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240 [ P Bt 25 A MR B EE G BB (IMDRF) & 58 12 202329 H 25 H 9 H 29 H AE fE
BEFEPRERTT - STAEBE3500I 2K B S BRI E AR ~ AR - (EFSIER T 75
SV EE AN LB > bR T2 HA0EEEZEEMOK A - 3(EEEZE A - 2(E &S
2 JEMNERES T 5 B (AMDF) ~ S BREHREas M A FA AT & (GHWP) R B AP
B B G aR (APEC)F R IE M T AIAHAR(RHI) » SEFHER 2R BT AR ~ (RFE IEER
K G 5 2 165 & (DITTA) fz 2 BRE R RHS I BE(GMTA R R (RFR 2L - SH1H(9H25
H)FH IMDRF Ei DITTA/GMTA B S SRR SR et 0TS T & > DURFIRIRER(E FH Y B St as i e
FAlE e BB Ryl - e Al ERE > PRETIN G B S S/ NS R Bt A ~
MEMZEULERESH - BB IR 7 1Y L AR R 1S R e e Al BBt b 2 ey
EHBE IR - 9H 26 H BTl (h it om il > N EIOHEHEZEEHE
3L E2 B o IR & S BB R as M AR R SIEAIEARREERS(BE 5 RHI KSRl
)RS SHAR R SR R BIAE - LT PR IR IR APEC 5 AR i HITE 2 B & (RHSC)
B M B e TAF ISR 3L - AR ARIRENE KA & B 32 B2 8L IMDRF
MC ABHEHE > FEIE(E APEC F57E (AR S RHSC HEME BT » R I 4H 5L IMDRF ZRHTAR
HITRHE - 13 DA MC B S ¥ RHI HYEESR ~ SESRAHARYS IMDRF AR TIF EREZRT -
SR G R G DI IR BRI AE R ~ B S BB it as i B B AR LG 2 2 )
FE B ST R R IR (Y SR as i Rof BB e as b B B SR f i3S > M B A B 5%
BEROE) AR - BB RN B as T e B R E A B4 -

BE#E 7 (Keyword) : B P& B 25 A1 48 & B Em SE (IMDRF) ~ BI38T B8 & 85 74 (Innovative
medical devices) ~ [\ F{EERE 2544 (Orphan medical devices) ~ {[i A{LEE 2547 (Personalized
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REL PRSI EFRE 2T (International Medical Device Regulators Forum, IMDRF)
RRITA20114E10H - BEEHZ &GS 850N - 5 ~ 1SR - B - B - B
FEE o Ry K Res M ERRREAAH R 2 B FETEEIEAHES - IMDRF BT 5% 5 (RHASE
4E P EREE R s AT AR 1540 45 (Global Harmonization Task Force on Medical Devices,
GHTF)HYREH > IR B B At as 2R A PR AT

HEij IMDRF [} B8 &E ¥ 2 &% (Management Committee, MC)MC ¥ E11# > &
FESEEY ~ B - B O~ EEPY ~ B~ J0EER  BREEHT ~ BT - RERE R IREY
3 IEFCH 22 B B T 5 A= 4H A% (World Health Organization, WHO) ~ falfR%E K23t > 2
{EFff e S & raJE IR - IMDRF AR &kt - X &R —H & IMDRF
B A ([ 2 5 4H 4% (Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy Trade
Association, DITTA & Global Medical Technology Alliance, GMTA) B¢ & 5 & (Joint
IMDREF / Stakeholder (DITTA-GMTA) Workshop) » 58 — H EFlzsk{& & imTE (Stakeholders
Forum) ~ 55 = HEHZ &€/ & (MC Meeting Open Session) . 554 ~ SHEHZE &
[P &R (MC Meeting Close Session) » <& FHEXHIE (L B L - AR GHHERE
W PRI E RS > BB S NG - [FERP B E RS L2 -

% H (9 H25H )Joint IMDRF / Stakeholder (DITTA-GMTA) Workshop DU LS F Y
B e SO RIS R e M B A £l - SEME T - BEESEEBESEVHAIES
H e Rt S N B R et~ (BB B LRt - Bl e ety -
HERURIS S e HE Rl B SRt e i 58 Fee 0y B B B S DO (B R bR L A8 - WA Eh BalagE 7
I BERARE - FRIRACER A ~ (RERIFTHI T -

524/& IMDRF Fl| 75k {4 £ E (Stakeholders Forum) 29 H 26 H 283 » H1 MC A
7% ~ IEFUEZZ 5 (Official Observer) ~ BRI AR 777140 4% (Reginal Harmonization Initiative,
RHI) B S SR 4H4R(DITTA ~ GMTA)[m) e BRARAKRE ~ SB57 ~ S0 S B R A0 S els]
G TIEHERE - [FIRFEEUE RLME BRI E MR i 2 B2 RIE - IEIE 20194
#E JE oH K 48 & & (Asia Pacific Economic Cooperation, APEC) > JE R flfs EZ B &
(Regulatory Harmonization Steering Committee, RHSC)$5 & & {1 APEC £:E IMDRF H{F »
1729 26 HEEH| APEC RHSC B 251 (B St T{E SIS (Priority Work Area, PWA)#E 5 5

