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KEr e AR B HERIE (IMDRF)EITY 2012 4F 10 H » B eIKE R as AR
FAHEY ~ B FEMEEIPEAHES o IMDRF 1757 S (RIS amiE 2 7= » Bt ek e
e AR T E B L E T e AR B R B R s AR R T My - FFERE 2 EaR
[ZES - BREE HATSH LFAEE » [FERFEEE R RAKH MRS s
B

HAl IMDRF & EEAH 10 {# - 4535 - B3 - HA ~ BN -~ E278 ~ FE -~ 1=
K~ (REERT ~ HTISE S paE - 5 (2019)F HHARGEITIE (L 1% - &Y 3 HEREHTRIEE
15 J& IMDRF €5 - IMDRF &%z 5 @r(Management Committee, MC) & & 5 BR B
w AR BRI AR - BB & T/E/N\4H(Working Group, WG) 2 #1E » 155 15 e
she AR IMDRF 75 8 (il T{E/NH > Srakédifiig UDI T/E/NHEE SR - S9rHY IVD 535557
B TAE/INGHRTT - WHO 72 IMDRF HYIE=#i%Z & » IMDRF & 835 G IO AR i FIAH &, -
Wni K& EE(APEC) ~ ni e FRes AR TR & (AHWP)2: 82 » DITTA 4H4% %84 IMDRF
EE - INFEERTELE IR AR EEE - #F—FER AP ARE g - EREFK
s e N &2 (Artificial Intelligence, ADSFFETREE - ATARATZ K Al FE TN B REesHHYZE
on  EPEMERVE TR S R I AT TAYERE 0 B2 IMDRF/DITTA B EE - B
7B RV E R T R

55 16 & IMDRF 45725 £ & s it [F 20 @ % (Stakeholders Forum)# 9 H 17 HZ 19
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SHEURR Gk 1] IR BB R SS M EEDARENRE - & TR/ NEEE - &85 050005
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9 F 2021 H E82 : RERITE RSt

— ~ IMDRF/DITTA fER Al BRI & (FREME: 1)
(—) ~ Al FERI R IR SR S AR BB Ul (B SR ERh)

HATE RIS A T2 Artificial Intelligence(Al) It — M2 F —SHVE S -
Al fYRF . Retas 5 E828 > nl 0 B BB E THYEREER 2 NS EVERE - 3
SR BHE A EFLE(Algorithms) & 52 B S B I AR M B F A 1 - BUPRASEREAT
BUERES Al S EEEPRIE R 28 — 8V E0K - SEIEE Al BT RIIRER
St AEME » IR E R Rt 2SR £ - 2 H APPLE »
GOOGLE FF&HRk = LISEEI Al > —feBdffastl 2 FDA B dn HIARY A 7
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O REER ~ B ~ LRI ~ PR o SR CUIRERR S (SRR AR 8 o ) R
PRIRSR(AOFHEE ~ B ~ AfteZEa28n)% - BRPREREEEIR 2 - BI5E 75% N8I Z
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TrERyMEEENEREE - Sotte/ A FEIERANMmE - FliT M/ EdEHEEI =]
AR5 AT DI i Al ERAC - (BAIRZE S IR R/FR SR A\ A B EHTERIR SRS » Al
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SRR S B R RE RN ~ BHBIRSEIRENAR ~ 1eTH e NI e > e sk St
BWEE B BRE RIS S REE N B TLEARE - [FlF AT AHREL - 407E0
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F o BIRTEIHES AT 80 5t #0752 AE G BB ERSEHY o E B HIEL B - AR
2RI H RV AR ) BT R B EROTRGTEH] - 10 AL RRSTHE AT 53 B 220 I i -
FE—TEE R R B BRI ERDR - (U —FRIAZGER TR Al > tHRH4E 5
FNGE A BHOREIERS - HAlk EEOPECE RSN B3 Al BRI E S
FERE - BEFERIE HERRE EE - & TR Al BEtest E e
AR PR - RERITE 5 R SE R4S - 18 2018 (EFERHMATEME s as s A B ReEs it
FYEEE 5 5 Fie E iR R ZHE R -
() ~ Al FERIIR fRR BB EE SR S A B R L (R E R ERS)
LRgE] - RZEAE Al BRSSPSR - IRIBGGT - BEIEIA Al BEM 5 (E
2015 F47H 17.9 {8 - PG ZE 2020 SEHE I 256.4 (R(FIT) » R 70.4% » B T {e
HERZIFFE GRS IR » LB ET TVARRAGE > 2017 R SEAT IFEAHRETE 5 5L o e
B TERRRES M AR R AR L AITRAR O SEALERE - K E 2020 45 A 1
H AR - H i EE TR E] Al Bt R RS e BE A 20 1 Hh 7 7
SERRER AN AT T (ZE an FH AR A BRI M P Ry 85 HET ~ FLERE -~ s -
BERREENE) > 13 (R fess it © ot B EmmeT 8 > AR A BRI A
REERA S8R > AHMIRGAEETREE ~ FiR i -
2017 FEEREEAR I E H AVRBUR B R as i #ixta s [t Al BiRast ek
FEHO TR ECE NG - B9% - ZRF)RZET TN ZIREEER" - R R aas
57 R AR (L) B RGP (2) FE i B (s e (3) S A B 2 i A () U B
Rt E R EHS - AP AR SR ERAHIERE - SRR (N EBUE
PRI ~ BRPR(E MRS ~ e B s e ~ WOiGhACE 2 ~ learning data BEES:
TEBESRIURNE - N REmmPHS H B 2 > RREGRHEST 2017 384 2 7551 - e
HYFEEME -
2. FUEAEAHER(WHO) - RS ELVH IR Al SHtast i KAV (L ~ AL
i~ BuRre ~ MIBEE M BIRATA R o 2% 0 BRI SRy SRESRITT
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3. B L IR T Z B (EEC) 1 2018 £F 11 H 12 H &A1 HIE FE g & B e e
255134 (No. 25, dated 12.11.2018) - £°% IMDRF }A 2013 F2541i+55 | (Software as
a Medical Device) N7 » TE FR B EMIRAG - DRI e iR VRS S
A RERAIRERRT BT AR - VAR ORIV RSO S S WS AU - Bass R
WREZ e - R ETHRFFETIEE - BATYUWEIM A TEEREE > EnlRE
E TR RS ~ R - REEO TR > AR N RET EHAREEDR - Bh
Z B AR A R P LR~ Al RERE & T (Black Box) IR K » 1 T
BAME @ a4 FEERAKHIPRER o K TIRERIA Al HY3ERE » 32 Bl R ARG Z

