Hi23Xt IMDRF V52| Z1l5 1A

( *23.04.14(z), IMDRF =) 9 A}7-)
0 JHe

O ¥ A : 2022.03.27.(&)~28.(3}) 08:30~18:30

O A 4 : Autoworld, ¥ 7)o BFHA

O MR $HY B
- (HepA) BN oY B, AR EI171% A
ATE, A7 AtE, dADALFAA A

B HER A, o ws14 AT Qua F

| =
T
- (@F 474 9 AYYLE) RolBULTE ofag oA, AT u
2R o7 n

- IMDRF #AIZ=2, =4 - 9 o|57]7] 4bgA #AA
O & 3. gs77] Ald & AHFE) FAZ fFASTY dd 74
AGS dolR QAL vigtRe A3 JHE FRot 3
FAlol Uik F=E FAZXIE Y3 Folo] RIAE

E

QO IMDRF/OIOH SALXHDITTA-GMTA) &S ¥3& T2

2H
a
Nz T} W 2
- Andrzej Rys
00 ~NO- _ oA
09:00~09:30 9'._|'o |' IMDREF 9|7é|-
) ) o b Ol AL OIAFE Philippe Auclair
09:30~09:50 |2717] Al = A 3 AH A4S HRWE) Of5LE




- MM 1. 2|87|7| QHE(REEE) SX| U ZA
- 0= AIE= (FDA)

09:50~11:10 - B9 AreiA| (aIA)
- 2 84 (0l)F 14
- EU THAIE=
11:10~11:40 - SAIAZE

_ A-||L=| 2 AI1.||0|M-:I.7-|(R\NE)
- Q| MAA (EEUEED)
- SHQ| MAA ()
- 8llQ| &M (Trinity College Dublin)
-Ol= -F,lXﬂEF:} (FDA)

sie] ol (2eolemey

11:40~13:00

13:00~14:15 - SAAZE

- MM 3 2zZEQof oIHd 8 ds BEl 7IE WY, U S
- S| AA (HEE)

14:15~15:20 el MO*74| EERN

- HIot3 A== (Danish Medicines Agency)

- EU HAIE=

15:20~15:45 - SAAZE

-

- MM 4 QIZX|S O|B7|7| AT & DHAR
oH|9| OﬂETHl (DITTA)

. . . 0j=2 FAE= (FDA)

15:45~17:15 CAlEE FHEE (HSA)

- L A (FoffRlATE)

- =Y AIE= (German Federal Ministry of Health)

17:15~17:30 - 3| A}

O IMDRF/OIOHE ALXHDITTA-GMTA) &t ¥3& =2 UHE
O Y5771 AF & A3KHEE]) € RWE
(D o87)7] Al & ARRK&E)

- o877 AR AR dERE SR, AR S

4

ko
b
=
AJ)
2L



- B2 8o Ao, BAE Ha 7] W 8 Fofl "Ik xfol7F EA5hH ol&
Zk=o] 23X Ut o olHgt FAE dAstk| sl AlES dAeE
o5 7)7] A 49 Y= AL At
- IMDRF AE AY-15 work item(ell, IMDRF AE F )& o]-&sl] A3} 2 HQ
- UDIE &-83le Ala$ Aest= Ax At

- PEEE 3 2o &7 78 W&

- PMS 53} 23U} ofF Fasie 2 WYIE LWL AYolE BT
Bushe o] g Rud A fa F4 B2 o AshE Aol
A BAE e AU §

_/_’[:

- ORI TRER ni= @ Aldiel] B2 Hal FREAME ofd Tle Wsk
ZerlE 2 Ws) gxgked, 1 olf= /S8 B(personal data) <ol thk
A7 oA 2Rk ole A= WA #AlE QAR uiEd 7le wske
L8 R 9%

- Session 1: Safety notices and vigilance (=X 3kt FHHY o]
- v}t o877 E RUBPBAIE S 123 JAE S3l PMS

A RUE R ] A9t SElvel o571 T4 A Ug =Y€e 3R
(2) RWE(Real World Evidence, AAIYd<A)

- RWES] 7]&Ael Wi A @ Ao 9ol AwWa m=@zael 7|37}
A olE sidsr] HalAe 247 TrEolxl Tholdx A9 IS
EO = sjARkS Zrotopstm ko ARE o] & 4 Qlojof

_ RWE EA3 2= Zxo 2 o= 37} 97 79 2 A4 Enay =
gk kel7t ofsZAAE7]E] o] FoiAHokslH, ol SRR trAXIEE HF

- VDl QloiAl RWEE A= 7187k 8 % glouk o] 3 w-% ¥, =3

FAZEE ol 2aASE @Hol glofof &



- RWES} d=zAte) zpolE & olsie dart = RWDe dd=At B 2 F
THO R A& ARks RWDS] 4 o] =g Had
- EEE B s H T2 UE
- RWE ARGl thigh 7783 AAo] thaar of A§o] kL] wiZel AlA=<]
WS tes Aol Ta3%H o)ZS IMDRFOIA & = Sle o= A7t
- RWE ARgoll QlojA IMDRF= Bo] W3E¥ best practicess Il Eobx 2
sh= Zlo] Tagh 7leA 49 siaAy) ek WAL oju] Aot HH s}

whgo] ke 2ol Way

o]
ol:—l]'r—___f

() £ZES] ek 2 A B 71, W, AT 5
- X ES0] o8y B ] w7t 2aF
- SaMD/app PMS Al2'd Z2A4el theh 7heldd 2 7 A|qksts IMDRF
sd= WoAlMFE ZAR7E 234 Fa7t Sl

Qte B3] 2GRk

L.