9 H27H# {75523/ IMDRF EHIZ S & /AR &% » H MCEEE RHI » B & 50 REEH
@ (APEC) ~ & ERBEREZSM A 1€ (Global Harmonization Working Party, GHWP) Kz JEWN
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B2 9% 23 M & TE (African Medical Devices Forum, AMDF)$g H T 1F #E & & 7R 2K 5% 4H 48 Bid
IMDRF &{EXmHAE] - SSEIEHZ EgN gt - 1% 1 DUSEEE IMDRF HHASE
RAFE E A AR R R FRAH AR - HE (1280822 B (Invited Observer)228i1 MC ABf & -
R EmZBEEE RIS /RN EEHE - 7R/ 485 Bl e Bt et BB ROARIZR
o I EHZ B g BRI -
IH28FE29HMEH Z EGHMERERMEHZEGHE KERBEEE 2
R AZE HANLSERTRGEE & - SORER -
R RV G - AR A SR ET —SmE - ohlR
1. 9726 H{t# APEC RHSC 15 B8R 2541 PWA [T
2. 927 HXF% APEC RHSC 5 B8t anif PWA HERE KR ZKE IMDRF S EHYFHE]

2 - BRELE



HEH 72

9H23-24H g+ GAL-fERtEk

9H25H 2111 Joint IMDRF / Stakeholder (DITTA-GMTA) Workshop 43 12 B %
w AR E

9H26H Z:JJ1156 24/ IMDRFS Stakeholder Forum Fl|z5 8% & smiE
AR BE &k U3 APEC RHSC #Hr s B ftaatf PWA (YL
(=i

9H27H IMDRF EHIZ S &/ il &k

ARRHE N BE PR APEC RHSC # &5 B2 M PWA He 1T
R ACEL IMDRF & {EATBIE] © SAABE KON B G A5 52
NSt Er -

9H28H-9H29H

[E%2 - M5k

— ~ Joint IMDRF / Stakeholder (DITTA-GMTA) Workshop
e B R SS A B AT & (R 41)
(—)IMDRF EAERR B B IR
1. GHTF jR19924F FH5{EEZE All4G @ (IR B R as i AL e dEHH A [EIPE B » Iz S
a4 T fF4H(Study Group, SG): ETRIZR A (SG1) ~ EiifeEHE(SG2) ~ fm/E 24
(SG3) ~ JEMIFEIZ(SGA) ~ BRIRZ 2 RURE(SGS) » LTRSS DU KB R et/

ERE A -

. 20114 GHTF $EAYRE Sy IMDRF » AR a5 TARAHEE S (T LR Y A

4H > FF4E GHTF B S e i as i AL ap B BRI & THFE 5 150 - HA
IMDRF #{F Y TAFAHA 8 - H 1% 4H AR 5 NRE: & B F BT R A E
EIXEE A IMDRF HY455 30 » A B AHVERZEE T - D3R
TEEE e B R % (Specialized pathways) °

o SRS ER M ARE R - KRB RWitdiE - H—2 EiRiEak b
B EIHZE T ERBEE » 52 L HArEE hE T e
HYEE = J714%fE (Conformity Assessment Body, CAB)& 55 » 5755 CAB K FifgE:
EHTERBAER -

()%= R/ B B8 e 7 (Orphan Medical Devices {5 g6 #7) ~ N IEEE R s
(Humanitarian Use Device HUD)A kL & T E

. BB E



(1) BE-CE IR EEE AN - BEERNERER R @ IesEa it
S YRR © LGSR R AR #E i E 5 5

(2) HA-CETEIM G EMIYE F(BATHR/ N 77 2 3.98 HAt 45 E I EE G
7~ BERERECK  aEES) - MiTEERTERS  BSAR I
Mt - B EEI B IR AR RTHY R SRS - R
(BILEEE) » PRMmpEEas NG - R EES - H1993 5 2202341
A 32 med n] Rl B - SRR AR A 2214

(3) FRE- S HBUNIEE » fTa HBE R EHIALS-2k - JaRFE RN BAE
R BRI P R U B R e M (I B ) - EERRAG B A - 1R A%
SEIEREH o ILFEESM TR R A B B8 A S R (o P &k - HR#
ERUARG TR E iRt EIRATRE - £202348 H 1 & rElfE EMVE M
V3015 -

2. EHBUES

(1) SLeBKifE - TSRV E AR Roe % - IR B ER VBEIRETAE
FoAIEE o] i o BROE B ER A E L {(kIE H MDD(Medical Device Directive )i
5% B MDR(Medical Device Regulation) » [RIZ5 = e8RS (Notified body)HY
HEAE - EmEHTGEER - BRI ERE R ERRA - H5H
B LT AR - EEEREZ N R B RV B R - HIELIN 7/
JEFREEEHE S Rtz aasT ARV R AL

