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* AHWP TC Workshop (10/22~10/23)

AR Workshop ¥ EEREES M I 55 LS P E B PR A TR0 48 - N TER(AD) ~
P &L (Cybersecurity) ~ EEREETE(VR) ~ #EM L (AR) ~ iz B89% (Digital
Health) ~ BE—RBIEM 245 (UD]) sk i > WiFH B0 o Kt > (HEl g
et fige 2 e > B

* AHWP TC Meeting (10/24)

A TC Meeting B » FREAZELL AHWP TC WG2 TAE/NETEFE G5y » {F8 FEs%k
N TAEHERE R ARIRE » iR EHE AT - S EES TIE/NE
FTHARR SR TAERE] > (E HIRBUHBIECRIE 2 2% -

~ AHWP Annual Meeting (10/25)

A2 PGS ~ FRER ~ ElfE ~ st ~ B4 ~ me bl B E 2 EE TR
xS HEMEREHARBE RS SE > DB H M E S Ae e M
ERVEHHIE o N AHEE B2 R BT - REARRG
EZVERE R > 1€ AWP FFE e T - AN E Z £
AR GHEA 2019 F- AHNP TC FHfrgras - Bt 4 HAE VISP Ar (5 283%: 2019
ANV g - B 10 AAER = A5 -

FEIEGRIGHE > REZTHEGREMANGEBEINCE R B85 30
AR BB S A S o B M B B A - UGBS S E - AN IR S (F

SEJEE

WIS (Keyword) : GEMESEESHAMRIG (AHWP) - SHRHIEES KA (ASEAN) - 3

e 5 (AMDD) ~ B9FEsH (Medical Device) e
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=~ BB

SN ERRE B A EMIFIE (Asian Harmonization Working Party, AHWP) ERIZi
1999 4 » B—BRes AN b BFEMEAHES - & BRSNS A G
IS > §8 K s/ BRER ~ FE3E - BE - DURIENHEE - B Aier SIS AR
ZELL ~ O~ SR ~ A HIE - ENJE -~ §9E -~ BEAR - B - SR FRIE - R/E
RE2kPEnn ~ g ~ AT ~ JEERE - mEEE - B - BFE - RHESR - e ~ [
- [AABE RS - #E] ~ B - BT - FEE - B~ S B - PRI
JeFRESE 31 (BRI ZREHRY - AHWP 2557 BRI 7 RI2k B R T ETRR - B Rias i it
F DR ERR RS L 1A Conformi ty Assessment Body )+ H. 75 $5(E P 4H 4% By AHWP
B THEROMRACE (Liason Member ) » & 1ERE EEE T B IR=s M HHRATE 5 | 2SBS0
YRR A GUES) - SLEBCTNEE TN E RS AR R B AR -

AHWP 72 107 4£ 10 A 22 2 25 HIEE ARG S EIRITE 23 fmEF 2583 &
B AHWP & B~ B (AFRETSORARE BBy S S R M bl maHA &
WEGHR (FEF AHWP TREIE 75 %) RERIEERHR RZEUERGE (FLR AHWP
FiflnZe B8 2 f8yN2ET B REE M VDD TR/ NMEEE ) E—173 A HREHFEEE > M
SBUF G 2 EEUAE > WG FERIAFRE T2 TVDD TA/E/NH > SRS R Ak
HE - AXHEETE - MATTERANBEES BRSPS T - FEI R
BEMAHE RS DE AHIREER BERE S 2 2% -



=7
— s AR B TE 2 TR
ARJE AHWP AR 8 25 8 - KRGS R 2 KEY AHWP TC Workshop ~ 1 RAJES 22

JiEl AHWP TC Meeting K 1 RAYEE 23 J& AHWP Annual Meeting » RA3E 4 K SRS
prEff 1 -
HIH Gk EH)