HI

- IMEE 2 Ao F4 g

oAZAIA A= B 7 TAVE Ae2 AT o= olek AHdE AE
HFEoiu et Sla. AZE Y] Txo] AFUA w2a AxE ST}

A7 SASNE 718 F Urke AL AT FAS ANY Bt U

- Aut 870 E wno]—s— AEES o] E ATl HT AGAHIANT

- AL ool F QREOE 719% A gL AdY. AT LuhE FHo S
F3 AANS B2 AaFEe o) g BUHTL sof 3

~- Session 4: Spedfic post-market consideration for Al MDs (FOIRIRIAZE ofafkg- oA} W)



A5 olgr)r)le 843 HolEe bel 1 A%o] WEE 4 gonme

G
A 5 AYE T A4Sl BasiH, ol f' PMS Jleld vt Hadhs

T

4

- EEE B HogH F8 U&

- PMS&}arall Al pre-market® HA o2 3 2A ¢Fon transparency(FE4)
o] T8

F BV F2 Al
MaQ. A=
- AIE Aolshe @o7F AT WA, sty entityE Fal of7|skar o]
ek 7lel=glels wt=E Zlo] our) §lE Aes “AF ur) s
3 vlHolEE nigog Al dug|Eo] vHEoR|Ed, A JtoldaE Al

A Fe A e AlE intergrate FHojoF = EAJQlH),

al =
A WE 0 o] RES ofg F MAGT 5 UL/E A} T



O OIOHS ALK

I-I'IJ

k-

Az

LH

oo

H 3

08:30~08:40

g
08
>

Stella Kyriakides
(EU HAHE=)

08:40~12:05

*1I*1 1 IMDRF 2|38 o8 =M 2 HHIolE

= HAIg= (TGA)
: HEP" TAIE = (ANVISA)
- 0L A
- B HAEE
- EU A=
- UE AN
- A7EE ANEs
- ol A=
- G e
- Ol= A=
- OfZBIE|L} A=
- MA BA 7|7 (WHO)

12:05~13:00

13:00~15:00

MM 2: IMDRF &2 5H TIsiAret
. O|AFAIE|IR0] “:':L-.-
- RFAATIE *E'$:L+
- 9|&7|7| AO|H EOot MEOFE
.79l gk o|gy|7| AlmaE
. J-LI|7=101A|AE-II A2
- =N 5857t *'Aww AEIE
- ADEQIO o|g7|7| MRIAE
I AT |E AROE

okl

o
aT

15:00~15:25

FAAZL

15:25~16:55

- MM 3: O[s)SAIR} =3

- 6|2 YT (AMDF)
- of{Q| HEH| (APEQ)
- ol YT (GHWP)
- ol YT (PAHO)
- ol YT (DITTA)
- Sl Y| (GMTA)

16:55~17:00

- 2| Af

Andrzej Rys$
IMDRF 9| %




o =Q uyse
O IMDRF 393 74 54 ¥ gulolE
l. &+
- 21d 69 0T oBr)Y] ARES AT YL AT T Az A

kol {Strategy 1, 2)

|

AT AzE AL S5 PMDONIS 98717 el tiE AR &
upg. PMD A 9)(definition)star ARTGS} Z3HA 7125 Q-3

- Strategy 3: A&B|A} T2 /N
ol 5717 &H|AE WSk S/ AFTIF A

-8R A Au GEF ol4F 718 AgAA BF A 2ol AT
Hojoksts AHE Hol dESTE JIE FHo=E AT

- AZEQS 7§k o577 #H NE

- AXEd Y #-FAE tiFE IMDRF 7hold2et dXE 4+ Y=F T
aZE S &7 AAL AF A= wetA EREES I

OAgds BEAAE Hebsd P A

- g 4] ARF A

- 2b 55 FE8 W4l ARAE 219REH AR ANEES &
- 5% AEIVVIAIE JAER), AF o) 2757]7] 5ol T

‘20-21d TGA= 98717 74 WAS AAgE 455 VD 5r|7|= A
Z3E), 530 32} AA|FHNB)o] TFo| 5 AX
- Al 3 ogr]7] I Alz=H Y

.ol 97r)y] B B o %3}

.