(2) = FDA FysiEhsEata B R MR S E R » 5L
HDE(Humanitarian Device Exemption, HDE)#&#l » 48275 B HUD BYE &L » 3£
FUNgE S Em B L e - YR EUBR A RE T AR Mg - BT B 0 B
& A& B FRIE AT IRB XA A 15 H LUGTER & - JiZF IRB BB fEH] -
FDA & 1R 51D B E B GO S B R ~ ST L HRERIRYT 5T
%’; o

(=) FiRIEEpE 2347 (Pediatric medical devices)

1. =[] FOA B B BTHSEUN ~ M5 E - EEIRERERA - £#3
e NG EEIR SR M BN > ZEICA HUD 2UE K FRE5 HDE S ARRIE » 2
0] DISCHES HDE > _F i1 —ESASRA FFEH 5% PMA(Premarket approval) » FDA
HERIEMIVHEEEAEES » R R R E i s B irlxds
{5} ~ 1T Pediatric Device Consortia Grants Program ZEShEfifadl] - 534 NE R Bl
HZAHES) “Harmonization By Doing for Children” 5.2 » ¥ HE - E »
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SAEE S - Sy~ HEFN RN SR SRt as My E R R B -

2. EFROEHBINZAERRMEMELD - BIRE R AT RERaEt e A Zs b
FEEFIRVESAT > LUEERES M (off-label use) /Y T A E IR L EE - [N B2t
TR N AR SRR TR RSB A S B AR S R IR - S B TR
FERPAS U ba/ A s L BE A R ~ 058 BB HI L (o B RiAyHIE 2
K~ fEEEEIE N AT AR IRGEFIME R R EF 20 a7
sEl e (e EMPIEE A R R -

3. FEEGERIEAIERR - HECE MDR BT T1& - CHUSET i HY B s M 2 i
FETES > ISR R AR R Z L B - BN R A ERR
A Za R N TP AL ES9) ~ KRBT E BB (AIREPR IR )IESE ~ 225
FoNINZH 2R IR DFRN - — RS R RS R EOR (R A
1%~ ST~ PRI O IRAVEGE TR )AA —E B SRR - BCRROTHY
CORE-MD Project(Coordinating Research and Evidence for Medical Devices)}*
2023 F W — 5 E BB AR B R R - B
55 & AR B M AR - W R A B A BURE R 0K~ A &R
AR R EE ~ HIESN LB E 22 fe %52 > 5% MDD #i 5y MDR 872
o SARFEA RIS R ERE o AR IMDRF BT SRR HY AR/
4H - 3R Ry BB ER IR B SN IMDRF » SRR PR 7R KAV sk R B 2 A B A
REERAL -

(PU){[E AALEZ #2547 (Personalized medical devices, PMD)

1. BRI E

(1) BN TGA JE{T: IMDRF PMD TAE/NHAYESY > 5% TAE/NHEEH N49
N58 K N74 ={r455 [3X{F: » I 20214FKF IMDRF ¥f PMD HYE FAIATE
Mip > W2 EMERTROEAR SR UG 3T oI 56 (RN DAL AR R i PRI
mn 0 SR FE 2029 SE ST RIS © INIEVEARSE . TGA KRS A E
B (BB - TR Ot e S AEE R -

(2) BRER MDR B4 A Z B EESEZ8 £/ (Custom-made Devices, CMD)INES » K&
CMD HYEHHHHED » S5EE Medical Device Coordination Group(MDCG){{s
ERRCL > ENHRIE AT RIS S 3 © MDCG 2021-3(Questions and
answers on CMD) 5z MDCG 2021-1(Guidance on health institute exemption
under Article5(5) of Regulation (EU) 2017/745 and Regulation (EU)

2017/746) > X5 TR SR S NE ] R RYRIRE -
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(3) HTAFIR B HECEHE Fod B BU(E PMD R B > DIFELEEE
MY £ %7t (Medical device production system, MDPS) & &% & B 25
FAIGA B - F IMDRF N74ASZARFZ Y T RAK K MDPS LLES R e A B TR A 1]
REME - NILREAVETIRE e - Bk EE TR NEEDAR AT » FREaHS
ATMEEE A - WS B SR -

2. REIE

(1) 3D HIENEAGFH AR ERE AW ~ SRt - T LUEE V) & AR B
MEFRK - BUEREE SR - A0 HAY - EafiE - 5%t - 3071
Elgm R R T - BEERFEEEE AR S(F - NIEEEEH - &
77 PMD FEHEE L TATEFA] - BEZR IMDRF SCFE A #erE SR » (HEEHE
MY L 0 WRE A L fE B Patient-matched devices B¢, Custom-made
devices /YA IREE ; HHEFET 7] HYER VR HEEINE 2 Fofo &Rt - M
PRI3D 1 E[E e B 218 5 s B AR BRAE A A [EIRE A D2 A S E Y B A]
fRft - SOIMNRe I EOR R (N R PREE IR B SR A AR T R Y - %0 PMD
AELETEREE IR — B E ~ AE GO T &in - FrDUREE
TTELEAZ AR SRV SR MR LR - BRI AR B o] DA (I 5 B RN E S MG
SIS~ BB TORSHAVER - A LAY - SEUERRN - DIE
PO E hn SR A TR AR

