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LS

5 15 m B R e AR S 5w EE (International Medical Device Regulators Forum,
IMDRF) &/t 2019 £ 3 H 18 H £ 21 H{E ML HZHRHER1T - 34547 300 fik H iR
BEIETTHER R (RGBT 7 U N By - St T 5 AR 4H Ak (World
Health Organization, WHO)~ g jiNE&pE 23 A 87 A0 & (Asian Harmonization Working Party,
AHWP) ~ g N A 45805 & /F & 7 (Asia-Pacific Economic Cooperation, APEC) K277 S5 M f#
A 2H 4% (Pan American Health Organization, PAHO)Z2H 4%k AIEIZ= E 505 - 25 1 HilY
IMDRF E2 DITTA Bt &y E IS T & - e & LR A a0l i B PR e F A
F BRI R RS ER - HECRE R s & 2o B HRRE - BB B ARIRIE
PR AR R B R M B B AR T -3 H 19 HE TV IEA &g
BN 10 (& S B A 2% B B e as M AR 00T - 8 (8 LAF/NH 2 B il LA e e
JEE > 5 O Al 25 H o [ A e ek SH AR W S e O RR (P Ry P P PR APEC RHSC ey
B E M B S TAF SIS SN - R REWHEER I AEREFRIT(NCS)smiE - KX
G LL APEC RHSC f{FR2 81 IMDRF EHZE & & » 1 if 4 (A2 B 8 E%
Ko L {EFEE AR 2 B BIR e iz B R AR as i B B RS e T 1R > 5971 T % WHO Rt
B R A I 4 70 2.4t (Nomenclature system) s AT © S AN Gk (5 DA 5
BB ptas i B AR BAG S  B ) - BRI BB RS RS, o M B 52
AR G g1 - IR E R R R B B ~ (i B iRast S04 R B PR M EiaR
M EERZE -

A #E - ( Keyword ) : BRI B es A E B 5w E (IMDRF) ~ BIR E R as M 2R SR A ~
BE o 23 M 25 1% = (Regulated  Product Submission; RPS) - {& B A 38 & #H &3 (Good
Regulatory ReviewPractices) - f2 %% (Standards) ~ 2% #U( 5 #% 23 #4 (Personalized Medical
Devices)~ B&pEesif BE—ak 5| %45 fE A $55 [(Unique Device Identification Application Guide) ~
R Z MBS T /E48(Priority Work Area of Medical Devices) ~ 2ttt {2 A € 7 (Next
Generation Sequencing, NGS)
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KEr e AR E HERIE (IMDRF)EITY 2012 4F 10 H » BeIRBERSEMARA
B4R B EMEEPEAEAS - IMDRF 1757 B A HAS e H Rt 2 720 » BT it eIk & 5
et AR T E L EE AR B R B R e AR A T mRY & - BFERE 2 NE®R
[ZES - BREE RS H LEEE - [FERFEEE R RARKH EH R E s
B

Hpl IMDRF & EElA 10 (& - GfE3EE - BREE - HA ~ BN ~ B ~ FE - TiE
K~ REEHT ~ BTIIBE K peg > 5 (2019)4FE FHARGEITIE(E T - IMDRF TN AEHZES
(Management Committee, MC) > F5 £ & B BB R a1 A T B TR (CRAHE E4h IMDRF
B Z B g R S L/ NH(Working Group, WG).Z (' » 155 15 e &k B 8
TAE/N&H - WHO & IMDRF HYTE#%2 5 - IMDRF t g #izg mIgo AR i AI4HAR » 205nK
GG (APEC) ~ niEas AR M & (AHWP) 281 » [FIIFFEEFE » Bl DITTA JiE
e -

%5 15 J& IMDRF &2 2 @rarsg i 1F 7 @ % (Stakeholders Forum)*3 H19 HE& 21 H
MR ZEITERTRIERTT » WA 3 H 18 H IMDRF £ DITTA & e S AEMT S - S2BIAZ
afe N IR £ BRI e M B AR NG - & TR/ NHESS - 551X ERE
¥ $EHSERI R AVECES - SRR BB R R il (IR AR EFr ~ BRI - AL
HEF)HRE O EERESM TSR EEME - DUk EATSBAREHE AN EWETE
54N » SHEEIRE B APEC RHSC 2411 IMDRF H0F » R Z 4088 5 B R i B
S TSRSV - WS EE Sy EHZE B gRAP S -