s @AA 5670 BAE WA whg

- UDI A= AA: B3 Z2Y Sl WA AAska 3. *23d71A] AP

ol A
- &aHlAE T4 Aua AFS A% A= A
- Y 85717] A ARE, o4 AR
Sl A ¥ e, e AR F

- 330 IR B WY TH

A
rr
br

‘213 119 Z2Y A7RE77] &5 7FssleS H A

AR A7) 7] F7F ol FE=

sy, 111707}

- 21U Holo| ik W ol W H2HE 94U FYstFoen 1 A=

Ao Eoll F7HE AU+
-S4 Z2Y o] AAE ¢ e FHHZE ST 23 B
- 1Ol AZol ik 4 e
- AR o] % ol gAE e st Ald Fasite Ale 7
- TGAS] =A|¥y 33 2 A& A7)

2. Bep4

- em7)7]el VDe] AT A S 918 B4 Ao IMDRF BAE

o slolsekle Ao 23d 14E717 B o

o] Bale] BAL GRPS} mE7] 98] ool Al AlZEHS AN

8= jRse] 87lo] g} o] wF FA oA +HF
- Uuk 9 E717] B VD HA B A% BE ARG SEAIE

- A7)0l hEk B QAR 23 9 Mercosur =7}l gk &4

- 3/held sk (233 6d7HA A o] 3 A

- ISO 14155:2020¢] 8- =19

okz A

A =3}



- 95771 AEHA 37} 874 Resolution RDC 751/2022
- A7)l gk Ao 2 B ] dulolE

- IVD Al 371 83 ol Este] HFdo] g oA

- MDSAP H1iA vigo g W3igt GMP QI5A Hy o 29 (2017-2023)

3. Yk

. 987

7]
b Fol= BAe] YN F

- 9)8717) AFIL BT AAH FHEDFFH AB) 2 o
71+ Ut = 2719] e-STAR dElo 2 A=
- AbA, THeld 2 5 #Est I EAE o A I
3. T=
- Al =AY AFSF A

24U HEsiA 5717 Fujel 9] B3 Ad PAHE

Eled

T4 MM 224 871717 AlSsiA s FFHE

- olg7)7] Az A A B3 ¥ AFRoH 2243 59 1UEE A

Mg A3

- 98717 ) s P #Ad g sk 22d 59 1YRE )

A AR A

- o} 7+=H35)

)

3

-

ZEF A ZAbo| B3F AlElol] o] FAIES ALste TR,

, B Soll AR oAl Astoly oR57)7] A4t B



4.

- o577

AE3H=S

CH|ZU 2 ol zg) ol BdE BA AT BEE A% 5

A B3 A28 T A FF RIARERA AL X RaAE
sto] ol 7} BAS A3

2t

o

- AAZR] BYE A T, v A3 A
- IVD 5744 71Asta om NMPA Esfo]x|ellA E1 7Fs( 23 49 12971X)

- 987 £

of

T T 98 AT =E

- UDI 43 A%l F3 F

- =AY

- IMDRF 7}oldl= H33E A

(]
7%

g 2l g5 Y Foln 53] s GHWP && &2
e

2] (177) AW A, 187)) B2 Als), 37) m]als)

H

- EU Al&e] g E]7)9} EFTA/EEA %39

- EU MDR “214 5958 dAstgom VDRE ‘22 25 HAF

- MR sl 2Ede HEAES E43E gl Fal

- °27d 5€l] IVDR 7]
5¢ol 7|13t v 2vd

N
‘“ i
mi
<
i
2
>
Og{:,"
£
ol
e
rII.
1o
$
r
)
=
2y

Timelines

PP

A EndofIVDR Ny 2/
: nsitional period

MDR Entry into force [
L dats { ¥ IVDR date of n Regulation (EU)
applical U application 2023/607
20 March

26 Ma y 26 May 26 May

2021 2022 2023* 2027

oo

_‘]0_



MDR transitional period per Regulation (EU) 2023/607

£ = &)
26 Sept
2024
o End of
. Deadline to lodge Deadline to sign a End of End of transitional transitional
Entry |n.tn force an application & written agreement & derogation for period for class Il oiiedifor
Regulation (EU) 5 ; class Il custom- and class llb P
2023/607 to have in place transfer appropriate ade ) I it class lib;
an MDR QMS 5””;“?;‘:;“ an i kmplantable (:' not lia and Is/m and

devices**

= _—

- 20233 COM 413 $-x 3|

* For devices that did not
require involvement of a
NB under MDD (.. Ir)

- IMDRF o= <3

- MDR, IVDR =Z&A %3

- EUDAMED doJEjulo]z 213 Folp] o o|87)7] 58 H84< ot
229). UDI 25 o|4 7Fs3hy D= 295

- AE7E 9d AR AR YA S S8l A5k A AE)