(2) NFEARFERYERERET - Rlic & [EieoHITE H sies SR rss - 107
Az H g HG U o I 2 25 Z 470 75 S IR RIS PAIR S T R B2 (41 lab-adapted
tests, lab-developed tests) - [NE st LA OJHEEERZ - FEARTEHMIE
FIIRILAT - AR ERYEREE & - PR RSRE It M s
esVERE - HAfF T EREITR BUR B TR AR « MDPS Sl &HES -
BUIEER ~ PG EassEIY &4 - iR B SR E R RS E
RIRRHYES R e - MDPS 4N m]Bgsg HLRFEA [FERER - M) sepliasst R s
FrEfRoKAE st - B AT DA H s B B AR R -

(L) AR st 2 B BUARU RS
1. BT8R

(1) 32E4-35¢A Breakthrough Devices Program » AT e (A B fREEs 7 (FH LA
AR BTSSRy ~ A A YRR 0 HAE R A ZE MR - 5 H
AA EEROER) - EiHisiEE (Expedited Access Pathway » EAP) 2
Fe o DITERIESERTRT e S LT - 22202346 AR » MaEs0 ] Ky
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2.

breakthrough device FYZE AR/ 8005 (4 - LU E w5 fEH > fAEHY
A 81K -

(2) TNZER-TRESH M AR A RIS - RS E RS EE - (B
BT~ DR TR o Ry iR AR EE S S B (O AL B - B
PSR I ELAE S5 GBI ERUARTS » Health Canada 2201944
B gy EZE g Y Advanced Therapeutics Products(ATPs)&3K » 1EPRIEFR
BLZRFHE T » 15U R PRES E S R A A AR K -

(3) Frindf-EHr A fR th Wit i - H— &y B iiAiasE (Premarket
consultation, PMC » [ILHEHIAE?) - B EHEE IR s - HRVREIE RS
I EARTR K - FOE AR - HAY R fiPE CSDT(Common
Submission Dossier Template, 53 o [ {7 ¥ B& e e A ik g AR E T /ERY
2 HEMREER . S RAHEBREE - TEikeavEL(FREE
iE ~ FEPRIR ~ BRR ~ IE BRI ~ Bertpm g —IH - HHANAE
R T EE AR E &) FEN - RieER EREE - TEKE
BT PR AR DR PR R o/ B S/ N L BB e fa 5 |
’éj"z o

EEEE SRR RV LR E SRR AR AR R TR

BT E U (2B ERBIA ~ BTl ~ HATRA EHHVERTTR) - £24t

(B (SRR IEE - SkEURIET) - TEWE G H A THHIEDK » 1£

FLEATTHRLEBEE A B S - T DR B R IR K AT RS -

(7) B AR A A (Convergence) 5 2 (S #H(Reliance) 1Y 1] B4

1.

o 75 F/EH%RE ANVISA 11202248 FH 4547 RDC 741/202275F » 17 A 2275 HiAth
B % TENKRE TR S RAEARAE - S T ER G EITE 2
Equivalent Foreign Regulatory Authority)fy 2% & 45 5 2R L P Y 35 4 (3% B F% 2
Abridged pathway) ° ANVISA B35% FETREH S E B 54 ~ IRERIER > Bl
ERAETTERACHR - DIHEE % BRI i ~ BB RS - BRI HIEE
ERl—E 0 ERTE A R R A PR R A Al S IR - MRS AR AT
AR EIEAR - ANVISA (REFSEEEFAAIRER] - GIEIP il sE SR M 2 A
TR -

SEEEE  fRIZ WHO 155 3L {FHYEFR > Convergence A1 Reliance Fi+& £ F5[A
R HRBEIZEHEAAZTAIES] » 0] DU B 2 an HEA SHE P EL (R
& FHRIEE - RS - EREE - et R%) - ENEMEES T
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RS B L E B E CIRE B BIPE AU - HSEETEERS
HAgIrtE - R - BRI T BPHEENAR A(E - DU Al E Ay L
T o

(E)7ER

S

7D & (Regulatory Sandbox)

1. BEJTEE
(1) B E R AN ERsE - HEERBEIRIEE ([ AR L7z

[l > (ESEA R TR TGO AR an ~ s ~ resEat - fErEREE
ARG o LR LEE S > B TEAT B GE o
FlRFE AT a ~ IR ~ RS E R TR A Al T - BN BR IS
FESEIME - MEERH B E RO RO a IR - Esm A E e - 3
PNINSS: SRR Sl