= -

WAL E
H# 752

3A17H Fif2 b RIS

3A 18 H IMDRF/DITTA [t &3 B it &

3A19H % 15 [ IMDRF [Faterss

B B AE I P {472 APEC RHSC #7145 APEC Update

3 H 20-21 H IMDRF 5% 5 ¢r(FAPIr3%)

3 H 22-23 H B2 © AR St

— ~ IMDRF/DITTA R4 FItES & R 1)
(—)~ IMDRF £ T/E/NMATAERCR k EE M R A AR EEN
BA
IMDRF fZ:£ T /E/NEA 2012 4ER% 1T > R GHTF(Global Harmonization Task Force,
IMDRF Fij & 4H4%) + 25T 5w < — RE R as M 2L 2 TR A AR ZOK (Essential
Principles) » B a5/ [BUIEATAE ] DU B F B HERH ¥ 22 2 D8O T E R - GHTF 455 3
(GHTF/SG1/N044:2008) A2 - [EIFEAEAEAT B 2 pichfE pr B e M &2 2 i B SRE Y H A
FEPE R R R BRI R BL S FUE T i S MG 2% - IR BT
B RS o IMDRF TIE/NHERCILTE » A G BB TIREDREIRE T - RO iEE
JERFEEARVERE b J8E 7R ERPSEHNAY 1102 (E RIS 45 5 15 8 (e A= -
i B B BR PO R o B K BB B R T i 2014 38 B - s 3
BB 5E S PRER I ERRRLE - A 44-261 (i - 1SS B EBIE D BRER/ 58 IR nARAE A
48 390 il - HAF 2 {EfEAE RS 8 (e BRI - 17 IS 6 (EE S RPREY ; 1E5%Hk
A A AR/ NS Y B FE AR RS B PR IE Y AAVE B - & BRI FBREREELEAIR
AR e
Ky T A B PEAREAE BRI E A R A FIHY HHY - GMTA(Global Medical
Technology Alliance)jA 2015 4F{8 352217 IMDRF &7 5 FS7 AVl g o » THEK
SPHAEAE > FEREEHEET o IMDRF AR TAE/NH#EAT 1 6 {773 E S (Information
Document) - B BHE B FL TR AR AR - JE B BE(1SO 14971) ~ B HIHGAG(IEC




62304) - E:224 (IEC 60601-1) ~ = 47)FH 75 14:(1SO 10993-1) ~ #EHT R FERL(1SO 11137-1)
JEEPREFE (1SO 14155) ) R AR E BRHYER N -

2016 4F IMDRF &1 Zz & 38 8 FH 22 SRR B 7 — LB R0 LOE/ NG > 3%/ AR
BRET AT AT R AT (o A P AR I FE F  &SE AR/ NG S I i
BZ MERERE BRI - TEAE TR S BUARIHEY # iBiR » R B N ARAL
HRANMo] FE A 22020 BB AR TR PRI 72 S RO B RR - BT G R
fERE - LR IARENEER - BT S BRI IR G T R ROAR - AR B e
IR Z - iV 2017 FEFE RS 0 BT IMDRF R B » HE HRERT » &F
K4 IMDRF SR EE B B - (R IMDRF 2Bl B S A B e A A il i LA > 55991 »
TR B E AR A SRR T S T ERA (> S ELEAEAH 4R T/ \4H - IMDRF & HiZ: 5 1 2017
FEE - BRI S (%455 [T 2018 4847 » Optimizing Standards for
Regulatory Use)[EIFF 1781 1SO ~ IEC %2 5 2018 FF/&8 1 B e im B pl 13 LIE/INGH
HEFTEE T IMDRF € & BT REAE S B T AF

HEGEBE NS » i F L tH B S (e HE BPE R AR R - $R T3
OB RV EEAVEDK D AT 5 BN FI R FTT HE AROASE (B R - (H2
TRl 2 A AR T > B T G S L i DATE R A REE o] JE PR AR 2R A v A MR
SBIRERENERER) » BRSO ~ AEUTEBERE M - OLERHETEE
LRI TRV I SR ZE - TR AR B AR EHEANEA - H IMDRF #5542
o By THECRHRTER I - REEHARIHETE RS > B E B ER 8 - sTEER
(N RO ~ SEAATHIEAP B - STHSORIVEHSE B K TS BRI ERTE > DL

SHEERVE BV -

(Z) ~ Afefeie s - SEIIERERE R AR B B R A i

PRET IR AT A DUE IR A E F ARV E H > RS PRET IR AR S ey AR © 1RE
IBHEERE NI ELESRE ~ B > WHE ST SIS (WTO)S TERYF A ~ ESF— eV
SR ~ EIN G B[EE S - g WTO sTERHES | BN MUEAR R 5
PR - A REHIAREUR TS ~ SRR A PR (R E IS EE T K » 1SO K IEC
FREAH SRR DU DT T 528 [m Y B PRATEAE » B BPRAaR R P IR A ~ TRa e P A RE A
N(EFEEERER)NVE R - EIFEBECR ~ ERSBUEM T TUER - FLEREITERLS
IR - RN - 5w - APEEECRER - 55w - K - ARELR - 4R

6



IRA » = (EEZRRAE R - FIFRIGRANISEL ~ Rz p e -

Ry 7B RE JE PR R as M AHVE R » IMDRF 17 AE4E T/F/[\4H (Standard
Working Group » SWG) - 5%/NHEKE B & E J7 e DITTA ~ GMTA ZEFUHE, - HIEEA
L EIEIEER T EREHE  (CEEBUER TN - TS LTI EEAER T 2R
FIRALR ~ 2.0 072 T BRI S B e R ST EFE IR IB Y ~ 3. A 2017
RS AT S (AT 2 2 B A tE o DU R AR TE ) fe 2018 A3 Am 5 [0
(Optimizing Standards for Regulatory Use) - 554N&F£5&r 5 5] & 1% R FE ARy 3 & (bR
LS AR UE AV EBUR ~ SOt PR F ) R &S F 9 HIEZA
IMDRF B Z 5 g s: » YD HIBEDR - 10 g EEY - 7 (EE B E AN CHKIE
NEAELEEAEA - 9 Eg 5RO AT ARERIEMER © 9 Hg 5B AR
BFE Y KA & BB FE TR B TR nT B A 1 > BTE U AR PR B B
AAEEH VB GFANE TI/EABSHHH -

