of Korea

gl Thalland

hl United States of America

14:00 - 15:00

€) Ms. TOGASHI Mika. Office of IMernational Programs, Pharmaceuticals
and Medical Devices Agancy (PMDA), Japan

d) Eng. Abdullah AlGuraibi, Saudi Food and Drug Authority (SFDA),
Kingdom of Saudi Arsbia

€l Dr. Xu Jinghe, Deputy C: . Nationad M
Administration (NMPA), People's Republic of China
1) Dr. Jeong-Rim LEE, (GHWPTC Co-Chair), Director General, Medical
Device Evaluation Department, Ministry of Food and Drug Safety
(MFDS), Republic of Korea

gl Mr. Varavoot Sermsinsiri, Director, Medical Device Control Division,
Food and Drug Administration, Thailand

h) Ms. Melissa Torres, Assoclate Director for international Affairs, The
United States Food and Drug Administration (US FDA), United States of

| Products

America

Resolution and Endorsement (15mins)

1. Resolutions

- Amendment B to the Global Harmonization
Working Party House Rules on GHWP Strategic
Advisory Board (SAB)

15:30 - 15:45

2, Endorsemant of Strategic Framework
= Global Harmonization Working Party
Strategic Framework towards 2026

3. Endorsement of While Paper
- Medical Device Regulatory Authorities

Tralnéng Curricutum White Paper

4, Endorsemant of Guidance Documents from
Working Gr cups (WG)

-WG1, WG2AWG3 - Categorisation of Changes
10 a Registered Madical Device

« WGB - Medical Gas System - E: ial

Principles of Safety and Performance -
Standards for Demonstrating Compliance

5. Endorsement of New Member
- Japan

Mr. Ali M. AL-DALAAN

GHWP Chair

Vice Executive President, Medical Devices Sector

Saudi Food and Drug Authority, Kingdom of Saudi Arabia

Ir. Bryan SO

GHWP Executive Secretary Genaral

CYH Technology Centre for Innovative Medicine, Faculty of
Medicing, The Chinese University of Hong Kong

Hong Kong SAR, China




Short Speech by New Member {Smins)

Mr TAKAHATA Masahiro

15:45 - 15:50
Director, Office of Regnerative Medicines Products Evaluation
Ministry of Health, Labour and Welfare (MHLW)
Japan
15:50 - 16:45 Election and Endorsement of GHWP Office Mr. Ali M. AL-DALAAN
Bearers ($5mins) SHwP Chatr
fincluding 1minute seli-introduction by each Vice Executive President, Medical Devices Sector
) Saudl Food and Drug Authority, Kingdom of Saudi Arabia
candidate before election and endorsement
(25mins)] ir. Bryan SO
- Briefing on Election and Endorsement GHWP Executive Sacretary General
¢ res CYH Technology Centre for Innavative Medicine, Faculty of Medicine,
X . . The Chinese University of Hong Kong
- Election of GHWP Chair and Vice Chairs Hong Kong SAR, China
- Election of GHWPTC Chair and Ce-Chairs
- Election of Working Groups Chairs and
Co-Chairs
16:45 - 16:55 Speech by GHWP Chair-Elect {10mins - GHWP Chair-Elect
including any transiation)
16:55 - 17:18 Presentation of Certificates and Recognition Mr. Ali M. AL-DALRAN
Award on Stage (20mins) GHWP Chair
Vice Exscutive President, Medical Devices Sector
Saudi Food and Drug Authority. Kingdom of Saudi Arabia
and
GHWP Chair-Elec!
17:15 - 17:20 Announcement of next GHWP Annual Meeting | Mr. AliM. AL-DALAAN
Host & Short Speech (Smins) GHWP Chair
Vice Executive Prasident. Madical Devices Sector
Sawdl Food and Drug Authority, Kingdom of Saudi Arabia
and
27th GHWP Annu 3l Meeting Host
17:20 - 17:25 Closing Remarks (Smins) Mr. Ali M. AL-DALAAN

