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523 [ P B e 25 1 VA MR B EE G BB (IMDRF) & 58 12 202343 H 27 H =3 H 31 H AELE
FIFAAEZE R 21T > 5T ARE2000 2K B RSB E 5 UK ~ RS ~ (EFEHEE AT
FURHIAY S N LB - R 72 AR 1008 & B - 28 =R 22 A (5 E R4 4% WHO
PeIFRAE ANVISA) - FEJEE AR 5w E (AMDF) ~ SRR/ A& (GHWP) ~ S
AP A S &Rk (APEC) K02 S2M1# A= SH 48 (PAHO) S & S A AR TR A1 AH &8 ~ S8 S aH 45
DITTA ~ GMTA &R 281 - §51H(3H27H)H IMDRF &1 DITTA Hif SHHHEFEEs 1 2
Arap A EREENEE o SR B RESE - AE MR AN TEERRESM L
R EEEHE - SH28HBTIEA G H > HBMNEF10(E & & B R 2(E 0% & 77l
S B R A AR ST > 8{E L AF/ N H ey H A e e - e o{E A1 5 AH A E
A ek LR T S TR B AR (LR BRI PRI (U3 APEC RHSC S o5 B FR e A B e T (SRS
HEEN) - ARGEREEXUCERLEY EHFVLREREEZTBERE - 28]
IMDRF EHZ B &k » MG RIS R EEIARAE - IMDRF [fff&S 2 HFEHRE
> FEIEE APECRHSC 5 7E Uk Hit e APEC RHSC #E [ B » 15 LA 1 Al 5 & B BN GHWP
AMDF 4RV - 2 AH4RE IMDRF T{FEEERT - SIS DI
MIEEIFRAE R ~ HEREFR M as bl BB BCR ~ IR S BB et E B A M B
R~ EENE RS LR EEEE > W HMEE B AEFEAE
SR BER R E RIEERENTE g 85 » SRR 2 SRS e
W E R -

BE§EY (Keyword) : [P ES AR Es M 7AA E B 5mE (IMDRF) ~ BHREs A L 1% B %2 (Post-
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REL PRSI AR S 2T (International Medical Device Regulators Forum, IMDRF)
FILFR20114E10H » AllgaE & R B0M ~ 20 ~ fnEK ~ P - B ~ B ~ S8R Rt
S AHAR - Ry R ERE R AR PRI p < B TR B PR 4H A% - IMDRF ERIZ5% 5 (R HH
S IEAE e PR B eI M AR i AT 540 45 (Global Harmonization Task Force on Medical
Devices)HfH > IR BB Rt es b AR AV RIS T7A AT -

H Al IMDRF & 2 BA 111 - BIFESEE - BRER ~ HA ~ BN ~ Br ~ 1 - jiZ
K~ HRERHT ~ FTh ~ mewR L - 2R ZE B AAE T S AR AH AR ST AR A -
IMDRF SFAEE2Y2 s » A15 551 H DITTA (Global Diagnostic Imaging, Healthcare ICT,
and Radiation Therapy Trade Association)if&] & (DITTA Workshop) ~ 552 H IF =&
(Stakeholders Forum) ~ 53 H /& HZ 5 &/ \Fi @ (Management Committee(MC)
Meeting Open Session) &z 584 ~ 5 H &K 5 @EAF9 @ % (Management Committee (MC)
Meeting Close Session) o FHFABIREAfi SR B M ARRAT » 2020 522021 W4 - Hig{E 5 By
Wi ~ mERg > FLAGR 7 - 20224 En{E TR BN DL E RS RS 2 R & 07 =\
B o 5(2023)F HECIHE IR (E £ - R8s - BREGER: - SUR mE =T
WA ERCIE - BB SAZERRAGUSE - [FERBRERE -

F FLZH %% DITTA (Global Diagnostic Imagine, Healthcare ICT, and Radiation Therapy
Trade Association) i IMDRF £ IER €713 F 27 FI gt 117 470 2 MR
 PRET ERERTE - HEMSIR R AT EEERGH LR EHERE  ERE
BB SR R

$523JE IMDRF 1E= &% (Stakeholders Forum) A3 H 28 H 224t » &%k er & ~ T/F/)
ZH(Working Group, WG & i 15 AR 177 140 4% (Reginal Harmonization Initiative, RHI)[A]
BEREMIVERE - B - Bl HATSH TIFHER - R EEE B R R HE
B R #E 2 B B 25 RIE - ] H20194F L & oi K 4L & & (Asia Pacific Economic
Cooperation, APEC) 7 /AR 77 f1F5 2 2% & @ (Regulatory Harmonization Steering Committee,
RHSC)F5 1€ #& (L APEC 2253 IMDRF B » #0503 H 28 H f2H APEC RHSC #E{ THEE#H 5