EESAHER(DITTA)HIIE » SRR Rm S E B A% - HYt B FI 3
A BE EAKAREHIREMEET - A1 A F 5 S HERE PRV E K » 4
IMDRF 2 it e et B —FE %5 (MDSAP) » $SEEEHIRARNTED) - HEREM
ErmrE A (AT e MRt - Conformity assessment)f2 P 2iea » BEA4E R LU BIZE & (A
ETRRHRE R T S A AR A AR EDR - R ERes ~ FIPRENERR AT - 2177
PIAREIRAE A B (3SR ~ FEKE - (U atkh - JHER)EREA - BREHS
FHV TR RN S A H S TERS ZORET EHVEL H - FEAYEIE - Gh/DBHRERY U
FEADAEATT A A58 M » SRR YA [S)4H 43R0 R P45 FET S AH [T 2 i mT RER T/ A (RIS - HHEE
£ IMDRF {55 [SZ{(NSL)F<H | » BUESTAREAE H R A 3 - 455 HAM IMDRF 45
5130 NAT R DREEEARSOK ~ NAO & A BRETT) » (SRR Rt EiipidE
R - RS A SRR -

EY| & 88 T 4H 4% (International Electrotechnical Commission, IEC){tZ=&7FH IEC Ei
IMDRF #uf5AH [FIEE S » A S TR R ~ Wrs DABRS O G8 BH i i 7 & PRI %
Hil - MEREECESA - IEC HEFZHIZERIGEIRSH - HATA 86 (B g & - 1%
HATILEOR - T IECEE SYE84H4% - H AT 1IEC Bl IMDRF L2107 5 {EHLfln TIF4HAYHEE
Bi{% o IEC WK 4178 IMDRF » ZE B H R 281 IMDRF T{E/NH - $2H Y L
{EIAH ~ 281 IMDRF &34 TEERERE T -

H R SR G - 1SO 13485(RLE M imE 240 EH) ~ 1ISOL1497 (B aees i b
EH) ~ IEC 60601 252 IFHE B AT ZZAYRIPRITAE - FREHSFRIN & FlEE
SEREAER R AR RS



(1) 1SO 13485 fZihlisz: 2016 £ 3 H 1 H #8411 - ISO 5 #H £ 4 I E (401 1SO 9001 -
1SO14001 )78 1) 1SO =5Fs4E k5 (High-Level Structure, HLS)FET > B HEEIRE = >
FALBATCFE RS AR F B RIS IIN F B 2EZEK - 75 T —Hik 1SO 13485
EaT1% » WVHERE HLS(ISO #iiE 2022 FERILVATERK) » {H HLS HY#A5E E F i
A B RS AARH SR > 2018 4F 1SO 13485 T{E& st » #FFIERIG G5 R
SRR 2/ b AR E) 2019 4F 4 HEE » R BrAAAET TEE F el 1SO 13485 Y
TAE » BRI R 3 AR 2L - JRA EVARFS

(2) 1SO 14971 £ HthRUEAT 2007 F38ATHY » 2019 FiF AT AT ROAH RER T SL 14
(ISO/TR 24971 J% ISO/IEC Guide 63)1JEE#ThR > T B2 88 By Fllzs” ~ &l
THARVEA R E R » BTG EBEAVERR T2 - FriREA B 2007 £ RRAE
=P N

(3) IEC 60601 Z:FIfFAEr TC 62 &5 - 77 KRS KD - f.5 IEC60601-1(BE &1
eai AZEH) ~ IEC 60601-1-X(f i 1E24E) Kz 1EC 60601-2-X (B ¥4 i i)
S EIEAS 1SO 14971 IEC 62304 K7 IEC 82304-1-1SO TC62 344 3 {Es&a#4H
ek 4 {E TAERE - SC 62A(25 &l T-7E/NH) ~ 62B(17 & T{E/N4H) ~ 62C(4 (i T/
/NG ~ 62D(32 {i T/E/IN4H) = IEC 60601-1 % 60601-1-X fEETES{E 2020 4E&45
H ¥ IEC60601-2-XX £ 2021 FFE$AG I -

— ~ % 15 |& IMDRF IEX &R GREAM 4 2)
(—)EEERES R
180 -
(LVERELE T Hr-ST MR R B - AR A VB R M s L a1
s BAE AR (implant card) 5ojps B EERE R ~ B et RaG B BERE -
QEEEEE RIVEE- LRS- BRI IS - AHEtE A\ B
M~ &E NSRS ME TR R A R B PR R -
QHERAEEERERZEE-SRERRAENSEM 28 - Filod ~ EiigEH
Tl (N E AR RS & A BREE T B AN B L2 U AR %K (Essential
Principles) & A o
(4)EAth-2019 47 1 H 30 H =B BIA-ALCL B 5GE T m & o ©
2B
(DEME LR EFEM MR A S » S —F4est 2 bk
(approval) 24 B 51L& g% (notification) » H 2019 45 H 2 HAXRY »
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QBEAFER - FEYLEELESM (custom-made device) EEE - B tastl
B R {5 AR -

(3)%£ 2018 FJx - IPHESHM EETERA(ANVISA)ERH] MDSAP fE#% #5144 GMP
SR 171 RO A5 2019 LELUILAE TR0 S GMP YLLK TRk 30-40% -

3.hIER

(DZEE 2019 FAETR TR Bt aatf RS M anE R B4 L MDSAP fE/Z# 2
R IsREL MDSAP SHENRERTETE » KFHE BN S R A -

(2)2018 4+ 11 A 23 H AFAE— i B & 2 25 (Scientific Advisory
Committee on Digital Health Technology, SAC-DHT) » &\ amafi i 4arkZe4 » FiL 2019
F5H9HHRMS 2 & HEMALEE -

QIZERAVE R TEITZE BLUT 3 THERL:

QINZRESF et bR - o B A B i DA B RS e 55 25~ 2019 41 11 H
A T EREIR K ) BERE - BRI LBRELSHEZEY - 5/
MDSAP fEfZ e -

b)fisE b % B -THETS 2010 4F 6 H&n T B Bt m iR ftEHEDR 2T H
B FEIRER AR ) WIRAER SR ~ RS G -