GHWP Chair
Vice Exacutive President, Medical Devices Sector
Saudi Food and Drug Authority, Kingdom of Saudi Arabia

18:00 - 18:30

GHWP ASL Annual General Meeting
[For ASL Members only]
) ( at another meeting room)
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GHWP 26' Annual Meeting WG2 Membership Updates
Feb 15t, 2023

WGZ Pre_market. IVDD W62 Membership 50 members from 20 economies
- -

o Incl. 1 advisor and 2 observers

o 3 new members:

Mr. Shang-Ching LIN
(Reguiatory Authority. Chinese Taipei)

Ms. Ning Zhen Justina Lee
(Industry, Singapore)

® Regulatory Authority  » Industry

Chair: Dr. Wen-Wei TSAI

Co-Chair: Ir Prof. Albert KF POON Gkl R ot Koes)

Advisor: Ms. Shelley TANG

Ms. Yon Ju Kang

WG2 Project Activities in 2022 WG2 Progress In.2022

Date | Activity Work Item

Feb.15 WG2 1% Teleconference

Tim: Progress Upda

Development Categorisation of Changesto a Jan. 2022 - Under the document

Jun 17 WG2-5 Initial Meeting for “Guidance document on Clinical Evaluation for IVD ;"umw_ Ragistered Medical Device Jan. 2023 endorsement procedure

D L PR G S L s Document (collaboration with WG1 & WG3)
Jul.21  WG1-2-3Initial Meeting for "Revisit a GHWP Document (Categorisation of

CrEnhe o 8 e dsetedn RdEADEVC R L HINEMGE 2 NG Survey on Good Rellance Practice May 2022~  Drafting in progress

WG3/FD01:2019) across GHWP mermbers 2023

23 Jol Designing the:

Aug.24 \WG1-2-3 JointWork Group meeting (Taipei FTF + WebEx) RS e
Oct. 18 WG1-2-3Joint meeting for WG1 Work Item 2: elFU document revisit the definition of relance
Oct.19)  WG2 mesting:13th October(Taipei FTF + WebEx) Regilalory Requirements for Electronic 20222023 Drafting in progress
o Project Core member discussion: Jul. 4 & 19, Aug, 23, Dec. 6 Instructions for Use (elFU)

(collaboration with WG1 & WG3)

WG2 meeonp (Gt 19)
WIG1-2-3 Joant Wk Group mesing (Aug. 24) s (0618

WG2 Proposed Work Plan in 2023 WG2 Proposed Work Plan in 2023

o Meetings in 2023 (tentative schedule) Lol TS

2 Development Good Relance Practices for MD, VD and 2022 — Drafting in progress
o WG2 kick-off meeting (online): late Februa of GHWP SaMD across the life cycle Tentative)
9 ( ) d Document = Survey on Good Reliance Practice across (NWIP of the survey
i Tentati GHWP members approved on 247 Maj
8 WG2 FTF meeting: July L O bt i o M 2322’ Y
Practcas
o WG2 online meeting: October Review and update 2022-2023  Drafting in progress
GHWP/WG1-WG2-WG3IF002:2019-
o Work Items Regulatory Requirements for Electronic (NWIP approved on 26"
Instructions for Use (eIFU) August 2022)
rables Time Progress Upda (cooperate with WG1 & WG3)
WG2 member list —Jun. 2023 Contact members who have not Review and update 2023 Will be determined by
participated in any WG2 activities Merge GHWPIWG2-WG1- late February
for a certain period (e.g.. 2 years) WG3(F001:2019- Categorisation of
ta confirm their memberships Changes to a Registered Medical Device

and GHWP/WG1/F001:2020 Guidance for

Minor Change Reporting

(cooperate with WG1 & WG3)

Review and update TBD
GHWP/WG2/F001:2017 - Guidance for

Addtional Considerations to support

@ Confarmity Assessment of Companion In @
vitro Diagnestic Medical Devices

WG2 Further Work Plan WG2 Achievements (since 2018) (1/3)