3H29H 2 75523& IMDRF EEIZ B & AR EH - MC &g BRIEREMER
FEBIRA - BB % WG ZE(F » IMDRF 55 RHI » #lui KELE & (APEC) ~ 25K
e M AR AT (Global Harmonization Working Party, GHWP) ~ 7= SE I f# 4 4H 48 (Pan
American Health Organization, PAHO)£:Hi MC A&  SEREHEZESHSSHF »

FR A IR IMDRF A IHEE RN (R (B R AR e S48 - IBE2 Bl A
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(Invited Observer) 281 MC ARAEH - AXAZFIR{AK APECRHSC (EEHZE G A G
SHIFRH AR A4N - BE DL Taiwan FDA JESHE(T-Z 8B 8 » [R5 RS
B ESR R M AR S E TR RS A
3H30E31HMYEHZEGHMTEHRER PG 2200 - HY IMDRF jR2022F g
HUETAYE 25 > iy —2H T IffEE & (Affiliate Member) - Fy e ¢/]FEHY & S M-
ST BIEAE BRE—EERE » TRFFHER A EABREES AR FBEZEE
BA—EEW %  ARFFNAEHEEZES - KZFCNSFLIH A IMDRF IR EE
BVHEEZ » J&153 IMDRF £ Dr. Andrzej Rys BEFIEEZBEIZ & - JHYIE3 H30H
EHZEGHMERTERE  MEHZEENTERENBTENFEE -
IR ZRF g - AFIRESIER T TEiES g B RERSEMEHAHAERE - &
AR/ NHHERS ~ 455 SRS RIBIY - #5H /BRI E A1 E i B APk
BRELEERE - FrEESR s M OT AR A E RS - DU H TS EVERVERE A BRVEE -
AN RN BN GRS TIUS S - SRR
1. 3H28H{{# APEC RHSC # 5 B8 as M (Bt T /ESEIS(Priority Work Area)Hy#ESE
2. 3H29H 5% APEC RHSC fijZ25t IH B 2 14 (8 5T T {E ¥k (Priority Work Area)
&
3. 3H29H {3 Taiwan FDA &5 PR B Bt e B HH SR AR 204
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4.3 H28H{tF Taiwan FDA #45 IMDRF [ S HH:5ZE -
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211 IMDRF/DITTA Bt ¥R~ B el &/ E a8 H: E g e
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3H28H

Z15516/E IMDRF 1E &%
AN EfE e {F APEC RHSC 45 Update on Medical
Device Priority Work Area(PWA)

3H29H

IMDRF B %z 5 &/ &k

AR A BEEHT

1. {X3 APEC RHSC #;45 Update on Medical Device Priority Work
Area(PWA)

2. {3 Taiwan FDA g5 IR B iR i & B RO A AR 20

3H30H

IMDRF & Z B #PAr1E

5 IMDRF [iff /& 5 R 2

3831H

-AH1H [E#2 © EEARHAT A ZE - A0

— ~ IMDRF/DITTA B34 &L anERH: E iR BRI & GG

1)
(—) BB ETE S E B F 554 (Post-market surveillance and RWE)5 [ =

1.

F£1980-1990FX, - BB EA AL A IR Ry BE A1 SRRy As - o3 Ry =P
ETRT(BEENIERES) ~ FHERET A BT~ EifR(EE K ERE) o AT
P BE R -~ W R E AN R ERHYRES -

H19904E1% - Btants A= amBIIHVI SIS Bir EUUER e « IR IETH
Byt s AR B E B AR ERPRATHIER R ERRNER A4S 5 =] PALE]
EEFE R AN EET - MHERET e - B ~ 178 - LiiRE RS > allid]
EEFIE M o a5 A dy I > RN ATREE ARV E s - e A T
sk > AP RTEYT - WECRE fn B GBI 2/ R BREE A -