G (TC 164)bs#f7AE - Roszdravnadzor ((RZEHTES R e i T EMB I AZZEG 2§
B - TC164 EA b B TIE/NH » 2R 2020 £F38T Al JE A I B A A AE s T
= HEREE Al SN ERA T - MR2H%) - 5TE R aEE -
HIEEREEEA B Al BB AVEARE(T) - e sl Al B st 2sE

4 HA HAt A TEHENESR » %200 2016 FZEEMERT — & EREE
FAZ | (Basic Act on the Advancement of Public and Private Sector Data Utilization)zs 2
{¢&(The term "artificial intelligence-related technology" as used in this Act means
technology for the realization of intelligent functions, such as learning, inference, and
judgment, by artificial means, and utilization of the relevant functions realized by artificial
means.) o H AAZ AL & A B R s A PR R RI R (1) 2 A B B RS YA RE (2)5% 2 i (5
& T 2 = R IR s B (R B B ER) - A S PE e b/ A s LE IR 2 e 14
TEIME » ¥ Al B as R Bl 25 B HYE HA v TRANE (IS & i A i ies
e AT g R E AR G5 R B TR (B v B A TR R B E TRE - T REREE ARG - HIETRI
BRI RE S FE)

HATRZEC R 2019 4 5 A8 Al B G2 2G| - HPiEsl
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FrEZUAE(Improvement process) YRS » WIEEHFEEFZA] » EEon i@ HARE AR 4EIX
ARG SO - ARAR S o
(=) ~ EFER Al BVEREREHRL
1.1SO/NEC B 17k &L it Zz & & (joint technical committee) 3% 5 & T/E/N4H > 1 {[
fot& TAF/1N&H (joint work group) Kz 1 {iE%57!)/1\H (ad hoc group) FsSE 55T E Al FE4E -
2.BSI(FEI/MHRA) 5z AAMI(GEEI/FDA) & TR (EREELL AlE R X B IaE AR -
2019 £F 2 H#4m 5 1 (011551 (position paper) - BSI-AAMI & {F T EFE MRS
Al TAE/NH > FERENHME 2 ER - 0 ME ~ BasS e FrryiEdE » HAiEb i 2 Rar
SR IE

3. H A aH4%E T E B Al 5 BE1EAE » 15 CTA(Consumer Technology Assosiation)2018
AT [ 72 IEEE 2847 = {57 Al FHEEREZE - Xavier University #5#2 Xaiver Health
Continuous Learning Systems WorkGroup &4 i i 2 S35 ©

4B E A E SR © SRSV 25 Al Zaa e R AR RS &2
R EE RN B [E— e B g 2R 2 40 Validation 3@ 5B M T & EHEF K
EHEHRHECEE G BE R EREGAR - XHR Al 2805
ATt e B A N EENE - AFVEIEA REAEFRA IR SR IYALAE -

5.785% I1SO/IEC 245 WHO ~ BSI-AAMI J CTA » 7817 B Fu s r e -
(10) ~ Al ByBkER(BE A B - ER A B AH)

1 BFRIEN B SRR e - FHIREE ATHRITAN /e @R 5 hy
FEAREENT YNAO Ml sy N\ T SR GG =4 - Al a] DU [E AP
ST R EEE LR EEANEL DL Al S HHYZEAE Clinical decision support system(CDSS) >
CDSS 3t & L& s 1= JEU B /R Y EE ol » (e T L ] DABURs B B B Bl
Erpe Efs o IR IREENTEIN 3 T CDSS EEPRAEALHIAS B » THEA H R R & 3L
R HAH B2 BT IR FERR PR R K - H B B A S22 8 R e - HeEm]
B R BEEAVER R » FhAE CDSS g b iy A i B (L Bs H 1% B R YR B
B R -

2.DITTA (UREFEFER = Al 2R & B Pk AL -

(1) & e R A A EEZ(Locked) [ 54 = (Adaptive) i fH - B2 # M= » L
&AM RE S e E S BRI S R - AR B A st (5 M el 2 s 1 3
B » nlgEs B HRHIENRAE < BEAZUEEA HESHVE TS - HRIC&H
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REFNEREEI B EE) ~ for » LHAIEENVERE -

(AN AR EAYPRER Ry e an SIS s SR N\ BRIV ERAE - BUR R R (i
NEEFL ~ B R (RS R LR R A RS Sr » FR S o H o

QA LT mHEHVERE > (RIZEERFTS E Z METES | Al R&GURERT &AM
EEESE ~ Ko - RAKREERERE - BYE « A PALEEEA - Rttg RS
SKABA e A R AR A -

() FEHS Al St IRe I  lirs B b8 an 5 KO8 ACKIEACIRBER Y (R 1
anE RIS AE © AEdn TR - BRIRIER 88 TR MNA RIS - BIEERE S LIRS
i 0 (H T M RE T AR A S RE YN E I > A0 (AT AR A A e LAV ASRR © (EHEE
BREECRR I ERE - B B G RIE FSCR - S e R =
(Adaptive)E 5% - R R 5 B e fEE ZHIAE R > DU EBIRLE » SR
PREEIH B HIRSALRE ©

3. P E R F i B A T B T io B8 P HcAe Y B B RS

W=AarEIHERE © 57 BRI - BREE - BEERGHEawn L
EEFRERTL) ~ BERR R~ RS - EhREFE@EEEE AN S - JE
RS F A GE R EH) N ERSEL -

(FIZEES - BuR sy B ~ EEUAERY(generalization) ~ B PR{5E FH HY R (40
RbtE ~ ko - AR - ERER - ITRERES) -

ABCEE AR FZ SIS 5 e & AVEELERE - HATEH Al BfTHyE
R IR e i =00E - AR IR Al STEEEVER - (R85 =77 (Third
party) iohBhEs SRl B e SIS RaE Z85 - BEE AR AL > Al (RS
PERSE ~ REKEREE deep machine learning) L= HkECE H AARL A RAIE]
TERF M R BRI AUER AR S T BRESIELSC A ECikae
AT B A T B > AHBE R AR R R T E R 35 T8 -

= ~ % 15§ IMDRF IEX &= EE M4 2)
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()finomEs s EE - FAGZE mn MR A RS - WA ERITT Rai ~ 18
R oR ) B A Y B B R » i ol b 5 4B e ek B s R (B D B e % B PR B 7S
LR E BB A E])

()FEE Ty B ae M AR B B — 20 - BRIEERIR ERSD - e B2EThaE Z F8)
B as M E R Ry Class I > ERESLME ~ IR EER K Al Sl (= A
EEas 5 Class N JEml & ATENIR FIBIH A M AV (QOMERS#2) T2 71 & Class 11 >
RHIE A TR EEE R s M e £ B =UE A BSRE st AV B 3H%E & Class 1l - &5 &)
VB B M IVER SRR R - DL SR %L H 2020 4F 8 B AR - 4R {EHH
4 1F o