C) & NEBH-BEN A R E A s A L ~ A0 R Hr B Es i A R4 R m]ug
Bl - WA A S SR M oI - RS LR S TRy T B K
AB -

4.4 B

(1)2018 4 11 HAARHEaTHYRIRr B es R pI B A2 - IR P PN SE
213 FHAREEFREEA - HHEE N VEAEZ B A % L RO S SR RE - HAEEREAE 5
FANATRT RS - AR B ILEE SR - Had B e e el v E A
50 & -

(2)2018 = 9 H#An Eripi e bR PREAERAY SR as M 5T 1254 TH(192 THIE S5 3 %
& RELIrES 2 FRE A bR R ) -

(3)H:#EN MAH(Marketing Authorization Holder ZF v 555G A &) L&MW T/E - 1F
B R RO =ITERG o X IR SE PR SR A B R B R e M TR RS
EAER - HFE GMP &% K& ek - NEEEETED -

(4) L BRI R SRR - MAH DR EIREA RE(RILEIR - BB TR
i - MAH DH EENMRIZE A REFETRM T © 40 MAH TR 5EZHETH
sl FEMEISREEHE ST ] -

(5)2019 4% 1 A #&47 GMP #EMKT#% - 2% IMDRF/SaMD/N23 ~ IEC 62304/IEC
82304-1 » YIS ERAGHEN 0 2 EHIAE -



5.BkHE

BUHABSRE 2017 4 4 H 5 H x5 H 5 HATAHHYES R RS A4 (Regulations on
Medical Devices, MDR) ;#8422 #& 2301 A (Regulations on in vitro Diagnostic
Medical Devices)  #/ZARH Z RTS8t 1T 3F 2 HE - AR EEE S s A
B HEE T - BRI AR R B AV i B AR~ 25 E TR
5 IVD S 43 JES 4 - I3 Notified Bodies(NB)fS:E - EBH B RESS b ERIE
(EUDAMED) ~ #EfTHE—FIRAR4 S - BIEHA 5 F(F 2022 4F) - HHEITHTE » (BILER
T LAE REHEZ NB &g - )EERZEHAY - 51E€ EUDAMED &R EINAERE -
%7€ UDI ZHEHERE(FHET 2019 42 5 HAAT) ~ FRAEEE RS -

6.HA&

(L)% B %En F B tes M E B L 2013 (R E1% - FEMRIEiati H RiIZHEXE
5 e R B HBR A8 R 2% A (Sakigake FIE B KON5R S5 S 1 S TR AR -
et FEs ~ B A E A S B Rt - A DS Sakigake HITE &M - FF
GRS > TTEHEE - BAEE - HEGES > FEMEE 6 [EA -

(2)PMDA [ 2019 4 1 H 1 HiB#EI T4 EEE - BOrEEHA (I 3 (E AL 4R
2 Bfir) » BE EHT 2 EHEEMIRKIREA 2 (8 e E B A S EE
BT E0F) S - PMDA 1 2017 FF B H A AR T 2R 80% -

(3)FEEH 2019 £E 11 A 25-29 H ¥ APEC-LSIF-RHSC 2l i i o0, 3219 T
{EY5(Pilot CoE) » 7z 1R APEC EHEERC A IER AT R0 -

7FEE

(1) AR N Bt i A SR EE LB A BIME 2 B et - Roe S N2 e ates
MEHE » EECHIE(CENRIEEM KESIN2E R AZE - THET 2019 4 6 H5ER0L
AR -

()8 2019 7 HiE - 55 4 FEREFaH DR UDI - R4 (2019-2022) #EFFEF5S 1
SEARELRF o BERA/ERE G UDI f1& DI(Device Identifier 2544 &EH) & PI(Production
Identifier #3EEEN) ©

(3)H 2019 4 3 Hit » TR FEE M Ll B = /A7 & OECD GLP -

(4)FraeAmnyA4E-UDI 4Rf5(2018 4F 12 H) ~ UDI £E7R(2018 4 12 H) ~ JEREM#MESH
FHH4ER EriprsaiiE (2018 4F 12 H) ~ RRENE P - A& R s34 (2019
F1H)

8.8

(D)5E¥r GN-17 ~ 18 Fi{i A4 » IR ARE NS ASI i 520 - U [EHG S
91 FEREE A S T % - S5t ASEAN CSDT ¢ IMDRF ToC ix{FH& =0 B & 1%
WEHE T2 245 (MEDICS) A Dossier modules -

(2)FHETHL 2019 4 6 H B 4¢ L imsh i as it Bl WGRE - M IETRIG RS i 4R B 2%
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Sy TGRS R M iR S A I B B ~ I AORS U o 7 i B T A AR

v

9. {REEHT

(1)2018 £ 11 H 12 HAAGSEHTARE » 1€ S5 BB R 2/ A B8 5 (W358 ~ A HA T
BUTHEAMT MRS RS EEC > WH 2019 4E 1 H 1 HEBAERL -

(2)Ex qo %7 F5Hs% (Eurasian Economic Union,EEU)2017 4 10 A 11 HE AR E  BEFF
a M B R ERHK IR R R e i s 4 A R R ZEK H 2019 4 3 H 16 HAE AR -

(3)EEU Ji* 2018 4F 12 H 11 HEARHEELIUAE 2 & B FF 254 (borderline products)
FEmmHE Ry B es MV IF A - 3ZHAIIE 2019 425 H 16 HARY -