Work It iverables Endors
in
Work Item Deliverables Timeline R
1 Development Labefing forIn Vitro Diagnostic Medical Devices 2018
Development of  Grouping of IVD for Product Registration 2024 - 2025 of GHWP
GHWP Document (Tentative) Guidance
(Tentative) s Categorisation of Changes 1o a Registered Medical Device 2019
Reviow and update oo (collaboration with WG 1 & WG3)
GHWP/WG2/F001:2016 - Principles of In Vitro ( Tentative)
Diagnostic (IVD) Medical Devices Giassification Principles of Reguiatory Requirements for Electronic Instructions for 2019
Use (elFU) (collaboration with WG1 & WG3)
Regulatory Practices on "RUO" Labelled Products and  TBD
Laboratory Developed Products / Requirements and Cilinical Evidence for IVD Medical Devices - Clinical Performance 2021
specifications for in-house developed and produced in Studies for In Vitro Diagnostic Medical Devices (collaboration with
vilrs diagnostic medical devices
R it R I it F i 1
Review and update T8D eplacement Reagent and Instrument Famity Policy 202
GHWP/WG2/F001:2014 - Comparison between CSDT
and STED IVDDs Regulatory Mechanism for Medical Devices Including In Vitro 2021
Diagnostic Medical Devices and Software as Medical Devices
Conformity Assessment of Al-based Digital Pathology ~ TBD During A Public Heakh Emergency
Software (collaboration with WG1 & WG3)
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WG2 Achievements (since 2018)

(2/3)

Work
2 Participation

Organization
collaboration
and
activities

Cont

International VD
Standards

ution to

IMORF, in VD
Guidance

Period
2018 - 2022

2019 - 2022

Achievements

WG2 has joined ISOITC 212 as liaison
member fo participate in standard discussien
and contribution from regulators and industry's
point of view,

 Participated in IMDRF Working Group on
*Principles of IVD medical devices
Classification”
= IMDRF/IVD WG/NB4FINAL:2021
Principies of In Vitro Diagnostic (VD)
Medical Devices Classification
> Participating in IMDRF New Working Group
on “Clinical evidence for VD medical
devices'

©

WG2 Achievements (since 2018)

(313)

Work Item
2 Parti
in

International

Global

Organization
collaboration
and

activities

Contribution to

WHO Technical
Specification
Dacuments

Achievements

Confinuous. contact wiih WHO VD PO team 1o mainiain
teshnical communication

Cofect and consoscate comments from WG2 members on the
WHO documents, including:

B TSSE Sypalis Rapd o

TS Rapil diagnosse fesls ta delect Negettia C snibady o
iligen.

TSSH immuosssays o dedact hepstls C snlbagy Sl
atigen

TSS-10' In vl disgresie (1VDs) medical devwees used far e
quelitalive and quanitsiive catection of Hepalls C donuckic
el

TSS11- In vl diagnostie (VD) medical dewoes Used for fhe
uenilsive defacton afHIV-1 pucles scid

TSS-12. In viim disgrostic (IVDs) medical dvwces used far e
Bl Getection of HIV-1 84a HIV-2 auokeic 60i0

S5-13 Rapa disgrosic s 1o cetect Negellla B surface
enligen

TSSAL Immuncassays 1o detéct hapalfia B il surfsce

Bigen
TSS-15" In vir lagnoatics {IVD:) mecd Gauies USSd for
the quantiistiva dstaction of Hepatiis 8 nuclei acid

TSS 17 In viia disgrastic (VD) meckal devices wsed 1 e
uBlitalve delscton of MycoOBElerum LDEGUHDSS carglex
(MTBC) snd mulstions  sssocieled Wit drug-ressisnt
tubere osis {DRTE

T$S-18: Haemoglobin Alc point of care

analysers for professional use (DRAFT)

Thank you for your attention
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GHWP Office
Bearers