(2) BUEZE G 1E2021/F4H 21 FHRH A T8 AZE - 2202346 H14H i@

W o R IEZ  RIB RS TE BA R FER BB LEZE RS H
(R fEsz 2 JEe - = e - AIRER - B/ mERE) - HE A TEE SR
AR E M ARERE © S N TEE LY - A PR T
7y BRAA SRR E R SR i F AR b E o AN TR
B B = BB - ATRA R o ([HARF SRR B T S
PERRAL o ARSI S BRI AN TEEEN VS » DIEERGE R B
A ] LR sZ 54 RORE -

2. FESFUBIEL - REBZEHTEE R A TSRS OB ARV att s NE
o E TR/ {RECE T EHERYEER - 4155E0Y pre-certification ~ JLEH(Y Airlock
HIs s ERAY LEAP 3185 ARV B AE T BN - 8 LB ENE
TR AT EE A ER ~ IR BV ERS -
(/\) THE%E 5 (predetermined change) & FH ki FAL A Al 2 i b i A A% ]
1. BEJTEE
(1) R =R AR I LRI E SRS > BERAlED - B

KEZARDAEIR) LA - A8GEEE Fofr Bl - L ERERZHEA
HBRAE BT  ~ BEETATEE R (B T RS A ~ ST _Ervaiteddl - &
el TR A F LUINREMIER - HATEZ 230 Bl e stastt » nIHEE
(B 2E BRI T SRR R T T K R R E R - £ BRI
(B T I R SRR > (A GIRIEE AR - PREEFTA TR
FAERTES S0 - I S E B B R & R5 - R fe eyl
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ilag i 0 R ASEE I A AR RE L HE SRR IR DS E I EE - Z BRI
ST HRIZA -

(2) Bl E 5 AR = LT AT THE S B 5t &5 (PCCP) S I 1 T eI -
RS ~ EERRE oW B EE AN - EFEERAIAYE R (A5 A
LIf=EE PCCP ~ FEFRITIARIBIRE N EETR A ST ~ A AeHE T
ZAERET) > & EEWREITRFELS -

2. JEEBUEL - PCCP WEER - SR NBHEANBAGREEANAVER T > |
DIFET P etas i A am i -p A E AL LRI xR 1 HA S
FIEAN L Stsas S E R R as M - Ik S R R e A o] DU A e
P > AT ARl A b bR (s IR -

25 24/& IMDRF FI|25Ff 4 & im1E (Stakeholders Forum) (GBF2A1MTE2)

(—)VEHEZE G EEEHR T
1. BM-
(1) H202349 H ftasiTEM & 2R /o BB ZE (Pilot Medical Device
Vigilance Program, MDVP) » TGA jRH{HE i\ 3 Arai SR B S E e THi B
% e
(2) &by B e B R e R AR AT n) 58 - DRUEM W 4m
RGN R IR R AR - 2B B SRR © TGA 12202356 H
ar M I B 5 B ER PE l  » IR RF P A 0 R
(3) Therapeutics Goods Act TLjA20234-3 H B » f A B Ha e DV /E T 8
7] EE TR i B A REBAFHRE - R 202553 H T E it -
2. 7
(1) BeS B R es b LT RTET A THE T 2023411 H AT - #4EEE
T35S [FH IMDRF 3X - A& A IEFURETT
(2) HEBHELHE A FERRREAH G AR (regulatory reliance) » B&fREEs 1440
BEEVES: | Z [ 52 £ & 1R (Equivalent Foreign Regulatory Authority » H Fij
a2 BUEF SR E [F] Ry MDSAP YAl B ) , #Y_EraTrlsg =i » RaTfizg
HPNEPEH RS - MEREEE RIS -
(3) BHN10H 23327BTEE$J§E¥D¥@2023$ LREZSHT Medical Device Single
Audit Program (MDSAP)18 > Bl & A0 -
3. &K
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(1) BSREEPEH ARSI~ WIPEG S PRRIIE R I) « Bt
B ER ARSI 2 L i o S TR S 965 S 7

1o

(2) AACTER 6 5T B P B2 Significant change) 555 14 » 8015
3 AR RS TR E R

N
sk
g °

of

. R

(1) RHEAEBSRESA R AR > ZET o SFEAT ~ BRI BE R ~ HH5EHT
BRI BEA R TS -

(2) B2023F5 H1H#E - B V/H58HIFF & GB 9706.1-2020( 28 M2 42) 1
di 0 RFRFEIRAZ BTN GB 9706 IR AT EAE

. B

(1) 202343 H20H Ak EE MDR 4E{&7HAZE R Regulation (EU) 2023/607 » EU
MDR TER e i TAE 2 2028 - s Gy el sp AR 5 [ -

(2) 20234FERH T/FEE B BT IMDRF BRfE £fF - HEFERN g 8 - HlE
S MIaHA % E S F S4TSR - FrE IR HES) EU MDR Y E i
(Notified bodies L f[1£1]50%5) » #iisk EU Reference lab(& & 5 E\[faiay a2
s 5RES)