10.35E

(1) B et e Jeg B 251 55 25 (Breakthrough Device Program)-5-& 2€ g P A g (1]
Rt AR R G2 L an i BRIR)RY S 2/3 ER B - nE T BLEE - B
2018 /- 12 &R 2019 /£ 3 H 1 H » THHE 224 (FsE e B G iRV HE
> H 131 EMRIFE R - WWEA 10 ZESHEE -

(2)2019 1 2 HEAmw {57548 43 Bl B~ Least burdensome provisions” zSafety and
performance based pathway” Fij— {7 FILa1{a] FDA H1& A i TR/ R as A5
& — OO R HE R 5 8 FH > Abbreviated 510(K) B &5 Y2 fh0[E -

Q)G H HiFhE - DIER et FiipiE & E AN E g B E S (hardware)
3k et tdl - REEMERISEE I - KRB as i HIHAS (SaMD)_F rifF
12 FDA H 2018 ¢ H software precertification pilot program-2019 4 1 5 /\4fi software
precertification model v1.0 » 2REH FDA 4[] 5%(& SaMD (92241 K A3 -

(4)CDRH $TH AT Eriail/ Eitery o T2 > Pl Az an FEHAN /G R T B A 5
#2 5 1Bt Office of Device Evaluation ~ Office of Compliance -~ Office of IVD and Radiological
Health & Office of Surveillance and Biometrics #2-4& £ Office of Product Evaluation and
Quality(OPEQ) - Z B AL I LA R4 S5 114w 7 {1 Office of Health Technology -

(D) LfE/ MRS
1. EEF = (Regulated Products Submission)/NgH
IMDRF Hyix# 45 (Table of Content, TOC){RIINIZEA ~ B ISR RES(EHEE - f0
ZEROCENATHET ToC HYEAE » 2019 - 4 H 1 Hit » sZ B F#E52 STED - g
BB ToC 1F Fyaz B A AR =UAV IR . — - By BUSRAKEE H 12K g 2o il
Z BN HERE ToC - T/ NMERHFEFEE RS E R ERTEE IR ARGl gElE -
2.4 B 3\Es 25 B 4RfE (Adverse Event Terminology and Coding)/)NéH
TAE/N&HTHET 2019 4 3 H 26-29 HAEEPH EBAHEI¥ & 3% © IMDRF AE $55 [ 4L
FeHff5k A-D B2 2017 42 9 2841565 2 hie » Ik E ~ F IERURTRF 2814 - [t gk G 51EaT
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1=({4

0 AN SE FDA Z5adR € » THET 2019 4 9 H = IMDRF EHZ 5 & - il
FORAMRERAZ 0 2020 FREHZEE GRS MEE -
3B EVAH/ZEE IR Ei(Good Regulatory Review Practice)/NgH

TAE/NHEF R GHTF /347 2 34 (Label and Instructions for Use for Medical
Devices, GHTF/SG1/N70:2011) » 2% IMDRF GRRP WG(PD1)/N47 ~ I1SO CD 20417 ~
&g BEUEREERT - THat 2019 4F 3 HERE - 55 2019 - 5 HAEHT N &rais &t im
LBt i RTE SR R RN L TR/ NE H s K 35
H[EHEETERE -

4 FZEH#E (Standards)/NaH

i T/E/NaH .8 2018 £E2847 IMDRF £ (Optimizing Standards for Regulatory Use)
B P B TP B R Ry A AR A S B PR D (5 P B0 S B S [l R S AR AR R B - s
J7> 2019 /£ 9 Hm] IMDRF EHIZ: & Gt I &4 R - IR T LIFHE
FE- B AR e SH B L R SRR 5 - SR AT RERR A Y TAFIE 2 - WHEEI e i
FAAEEAE B S I B A AE SRR Py R B S (- (Offer best practices and policies for the
use and recognition of standards) -

5.{B A (LB #2554 (Personalized Medical Devices)

2018 £ 11 H#Am NA9 (B LB es i 4ar € 55) - B Rl LAF R R [EFEH
HIME AR A b E BB RS - (IR aiR A Custom-made ~ Patient-matched
Adaptable =fEAYF - FLATEEE RIS 2019 4F 4/5 HEmliEEARER, - 6 HL
TREHE S & sRaTom - 7/8 AEEERER » 9 HEHEZE B GHRERKRA -

6.UDI FEFEF55 | TfE/N4H(UDI Application Guide)

/INHBHEE L IEES S0 R 2 THENE S (Information Document) 522 E0)7% 2018 4
7-10 HARBEATER, » #1511 500 JHE R - /NHE UDI FEH AV RS
HSEEREHIRER > UDI JEFITE S8k (Registry) ean #0280 » SRR CEEZ B
FEZRE RGN - /NGRS AT EEEZER T -

7. B REHE (Medical Device Clinical Evaluation)

#Z/NHTAEIE H Ry B GHTF SG5 ST ARHY =73 3 » N1~ N2 Kz N3 - 2018
4 7-11 F/NE73BE 6 WEE @ - A6 2017 FEIE SR L KA e - 2019 4F 1
AR NL SO B 2aE % - 28500 N2 SRS E L - 2
% IMDRF HAFE5 [0 AHEE - Registry data AR - N3 SU{A& G5 b 2 B o
bt eael ~ ERTETEIE G TSR - AT EZ S LRSI RLE: -

8. BE 2 48ER 222 (Medical Device Cybersecurity)

Z%/NGH 2019 A 1 H 10 H ABHRUGE#% B2 HETER 1 X8RNl H 24
H e R R R4 - S EEINAHR 4 H 7 HET5ER - THER 6 H 13-19 HE#1T
TAE/ ARV S - 8 H R AEEZ E R IMDRF EHZ 59 » 10-11 HEEAR