(4)BibFetfs L IR B B S 4R - B H F2AL4R bET& » sEnsh st
EFARY T -

(5) H 20194 3 A £5 A% 4 IEIES -t (BRI 2B s s i) s &4
R E R ER Comparable Overseas Regulator for Device Application ~ E&£74 i
RFE (I -

2.E78
(DM LRFEREFEM MR A S » O —F4Est 2 B bk
(approval)i & f {5 % (notification) -

(2) BB LEE LSS M (custom-made device) S HEFR & 2019 4 9 H 12 HEsAf » #lid
W ERF Gz B GMP - SIS s A Fi DS ANVISA - 2 Sl R B B Hil
FEfl > R (Patient Card) AR (A E TIEEEIH -

(3)% 2019 = 8 HJE » EErHEH EETERI(ANVISA)ER ] MDSAP fEfZ i 5%
GMP z5E:1 436 X > B 2ERL 48% -

(4)2019 47 9 H 18 H Z83ed e AGEmIE - THETRF IMDRF & HIEEGHIFES 4 A
CEPEHYER ©
ENIIEVN

(DZE] 5 2019 FAE R TR Bt ea b/ B i E 24t &% L MDSAP fEfZ#Hi
U > £ 2019 41 8 H - 99%I &1 3T AT RE IR MDSAP fEfZ R & 1F R sa &t |
K& MDSAP EZAYE ML #F Al ISR F Ik -

(2)2019 £ 5 H 16-17 H =55 — KB I 2 B IR fmiids o) e (Scientific
Advisory Committee on Health Product for Woman, SAC-HPW) » DAL =8 AY) K faiEtE
AHER Rl > amE R es M EE RS e 4 e A E -

(3) 2019 £ 5 A 9 HHE T i &% i 2 % (Scientific Advisory Committee
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on Digital Health Technology, SAC-DHT) » FH /s A T 8E: » BiE SRRk Al B

Fres AR ETHERL - AUEBDARESMER - EHREE - mE RO A
(Interoperability) -
(4)2019 %47 3D FIEN$E5((4 H) HHEEEHIES10 H) iz efEy(6 H)
B GRS [(FHETSE 3 ) ~ WRIREE RS (et 4 ) -
4. " E
(DNMPA % 2019 341 UDIFE - H s BB AE AYIC LB ~ BSED ~ MERSTEIME A
YIFEETATT > 2019 4E 7 H % 2020 4F 7 A RSB T -
()&= E T4 0FE5 ] » 2% IMDRF 1Y RPS ToC 55 1#(E » H 2019
6 A 24 HihiaRez @ ir0: - 224 - MEE 10 B 31 HfE » A%
HISZ A4 &R R BLER B R A -
Q)@ Mz bERsE - B 2020 /£ 1 H 1 HBFRAR - HIHE s TR
BB R R E RS - O HREE R RS -
(4)NMPA JEFF S B TR BRI EE RO RIS B B e RV BT ~ EREEM 22 SR 3K
e B EAR BISSRARY H Y -
5.&BxEH
BREEEEHR 2017 4 4 H 5 HE. 5 A 5 HAMHTHYE RS A7A# (Regulations on
Medical Devices, MDR) ;#8542 B2 i 2304 A8 (Regulations on in vitro Diagnostic
Medical Devices) < AL 2 RiIVTE Sy TE#F 2 RUE » MR BEEEEHIEMAA
Bt e M AN B B ~ R AR R B (S E’J%mﬁigﬁf? SERFER T
#F IVD W84k 0 iR Notified Bodies(NB)HYELE ~ 72 BB HH B ¥ st BORIEH
(EUDAMED) ~ #E{TEE—BUR A4S » A 5 (% 2022 ﬁi) RAEITHTE - (BIEER
T TIEBEREZ NB E1(E 2019 £ 8 XL A 4 % NB i@ilHE - S HEEg
BENZE 20 R) ~ S EHEHEY - i EUDAMED &ERHEDIRERUAS (THET 2020 4 5
HEAR) ~ JUE UDI S (E 5 2019 42 6 H#840) ~ HEAEE r(FHET 2019 55 4 ==
SER0)E
6.HA
(1)5% B & i S Bt M E B AR REE T . R IR Gk IS T R
PEZEY)1Z AL (Sakigake FIEHEH) A AN - 2019 £ 4 HEIE 4 (1755 Sakigake fdil
MEm - HpF L REEINZE R Rests o T —RBAREREEHIE Sakigake HHITES
FRI0H1H -
(2)2019 7 5 H#AmE M Al S G2B AsiE ETE5 1 » 155 R E ML
M EEE A BEINY 3 (HE SRR - R EEL ¢
LEEXCOERET) -5 E E R Ry ABUg I zE HaE 5 BUSR AT
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FEnnMERE T E R AE B » 28 D45 SR T TR IR FE A 2 BE (5 F & D e -

2.) iR iR AR B 2 R BT SRAVRRE SR T - A R B I B 4
Bt - AR AR L T AT R BRI -

30 BB BB M KGR - R P N AR 4 SR B R R A B IR A R AT
HIA RIS -

() FEETIL 2019 47 11 H 25-29 H¥HEH PMDA-ATC EEas Ml SERIE - SIEIRE
Ry EE Rt T ERRIA R -

-5

(D) R ER N B R e B ARl 2 B estf - T 201944 H 30 H
52f% Act on Medical Device Industry Promotion and Innovative Medical Device Support >
EFEAHE 2020 5 H 1 H » JAZEEHr R Al - 85 A ~ 3D 4]
ENEE) » VRDIEAMEAVERDAM 0 - BB m s IET S - AR ER IR
SCFFERFERHCE IR B8 ~ #CAG Pre-Certification Program Y HH B2 R4 ~ AlI¥T
B ERHIME e B M EE - Wi L R % -

(2) Ryt ey 2 e e es M B B - sREI T 2019 4 4 H 30 H58RK Act on In-Vitro
Diagnostic Devices » JEZAERH K 2020 -5 H 1 H - AR FEF RIS/ N2ET R
o TEZENIREE IVD B ERE 2R KA A s B IVD 38k~ ES R AEAEREE IVD
AR SEM ~ IVD _ERMA R EZENRE A4 HH R E TS -

(3B 2019 FF 7 Hit - 5 4 FAREFEM TR UDI > 1R (2019-2022) #Ef 55 1
FANEESS o EEMJEFERAY UDI £1& DI(Device Identifier 2884 &) & PI(Production
Identifier #L3EEEN) ©