(3) 20244F BN D) F5 48 5¢2% EUDAMED(European database on medical
devices) ~ FLfit UDI/ PR 4RI - N EREIERESE R RE
Ak o

. HAE

(1) 20204F MHLW #gH, DASH for SaMD(Digital Transformation (DX) Action
Strategies for Healthcare, fIIZRE& SRR as M oHG L) 728 » IR EF M 1T HYUAE
B > 202349 H 2t DASH 2 for SaMD 2 ¥FHE 7 ZE - KR EHE R WP B X
AR~ BT AEAE S~ AR A s R At B o R T R i 0 A
FWEILAENIEH ~ SHBNE HE NG E A F -

(2) HATZEIZAN SR et e I G2 R E i % - FaRIE
nnd/V > HHEGRE2 B D RE G A P& Bz AR R & (58 — PR B ez AR i B
HEHENAEMSEITEE - FFHEREANEENER 24 - iz Ay
A E SR B GRR AITERIRAYRIRE) » (E4E 5 Z B RIR 6
S BT
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9.

HEL

(1) B2023F1H#E - JEMIEIR A RI2 T - BUEEEUET RIS I AR - A
B oy JEL BB (74 A R B) - T FH R R {EAY S SCaE T ARE - (B8
A v R\ = (4 € fe DYRIMTGEE R —fie B i i e H

(2) B EFEZ AR - NREHIR - Wb EFH C & D B ZHE
ke RS AUS B e 2% 2 & (medical board)Hy EZ:A%04E - BT
T4 D ABEAS e e B R At A BB R HUAZ A

(3) ATHAAARTES [ BE#TELTE IVD 73&8)(5 T IMDRF Z34R %) ~ 5 rl 56 B R 2
(PR& MDSAP S5E Y QMS S0fF)

e

(1) PRIFERZ R A BT B R e S e PR BURGEEN B e Hop R s e b S
Edn B 0 FEEH MFDS(The Ministry of Food and Drug Safety)HE&Eh# {17

B 5 (A %% (Digital Medical Products Act) > FrZebfHEESE Al L (B AHEA
R R AT (EEEM - 880 - [REMEFREL)ERE  HAlC XTI

(2) 202357 H #AT S B L B S SE a A/2 A JF A B e M i A s A/
ZAETRAIRIDFE5 ] > B 1LH 20 VD BRIRFHETES | - MBEE R B lRsE
B ER EmIZ 2 ~ REeath - ERREERTES| -

(3) MFDS B2 FDA ZE] & EHFITE: » 0 = Ratem N LEERECER RS
TR E iS4 - MFDS B[ A7 = DINAVISA SR & 1FHESEE - Hi%
DINAVISA 27 H] MFDA FT#i{T GMP EZHVAER -

B

(1) Frigad nHyBERE G 3% » IR B T s M T S STl A 2 AL

(2) T Innovative devices access pathway(IDAP)S-E M55 » SHEE B A DI -
BT R R E » e BRI B R SR i BB E 5 2
Tl 5 BRI e AR B 6 S R (HTA) ~ iR Es

(3) 20244 FESLEHRHE AT AT H A ~ S5 ~ B ATV REAS -

(Bl

10. E[H-

(4) H20245F8E - BUEGEII A FEREEAA > U TR -
(5) #AM2(nTES SR FEECR A FIE R HE5E510(K)ZE M th 5115 predicate
device FYSH# ~ fH AMERAS HEES10(K) MRt e s & rh ey
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(6) ?’*ﬁSlO(K)?\%J:EES%;? AFEATES 30 - B20234210 H 1HFE510(K)H
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{41 Joint IMDRF / Stakeholder (DITTA-GMTA) Workshop %2

Time Topic
Speaker/Moderator

08:00 - 08:30 | Registration

08:30 - 08:45 | Opening remarks
Andrzej Rys, Chair EU2023, IMDRF
Annabel Seebohm, Vice-Chair, Global Diagnostic imaging, healthcare IT &
radiation Therapy Trade Association (DITTA)
Jesus Rueda Rodriguez, Co-Chair, Global Medical Technology Alliance
(GMTA)Opening Remarks
Welcome addresses by the IMDRF, DITTA and GMTA chairs
Andrzej Rys, Patrick Hope, Janet Trunzo

08:45 - 09:05 | Overview of IMDRF foundational pathways
Donal O’Connor, Clinical Manager, Health Products Regulatory Authority
(HPRA)
Greg Le Blanc, Director, Regulatory Affairs and Quality Systems, Cook
Medical, Canada

09:05 - 10:10 | Devices intended for specific patient populations

Orphan and humanitarian-use medical devices

Donal O’Connor, Clinical Manager, Health Products Regulatory Authority
(HPRA)

Tetsuya Kusakabe, Director of Office of Manufacturing Quality and
Vigilance for Medical Devices, International Coordination Officer
Pharmaceuticals and Medical Devices Agency (PMDA)