LB TEHEAAEAE - iR a w2t B i HERI(AIAEEE 47

E) > BRI TESEFESM)AGHE iR B E E AR 20
Y > R T AR AR - A RS o A DU A A R
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EHEIE - R - DEEM BB AN EEES
() 2 B A B Pt
1. HEMEEHER - SEEAEREET D S ETRIEE S - 40
A BEMHGE ~ iR -~ mEig = - B ER - EaAmEES
N B A BN - BT IMDRF 5] DUEE S GHTF S847HY S
(N79 ~ N57)LAGEFI& B RSB EERAVEE -
2. BREET(EABEE
(1) &= Dr. You Kyoung Lee 7 i B H 2010 #EHEB) Bt e i1 22 s HUE a2
HULM(MDSIM)AYERTTETEE » H20124F 817 MDSIM It 5H - BJHA6(E TS &
e g LB 0 2018 HEHE I 2 20(E & I R L B T Fe 124 5% [ JE B AR
ffE > BB H(MIDS)EAN REFERZRE - BRFEMRFHIA
REMF - BV A RBEERIFEER - BRI RERE BN
AR - [EINF AR R e M R - R R LFARHEE 5L
BE o BN RERAERT - FEERET T REE A MAAEEE TSk
ERIVEER o By mERREEH AN E SRR REFERH
(2) Bz Dr. Tim Wilton DUE R E& RNV AT 570 0k B A SRAVASER - N B ReEs
AR R mER nRE AL - AR B8 85I v S Ee B A8
BRSO 8E - HERIENF - A DIBEHRG -
3. TETRREEIEL
(1) EEFIEF Mr. Tim Wilton 7352 HEXEE MDR Jii{ T k#8717 IMDRF R RE{4FF5H
% » EUDAMED [A Vigilance EfHEFEEE T 31BN RE(FimH » BEAASE
sEE A HR BB BT LR EEE S AR - 35%?1‘&[%’%%4&%
i E] B E R A A RIREAREME: - B ZAE RSB R
L BOARAEEK - A LUA 2 BIREFRAD
(2) 2= Melissa Torres 735 1% 56128 240 0] DA B0 2R B E& A B A HE
TERVIZAE > ZE[E] FDA REAZRENR: Eiife Badeas BB - HATETIHL
B RESRERMITRHEE S - BUEmAEdiE - BIMEREEN Emgimg &
[EEHE B E = — 2 ~ FHSRAVEE R R IR ROV A pE (E
PR bR T - HIREAR Lt B 445 RO AR Bk m] DU B ESaR
I EHZBEZ AT LIEL A IMDRF YRS RSB F4RS ~ F sk IMDRF
T GHTF SE2 CAF4HIE B Bafemy o -
(=) EE 5554 (Real World Evidence, RWE)
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1. EAIRFEHESV S - B s mENERERE @ ioaditott » M
RWE {F Fs[a) B 5 FHER B Rtaa i _E st Al HUBgse &kt - 5o RWE jY Erifg
Baf% o IiEE EbsE L L o CHEAN VEIRE: - B2 GERE - FRE
TR e S

2. BEENERE S A AN BT RWE BHFEAVAESR - DAAE RWE JERTFSRTHE B IEE ~ [
MiRER ~ eSS A% - ] DUINBUE R 20 H et ~ AlEreats -
NEEEMIY BT - manE R RWE A7) DU e 2 R CER D RS - S BB
VAR AR A - R AR T I HY AT -

3. ZEME FDA /=% B EH 20134-#E 57 17 NEST(National Evaluation System for health
Technology) - {ie# RWE HYFEH] - S$AAfHERTES SO SR T - HI&RHTE
BFERAGHARAE - (BCEEHAEBAACR - HURELSH R - 2Rl
TR R -

4. ] NMPA B 877 % RWE BHEEPRESRHETA [FEIRL - AR BRI 8 B ERYREE -
e N BV ERER D ~ RERRINTIY 24 - DUREIEREm A S 1S
R BREAIRERE HERIEAE) - RWE REiFa/EEREFR S EMFTEN
A~ FFEER RmEE ~ S BREG T R e NI FR R E A NRE - B
%FHY RWE R LU e B PR 0 - TS FRER TR IEE - E5T R A AR
= DU Ee e

(79) B SRS b it Bafervisite ~ T ARMISRNE

1. [EEA A G b Bl — B B o s etes il i
HA TR - DES S EHGEEHAGN - FEFHRIWEER
il AEBEHYEEFES EAMEMANR S - LS - (BB IRENE
B e ATFEARITEIEIREZN(App) YRS T » ek B TERHE T 2 B8 PG /APP b
EEIEIAES | - WHESh B bR B s G T =NV - e BRI
S

2. 'EJ5AE(Danish Medicines Agency) 7y S ¥ 58 IR ARV PREK - & B
‘A BRI =0(App (EEEDZ - —MESRR AR Rl a% 21{0]
) ~ KAl peiER A BEAIIR R EMEES - BEESHE) - b = s TE
PR 2 ({5 F 2 AR B B 7R SKLAREE) ~ S tH A n] #p R (FR B
i hERC R &) - VS EHEA E RIS - MEbms S B EE
FERRR PRI - THEHARZA B & (E I REE ~ R IR0 a8 ] 2R S DB ~ I
FEaE T2 B S & (AR R AT e ) -
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(7)) N TP ERR et e s s ny HoA s

1. {R7=(Bias)-B&Mantl i I N LB SRS 80 RIME » TR AT RS S A
EAGERARE - BEOAE EiiaiisEEE R s - i1 R g
FHvEdE - HAEER ETRIFSEL - SVEIIDUE B ERZES - R A
GEATFHEEIIE - S 8 iR BRI TR R -

2. &% § (Change management)- /12 HSA 73 3% B iR B R es M 1Y
HET > HERHEFEAGPERELTSE - 8 - AEE - FUE - EHEE A
T BHEE TR 5 U AR P R PR A N AR AR A%, ~ Wrs L T R SR
BifisH A EE TR ) - Al B R e B OIS A B -
B AN IEEL Al BRI A RANVTES | - SRt 2 E -