- common specifications, Acts 43}

- UDI @AIZ o= ddFo|n ZEEgl=o|] UDl AAsk= Al tigk 378 oA
T8 S 233 4¢ F7HRD

goi, olgelojol, Leprolz WHSIGOM of 99 §7 Aol A%

- olokE B olms Y AW FY BAES 27 s7) WrgE TAY. HlA
A AR} WA A IS T FAEY

- ISFe A3, 25T 34 4B AL 345FE PVDAZE AARSIL

, AFE 3= PMDA, MHLW7} 874 A A

_‘]‘]_



e

Z 247}, 2 o] Ao EE Fr1gk A

AR5 U3 =95 AX AAF o, 200 59 7Y HF AH 2 Ix

- ook 9 oRUIVIW MRS ddEte 7] FUF Wyl E ddgs &

2 3} (224 59 20QRE AW AF)

- dE AT E S o577 A WA Al (149 11€ 71H o WA)
AZEYOE XA o] Hol= AES AZTEYOZ FAIOY A
H7 Al o]Fole= AZE S AAE 15FOE B3 o F587]7]0A
AJE AZEY A= 15, SaMDE 2-45F o} X8 E2 o)
F= AZE = v BY|7|2A 157 Y

AZEY O] A WHA o]Fof FHUPE AZEY O Ut ZSU1sE (‘14d

O|FHE F 1787 £ZES 07} H7hES)

[‘-111
;\m
rﬁ

l

- SRR AXE O HAE X E ofF, A AHE 54 ~ZEM, Al

s Soi7t thy Bv)eh BY 2zEso), tha YA Wk 2ZE ]

L axEdY] 9877 YBH A AXE szESole] 97 R AA

it 7tol=ehQl Xt IMDRF Al2=Hlol A THEom 22 499

- 92717) AEY BF Jlol= wE. EUS Bul o)8s17] BRsh nsw
A,

_‘]2_



- Laboratory Developed Test& 4| 7lol=e}ql 7. 71&e] #H 4=
BT oHlA ¥ ZoTA BARY =osiA Fagk AES Jholt
g}elo)l Frisliom 2213 3E7| o LxHE oA

- Z2Y ARIGE2EY] ojAle AW FFstofokdt

- 193 9 87)7]el UDI Al2=" 2§

- Y77|7] AlojHEQE SplE] AlXEl FEeke] o] &Ake] K HQE 33t AlE

7. 9=

- HAEdA 2~ o) g7)7] Hof 4L S HAFHA A4 £ v

- AL EGO]E SaMDE EF

- SaMDel| 907)¢] Al+F sk 71E|ae] A4

- SaMD ApolHHEQE th-g-F] mh: Ao]HESE AR AlE oF-3}, Tlol=Eel

4y
- gREd 2~ o877 AlA
- TR AlAdste] gxd3 2~ o577 B 74 \ASE 32
- IVD FAaA=" A4 733}
- IVD ¥ 78K <209 5€ 19)

g =2 IVD B71E mhdsto] u9d o|&87171e) Aa3/F ds 371

FeRwE g

- 87)7)9] Y FHE T &

o
Ho
oX,

- 1SO 13485 nlgre] QMS Audit System =<3
B9 B HROE 9 5I17] BB AZHEA-507) SHeh)
LB ol8r)71e) QUS AAE AT WA 24 v

- VD, BIARAAAL ¢ 8717D), AFe BAT stold AF A

8. I=

_‘]3_



- MHRA®] 74 97
LT o Br)7] FY 20024 ANOR A FHS WAL U

- 87)7] AFAIH B BHOR AF 2 A AF FA 3 B2 74
A BTl HERE g PR 3.

24 best practicee} I#| st==

E
Asta FPsA 4 s wHshn e,

- BUS W13 O 150 BYstel 34 2818 o 25E @ o4

- 9=r9] EU ©F o]%9 Y=o 5214 na(UKCAE /NEdstRom, o] nf3E
ko g AL oA o]l EUL ECE wre 9]87]|7]+= UKCAE HAs|A]
=]

- MDUFA(&] £717] AALE /AA) A9
§7]71 A7t 217 vlg Tt 40 MDUFAE 7IPgalii AAh AlbS &Y
Zo= 7|l A} BIE-S A A 5 TssiES Sl A S5
. o] Y 78 B2 AAF T8 70@0}51 AAb =T TVe Adds
FHsl] AAF AlEd APgHe R ERAES gk A 22 X315 SIlA
o] 7789 W& FIsISw
- 2023-202790 59A MAS Tl HTF HASIE Ao, AFEY o B
Aol FREH v FDAS =24 A 23&Fo F ¢ ¥xE 71 =

©

]o

30,
lo ne

.