(A)FraAmy AR BT GCP 5 (2019 4F 4 H)~ FrBH B e i a8 A A% (2019
5 H) ~ 3D FEN R BB et 455 (2019 45 7 H) ~ BRes A7 (Bl Ui #R (2019 4 4
R) ~ BB RS RGEHRAZFIE5 (2019 42 4 ) -

(5) B FT AR - AR S AR B A [l E 5 (2019 4 4 H) ~ IVD #55((2019 4 7 H) ~
IVD Emif&% 5 (2019 £ 7 H) ~ KIAUEFraas N2l s i es s 155 (2019 4
7 H) -~ I AR R SR GMP EA%1E51(2019 4 7 H)

8. BT

(U5 7 EF AR AR BB E T - BB B 4R B 2 e R IR m e %
& HATEETRZHVHE - THETE 2019 55 4 Z=EE) -

(2)B&Eesht 4R FEEHFE SO £ 5% MEDICS 48 F A L4805 - FEE7 2019 4E58
R RIENEE 10 H 1 HBEARL -

Q)SHE R AR R E M E AR - EHRIEESE 201948 H 31
H Bt e 2 A dn IV E R SR E R -
(HEFH Al B HES Fiipisks - HSA TERE B e e et & T IE A -

12



9. {REET

(DERSEM R EAGTE T EE) - HATRHY UDI DA EHESE « FPak ~ AR
fE ~ FEAE S -

Q) FBTIERREETS - BRI 2 LMERRIGHR - FEEEY iR et
Je e RHE et A & ez BRI FREEE - 52BN Bh= Bt U B e M s i 71l
%o

(3)BH R &y B 172 B & (EEC) A 2018 4 12 H 11 H &AM Sy || 8 oy B i e
MIFERIEISCH: - B 2019 45 H 16 HAER - ASFNIRT] - BFES VA EEARR
FHRAYE o KB BLISES A bn ~ (B AT A o ~ B APGEEH & ~ 0 ~ EDER A
o & Ty -

10.3EH]

(1)2019 £E 7 A 18 H/A/HEEFHEIES Precertification B 283209 4F rh 345 (Mid- Year
Update) - 5t 25 P [EIRE MG (Retrospective) 585 - . HT I =BG Fi5 (Excellence
Appraisal ) Kf 25 & T & s T8 FHERSHY i Bt - 5560 FDA B H
FEIIARYEE SE S E &1 - LARIHEYE T 2 (Prospective) Gt s B AL Ay R 1T » (35
BAEN - HAil FDA s HEETE T ATETIH B IE n] 5o Ba G s IRE /1 - R G
i e A i N7 S

(2)2019 7 8 H 29 H#An " B a4 L imirastZ (Premarket Approval) ~ B 7145
534} (De Novo Classification) 5z HDE(Humanitarian Device Exempt) Z& {4 & g £l 75 £ E
IFAHEEME 5 & ) B4R » NESR] FDA i FaUERIR A ERE S b/
SHERFENHZE - W ENIEEEZEN - —20 - ZEE -

(3)2019 4= 9 H 5 H#:4f Humanitarian Device Exemption (HDE) Program $55| - £%
fE5 1309 FDA J5E HDE 575 » DR NIE 21 TH435A#425(21% Century Cures Act) »
AILA Humanitarian Use Device(HUD)HIEFE 5 | - 2L HG HH 55 HDE Aij > 3% B tas i A
FIEHE B HUD -

(4)2019 4= 9 H 6 H /A EEH53%5(De Novo Classification) B 55 T EGEIZ 2P
(Acceptance Review)f55| - FDA %}z psHe Ay De Novo HHEEZE &4 f T Acceptance
review - JH S & 4GHE A\ A (Substantive review) » IEEZENHT RIS P AN &
BRI AR AN FDA AB2% -

(5) 2019 £ 9 H 12 H A5 510(K)(Special 510k Program)f55 | » Az e ¥/
TR E TG FHEE R A S10(K)AYZE: -

(6)2019 = 9 H 5 H &AM RIS HG B Bt aa M 0y a T am S -

1l
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(D) LfE/NEFR &

1. BB =\ (Regulated Products Submission)/N&H

o BRI EE T 2515 4E (Electronic Submission Standard) » {57 a4l ] 2 B2 A1 5
HERS T E BN EE - A FORPEEAR T2 - FIERE (B AR v 5 i HA R N Y
ARSI SREZEAS > TR/ N S A MY AR E T = B B R E4EHHE
JaEE R N BT A AR = SR/ N T — 20 FE P S s & BT R T e Bk
HIBOE -

2.1 BEdEs A a5 B &wiE (Adverse Event Terminology and Coding)/NH

TAE/N&H 2019 4F 3 H 26-29 HAFE R A mE mE:R - 2&ohlit4 H24 H -
5H22H -6 H 18 HARABEE S » WTEETN 11 H 4-7 H G - S B & -
IMDRF AE $55 [ASCEU % 2017 = 4 H 10 HE41 > gk A-D EL5Y 2017 4£ 9 H 305
2 it > Bif$% E ~ FIEZUARERS 2019 4 3 H 21 HE AR - ffek G IMEBEIARE R -

3B R EH/BEHE (Good Regulatory Review Practice)/[N&H

TAE/INGHFY 2017 3545 IMDRF GRRP WG/N40 $55] ~ 2018 #8477 WG
GRRP/N47 155~ 2019 4547 GRRP WG/N52 155 [ - 5%/ NHFE Y T — P& By TIFHEaR”
B LRI B AR 0T E N 2019 4F 6 FYEREE ) It TAEREE K LAl
F AR (CAB) AR IR - TAFEEE &1L CAB g2 - CAB A &3I4k i
ANBREHER ~ A EE BT CAB » SEELTIERES 115155 504 - FEEt
11 A 4-8 HAE I AR EE e - 2020 4 3 H K55 [SUFFEZESERC IMDRF &
HEET -

4 fE#E (Standards)/NH

% TAE/INHFA 2019 4 10 1 ISOTC 62 k7 TC 210 & » 2019 410 H 19 H
B |EC B & 2RI H 2 bt & - S48 CRMTEERR B B i S 258
IMDRFEH Z B8 IE (& s & i & T BB BRI (E Y EBCR A2
BB Ry & TR RT PR PR AR S Bt ea b b A VB B - (B AR
R ARE—EGHEH - A& TERRABN AN ER - 7] AR 2 B A4 5]
s ERERE AR -

5.{B ALE#E 2554 (Personalized Medical Devices)

2018 4F 11 F % NAQ (I A LES M 23 58) » TIFEB: R R R
FUHIE AL BRI E TR TS - fRIBE iR A Custom-made - Patient-matched
Adaptable =FEAVF » FZAAERLZE TN 2019 7 3 HIEXEHZE S - 5 H 24 HEmE
BARER  BEBRZETH 24 Hib - 515 17 (0E RE 150 THE - THETHS54F 8/9
AAEHEEHRYP o R EFNER - 10 A mH EmE @R E LA R
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% 12 A EHEZE GRS RS RANEZ -