3. EHREEHE(PMS)-HIN TGA 7 =2 Al B&pRas i i Br e B THAVPREL - JnEe
RABMHERREE - SEISE LR —BUER R EETE A —2
Al ST AR B s IR IR 2 - #5 RIFRVIMNE RS - S E T RS -
ATHEHLE B2 GRS ESE - FRED Al B SE B 7 %A Fl E an AR BUE R
BT {E ETREHIESRESS ISR E AN —8 > HibEELER F ks
SRR - ERIRIREEAY 2 S E output input (5088 - SR
B MIT EHRERFECETEIM ) - FEEPE -

— ~ 2823JF IMDRF IEZ &% (Stakeholders Forum) (BT A1ff1E2)

(—) & BB/ U5 B

1. BON-H 2021 e BN B as A e B AL T2 - BRI E R AN ) E A 25 (E A
AE > IS{EEETREG > iR EEAMEELETE S T - TSR] DA e B
st B > s B REHE > WIRMUNE BRI T E CE RV -
£ B BR A M (EU MDR) SR ETHIZR DI » 3% BUARC G LR B ol
AR B B R R GMUE ~ BRSNS RS TR EE T - IR it 3%
FETE > BENE SO A 11 IE 5 Belites - ESRo4rH B = HISURIYGE
Fig ATV A A e il SN IR SR« BN 254y IMDRF B {E £
F o MR e > H T2 28l IMDRF By TE/NH -

2. [EP5-20224F 4 i B R e M R ARG B A T - PR 1SO 14155:20204F Al » BT
TEFTRIZHRUS ANVISA [FEEHEE RS - THEIIERUE - THEHRNS
FNHIEAEEAT - 2001344 AT _EATATET AT R ER AR AE 553 H EHGHT
fi RDC 751/2022 X, > HrARARE B M s E Z2(AI5ORM) ~ 7R E RSy 2
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AT~ (REREstt EATEER ) ~ BLEEEATEBOUE - BEEETRUE (A
e RS RSN ET R R E s T RIEF RERUNE SR 0 B
A SETRGIER @ THETTES £ 58— A EE P - UG a8k
GMP FYZE{HR ] MDSAP S5 HYLLBIZ Fie | - 5 F2 HREET TR -

. IIEA-RIEE S SR 465% (Interim Order 1,2,3)/EHf > Health Canada
2202352 H22 H#ATER T » [RARCHUS EHiEFATHY COVID [ H RS
SRR AR A EE - HFIE UPHN 458 5L I AN B mT 4% Fh 1 b b e
5 EEFA] 5 2022411 H ATV B R e M ERPREEIETE S | IIAMER ~ flE
B& ; 20231 H10H N1 AZEE] FDA (T e-STAR(E F A F 240 ) s T51E -
AAREVRFEEAT AT S TS (E 2 AR ORB RS M 3 Liisr ] ~ Emadf
FREE T AT HIMRIT: ~ MR B R T B IR B B 35 e nl ARkt - B8
Fa M EREHER) -

. PR AR AR - C3EAT2000(E BB R ER M AHRARY R RAEAE » 534
(& &R e BT AE - 1920 I B 1 S 1317 B i R T KAy B e i
b - 202353 H WITHE ARG/ N2 B B es A 4l - H2023E5 H1HEE -
Bt M N ATRTIRT & GB 9706.1-2020( B P27 ) Mid » ) b iz andk (i3
A0 202352 H17H#E » S =HtE m(103 TR 255 4R Bt e i) HAF & UDI B
FGE °

. BREE- 2 2 S AR TR e i SR P I SRR BRI - 5 B iR e LR BT eE -
EIES: EU MDR TEA S22 if THYSR BRI 202848 « 20234 F BN R E G E (T
IMDRF B {E FJ% » A RGNS B LM B ST SR RS0 » SRR IR
HEF) EU MDR Y& ( E 71 Notified bodies ELI%1%4857) ~ 5232 EUDAMED -
B Z Ak e (Panel )L o

. BHAR-gE G KRR M B I A BT R (i s Ay B & b it ml ]
[§)202245 H20HAE AR RTANHEIME R T AN R G E ~ 1A TN
BAREmERHE o MR EE A PSS AR A L 2 i R T HER
(estimated) 5 & FERAG (B S a5 & (priority review) e 5 BAH £20224F9 H
WIRZAEZE (approval) L RAE 219214 » S FF A HEE IDATEN ] A s 5 21y
B e M

. OHTHIZ-E2022FF9 H 1 H AL - B AR A st ol B ARy 7 B8 iR e i
HYERSRL » EA29HAUS % ATHY COVID A4S se B s MR iz Ax
202211 HFEET UDI - SFBARE: B S E R B as bl - £2028F 2 FHEA
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10.

11.

12.