J_O_um

_‘]4_



- Section 3305: AFo|H 71719 Al#A Ao A=A F

ol gUmMz A PR B3 TFG Fobol A AsTksE A 5
7 =

o2

A8

& WAAANDL glom oIS I =9 D Y
a

21 10€el 1A shy o877 Tl Bt SN AAE JHESk

NHAFAAEY BT HAE ¥

- H=, 5, 9= 374 Good Machine Learning Practice PrinciplesE 2H{F

QEAEA AR Aol g TA> A Aol g o]z 2k W3
SaMDe] Ald A% BAT soldiE Wik
Apo] B HeF 7}o] gl 2

FEAE TSl et Zhold s 23t

- 2| BAIFC R FEAE (SR IF ) IAD A

OtAJo} A= A £33} 2 T

10. o}=3&Et

IMDRF AIMD, Ate]#®ESF PMD, SaMD A¥-18 o] &
MERCOSUR 7|7-& A XA gtelopw| g7 X|9e dAIZIE =5

- o2&, Bepd, getao], $-Folr) Hx Ay WS

_‘]5_



- MDSAP Affiliate MemberZ #dZolr] IMDRF 3lo|= ‘12 dF-E Al&3A
FoAFd. 21dFE = ANMI7EF IMDRF 34 A4 A4s oA Fofsial
A AIMD, o|87]7] Ale]HEet 5 AFTIFE oS

- IMDRF #41E MERCOSUR 71 71783 ANMT 1174 Sl WtgsiA duolE
k= 5o wAIES) =¥t s

- SaMD, AIMD 7}eol=glels} PMD 7hol=gkel HEa wzhgt

- ANMT+= IMDRF % MERCOSURS}F| 74| 2815 3kal Sl

11. WHO

- WHO ¢]5.7]~7] Global Model Regulatory Framework 7§73 2

- 7l=4 Ad 2 FELdEs 3
- A F A BF 33t
- WHO Prequalification(PQ) 213 A], &7l AR (dossien) 7t 583 83173313

0 s Y

O olAPAAEY ARnTA B BA A8 TH

'—

- IMDRF %A= EojolR]o] 9)a 52 U4 2 I x

=

-

2 AA

- 39 A 9 JEF G 7153 28 IMDRF =] £93=2t 9

iy
o
off
=2
of
Jo

_‘]6_



=8 1 | M23Xt IMDRF ZIIE% AR

FEL 1 3ol AL 2
3o Atz

Clinical produc

_‘]7_




=g 2

Ha

Hi23X} IMDRF-GMTA & ¥{3

& MAUA WE

X 94

1) Session 3: Criteria, methods, and strategies to monitor safety and

performance of software

o PMS for software: apped if you do, apped if you don't - Kees Maquelin

SaMD 9] PMS of 3t Software life cycle o] A o] 4] 2]

)

R CIRUE:S

risk impact assessment PMS plan
design change ACt Plaﬂ PE plan
SaMD ©] PMS &= Al=foll= th3& AFFS defshiof &
1. 2EgET} ol RoiRof 7.
2. SaMD PMS o] tjjst 7jo|d A = Q
3. Vlgllance F7tol| gk 2 7] xetze HS ER

e Challenges and opportunities in collecting or generating data for digital

MDs - Pat Baird

dlolEle Holdt Alxlo] Waste #x

ook

_‘]8_


https://imdrf2023.com/brussels/speakers/kees-maquelin
https://imdrf2023.com/brussels/speakers/pat-baird

> ABAOR Uad] WL %o tlojelst ket dlolElS mpotste Al Aol
‘I_

> 9ozo| Y 9=7]7]9) Aol L dlolelst &AL,
AHRE delsRl AANEE BT AASe AL WAL S5,
%, oufYoR A J5Asht ATH WIS & & It ATA
o] & 4 9lonz tlojejo] AL kojo}

> dlojgo] Fe A dojes FAsH Esl
AAS Hsts ahgel.

T o
olr

l’ roolr

]

‘gAIsto] dlolE o

i:J

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

Software PMS 9] 2A/|A Ae]

2. U7 W2 oY A - A4 HEEEF 2 2AA

3. Intended use 9] 23 - E}Zl0] 2t Intended use 27X

4. Dependability, interoperability — AR A|Upg] o] 2 A= 7|

Panel discussion moderated by Nada Alkhayat and Jesis Rueda Rodriguez

Aubs o2 mlofo] va) oj27]7]0] PMS & ¥IoHe M. sto]dA Aol Wa.

T

i)
ru
i)
|o
U
ro
>
uju
o
o>
|o
HU
4
=
)
ap

2

O

o]
iC)
N
iz
Fo
0%

-

_‘]9_


https://imdrf2023.com/brussels/speakers/rolf-oberlin-hansen
https://imdrf2023.com/brussels/speakers/nada-alkhayat
https://imdrf2023.com/brussels/speakers/jes%C3%BAs-rueda-rodr%C3%ADguez