6.E&E PR a4 (Medical Device Clinical Evaluation)

Z/NHTAFPE H Ry B ¥ GHTF SG5 {38 =17 30 » N1 ~ N2 Jz N3 - 2018
F7-11 H/NHABA 6 KEREE SRR » 1050 2017 R ABH 1 KEEaEsE - 2019 4 3
R 3 (7455 [ %4 IMDRF EHZ B @ HFRBGECKARER  HEE£6H5H
ik 7 H 9 HE 1L HIEpE Hhifas [FEsmE e - 7 HROREZEESE - 8 HffR
RIS [ 252¢ IMDRF B ZEZ 59 - 55z/NMEC I 8 A 13 Him IMDRF & H
Z B GHEHUTHY AR - S8 GHTF 5 2 IVD ERPREHEHE5 [(GHTF SG5
N6/N7/N8) itz ReEntes [(GHTF SG5 N4) -

7 B2 48222 (Medical Device Cybersecurity)

Z/NH 2019 £ 1 H 10 HARRUGE % - & 2 HETEH 1 20 2N 2 A%
FRAEE ARG - 2-4 HEERES EINA -6 H 13-19 HE/T TIE/ NERVETH A&k
8 R AAER K 2 4y IMDRF EHIZ B G - 55 [ %A 4 87y Haalirs - FARA] -
EriRT R B EEEE o THETN 10-11 AEEARER 12 AR ARER - BHE
1 AHE AR 1 REHEEHRE - 2020 4 2 HRIEXRAZ % IMDRF EHEZEE T -
HIZZRY 2020 47 3 H &l imis -

8. B N2 BB R B3 4 78k (Principles of In Vitro Diagnostic (IVD) Medical
Devices Classification)

Z/NaHJ® 2019 47 3 H IMDRF g/ - 6 HEOIFitaEF - [REHZEE 2 &
BRI > EJNVEE WHO ~ AHWP Kz PAHO Y3 - 5% T/E/N4H B A 50T
GHTF/SG1/N045 3242019 4 6 H HFfeEat g 2019 4 8 H ¥ 1 R AEH m &+
TEETIN S 9 AEMEE » WRFZeHEss 2 EE T 2020 4 3 HHIHESCE X NTE
SIEZEL IMDRF B % B g REIEREEARER B A 2020 4 9 H#EERTE
5l

(=)FZ A5 B #E (Stakeholders)#i &

ARIAER LRI IR TR B g Hat 10 (E4H 45/ EHS (B 2 mIs i fI4H %) #E1 TR
2 B R AR aE KA & E(APEC) A an Rt 2 A amE (LSIF) AR e 52 B
(RHSC)#He 5 Bt e i (B 5 T E<HIsk(Priority Work Area, PWA)EE (15 5 40Ff (4 3) -

1. {REEAT TR R Z)ED « 2017 FaAn e itas i BE a8 S T B 20K

IEHRZOR G 1SO 13485 ~ IMDRF 55 [#5# )t MDSAP 23K » H 2021 48
TP VR RS (B P A B 2025 i ) - AELEM IR & 1SO
13485 S [EIEAE - R E ARG RaatBinss - BUS/IRT - BIR R 5
WERTE 2SN BB RTIAEAE T - RIS B TEY G IE 8 i R SO 9% B R
REFp - HAYNE N AR BTae B 5 I e i S A st b A e A Ui e a4l (B
Johnson & Johnson - Jigs% At Ufa) ~ B S Rt (EL Samsung & 1F » Bga At
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Kaluga) ~ Sl e/ & 8 a5 (B2 GE Healthcare 525 - mcfE Moscow)iéd &
K S B BT @R (B2 Philips S1F > et Moscow) ©

. TSR AESHAR(WHO) © 5248k T IVD THEEEE T (Prequalification in 1VD)
T FH P e s B G A GBS NFUE IR E AR - 2020 4 QL &R i HBV
VL(Viral Load) - WHO #¢fZ5T PQ Abridged assessment 7 & BI| » i vy 5
TRBR BN TR - 49 ABIFEAEAR (20 MDSAP)RYRR S » THETEETIY 2020
E5ERE 2019 FTEE R 3 (o TEREEEFHNER SC {4 (Technical Specifications Series,
TSS)FEEECKABER, » 41 3 17 TSS - ki@t MDSAP #idi - Il
HIEAE N 0 B 2018 4 8 HZE 2019 4£ 8 H 1 » WHO A% 21 T8 IVD E b o
1 AR UIEEEH - WHO £ IMDRF AER #galfill Al ICD-11 » Sl jA54F 11
FEE AE AR/ NH I RS 3 -

- REOE SR AR s R SR IR AR A F145 52 B & (APEC RHSC) 1 2017 4
AR M B TR 2R - HA - BB ILE £ » 2018 4 11
A7z B & i & EE B (Roadmap) S (#i4E (Core-Curriculum) - (R € IMDRF
DNAT=131E5 1301 - APEC B HIEAZ LR [F)20 BT © BEM<IE ~ K5l
o) R 4 A il o) Key Performance Indicators (KPIs)EL &SR, » RHSC 49
UEE 2019 4£ 7 H E4% » FahA (Southern California University)fy ot 7Y e5 ik
FLOAHETE Y 5 H¥EE - ££ 8 HEY SOM3 & - Mg hi B NIDS
Ryt A EUE B L - 578 FDA ~ HZK PMDA - 52 NIDS it S5
4 Z3pEHE APEC Bt a & > VU [ RE2HE Y FR B i S B A sk e o
HATEH RHSC #Fix -

- GUNERESA AR AR (AHWP) - SEEE TR T 7-8 (0455 [SXIFEE K
= 2019 4 11 A 11-14 HAEAEM S SRR RN T g -

- CONEMNEAAHER(PAHO) © BZ4HAER O RS E RIS 9 A 4-6 HIEEHmEE
P 0 9 H 5 HABESREA MDSAP ~ fnfa 441 ~ M4 2 - FEYLE
el ~ BEAE - B REERGEHE - 5T IS0EESERALS2E 0H6
HIVE B&s#A 19 R 35 (12 8E - Shimid e S BUAF LR 88
PREL - 81 IMDRF Y &1F ~ &l NMAERE #d - 2020 FETIFETES - %
SHERAESE IMDRF TAERCIL 4 {lE/N4H - Hot REDMA( B & B E) 21y b
& E IR 2019 4 3 HBALGHEF - 25U 17 ils © ARE
e/ NR A B % IMDRE SA0HVHES | - 55 Z A0 BT e T BB il NaH. -
B tes il E R B N T B e R et i HE RS | - IEREEEASEE
5 AFTEAYREE R/ NEHPTIRIE ANVISA T2 - K DGR ER
SN B I R T TION » S i H IR B S R PRI S - HAl
Z ARSI 4 I IMDRF HY TAE/NGH - SHREHPIRE - 8~ BHEAFES
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10.