FEATERE © HSA BREAN BRSO —ECHER) B R A B8 G s e AR Ty
ZZ(Cybersecurity Labelling Scheme for Medical Devices) » i8R B] B RE [5E Al
PREESER A GEINVELHISIHRGE MIEE 2 - FTH] HSA A a5 B
LDTs(Lab developed tests) ~ BERZEFFA]FHGE ~ [ ri1& 58 o Al Y- &G -
P - YRS ~ Al Bt s e Dl > Ry IR B Bt e i T > MFDS
FHEENE (i B85 (i A 25 (Digital Medical Products Act) » flj{LEEMEIZILT ~ R
PRefBRIEM ~ SO TH R I S pld (e AR R 2 i Y H HY
TR -EEFE 2S£ 158 2 UK Medical Device Regulation & > 48 EHAFE R IEE12
{EH - UK MDR 2002 E1TE5TH - MHEEE SCE Bl g I IR (FUE
1F7# FH UK MDR 2002 H 1155202346 H30 H ) ) b it B4y & HAUE (FRE IR
20238 HETE)  FHUS EUCA Eif{H EU MDD HUfS CE FESEHY — AR B& et
HIFLR M - IVD HSFLEEN - 0K EU MDR = EU IVDR U5 CE f5EHY
Erftas ke IVD R S4REHA - 55 B Baemia | A B e AR & - 48k
REfmg R -
(1)20224F [ i AH B R 2 M B AR ZE S TLIR(MDUFA V) » 320 R ZE T K TR
ERER - BEREANERR - MIIVBEENE - Rotkse 4o B8EEtT
(TAP) » B JELSHTAIEE 1/ (Breakthrough) (EbT 4TS L RIBRATR (EE5EH -
(2)20224F12 H 29 H ##7# Consolidated Appropriations Act » £ Food and Drug
Omnibus Reform Act(FDORA)# I /T EE M & HEFH TE » 4l Section 3305/][158% 24
BR A7 (Cyber device) ETATHEE ARV AE SR L2 ERETE - K
Section 3308 7EFIA510(K) 5 PMA I » BT [ ili& R st o - 40
M ZIRIE I R IR N S TR > AR AR R
(3)20224F9 H /47 Clinical Decision Support Software(CDS)E:4E » ¥f FDA DLIEERE
e ME Y CDS FEENNLASAING BRG] - A{/5755E22 7] LAE) FDA 2 H REf
B RR -5 RE B _E 1R B B AR E (A R B EI IR ~ R R
B M LRI EORIED © 551E2°% IMDRF HYEEFRIAFTHE
51 WETRZEIAEREAE -
-5 45 4R 2H 45 - 55 ¥ WHO Global Model Regulatory Framework for medical
devices, THE14S4E5 A 2840 5 1748 African Medicines Regulatory
Harmonization(AMRH)} 102 B &5 5 E RIS E T3 R 4TEREEE 5 2022F4 732
INAT R B R B M BAE RE ST SVE /Y 2 EREL#E T EL(WHO Global Benchmarking
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Tool » GBT+MD) » 20224F7 H L0 {T GBT+MD {17515 > SAERHFFEIT
202341 H #8415 HBV HY PQ(Prequalification)FZ i #E » SARS-CoV-2faHIEEIHY
EUL jBffiEHa £y PQ assessment » M HHA R E 5 F748 5 7 WHO Priority

Medical Devices f{I Essential in-vitro diagnostics J5 B °

() A4 A S

1.

N REHREE-REETE T E SLIEAYA BB E s NE B R (B & & i
EFE - MEEEE - BRER)  KETEBBISBRA REANERMER  BE
20224F9 HULE149([E % NA3ZFI$E5 [HIERT EFRIE X » &l TRz E
o RER2023F3 H IERSEAMEIERE - & BIEE AR S NA v EsR - 5510
20239 HHRHY - BRETIFHA AMRET -

1B RIEM# & H#-202342 5 3H #4155 [S{4(IMDRF GRRP N71) » 3% S {47
HE R B EHRENEIE - 155 1FE AN BN T & e E Y E
B RAATE 2 TR A B o Z LIRS SR AR
TAFEE AR -

iR 2 - E R S RRE T E S BRI T 5 L (Legacy devices & Software Bill of
Materials) » E58 R ETHEIET » KB TIFHERER @ BRI EH
ZEY - AERBER A -

(& AMEES B -NS8 fe. N74155 [ L2022 RAMBER R, » o hliERe1
TH R A9TH RS » 4B TARAH B EmI T EENER » 2023F2 HIEXE
HEZEEGEY -

mn BB AR TAFAE A S I GHTF QS SG3455 (304 » & 1SO 13485k
ISO1497 LRFHHAN A » BN NSEHAYTES 301 - 202249 H 4L IMDRFEHIZ: 5
T [E 1L HH IMDRF ~ GHWP J7 1ISO =4R4%I:[E77<E - HRiEET & » B
30 IMDRF/GHWP E ;i & ~ ISO TC210 WG1HERARFEIIA »

FHEH A& Z0-IMDRF N9 ~ N13f55 [ ST BT - EENSFIAKLEHZ S
FEEETHEEF(BEREEZAHISH)  BRNARGHRREEZE TR
AL RABCKHAM45H -

B e MG - FERIROHUR SRR - (BRI AT - HATIE#EfT IMDRF N12
N1OWH {73 F5 5 [SCABEHT » THET 2023 F8 H R A KR X EHZE R G FH% » 10H
ETTHEAZER » BISZEHAES H ] DASE R8T -

NLEE /M E B -2023F1 H & EH Z S & [FE AT Good Machine
Learning Practice T {FzH > HASZ W H&EREE 7N 125 E 1% 25 225 (machine learning-
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enabled) LRE B EF RS M HUFES XM - TR HATECKE EF > B IMDRF &
HZEEENE S - BIRTAES R R UERIA -

(=) EALA FAH AR 4
AR BB N BRARFERR ARG &G AN AT EE B e T
(AFFF:3) - HAMSHERAEELATT

1.