2) Session 4: Specific post-market considerations for Al MDs

e Monitoring of endpoints (surrogate and non-surrogate) - Leo Hovestadt

Monitoring ¢] Endpoint & @4Js}7] ¥ £ st Matrix 2t Stakeholder 9]
O

osle T xerE Bt 9

T34 HEE 9t Pre-market endpoint = S EES0] oFAE o
o, PMS o] #HAloA = £53T

e Bias in the post-market phase - Anindita Saha and Pat Baird

ARG B3 ABAE ARSI WMol B,

N
ol & ro

ABAS 1271719 WL Asi7k Aol wetsh] AE WAol s,

ojebA] PMS 2 53] ML mestn 7o)

g

3k

e Change management - Rama Sethuraman and Melissa Finocchio

A7t 29] HSA 9] AI-MD regulation A7}

9lg7]7] Life Cycle 9] 2t% Regulation

_20_


https://imdrf2023.com/brussels/speakers/leo-hovestadt
https://imdrf2023.com/brussels/speakers/anindita-saha
https://imdrf2023.com/brussels/speakers/pat-baird
https://imdrf2023.com/brussels/speakers/rama-sethuraman
https://imdrf2023.com/brussels/speakers/melissa-finocchio

Regulating Al-MD - A Lifecycle Approach

/ Experience gathered from Real World use is applied to \
improve the next version or model of the MD

Research Design & )
Lab/ Bench Manufacture /

Pilot and Pivotal Monitoring real world
clinical studies R 1 effectivene

SMDHk Adverse Ev and
\ Apish | j
t ¢

MLMD Regulatory Re-training/

Development, Pre- approval from HSA Monitoring/
clinical/ Analytical

and Clinical Deployment/ Deployment of

r jon
validation Implementation upgraded versio

@D IMDRF | EU

g
n

M

0]
%S

S 59 Hud tolEg vigoR Rs)r]o] wERe dejd

a fi =

e,

a7}

|:||o

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

A o277 $A4 dolelo] get 1 Aol Watd & 9lonz A
22 B4 @30 Wadt

2o

LS

o

. Ol& %It PMS 9] 7po|H A7} T Q.

Panel Discussion moderated by Matthias Neumann and Jesus Rueda
Rodriguez

gdolel 7o AEAls J=7]7]o] tigh PMS & otA &gt 7told a7t

=&
o
HA

|:||o

o5 A3t AAIQ] 7ol HQgh

22X 02, Intended Purpose & A|AH 7o TAOAMEE vt Q7
0] o

AN Ta

_2‘]_


https://imdrf2023.com/brussels/speakers/lesley-anne-farmer
https://imdrf2023.com/brussels/speakers/hae-ung-lee
https://imdrf2023.com/brussels/speakers/speaker-2-bx-3
https://imdrf2023.com/brussels/speakers/jes%C3%BAs-rueda-rodr%C3%ADguez
https://imdrf2023.com/brussels/speakers/jes%C3%BAs-rueda-rodr%C3%ADguez

title presenter summary ol&4 oA
PMS9] = Q A3}t post market data 2 QR) 71A=o)A PMSe] ZQ
Al9E gol fAIRst T/ AA AHol| Zolsh} AR mo]A o]
1) IMDRFo|| =&t ol fAte]] ZPAIARN ARE-2 71Fah AIF=oll 23t signal detectio | g 13t
n, B AstA olAANY HI1PExRIe] &84, AE management system AMgA JjA o
dEERE o) PMSY FRHE A&
Nicole 2) corrective actions ¥ gojo} o] xat, A7pHR tH2 B WA AAl(harmonized te | 2 =rjg Mg 2} PMSO]
Srnith mplate for safety reporting)?] &3t QAT A<t "o wolol rjokst wrw o]
(Philips) 3) GHTF SG 29] PMS & ZFAJ(N79 Medical Devices Post Market Surveillance, N57 o]udo]of & T A
Content of Field Safety Notices)?] ¥df|o]Eet IMDRF &+A]st KMol 71z AAlo] xsl= Az
QMS ZoFe] new work item H Q7 AAl; IMDRF, GHWP, and ISO joint work group | perspective diversity7} =Z=&
Opportunitie 4) post market data®] a4u JHo| dEEHNME e, 2ot oY Y. (Y| stz =g Zlo] oatd.
s and ¢ variationso] A AIA| AFGOA AtgE £, v, FAZ ofFAstL, ol &AL 5l | IMDRF 249 golE Q)
challenges - o IS ogs Aol o, ZHssithd Qejubete] A3
Industry PMSof| harmonized UDI A& "Q/] Aot zto] QA
perspective UDIE PMSo| AF83}7] 9sfiA=
PMSS} Tel BEEA A7 @A) UDIZH SEAlO] A 8of
ZQo|H2A, ofEX|H} AIZFolA key challenges24] Z7IH2 tf& AEQ} FSCA 9], ?l%tﬂ’ PI= Sssi AeSS
OJAFAMHI(AE) E.17]%&, AJAl, @71, multiple UDI system 52 AA]. djisfior <. tl=olA UDIY &
Miang | ZA|2A o2 371A] AlFE Algt g7blel Hiel @A ses
Hol(Melissa &3 #Ayu/FuF

(&])

1) ol/gArEl & A, V1%, Budy, BEaMAe] =5}
2) =AY o] At Bl S AR YA AlEE oAl i
3) Atz 2 74& 71719 renewal/recertification/new medical device regulation req

uirements?] dEE o2 117

31: Medical Devices: Evidence
and Research 2021:14 411-42
1). 2dol= o5 =Ust7] A
g g9 Al Folul, AztEnt
< o EA.