0 IMDRF #rE& LY IVD 738/ NéH e

DITTA(Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy Trade
Association): iz 404 A 9 B LAFE/NH H A 5 EEC & 2 5% IMDRF s (4
FEEEE ~ BEREHE ~ BE4E - MDSAP ~ (B RE &) - KRR B IMDRF
T SRR E AR (1SO ~ IEC)HYHHEE - IMDRF TE/NAHAVELAENTHEE - HEE)
MDSAP ~ UDI #4545 - [LKAC & IMDRF F & 825 Al ifET & - #8i& 100
LBl &g R GHRERSHER A NS GRES T - AR 2R
Al FE A E SR - FRAME R Al SN (Z3A IMDRF $55 324 » 40
HUS = e B Y iR S -

GMTA(Global Medical Technology Alliance) : {2 B F& AR TR/ - DEELME
HOHEERFREL R - TEHERBD A TFEAEIEN TR T  EEBEPRER
TR IR AL © BEATEIRFIAI T AR T A IERsE ~ BENIRA ~ o B E
5% W2 B N2 aRIE R - & TIREEESE - BT IMDRF 207772
EENLAES DAL - APEC ST B R es MBS TAERI > fe GMTA 2 Y3/ 4k
5tE o FEHFFEMEEE ISR - (2 IMDRF/GHTF Eefet55 [{E & EIAVE A
R FCTT - GMTA 5 IMDRF B i S LAl B A0 A T AL SR ARy A8 ~
AR/ NHINAGEFRE R S IFE IMDRF & B B EHERAVE & - 4% IMDRF
ETEIGRETE ~ BT S B A IMDRF #55 [FEfEMEEE5% > DR IE R
e e M AR HHY -

IAMT (International association of developers, producers and user of medical
technique) : fRZEETOTHIIREFIAHE - & B 6 SRRV R R BE R
i ASEE - OISR EEN B EE RS LS - (R BT THY
AR e S T =180 E 230 (BEAR S BUN B L R EPE M ER &R
(EHESS RS MM AR - R R ARE nn FIOMh S o S e S K BRAMER BR AR e -
DIATHRHIINH -

IMEDA(International Medical device Manufacturers Association ) : {fz&HT
2019-2024 FHETEIR R IRER T = -FREREE - HEVR TSR » [#K
FERESE T B ERAE R BN TR B - DA+ B S50 (9 A48 0 17000
R > 35.9% RIS L8 3-4 B - By 3040 R M EEAVSE TR - 3 [EER
HERfE > TRF ~ HPV Al ~ plo/ki6T JAlE A F-HMERI = S48 - (i E
HrEE LY 55000 TR - TSR BRI U8 3-4 BH > &9 5 Bl AT SR
TR —FNIET - FEAIEAUE FeeflzE i m] i B F 2 6 -
Abbott Laboratories : {{-#5#% A EI{E S B RS [VD _Eiife pavashs » S EIREL
IRk ~ TR (L R Y EARTR) R ra T E A - (BT E
ELHER ~ A EER R ~ Sl ENEFA AR - BUERAE - & FEH
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S T AT IVD e B 7 874134 CE 3678 TR AR — A -
PR E TR S D E 7 » S E ey

%

= IMDRF EHZEEER

(—E=EERE

R FYREEALZHE 6 {252 (Argentina-ANMAT ~ Republic of Belarus-The
ministry of Healthcare ~ Colombia-INVIMA -~ Eurasian Economic Commission ~ the
Kyrgyz Republic-Ministry of Health, Saudi Arabia-Saudi FDA) &~<7 ##3#2< 5 (Invited
Observer) - #z &5 3% B B et e i & B AR BRI 57 - IEE 6 B F T IR TTEIVA M E B
TEER I S R I A B ae S8 B 5 ~ NS R A= 4048 ~ n B R sk
R8RS S B BIPR AR E R (W12 Bk IMDRF sl& s R T E#Y S
) -

Cuba & Republic of Kazakhstan [ a1 & Z B @ HEHFE A EREIZ 2
(Official Observer) » &5 b/ 4HZ BIES R e i B BB SO R - SZ 1R 1992
FERRAT - FEBIR AR EE - AREE - AN ERESMAVER - TR
National Directorate of Medical Devices = HEFEes & » 2% 3 BEr » o HI&
B EMATES - EHREE SO B R e M e G (B S R B AR -
H RibafRAE AR E ~ 550 ~ PAHO Rk irsa A aFffsis - 2281 MDRF

MPersonalized MDs, and "MDs clinical evaluation WiflE T.{E/]NéH o 2 2018 4F
J&& > PRI S ECHY B R s SR B L 2400 5% - Horr 360 SRty - 324 REDGH
fan AR > 912 i ARE > 804 X &LHHRE » s% B Ks IMDRF #5472 Pre-market
Evaluation ~ Post-market Surveillance /Vigilance ~ Quality Systems ~ Clinical
Safety/Performance #5553 - SN AGZELEFIFE + -

(=) EAfth4H 8537 45 Nomenclature Update)
1.WHO {CFRH &5 A0 88 & S BB T 2R LB R B S 2 A s
Z BN A VB R B R S R iE Bk » A BRI RN R
HIER - HZBETERIFEA - IMDRF B ZE B8 EEIIEA - B K H A
FEAERER  WOAMEE WHO B RFEAEIVESRES BB EEHE > Kk
LR AW EEENM G S EmA AN S B ESMEH TE
PRRE2aE - JEFI RS EHINEE - B R TENRENTT - WSO
RS E R R AR EN R RMIE AR E S TR RKE -
2.GMTA ¥
GMTA BEIZJA 2010 FERETT > A 2013 R85 17 s i & (association) » FHEL B RHL 7
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GG R > HAlxaE 28 (g 8 - 2REHSE] - [EE IMDRF #r TE/NHE
(IVD 738 N FE s - GHTF Jit 2008 43841 IVD 3 4R FAIHES [ » T
TESHTHET EORT LIS - iR B AU VD Bl RTRF & MRkl R B A
(B ZESF AR A E/ NERF T E R EE A VRS SR H  RE A > 7% IVD
retariA RS R > Bt A > 75 IMDRE IEH T/E/NHRE
AR —EETE -
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B OVREESREH