=
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RIS 1 AFEEAR 1 R E S #& 2020 4 2 AR IEA A Z 2 IMDRF

EEEAY -

(S)FIErERHE RS (Stakeholders)#r &

ARERAER LR TR E S ET 9 (HA04 B (B2 @k i 40 AR) 1T
£ B AR RE A E(APEC) A da PR AR (LSIF) AR e EZ B
(RHSC)#z & Bt aa b {85 < (Priority Work Area, PWA)ZEE (H 5 L4 3) -

1. BRengSR AR TZ S E (EEC) © k¥ 2014 FigE - BT IR IE R 5 B — B
MR > BT0E 26 AR - EE B EEF T HEE R - BEF
AIfEEE ~ M EIa ) - et - Tt - R EESR - iR E =
FERE S - B AR (B A U E3EAN) » B AMERZ (R MEEEEARE
F) ~ TS M EEREEARERT) ~ sESUFEEEQ M EER
HEARERT) -

2. HARAELHSR(WHO) © IVD THEIEEHIE (PQDX) 2 B 1A A& THE T 2019
T 4R 45 H AT PODX HIEEZ2ER STED #%= Hi&RKFZ K /H L, IMDRF
ToC #&=0A M » FE2 BLiSE R DL MDSAP FEi% &S HUA WHO F[#5 4% 5 2019
SR 2 S N R THRN RS 2 BB UJEIEE A4 (male circumcision
device) A {455 " EBELNRE R SHRFEAT 6 BRI HI SRRV
237455 WHO 1 2018 £ 12 H 13-15 HEFIFEHEEE 4 B2 508
HETARE 92 B 1249 fir 201 » 2019 4 WHO (850 TAFRA R B 1L 0075 M IVD
EE ~ BRSO - BRSME A RO MRS -

3. T REESIEA R EEAIN IR AR 1552 & & (APEC RHSC) : 2017 ££
NAREIFEE MBS TR > HER - HA - @E{EEILE TR > 2018 4F 11
HZ & & ik E EE R (Roadmap) S 1% Lz (Core-Curriculum) - $57E JIRA
1 AdvaMed #Z {2 FJE (sub-champion) - fi Bl 25 5 ko 0 (CoE) BRI SRR
12 - HATCAR 6 (EErnZ B & HaE R /oS A e k0 (Pilot CoE) » 4
I 4 Hitt > 335 Pilot CoE & [EAE i & THARAR -

4. sESREE AR AIH SR (AHWP) : 5% 4H 48R485 APEC LSIF-RHSC &%
PRAF b 1R RSN T 48  IMDRF (9 UDI~ {E A& 231 /N4H ~ ISO/IEC
UHERHTS S TERI(% 5 2018 42 10 H 22-25 H{E5 &0 AHWO23 [EEe »
2019 4F 2 H 22-23 Hir BB B R e M E U EMBE DB E 4k - 35 35
&5 B2 - BigRHEsE st S E A BFIlSE8 it -

5. JNFEMNEAAHER(PAHO) - HATZ 4% 23 (Eg SE4HE - 2018 4F 10 A 22-23
H &I &k - 7% 4H48%5% A REDMA H 2% 281 IMDRF #Y NCAR Program» £F 2018
10 HCEHIE IMDRF T/EHEE - B0 i E Ry T/ NE(E A LB R RS
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M~ A BB - T RZAHS N e G B B R et AV E B T
FITHRE ST EAERAZ - 581 Vermont University &1F ~ i B4R 223

6. DITTA(Global Diagnostic Imaging, Healthcare ICT, and Radiation Therapy Trade
Association): iz 404 A 9 B LAF/NH H A 6 EfC & 5% IMDRF s (4
P& ~ B AR M B 24 UDI ~ ERIRERAS ~ £224E - MDSAP ~ HIEEZEAE
) RARFETAEN IMDRFE Z 17 SRR E SR AR AVHEE ~ IMDRF {FE/NHAYAS
HERJHEE - HEE) MDSAP ~ UDI BT E S -

7. GMTA(GIlobal Medical Technology Alliance)#; £ MDSAP %1 : MDSAP =1
£ 2012 FpiG - HamstETA 5 (ER &M ~ nsx - B ~ =6 - H
AR) Fe 1R ZE & (WHO) » MDSAP ®] LUR/ VB 7 EEE B L BN - $2HTEL
% Higsz SHAR R 8 SFF IMDRE - #5Z hs &% S5l SR (e Bz —2s:
] 25200 R A R BRI B E F MDSAP B AR & > WA o] DUR M TECETE -
HEEFIGHAARTK -

8. IAMT(International association of developers, producers and user of medical
technique) : 1991 BA{fZE M ITHVIREFIAHER - & BB S REERTHVES RS 2
BRSO ASER - OIS SRR BN T E RN (E ESE 8 - B AifkZeT
7 BB PR B M i 22 B A M B ERR B Ry 2 VAT S B PIAREAE - SOVVEFF
Gt - H SRR~ —  sZAH SRR AT DU B Ak ZE T
[ P A B R AR AR AR RN - DARS % B 5% e L B PR e M i AV T

9. IMEDA(International Medical device Manufacturers Association ) : 2005 F-AE{#
FEHTROTANIREFIAHAR - BB % R B taa b ARV ER S NS - 147
NHEBHE Bk 2-3 Kelima e e 7 B A MIas - EEOAREAN - i
IR E R RO B T RSB B TR &Y » IR RS By
HEY -