-

g\',l:l

_22_




title presenter summary ol574d 94
S2tet oes AR RUEDAES] 129 GIAE 5] PMS % olAAIZUE D | ojzol0] wal PMSo|A ol A
eAleh Qeluet o FA AR O e ta A oRdA W ARE x|
e EE2 Sl mefeh EAlIFCcR (1) A9 thd/d(perceptive diversity)it (2) ©] | 5= 710] 2g XS 7hx
vou Aabelo] chE e BAD 0]g e Hmui 2stat7, (3) olgAtelel WAl ol | =5 Timo] wmold AAE 1
Kyoung & s AA QYo Fs 9 ogre 2
Lo 289 o5t FE0 g 7IRFE oAl trend monitoring®]
. 1) A2 AR B UEANE 4480 L83 FA(SolAte] o], IMDRF AE code At | wiarys wolx
2 &3, APEC CoE 29) A3} &
2) (oAl vl& morg 9J5ll) Medical Device VigilanceE 913t WEOJEJAIAR] 15 | oaljalol|A MFDS A2 MDV
N 5ol tigt Aol ol o 2ai9l A AL8%E o] 27]7] UDI AWE EMRO| capture SHe | _cpM & slia eo] 18
Opportunitie atotol| that pilot A A5 = %. OMOP-CDM2 #xj =4 9
s and
hall 27|18 OL7F Fogh big-data
challenges - Zdojloz o|2 HIE O =R feasl
Hea;l‘[h.care1 bility £ 0],
professiona -
7 A & Aol sHOlojl &
perspective | . 24 AR7F AR AR ol €A failed devices 91717 A7h A Seame Aol
Timothy _ S | BEY JFS AR 9r7)Y
] - 9= NJRY IS E A AEZE AXE 88X RE(Cruciate Retaining knee) = & | =
Wilton i _ _ s Jdjmo] Y&y Z2
_ v} otA 5} L2 (Posterior Stabilized knee)S 47| EW AZA/HEWH 2|2 L8510 =
(National i _ _ | Edle A A|ARD JLx0] 2F
oint AL 9 2eE(109 ol o] mep Aak elolAl oint implant AIE-S) A | | Solof °
Rogist S(revision rate)o] WA= o u|s| E4 HEo| Rx|gHEo] mek M} wejoly T | T o ;
egistry, < ) gHOl ©
& 4 =l (Nexgen Knee Family?] subfamilyofA A& Aat=E] A Key pomt? (1) UDI 829] _Jf_i
NIR) Pl 5 =5 s 1%,

R AlEEz ot WEZENE JYIFol viFEolor & Al o W] B
ojmeh do] ¥AFE

F 39171

LS

71017} AAIG=ARE A A2AL 7F, 9 77| Ta}t ojmgh =9]7F Qlojof
G35t o] A =AM gpANE gy =g,

. 1y

fo

e

(2) UDI9] A}&Ad(usability)dt I
2lo] tist AEet M, (3) =2l
= YUY gy ogr)r] HA

of A=Y €A 24, (4)

_23_




title

presenter

summary

If an Implant had this revision rate would
you want to know / do something about it?

Comgalroe Resuan

= Average Condylar TKR

T8 9 W o1y o2
Teary MNCe ey

12 4 % w7

7171 ¥ 2UYEH outcome X|I
A7

Opportunitie
s and
challenges -
Regulator’s
perspective

Mattias
Neumann,
EC (EU)

PMS, vigilance, safety noticest= Z= A|oA &&= =779 AAA AXdS

FsHL, AAora BERY 4 FHS AW 2.

Data quality issueo] Tj3t w2 o2 wWyjo|- 27} Fu7} Ao} S0 Eudame
d &g

32 EUDAMEDO|| IMDRFO] 7|& 55

-

&2 dligo]E 2 %3] vigilanceoA] signal det
ectiong 7|tf. PMS AJEO] =3l Q
PMSS] AM&X-e 9ol =& =WQA (UDI, IMDRF AE terminology, device nomenclatur
e), o]0l FAIF=AY Adoli o]F Foll AEAIL o5 0l, eAto7] meaningful insig
ht A&

Challenges / Opportunities (0] 873: Y2401 vIEA ooz MY Q)

(1) standardization/convergence of data fields/requirements
(2) collaboration/sharing of experiences on signal detection in medical devices

od ' 719 Y&l osh Al
719 BARa w2do] of@A A
oz g AR A
£3] Melissa Torres?] 2
5ol FDAZS "o & AAY
PMS @9 FAIuAIQF W
o

S
A

)

gt |

=]

IMDRF AE terminology =4 &=
A A8 &, (mefshal e i)
- Ax gtEst ¥', weAtE i

g 3.