Leo Hovestadt, EU Director Governmental Affairs, Elekta

Cho Ahram, Deputy Director, Ministry of Food and Drug Safety (MFDS),
South Korea

April Veoukas, Director Regulatory Affairs, Abbott

Paediatric medical devices
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Kenneth Cavanaugh, Deputy Office Director, U.S Food and Drugs
Administration (FDA)

Joel Batts, Senior Vice President of Clinical & Regulatory Affairs,
OrthoPaediatrics

Berthold Koletzko, Professor of Paediatrics, LMU University Hospitals

10:10 - 10:35

Break

10:35-11:15

Devices intended for specific patient populations

Personalized and custom medical devices

Tracey Duffy, First Assistant Secretary, Medical Devices and Product Quality
Division, TGA

Mariana Madureira, Senior Officer, Health Products Directorate,
INFARMED

Jan Demol, Regulatory Affairs Manager, Materialise

Matthias Neumann, Deputy Head Medical Devices Safety Unit, German
Federal Ministry of Health

Christophe Carrein, Director Quality & Compliance, Velsera

11:15-11:40

Devices intended for specific patient populations

Panel discussion — lessons learned and opportunities for improvement
Moderators: Janet Trunzo, Chair, Global Medical Technology Alliance
(GMTA) & Matthias Neumann, European Commission

Donal O’Connor, Clinical Manager, Health Products Regulatory Authority
(HPRA)

Tetsuya Kusakabe, Director of Office of Manufacturing Quality and
Vigilance for Medical Devices, International Coordination Officer
Pharmaceuticals and Medical Devices Agency (PMDA)

Kenneth Cavanaugh, Deputy Office Director, U.S Food and Drugs
Administration (FDA)

Leo Hovestadt, EU Director Governmental Affairs, Elekta

Joel Batts, Senior Vice President of Clinical & Regulatory Affairs,
OrthoPaediatrics

Tracey Duffy, First Assistant Secretary, Medical Devices and Product Quality
Division, TGA
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Jan Demol, Regulatory Affairs Manager, Materialise

11:40-13:20

Innovative medical devices

Existing pathways for innovative medical devices

Erin Cutts, Senior International Policy Analyst, FDA

Sally Prawdzik, Acting Director, Policy and International Programs, Health
Canada

Woei Jiuang Wong, Assistant Group Director of Medical Devices Cluster,
Health Products Regulation Group, Health Sciences Authority (HSA)

Joao Martins, Associate Director Regulatory Affairs Strategy, Abbott

Yujin Lee, Chief Medical Officer, WELT Corp

Nataliya Deych, Vice President Regulatory Affairs (EMEACLA), Edwards
Lifesciences

Helmut Scherer, Chief Technology Officer, Erbe Elektromedizin

Opportunities for convergence and reliance

Augusto Bencke Geyer, General Manager, General Management of Health
Product Technology, ANVISA

Yasha Huang, Head of Regulatory Policy Asia Pacific, Roche Diagnostics
Johanna Sorsa, Senior Manager Clinical and Regulatory Affairs, Siemens
Healthineers

Latifa Lakehal, Head of Standards and Regulations, Philips

Diane Wurzburger, Executive Regulatory Affairs & Quality, Developed
Markets & Global Strategic Policy, GE Healthcare

13:20 - 14:20

Lunch Break

14:20 - 14:45

Innovative medical devices

Panel discussion — lessons learned and opportunities for improvement
Moderators: Diane Wurzburger, GE Healthcare & Steffen Buchholz, DE —
EU

Sally Prawdzik, Acting Director, Policy and International Programs, Health
Canada

Erin Cutts, Senior International Policy Analyst, FDA

Joao Martins, Associate Director Regulatory Affairs Strategy, Abbott
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Yujin Lee, Chief Medical Officer, WELT Corp

Augusto Bencke Geyer, General Manager, General Management of Health
Product Technology, ANVISA

Johanna Sorsa, Senior Manager Clinical and Regulatory Affairs, Siemens

Healthineers

14:45 - 16:00 | Regulatory toolboxes to foster innovation
Regulatory sandboxes
Paul Campbell, Innovative Devices at the Medicines and Healthcare
products Regulatory Agency (MHRA)
Nada Alkhayat, Policy Officer, Directorate General for Health and Food
Safety, European Commission
Koen Cobbaert, Senior Manager - Quality, Standards & Regulations, Philips
Bettina Mobius, Director Regulatory Affairs, Drager
Predetermined change controls and innovative tools in the regulatory
toolbox
Yuang Peng, Division Director, Department of Medical Device Registration,
National Medical Products Administration (NMPA)
Russell Pearson, Al Regulation and Policy Specialist, Innovative Devices at
the Medicines and Healthcare products Regulatory Agency (MHRA)
Cassie Scherer, Senior Director, Digital Health Policy & Regulatory Strategy,
Medtronic
April Veoukas, Director Regulatory Affairs, Abbott
Anna Hallersten, Head Regulatory Policy Europe, Roche Diagnostics