(MY HRE R B (Next Generation Sequencing)iE#H mE
FIREEA R B E535E] FDA B B RAHRBHZES BRI ERE PR (NGS)
PTAEIRE TR M T AR - NGS » EHAIE © Hiflt - Aty o %
RFaEH A LIEEIRENEREN @ R NEERIIEA - RARKTERAA LA
HE R - Ra B e RIEA - fKI] IMDRF £55( » HUHH ABSMaRS I S
SN - HAERTTDUR b2l - Bl > LSRRI IR a iy N2 iR s
MEVES - DIEEEE - & FEH NGS i ll4s B A i ARt — 2 s —
PR - 2B FDA 7Y 2018 4F 4 Ha8An ' A NGS HYgg/ N2 e trasat -
IR~ oy AThERL ) o T AR E R R S R R R S S N 2 B R R e A B
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Hrisefn > m] DAse St R AHERTE S | (YA B S Y SEE - IR &SR B acH Bk
WATORE) » BB Al -

= IMDRF EHZEETH
(—EZEERE
AR F B Z2HE 4 (B 27 (Saudi Arabia ~ Cuba ~ the Kyrgyz Republic -~ the

Republic of Kazakhstan) 557 ##H 2< 5 (Invited Observer) » 5% B e s S HE
ERREENE - NI 4 BlFRE R Es A EE B - Ry TN ARVEHE - £
PREUE I AR (I A B SR B R ~ SN AR 4H 4R ~ nN B Rees p AR i A14H
) S BB ERVE B E R (W PRk IMDRF Bl U5 TE ry S0 ) -

PRMFRAE (A P 22 B g R 3 D A IEUE4Z & (Official Observer) » &5 b7
SHZ BIE TR RS R s M TR (ANMAT) o SZA%RE 1992 FFRIT - SRS AR T A 38 e
o R - B N B SR M YA T o #48Y National Directorate of Medical
Devices TR EFasMER - Tax 3 i » ohlEH LHArEs - EHREE R
HrRatE e e M o (B SRR - B 7ES) o H Al ARy ~ 55
PAHO K ZEHr % s A &1EH =3%  th 281 MDRF' Personalized MDs and "MDs
clinical evaluationy Wi{lE T{F/N4H - %8 2018 FJ - PR SO B R et S B 3L
7 2400 72 » Hrp 360 X BLER - 324 ZrBLE S AR 0 912 Z3m AR » 804 4L
HPE o % EE IMDRF 25475 Pre-market Evaluation ~ Post-market Surveillance
/Vigilance ~ Quality Systems ~ Clinical Safety/Performance $55 |30 {4 » 48 AGZ B ERR
FEH ©

(S an a2 #4058 @ (Nomenclature Update)

WHO HF=# 2 2018 R EIE ZRVES 4 & WHO B i amiE » IR B
MBS KA E B OB A A4 BRBIZRAE L4
Ry TREERESM 28 - WHO HEFIG 2T At A A - It R0
JARFE AR 40 WHO BEHRE ~ AR EHINRENS - 2% - EhE
FIERR AT T AR EEHE - HNEESE—EElE G » AR imm:
e B AAR > B 2019 5558 5 Jm WHO B e amiE a0 Tam Lt > 1Ay
SIE 2020 4 5 HEERLES -

EBX AR B B o 2 R ST BTG R A 0 KK
EUDAMED { FHfVan 4 3 A4 » WWHBEFFEREEH ~ BIHAMRE - 24K
EFZREFFEAD > #H1%& EUDAMED R HFE AR CND st 30k - EiRtERHE
i CND EiZ GMDN Eb¥f - $hZe g al a7 ERY TAE/ NH A TS IR Y TAF -
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e M HELAE T 8 BBk SR AR » SREIRANIE - FREIFRETIN S 10 HfE APEC
S e LERE > BEERY BRI > B RS BIEREE AR 2 28 i
TR R ARSI = -
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IMDRF/DITTA joint workshop #fZ

IMDRF /DITTA joint workshop on

Optimizing Standards for Regulatory Use

Monday 18 March 2019

Venue: President Hotel, Bolshaya Yakimanka Street 24, Yakimanka, 119134 Moscow
(Bonbwasd fAkmMMaHKa 24, Akumanka, 119134 Mocksa

Abstract: Standards help ensure that devices are safe and perform as Intended and, as
such, can be used for regulatory compliance. Internationally recognized standards facilitate

regulatory convergence at the global level.

IMDREF recently adopted the guidance document on Optimizing Standards for Regulatory Use!®.

This workshop will

explore how regulators and standards developers will

use the

recommendations of the guidance at a practical level. In addition, the next steps for the
IMDRF and its activities on standardization are discussed. Information will also be shared on

specific standardization activities in IEC and ISO.

Opportunity will be given to audience to ask for questions after each speech.

and proposals

NIFDC, China
(prerecorded)

No Topic Speaker Scheduled
Time
Section 1: Opening Remarks
1 Improving the quality of international Keynote speech by 9:30 - 9:45
medical device standards for regulatory Vladimir Antonov,
use- five years of achievements & findings SWG, Roszdravnadzor
remaining challenges
2 DITTA Opening Remarks Nicole Denjoy, DITTA 9:45 - 10:00
Chair
Section 2: Outcome of IMDRF Standards WG
3 How the guidance supports the goal of Melissa Torres, IMDRF | 10:00 - 10:15
regulatory harmonization MC, US FDA
4 Guidance structure and key proposal - Madoka Murakami, 10:15 - 10:40
overview SWG, PMDA
Coffee break 10:40 - 11:05
5 How standards are used for regulatory Tatiana Pika, SWG, 11:05 - 11:30
purposes among IMDRF members Roszdravnadzor
Section 3: Role of Standards for Regulatory Purposes
6 Optimized standards to support Essential Erik Hansson, EC 11:30 - 11:50
Principles of Safety and Performance of
medical devices
7 Best practices of regulatory use of Anton Shalaev, Deputy | 11:50 - 12:05
standards Head of Federal
Agency on technical
regulating and
metrology
8 Test methods in standards: requirement Jia Zheng, SWG, 12:05 -12:30
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| Lunch |