EE N R B MR SR BB - S S N TR R AR S F &
200 IMDRF &3 » {UR APEC LEfU R s © thINRERREREEER T
F14H43%(Regional Harmonization Initiative, RHI) - A A& T fi# IMDRF ¥l i/ TIE/N4H -
I RS ERR LN R M AR FA R4S (AHWP) LA RS S N2 BB B aa i 70 B o0 4k
TAE/N - BBV EM B AR A BHUE— 0205 » bR T BRI R E
HELC > I B A Ry 45 B

55 1 H DITTA/IMDRF [ & ¥ e & DA TR Roil - N BERS & R R Ay 22D
BERGEE e - FIZEEE ST B - e A2k - BFREREAR
A EIERE N~ 7 L BRI T BB Al S8 KA Rl R IR SR
DO ERN S AGET RIS - HAEABEER Al REHR RS % A
BT e Al Bt Ras i B & SR - A ACHTAVIREAIE 5 - B E S ER
HN AR AIRNE - 25 EABIE—EMES - WEEHUEREMSAVEE - DI
i N S BT DR I ERY R ATE S &3 - Al BYMRERUARAORBER M E - 1
g mBEAERE R - BREERNAER  (TEESV ERERE - REREEEHE
FAES - EMREmFFEMERE M - B & o DUE EAibgsE S - BURIERESE m - 6
Z L ERB SNBSS LR - BIRAHIPREL > i USRS S SR
BA% > R REETAEHER T -

% 2 H IMDRF IEX(ERMA R A 1 H - BREGHEEIFE SR 8 10 § B EE
R > SRIBL B ~ SR ~ L e ~ BT ERE > SRR EEE
i H EREERR - UDI TR NECSER » frl iy N2E s R et ol vl - 3007
TAE/NHCOE BN GEERE - B SR ~ s 4 2) Bz e 5 DU EE > 1]
TEHERBIR B E1275 © AR BRI RE Sl b - (I LUSHIER R Bt
FED R EEREmF > HEIA IMDRF » #EDURTEIANA AR EEE -
i IMDRF EEHHAR 350 e B Y E BRI IMDRF 155 S EZ BIPEATERRHY
B~ AU S E VIR E S -

B R AR AT T

— - BEENATESRESHIVEEEERE 21 EERFUTREER

LB LRGSR 2 - RS - SRS AVIRR IS AR BOAR R

al
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[1]

TRHAEN /7 B RRAH 8% B B2 WA - H IR iR RIS & - BoEfTRIGRE S

R AT DU R S S B o DUTEER ~ IR LA B o s H AR R A

THERFSMEHNER - HIlHACEE ARG eH 55 130 » %

WEI AT LU R 365 (TE R B2 - RIERE G EE 6 H BT &g —

HHIE R

A& g BEVARE RS B AT IR R &S RN HEME R A 55

AT

(—) BARERN Al B2 @ 258 EFEERET()

() FEIHY UDI FE 5

(=) @& TAct on Medical Device Industry Promotion and Innovative Medical
Device Support] ;

(V) ZERGY BRI TR (Premarket Approval) ~ B #5548 534 (De Novo
Classification) 5z HDE(Humanitarian Device Exempt)Z& a1 7 1 2 B i
EMZEE | B

WHO B T 2R — B an 44 240 TR R IE LS IMDRF & & B 22830 [H

FHS WHO B REes b B BT H 28R - R — AR B MR T e A EAH R 2k

HE ¥ BB R s i B PR S e Sl e R R B R Y B 5 > FOME

SRAHSEE T AV EE - BT ESIREEHNERS - B B RIHEIAIENE

HUER BT R AT T -

IMDRF 7t 3 HEHZE G E®Z - &S MR - BRIz EXg &R -

EHEEIEREIZZ 8 - Feh VB S B AR hl /R S BT 22 /D W {E A /)N

HA B/ VHIE 2 TR MR AER % IMDRF S s TR HIA

HRERE - sk G - WIER R T ER Fes EEE 8 - Bl g B H

SR o P E A A S WS E A ERE - BB - ¥ IMDRF w1,

RHAVEREE - B AEENER - AR IS m - Bl HRR T

FrEGSFIIETE RHI AREG LIE/NERRY BB ITIENE - AEE

EF - BERABFESMEREE RIOEE NN TIEANS - A HR HEHEE

1PN wAE
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IMDRF/DITTA joint workshop #fZ

IMDRF/DITTA joint workshop «Artificial Intelligence in Healthcare»

No

Topic

Speaker

Welcome coffee and registration

Section 1: Opening Remarks

la

Welcome from IMDRF Chair

Elena Astapenko, Head of Division of organization

of state control and registration of medical

devices, Roszdravnadzor, Russia

1b

Welcome from DITTA

Nicole Denjoy, DITTA Chair

Section 2: Al in Healthcare and regulatory developments (industry and healthcare

professionals view)

* Introduction into Al

* Concrete examples by industry of Al software in different application areas;

* What does Al bring to healthcare from a clinician’s perspective;

* Development of Al based software causes both new opportunities as well as new challenges

2a

Introduction into Al and its unique

characteristics

Robert Phillips, Siemens Healthineers

2b

What does Al bring to healthcare and Al

examples including application in

Oncology

Olga Bakhvalova, Philips, Russia

2c

Prospects for the wuse of artificial
intelligence technologies in the Russian

healthcare system

Alexander Gusev, Expert at K-MIS, Member of
the Expert Council of the Ministry of Health of the
Russian Federation on the use of information and

communication technologies in the healthcare

22




system

2d

Creating an Artificial Intelligence Market

for Health service

Boris Zingerman, Head of Digital Medicine

Department, Invitro, Russia

2e

The participation of the Skolkovo

Foundation in the development of
medical artificial intelligence in Russia.
Features of the launch of a Russia-based

startup on the global market

Vladimir Egorov, Skolkovo Foundation, Senior

Project Manager, Biological and medical

technology cluster, Russia

2f

Panel discussion

Panelists

Section 3: Al in Healthcare and regulatory developments: possibility and challenges

(regulatory view)

* Current regulatory practice and Overview of regulatory developments on Al

3a

Perspectives and Regulatory
Considerations for Al and Big Data in

Medical Devices

Seungho Son, Ministry of food and drug safety
(MFDS), South Korea

3b

WHO view for Al

Bernardo MARIANO, Chief Information Officer,
World Health Organization *via WebEx

3c

Regulatory framework on medical

devices using Al technology in Russia

Vladimir Kutichev, Head of medical device

software lab, Roszdravnadzor, Russia

ad

The development of policy measures on
medical devices using Al technology in

Japan

Fumihito Takanashi, Deputy Director Medical

Device Evaluation Division, Pharmaceutical

Safety and Environmental Health Bureau, Ministry

of Health, Labour and Welfare (MHLW), Japan

3e

Panel discussion

Panelists

Section 4: Overview of Al standardization activities

» State-of-play of existing initiatives
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Overview of Al  standardization
activities. Multiple international standard
initiatives regarding Al in healthcare incl.

at ISO, IEC and WHO levels.