JENEEREESH 5 tE (African Medical Devices Forum, AMDF)-20234E T 1F H A A1
TN S BIEFEM M - HEES & B2 AMDF (B TIFEE ~ #ard
BRI ETTHRETNEARERERET] - SEFHEHR eSS (BTRE - R
FEnn S 55 F ) ~ IR EE IR -

P EREEFE S AR FH FI14H 4% (Global Harmonization Working Party, GHWP)-2023
F2H M E26 X F G SETRER S - T EE TR ZXEGEE
2026 F 4H AR RIS 2RI S f2 S ~ 23EHE 5 D0 ~ UDRE T H IS ~ g B
(HAMIASE » HI&EIREL IMDRF FYELE » T REEG RIS FIRAE 1 B
o

7T R SR A AR S AI4H 4% (Pan American Harmonization Organization, PAHO)-
Z ARSI Ry Hogy 2B IMDRF (&R - SEIe S HH 55 IMDRF (i@ & &
B i S A= 2H AR S TR IMDRF 455 [ SRR R P B o SO R ) A S LSRR
= i PR (MK WHO 2016455 E @A RYEEEM - 2022497
157 ER/T A 4HS @ =% (Pan American Sanitary Conference) » CSP30/11(fj[58 %
B AR R ARV E RS 2 SRS ) PR A - R II5RIE I AN B 2 B B R e
M EGE R E SR B HEEE

EIRZE G - BEFERER S E# E 5 15 & (The Global Diagnostic
Imaging, Healthcare ICT, and Radiation Therapy Trade Association, DITTA)-1# B
IMDRF ¥R IER(3H27H) B tast = Ear B E iR EHVES & - B
IMDRF H FiEEIHY TIEIH B (A8 RIEHE AR - 248 - B30 285 FR
XY REFF4EREN IMDRF HERAEES A4 ~ N TEEERRM - BHEHS TIF
SHTAF - B 2% FE MRS MDSAP [ & - #5 MDSAP FE&EH &
BEX -

2 EREERERY B BH (Global Medical Technology Alliance, GMTA)-# 25 £ 5 - & 4
[38 1H K58 H FZ 7 (Reliance White Paper)HJ{E:E o E2HC BRI 7240 £ETEH
IR EME R L 2 ~ AR EAWENE S » Sl & AN E i dts
EUBRPTER » (H DA S S TR Z RNV E SR - AR R R EE
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A}

on ETTEEAE » S AH SR - CLIRE RS et > BIAM L ETHE
RS TR B AH A5 (T (Reliance) YA - A<F AT INIZR E i _E T SCHEERR
H 2 - sz LSRRI O ERHIREA AT BE a7 - ShalRt
RETE G EEHAR - BAFAMM#I(Good Regulatory Practice) ~ LU A\ %4
Mz RotBIT ~ B2 BN REEE K HE IR ~ L DUR e R eey B
TR B B~ O R [F] B o8 Z TR HYTA AR IR BE ~ HEB) B — SE i & Fl(Single
Dossier) ~ B (Lt IHE R BRRT -

IMDRF EEHE B AR

3H29H 2t IMDRF EHIZ B @ ARG - ME R R B S EIEEH
FI4HA - ZBBIZZ 8 ~ GMTA J¢ DITTA R &A= T4HA TIRAERE ~ B HIARE R
AR 4E o B IMDRF B Z: BT TR ARYE SR LR HAOR ¢
(—) IO AR A FIAH 45

1. JEMES R4 5w E (AMDF)

2. o REEEE(APEC)

3. EERERE AR A2 4R (GHWP)

4. 2 EBFEM AR FIZHER(PAHO) -
() ZBEEE

1. DL (Israel Ministry of Health)

2. W EH & TLEEY)E 5 (Saudi Food and Drug Agency, Saudi FDA)

3. FEIRfEREE LA /5 (South African Health Products Regulatory

Authority, SAHPRA)