| 12:30 - 13:30

Section 4: Expected improvement by IMDRF Standards Guidance Documents

9 How new work items come to be "good Peter Linders, SWG, 13:30 - 13:45
standards development practice" ISO TC210 Chair

10 How standards are improved by following Scott Colburn, SWG 13:45 - 14:10
the guidance? Chair, US FDA

11 Use of improved standards from Russian Sergey Vanin, 14:10 - 14:25
industry perspective IMEDA/DITTA/GMTA

12 Why standards that follow the guidance are Morooka-san, SWG, 14:25 - 14:40
good for business? DITTA

Coffee break 14:40 - 15:05

Section 5: Informative Section of the standards for regulatory purposes
13 How IEC can contribute to IMDRF to support | Katharine Fraga, 15:05 - 15:25
regulatory convergence IEC Head of
Governance and
Global Strategy
14 Future of ISO 13485 (quality management Peter Linders, SWG, 15:25 - 15:40
systems) and update on revision of ISO ISO TC210 Chair

14971 on medical device risk management

15 The future of IEC 60601-1 Maurizio Andreano, 15:40 - 15:55
DITTA Standardization
WG vice-chair

Section 6: Key note and Panel Discussion

16 Key note followed by Panel discussion: Keynote speech by Keynote:

- How can Regulatory Authorities and Matthias Neumann, 15:55 - 16:10
SDOs collaborate more to support each SWG, EU (lead of
other? panel discussion)

- How IMDRF thinks to best become Panel
structurally involved in standards discussion:
development 16:10 — 16:55

- How can IMDRF benefit from its
category A liaisons with key technical
committees of ISO and IEC?

- Suggestion to support the IMDRF liaison
to TC of SDOs.

Conclusions from Panel Lead

Section 7: Closing Remarks
17 Conclusions from workshop chair Vladimir Antonov, 16:55 - 17:00

SWG, Roszdravnadzor
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{4 2 IMDRF §§§§$£

International Medical
Device Regulators Forum

Tuesday 19 to Thursday 21 March 2019

IMDRF-15 AGENDA

Day 1: IMDRF Stakeholder Forum

ITEM

Welcome speech by Roszdravnadzor

Management Committee Member Regulatory Updates

a. Australia (Speaker: Tracey Duffy)

b. Brazil (Speaker: Leandro Rodrigues Pereira )

c. Canada (Speaker: David Boudreau)

d. China (Speaker: Li Yijie)

e. European Union (Speaker: Eric Hansson)

f. Japan (Speaker: Yumiko Aoyagi )

g. Russia (Speaker: Elena M. Astapenko )

h. Singapore (Speaker: Ruma Sethuraman )

I. South Korea (Speaker: Hyeonjoo Oh)

J. United States (Speaker: Melissa Torres)

Overview of progress to date on the work items

a. Regulated Product Submission (RPS)
(Canada, Speaker: Nancy Shadeed)

b. Medical Device Adverse Event Terminology
(Japan, Speaker: Madoka Murakami)

c. Good Regulatory Review Practice
(USA, Speaker: Melissa Torres)
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d. Standards
(USA, Speaker: Melissa Torres)

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

f. Unique Device Identification
(European Union)

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

h. Medical device cybersecurity
(Canada/USA, Speaker: Nancy Shadeed)

Stakeholder Sessions

a. Eurasian Economic Commission
( Speaker: Janil D. Dzhusupova)

b. WHO (Official Observer)
( Speaker: Irena Prat)

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: Nicole Denjoy)

g. GMTA (Industry)
Value of the MDSAP program

( Speaker: Greg LeBlanc)

h. Union of designers, manufactures and users of medical equipment
(Speaker: Ivan V. Ozhgikhin)

I. IMEDA (Industry)
Synchronized approach on implementation of IMDRF

recommendations
(Speaker: Sergey Y. Vanin)
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A Special Forum Discussion Session on The regulatory approach
for next generation sequencing (NGS) testing

Concluding remarks by IMDRF Chair

Day 2-3: Management Committee Meeting

[tem

Welcome, introductions, and approval of agenda (IMDRF Chair)

Invited Observers Regulatory Update and Review

Saudi Arabia Regulatory Update
(Speaker: Saudi FDA)

Cuba Regulatory Presentation
(Speaker: CECMED)

Republic of Kazakhstan Regulatory Presentation
(Speaker: National Center for Expertise of Medicines, Medical Devices and
Medical Equipment» of the MH RK)

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

Presentation of ANMAT on the application for IMDRF Official Observer
status
( Speaker:  Marcela Rizzo)

Discussion

a. DITTA (Industry)

(Speaker: Nicole Denjoy, DITTA Chair)
Seminar 18 March 2019 and Seminar in September 2019 prior to IMDRF-16
- Discussion

b. GMTA (Industry)
Pilot training proposal on IMDRF UDI implementation guide
(Speaker: Jesus Rueda Rodriguez, Director,

International Affairs, MedTech Europe)
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Medical devices Nomenclature Current Update

GMDN new policy
(Speaker: Mark Wasmuth, CEO, GMDN Agency)

WHO recent activity
(Speaker: WHO Representative)

EU review and approach
(Speaker: Eric Hansson )

Discussion
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