_24_




title

presenter

summary

o974 o7

(3) medical APPs, software, personalised medical devices
(4) Vigilance data is limited/biased
(5) The flow POST-market => PRE-market
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IMDRF AE terminology?t FDA coding®] F3tst

- Annex A- Device problem: FDA Device Problem Codes

Annex B- Type of investigation; FDA Evaluation method Code

Annex C- Investigation Findings:; FDA Evaluation Results Code

Annex D- Investigation Conclusion Code : FDA Evaluation Conclusion

Annex E- Health Effects Clinical Signs, Symptoms & Conditions; FDA Patient Pro
blem Code

Annex F- Health Effects Health Impact: FDA Patient Problem Code

Annex G-Components; FDA Component Code

FDA 3=

20139 ‘Strengthening our national system for medical device post market surveil
lance’ £7F 20184¥ ‘Medical device safety action plan’

Key accomplishments

(1) UDI system &

(2) RWE ARgof dight A < 7iA

(3) NEST(National Evaluation System for health Technology)s %
WA AL L& key stakeholders@te] collaboration H7tUE J+&
(4) signal management program &

(5) pre- and post-market A&tolA 927]|7] ZIAMS &S benefit-risk framework®]

27 (T 24 2ed)

2
ofr
ol
)
oy
>
i)

(6) ‘Case for Quality’ Program & (0]8-7 Z7}: https://www.fda.gov/medical-devi
ces/quality-and-compliance-medical-devices/case-quality)

(7) o erdgt o g7]7|E et AI4A innovation 7ot

(8) AE reporting system?®] X|&A rfst

*x Optimize post-market data collection, quality. completeness, and analysis.

FA| # 9=7]7] AMEAL evid
ence-based medicine J-&27},
FAGEA, oBrE 2e 7
dstol, EA=7]7] A o
FHEIA EZF AL

BuA AVdZ 9ol ofl FEE
7122 ST ZQ.

(1) clinical experience X7

(2) ™A 23 gystematic review

_26_



https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/case-quality
https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/case-quality

title presenter summary 0|57 9A
PISCOL; E&9] AJAS You Kyoung ¥H0| A2% under-reporting T/ EE A|AF
Adrien Guenego (Interventional neurologist, Erasmus center)
- PMS activity®} reportingo] =2]. @& £AlL Aol AlA|(pragmatic)of 7]¥tsfof &t
(Aneurysmo]] At&st= HES AHR) 499 AE 240 Bu5 AlE9 7iAat o] gede
of ofgk U7 Axt At Adstel AYE. (Y8l 7|71 #d 7§14 4 health outc
ome 7R oA wehut Z]ojof tist I F&E= 29)
PISCOI: Registry= 0% 7}=2st PMSQ] T10|1 premarket Y2049 = Q 3t clinical
data AlE 7Fs. 22U Registry?} &= AlREA. /3874 SdiE ¢l 71dg A2 &4
A7}?
Timothy Wilton
Moderator: | A= 2JA|AE2]e] 253} £oo] =& v]§ Wa. wg 983 Yu &go] 5402
Pfanel _ Paul 7}551X])7F 94S. Hip replacement & Knee replacemento] 3t g|Rx|AE=] 1% 204
discussion PISCOI I8 108 AT A7ho] AU & WA E AL Sof] T 9loje T2 =& x7] Ex}

H|L =g,

olzqlo] ojz@RolN A BAZ wasts AL U AR Aol o Ratal obd.

olz@sel dBAE 7] AE T I
Aol ot Selgol Rao] Fojde AF. 1efut gast 2AY} ot
bsiol BR8] Qong Buet BAg B AM = We,

Mz AR) HA| 7]1719] =M= digitalize. o]& AF 0]25}lH data® A% manufacturer
9} regulator &8 7IsA A, T™Ast fASA T+ 2RAEZ &850 o dE

+ Jofjoll disto] A

Tim Wilton

personal data®] =7}7F, data-base 7F o]% wgo] ZAA oi. E35] 7[Ql
Zostos F ddE.

Ay FJEIY

fe




title

presenter

summary

2FAHY] information volunteering?] =&A& %to] QJAt9] &4, population?] EX4o what
AN
ES

|
o
A€ datad] bias 7t/ S&3] EAME & A FASHOF st dotir] of g

PISCOI =24 A<t ®efd A2

(1) diole9] identification and traceability

e 3AE dojx = flolg £% 02 enanced signal detection

adverse event terminology update ZQ

UDI A-g<] utet ma

(2) A 8ol x3t BQ

(3) PMS and vigilance data®] market access G|o|E &8, 7jAof 7|9 7t=

(4) Healthcare providerd] 9]t post-market data®] $£%19] = Q Ay}t registrye] I&,
TAIg = ot st £ o m oA follow-up 2 HQ.

_28_




	제23차 IMDRF 유럽(브뤼셀) 정기총회 결과보고
	개요
	(내용없음)
	(내용없음)
	1) Session 3: Criteria, methods, and strategies to monitor safety and performance of software
	2) Session 4: Specific post-market considerations for AI MDs