16:00 - 16:25 | Regulatory toolboxes to foster innovation

Panel discussion — lessons learned and opportunities for improvement
Moderators: Jesus Rueda, Global Medical Technology Alliance (GMTA) &
Rolf Oberlin Hansen, International Representative, Danish Medicines
Agency

Russell Pearson, Al Regulation and Policy Specialist, Innovative Devices at
the Medicines and Healthcare products Regulatory Agency (MHRA)

Koen Cobbaert, Senior Manager - Quality, Standards & Regulations, Philips
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Yuang Peng, Division Director, Department of Medical Device Registration,
National Medical Products Administration (NMPA)

Paul Campbell, Innovative Devices at the Medicines and Healthcare
Products Regulatory Agency (MHRA)

Cassie Scherer, Senior Director, Digital Health Policy & Regulatory Strategy,
Medtronic

Anna Hallersten, Head Regulatory Policy Europe, Roche Diagnostics

16:25-16:30

Closing remarks

Andrzej Rys, Chair EU2023, IMDRF
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Ff{4:2 IMDRF Stakeholders Forum 52

Time Topic
Speaker/Moderator

08:30 - 09:00 | Registration

09:00 - 09:20 | Opening remarks
Andrzej Rys, Chair EU2023, IMDRF
Edgar Franke, Parliamentary State Secretary to the Federal Minister of
Health, Germany

09:20 - 10:35 | Regulatory updates from IMDRF Management Committee and Official
Observers including short updates from IMDRF Working Groups
Australia - Tracey Duffy, First Assistant Secretary, Medical Devices and
Product Quality Division, TGA
Brazil - Augusto Bencke Geyer, General Manager, General Management of
Health Product Technology, ANVISA
Canada - Sally Prawdzik, Acting Director, Policy and International Programs,
Health Canada
China - Yuan Peng, Division Director, Department of Medical Device
Registration, NMPA
European Union - Nada Alkhayat, Policy Officer, Directorate General for
Health and Food Safety, European Commission & Chloe Spathari, Policy
Officer, Directorate General for Health and Food Safety, European
Commission

10:35-11:00 | Break

11:00 - 13:00 | Regulatory updates from IMDRF Management Committee and Official

Observers including short updates from IMDRF Working Groups

Japan - Tomoyuki Miyasaka, Deputy Director, Medical Devices Evaluation
Division, MHLW

Singapore - Wong Woei Jiuang, Assistant Group Director, Medical Devices
Cluster, HSA

South Korea - Jeong-Rim Lee, Director General, Medical Device Evaluation

Department, MFDS
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United Kingdom - Laura Squire, Chief Healthcare Quality and Access Office,
Medicines and Healthcare products Regulatory Agency (MHRA)
United States of America - Kenneth Cavanaugh, Deputy Director, Office of

Cardiovascular Devices, US FDA

Official observers:

Argentina - Yesica Anastasio, Coordinator of the International Relations
Program, National Administration of Drugs, Food and Medical Devices
(ANMAT)

Switzerland - Markus Walti, Head of Division, Swiss Agency for Therapeutic
Products (Swissmedic)

World Health Organization (WHO) - Hiiti Baran Sillo, Unit Head, Regulation

and Safety Department of Regulation and Prequalification

13:00 —13:50 | Lunch break

13:50 - 14:40 | Stakeholders sessions
African Medical Devices Forum (AMDF) - Paulyne Wairimu, Chair
Asia Pacific Economic Cooperation (APEC) - Cheng-Ning (Emily) Wu, Senior
Technical Specialist, Division of Medical Devices and Cosmetics, Taiwan
Food and Drug Administration
Global Harmonization Working Party (GHWP) - Bryan So, Executive
Secretary General
The Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy
Trade Association (DITTA) - Patrick Hope, Chair
Global Medical Technology Alliance (GMTA) - Diana Kanecka, Senior
Manager International Affairs, MedTech Europe

14:40 - 15:10 | Break

15:10 - 16:10 | Flash panel - exchange of experience and best practices
Unigue Device Identification — 10 years down the road
Digital Therapeutics’ — Let’s talk qualification and clinical evidence

16:10 - 16:15 | Closing remarks

Andrzej Rys, Chair EU2023, IMDRF
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MEDICAL DEVICE
BERSECURITY (CYB)

in materials sclence
The CYB working group
s produced documents to support
stakehakders,including:

N6O:

ciles and Pracicesfor Medical Device
Cybersecury (2020)
Recently published (March 2023):
NT0:
Principles and Practices for Cybersacurity
of Logacy Medical Devices
NT3:
Principes and Practices for
Softwere Bil of atarils for Mecica|
Devios Cybersecuity

LU TGA {XZ(Ms. Tracey Duffy) =52

BRI FE ISP(Ms. Maria Ceclilia Lopez) &8
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