Pat Baird, Philips *via Webex

Section 5: Challenges for Healthcare Professionals and patients

* Questions of clinical evaluation/evidence/investigation of Al based software

» Data quality and availability, protection, interoperability, cybersecurity

* Liability

» The problem of responsible party determination in the sphere of Al application. Concerns of

healthcare professionals as well as software manufacturers

5a

Experience of introducing products based
on artificial intelligence in the health care

of Yamal

Olga Belorus, Director of Medical Information and

Analytical Center, YNAO, Salekhard, Russia

5b

Experience in testing and comparing

different solutions based on artificial
intelligence for the Moscow health
service

Kristina Sergunova, Head of development of

control methods and technical monitoring

Department of Clinical Center for Diagnostics and
Telemedicine Technologies of the Moscow Health

Department, Russia

5¢c

Preparation and conduct clinical trials for
an artificial intelligence-based clinical

decision support system

Denis Gavrilov, Chief Karelia Republic Regional

Office, Russian Society of Cardiology, Russia

5d |How industry can cope with challenges? |Philippe Lartigue, GE Healthcare
5e |Industry responsibility and liability Pat Baird, Philips *via Webex
5f [Panel discussion Panelists

Section 6: Regulatory challenges - what applies to Al?

» Conformity assessment

24




* Change control

» Feasibility of creating Al adaptation rules and algorithm change protocol (ACP)

* Cybersecurity

6a

Introduction to review points for

decision-making medical device software

using deep learning technology

Peng Liang, Deputy director of division | of
Center for Medical Device Evaluation (CMDE),
National  Medical

(NMPA), China* *via Webex

Products  Administration

6b

Matthias Neumann, Federal Ministry of Health
Germany, EU

6C

Regulatory challenges for Al — a
European RA perspective

Industry  overview on  regulatory
challenges

Naoki Morooka, Shimadzu

6d

Applying Advanced Technology in
Clinical Practice: Regulatory Approval

Cases of Al Software

Jungin Lee, Lunit

6e

Panel discussion

Panelists

Section 7: Concluding Remarks & Next Steps

7

Conclusions

Moderators
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: ; IMDRF géi??:tézgﬂlggﬂ?émm

IMDRF-16 Open Stakeholder Forum

1. Welcome speech

Mikhail A. Murashko, Head of Roszdravnadzor

Nikolay N. Tsukanov, The Russian President’s
Plenipotentiary Respresentative in Ural’s Federal
District

Evgeny V. Kuyvashev, Governor of Sverdlovsk
region

2. Management
Committee Member
Regulatory Updates

a. Australia (Speaker: Tracey Duffy)

b. Brazil (Speaker: Leandro Rodrigues Pereira )

c. Canada (Speaker: David Boudreau)

d. China (Speaker: Yuan Peng)

e. European Union (Speaker: Erik Hansson)

f. Japan (Speaker: Fumihito Takanashi)

g. Russia (Speaker: Elena M. Astapenko )

h. Singapore (Speaker: Wong Woei Jiuang)

i. South Korea (Speaker: Jin-young Yang)

j. United States (Speaker: Jeffrey Shuren) *Via
Webex

3. Overview of progress
to date on the work
items

a. Regulated Product Submission (RPS)
(Canada, Speaker: Daniel Yoon)

b. Medical Device Adverse Event Terminology
(Japan, Speaker: Mari Shirotani)

c. Good Regulatory Review Practice
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(Singapore, Speaker: Rama Sethuraman)

d. Standards (USA)

e. Personalized Medical Devices
(Australia, Speaker: Tracey Duffy)

f. Medical device clinical evaluation
(China, Speaker: Ju Shan)

g. Medical device cybersecurity
(Canada, Speaker: Daniel Yoon)

h. Principles of In Vitro Diagnostic (IVD) Medical
Devices Classification
(Russia, Speaker: Tatyana Y. Buryakina)

4. Stakeholders Sessions

a. Russian Ministry of industry and trade (Speaker:
Dmitry S. Galkin)

b. WHO (Official Observer) ( Speaker: Joey
Gouws)

c. APEC (Regional Harmonization Initiative)
( Speaker: Cheng-ning Wu)

d. AHWP (Regional Harmonization Initiative)
( Speaker: Ali M. Al Dalaan)

e. PAHO (Regional Harmonization Initiative)
( Speaker: Alexandre Lemgruber)

f. DITTA (Industry) ( Speaker: Annika Eberstein)

g GMTA (Industry) Global Regulatory
Convergence (Speaker: Philippe Auclair)

h. International association of developers, producers
and users of medical technique (Industry) (Speaker:
Anatoly V. Sludnykh)

i. IMEDA (Roche Diagnostics) (Speaker: Igor
Filippov)

J. Abbott Laboratories and IMEDA (Speaker:
Zaman A Khan)
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5. Concluding remarks by IMDRF Chair

Day 2-3: Management Committee Meeting

1. Welcome speech

Welcome, Introductions and approval of agenda
(Speaker: IMDRF Chair)

2. Invited Observers
Regulatory Update and

Review

Argentina Regulatory Update(Speaker: ANMAT)

Republic of Belarus Regulatory Review (Speaker:
Center for Expertise and Testing in Healthcare the
Ministry of Healthcare of the Republic of Belarus)

Colombia Regulatory Review (Speaker: INVIMA)

Eurasian Economic Commission Regulatory Update
(Speaker: Department for Technical Regulation and
Accreditation of the Eurasian Economic
Commission)

Kyrgyz Republic Regulatory Update (Speaker:
Department of Drug Provision and Medical
Equipment under Ministry of Health of the Kyrgyz
Republic)

Saudi Arabia Regulatory Update (Speaker: Saudi
FDA)

3. Applications for

IMDRF Membership

Presentation of CECMED on the application for
IMDRF  Official Observer status (Speaker:
CECMED)

Presentation of Republic of Kazakhstan on the
application for IMDRF Official Observer status
(Speaker: National Center for Expertise of
Medicines and Medical Devices, Ministry of
Healthcare of the Republic of Kazakhstan)

4. Discussion
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DITTA (Speaker: Nicole Denjoy)

Regulatory convergence of 1VDs (Speaker: Greg LeBlank, GMTA)

. Standardized international momenclature of medical devices (Speaker: Adriana

Velazquez Berumen, WHO)

Discussion on Nomenclatures of medical devices

Discussion
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