GHWP TC Office
Bearers

WGt
Pre-Market

GHWP Office Bearers, TC Office Bearers and WGs Chairs and Co-Chairs 2023-2025

Position

Chair

Name

Dr. Xu Jinghe

Post Title

Deputy Commissioner
National Medical Products Administration
(NMPA)

Member Country/ Region

People’s Republic of China

Vice Chair (Regulator)

Mr. Lupi Trilaksono

Team Lead
Medical Device Local
Content & Production Improvement
Ministry of Health

Indonesia

Vice Chair (Industry)

Ms. EunHee Cho

RA Director
Abbott Medical Korea

Republic of Korea

Position

Chair

Mr. Abdullatif S. AlWatban

Post Title

Executive Director
Medical Devices Evaluation
Saudi Food & Drug Authority (SFDA)

Member Country/ Region

Kingdom of Saudi Arabia

Co-Chair (Regulator)

Ms. Li Jun

Deputy Director General
Department of Medical Device Regulation
National Medical Products Administration

(NMPA)

People’s Republic of China

Co-Chair (Industry)

Ms. Miang Tanakasemsub

Head of Regulatory Affairs (RA)
Asia Pacific (AP)
Johnson & Johnson Vision

Thailand

Position

Chair

Dr. Seil Park

Post Title

Assistant Director
Ministry of Food and Drug Safety

Member Country/ Region

Republic of Korea

Submission and
CSDT

Co-Chair

Ms. Mandy Myoung Shim Kim

Head of Regulatroy Affairs
MedTech Korea
Johnson & Johnson MedTech Korea

Republic of Korea

WG2

Chair

Dr. Wen-Wei Tsai

Section Chief
Food and Drug Administration
Ministry of Health and Welfare

Chinese Taipei

Pre-market:
IVDD

Co-Chair

Dr. Adelheid Schneider

Regional Head of Quality and Regulatory
Affairs
Roche Diagnostics Asia Pacific

Singapore

WG3
Pre-market:

Chair

Mr. Chun-Jen Chien

Technical Specialist
Food and Drug Administration
Ministry of Health and Welfare

Chinese Taipei

Software as a
Medical Device

Co-Chair

Mr. Tony Yip

Associate Director
Regulatory Affairs
Asia Pacific
Grifols (HK) Limited

Hong Kong SAR




Senior Medical Officer

Chair Dr. Ambrose Chi Hong Wong (Medical Device) Hong Kong SAR
Department of Health
WG4
Post-market
z . wi s RA Director .
Co-Chair Ms. Kitty Mao Yiqing GE HeakthCare Singapore
s g " Medical Device Reviewer .
—_— Chair Mr. Fikriansyah Bin Irman Ministry of Health Indonesia
Clinical
Performance &
Safety Head
Co-Chair Ms. Ong Yean Ting Quality and Regulatory Malaysia
Roche Diagnostics Malaysia Sdn Bhd
WG6
Quality Chair
Management
System: Audit &
Assessment
(To be combined Co-Chair
with WG7)
Director
2 Division of Inspection Five . " ¥
WG7
] Chair Ms. Yan Chen Center for Food and Drug Inspection (CFDI) of People’s Republic of China
Quality
NMPA
System:
Operation & 8 "
< . " " Group Executive Director "
Implementation Co-Chair Mr. Liew Ee Bin Abcoss2 Healthare Singapore
Director of Policy, International Affairs &
z . Industry Facilitation Division :
Chair Mrs. Salbiah Yaakop Medical Device Authority Malaysia
WG8 Ministry of Health
Standards
Director of Human Performance and Medical
Co-Chair Mr. Tony Low Malaysia
Commissioning Agents International (CAl)
Deputy Director
. Medical Device Registration Department 0 : .
Chair Ms. Zhou Wenwen National Medical Products Administration People’s Republic of China
WG9 (NMPA)
uDI +
Nomenclature
Co-Chair Ms. Lilo (Meng) Li Associate Regulatory Affairs Director | pegpie's Republic of China

Becton Dickinson and Company
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