4. Fnt-BEEEAETH 5 (Swiss Agency for Therapeutic Products, Swissmedic)

5. BERMEEYVEFZ(TFDA)

ARZMEAET3H29H &3S > Uk APECRHSC HEfTHEERR & - WAAFRA
E R R EEF B - BRSSMANE N - BRSMARAHRA ~ &
Aap EHTEE SIS 5 W3 H27H #3H29H & B (R B HFELN - o3 Al 1A &
IMDRF EHiZ B & i B B2 (3% » GG ~ 557 S EIETYAZ H55 IMDRF [ff &
BEIER - =6 - J1ZEXR -~ BA - ##E - B - FilRERZIEERERH
% BUMGFRRRAT TFDA EEXE248R IMDRF 155 S E A REH - /1L
SCFF
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MIERLSETRZE ~ 28R IMDRF $55 [SUARAREH] SN ~ ARKA0A[75 & IMDRF
HitEE EEE 2 Z0RE - 2 E? FieM - BHEEREINERES
PR 7 B e i S R E B JE » S 3f IMDRF Medical Device Single Audit
Program(MDSAP) i SR B ERNL ©

IMDRF )24 H #8055 23 W S sV ekl o - BIZE Bty am L
Swissmedic » [fif &5 & BTG FE F FIR R A dm A AR B B 55 (SAHPRA) - HAMAY A& H
56 3 E T o

15



B OREESREH

HIF B H AR IMDRF B H % S G HYRLE B ZZ B - B 2019 A B (L 0k
R FIGHAR A > 13 LAE IMDRF IEX G ARERE G ERE - M2MEELZREN
ek - WINEIFRAVIRER > SR A T S ARESRELE SR - M A S e iR 5
B a M L ETRRIRYE BRI APRE 4  SFEmE B DA RIRPRE - SR E T
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% 1 H DITTA/IMDRF Bt & HREAINTSS & ERE RS es i LR EE - it E ik
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BEE R EHBRL - TRy TR D S B R R RS A L AT RE BRI > BRI E
BRI HE L ERAER > SUL XAV g8 s — > HEER - B
73~ BT RAMAE R RAF SRR R e B EE R EEE - (EREEES
M eV R IS - A TE S - e EWen S L A 2 ACEM
B HIPREAN ER (R 2 1S R B E e PR ~ e I E R B
EHVER - EE RSB E L& B EEAUE 7] DA S - Gl H R ES3L
[ 2 R ST Em Y I @

%5 2 H IMDRF IEA G 10 G BB &AM TR - gl KA Bl B
IR RSB 2 oy 5 SERNBIEf R4 - S BRI RR R EHIE T > {548
A TESRREN - ETBAEFRE > SHRECGEE RSV AR 7 s
LA 5 (AR ~ RN REE - GRIEIIAE 2028 4R K - [RE > TAE/NEIA
TRABERESM ER/ N - BN MR IR/ NE) E 52 pkdE 5 [ 3mSR - thX
IMDRF & 34 W {3 Y TR/ NH(SEE B 48 QMs ~ N L&/ 2 E B tastl
GMLP)RRAT » ABHAIZEST ~ AR EEEHESEG 8 > 1] IMDRF HASZAN A B 2 HIE R
HEBGHE R - RILEPERRIEES S © FImBE BRI R S RE T - SRER
B AR EEET R » HrEE R (NIEMHIE PRI EMN) R A S FEH A IMDRF
a5~ PHEEEIRE - R BN B 5 ARV E BRE ) R RS R B e

F3H IMDRF EHZ B & ARG HET - A BRR T IR APEC HEEH I > BHX
RUBERMEYEEZVNFREEZEBZ A > @ IMDRF EHZ B &5 S BUETIE]
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BRI E AR - BEERT RIS RS M EEATDE - BRREA
IMDRF R ERE BRI K55 [ S ~ TEBIFEARSR I RS ~ REREREM A
R A4 B AR ~ P B R as A 5 0 (Center of Excellence) T{E57 {7
e IMDRF 55 [ SRS FT (S HHAT%5 7 > J&15 IMDRF fYEJE -

IMDRF JA20224E 5 » i T i & & | (Affiliated Member)&#& » & A % By
IMDRF ‘EHiZ: B &l 5 8% BRYEI% - WHEH T)i“ﬁilgﬁ%‘fﬁ F%G > Fre—E R
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EHEFHAT
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Fff4:1 IMDRF/DITTA joint workshop ZFEfE

Time Topic
Speaker/Moderator
08:20 - 09:00 | Registration and Welcome Coffee
09:00 - 09:20 | Opening Remarks
Welcome addresses by the IMDRF, DITTA and GMTA chairs
Andrzej Rys, Patrick Hope, Janet Trunzo
09:20 - 09:30 | Scene Setter
Thomas Linders, Adrien Guenego
09:30 - 09:50 | Post-market surveillance and RWE
Lifecycle approach to medical devices
Philippe Auclair, Matthias Neumann
09:50-11:10 | Session 1 : Safety notices and Vigilance
Opportunities and challenges: Regulator’s perspective - Melissa Torres and
Christophe Driesmans
Opportunities and challenges: Industry perspective - Nicole Smith and
Miang Tanakasemsub
Opportunities and challenges: Healthcare professional perspective - You-
kyoung Lee and Timothy Wilton
Panel discussion: Opportunities for improvement - moderated by Paul
Piscoi
11:10-11:40 | Break
11:40 - 13:00 | Session 2: Real World Evidence
Status of Global Acceptance of RWD/RWE in regulatory activities and
lessons learned from various regions - Heather M. Colvin
RIVD perspective and examples of RWD/RWE - Elodie Baumfeld Andre
How to incorporate real-world data sources into regulatory decision-
making processes? - Tom Melvin
Uses of real-world evidence - Erin Cutts, Sabina Hoekstra and Lyu Yunfeng
Panel Discussion - moderated by Heather M. Colvin and Donal O'Connor
13:00 - 14:15 | Lunch Break
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14:15 - 15:20

Session 3: Criteria, methods, and strategies to monitor safety and
performance of software

PMS for software: apped if you do, apped if you don’t - Kees Maquelin
Challenges and opportunities in collecting or generating data for digital
MDs - Pat Baird

Common post-market issues faced with software and how to address
them? - Rolf Oberlin Hansen

Panel discussion moderated by Nada Alkhayat and Jesus Rueda Rodriguez

The presentations are available here

15:20 - 15:45

Break

15:45-17:15

Session 4: Specific post-market considerations for Al MDs

Monitoring of endpoints (surrogate and non-surrogate) - Leo Hovestadt
Bias in the post-market phase - Anindita Saha and Pat Baird

Change management - Rama Sethuraman and Melissa Finocchio

PMS for Al software - Lesley-Anne Farmer and Hae Ung Lee

Panel Discussion moderated by Matthias Neumann and Jesls Rueda

Rodriguez

17:15-17:30

Closing Remarks
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Ff{4:2 IMDRF Stakeholders Forum 52

Time

Topic
Speaker/Moderator

08:30 - 08:40

Opening Remarks
Welcome and Introduction

Commissioner Stella Kyriakides

08:40 - 10:25

Regulatory Updates from IMDRF Management Committee and Official
Observers

Australia - Tracey Duffy

Brazil - Augusto Bencke Geyer

Canada - David Boudreau

China - Yuang Peng

European Union - Nada Alkhayat

Japan - Masahiro Takahata

Singapore - Rama Sethuraman

10:25 - 10:50

Break

10:50 - 12:05

Regulatory Updates from IMDRF Management Committee and Official
Observers

South Korea - Gyuhan Chae

United Kingdom - Harriet Teare

United States of America - Melissa Torres

Argentina (Official Observer) - Mariela Aranda and Carolina Magnatti

World Health Organization (Official Observer) - Irena Prat

12:05 - 13:00

Lunch Break

13:00 - 15:00

Progress Overview of IMDRF Work Items

Adverse Event Terminology (USA / EU) - Andrea Hanson

Good Regulatory Review Practices (USA / Singapore) - Erin Cutts
Medical Device Cybersecurity Guide (USA / Canada) - Daniel Yoon
Personalized Medical Devices (Australia) - Tracey Duffy

Quality Management Systems (USA / EU) - Melissa Torres
Regulated Product Submission (Canada / USA) - Daniel Yoon
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Software as a Medical Device (USA / Canada) - Daniel Yoon

Good Machine Learning Practice (USA / UK) - Melissa Torres

15:00 - 15:25

Coffee Break

15:25 - 16:55

Stakeholders Session

African Medical Devices Forum (AMDF) - Paulyne Wairimu

Asia-Pacific Economic Cooperation (APEC) - Cheng-Ning Wu

Global Harmonization Working Party (GHWP) - Xu Jinghe

Pan American Health Organization (PAHO) - Alexandre Lemgruber

The Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy
Trade Association (DITTA) - Patrick Hope

Global Medical Technology Alliance (GMTA) - Janet Trunzo

16:55-17:00

Closing Remarks

Andrzej Ry$
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Asia-Pacific Economic
« & Cooperation (APEC)

Cheng-Ning Wu

Senior Technical Specialist, Division of Medical Devid
and Cosmetics, Taiwan Food and Drug Administratiol

22



bfffa el T BB R AH A5 R

oS- WAN= A
BN =87

BN TGA {3 (Ms. Tracey Duffy) &5

Eilgz[El] MFDS {{3(Dr. Jeong-Rim Lee) &5

23



3

i1

Eil5 [ FDA fU32(75:Ms. Erin Cutts ~ §1:Ms. Melissa Torres) &5

24



|

: ?z;’}il;;i

Bl IMDRF EJf R PR BB A4 (R (27 iE4H &~ H7:Dr. Andrzej Rys) &3¢

25



aana) = |
&2 » > |

R

B s HSA {LZ2(Dr. Rama Sethuraman)&&2

26



B P ANVISA {32 (Mr. Augusto Bencke Geyer)&2

27



agement
Open Session

cmumnﬁm;\m'«a;

.mc.w»-vnhg.'\iékm Py " :

ELHFE[$17/8 Saudi FDA {t32(7:Ms. Hanadi Alousiami ~ &1: Mr. Ali M. Al-Dalaan)&

28

E/
5