10/22 AHWP TC Workshop

10/23 AHWP TC Workshop

10/24 | 25 22 J& AHWP TC Meeting
10/25 | 58 23 J&E AHWP Annual Meeting

SN 0 B AHWP & 25 EeiaiiZsh - FRE e SEZ HE(E AHVP TC RS2y M2 iR as
AR/ NH(WG2) B HT4F W62 Bl — B as it T/ N (WG ) R Bk RS B e e i T A
NEWG3) EEBY) » IRFEI SR 5 5 AHWP TC & T/E/ iRk B BAHRI B 52 2 iy >
FEIY 10/26 fi2 3M Malaysia AFE| 2 &Rz @6 W61-W62-W63 B & TIEEHR K W62 T
EF sk GRIZAFM A 2) > SEmtE S FE TI/ENS - AXBia T - L2550
WG1 ~ WG2 B WG3 B[J/EF#EHERY " Guideline for Management of Change Notification for
Approved Medical Device (including IVD) | f&55 (34 EmEmEEEE R » 920 EF
LR - HATMEB2E UM - RES THESE > TRHEEEN @ - BEARX
WG1-WG2-WG3 Mt TIEg 2 alam > THa TS B/ NESEVHE 2 F55 [50F > EA BEfE Y
R KA RS - AEE S R W62 T2 > W61 B WG3 T LAlE) - AR EHRS &K
H 11 {EEZ - 35 22 fir - £ > W61 B WG2 Wi TAE/NH > oy Rl EF& E 2 TIE/NAEE
ik 0 W62 TAE/NHE=R - 5w W62 REERA(2018-2020) & TAEHEE Z ESLIET - B
STEmbfHEE " Guideline for Management of Change Notification for Approved Medical
Device (including IVD) ; ¥§5130 2 53 T4 - JRe am B & 7Y BH (108) FE#E R

"Guideline for Approval of Reagent for Instrument Family 55152 » & WG2
FREEERAEE - ARWNG2 TIEg@#HS g KE 8 EE% - 5 13 i - ARARTARTS
g o FRUTR -

S
% .
% e . Bidr | W32
Tk | Fok
ZEERIE KE &Y EHE WG TE \Y v
2 | Mr. Albert Ka-Fat POON TG BRI E A Z= MDCO)
\ o - \Y \Y
BIREE  WG2 BIFfE
3 | Mr. Seil PARK #H[E MFDS BE & » WGl FJ& \Y
Ms. Kate KIM FEER 1&J /3 F] 5 WG1 Co-Chair \Y
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5 | Mr. Tony YIP & Grifols 22 5] 5 WG3 Co-Chair \%

6 | Dr. Petra KAARS-WIELE E=E7 Abbott 2] 5 AHWP TC JgfH \Y \Y

7 | Dr. Arthur BRANDWOOD BEOME N ERRBRRT A E] - WG BARY \Y

8 | Ms. Shelley TANG BOMAT TGA RIRE & - WG2 B \Y \Y

9 | Ms. Sookyeong SHIN s s MEDS » WG1 K& \Y,

10 | Ms. Minghua CHEN HHE QServe JAMBARIAE] - WGI K& \Y

11 | Mr. Keiichiro OZAWA H 7K Fujifilm 2A45] » WG1 %K & \

121 \s. Yusyanti Mat TAHIR AN Biosensors L BIFI RIS HAS | -

EE&): WGl k&

13 | BfEiAm L BB TRl - WG2 iR & \Y Y%

14 | Mr. Abdullah THABIT Y EHETHI{E SFDA B & WG2 il & \Y \Y

15 | Ms. Judy CHEUNG s MiRXES AF]  WG2 & \Y \Y

16 | Ms. Sheryl HSIAO Bz 3M A HE]  WG2 i E \Y \

17 | Dr. Adelheid SCHNEIDER iz Roche 2B A+ WG2 K& \Y \Y

18 | Ms. Helena ARDURA BPHEF s WHO E & W N

19 | Ms. Jacqueline MONTEIRO FEAPELTE Abbott /N F] ; EEEEE \Y% \

20 | Ms. Viola Subhashini PETERS | FE2PgaE Abbott 2\ F] ¢ &g & \Y \Y

21 | Ms. Wai Chin KOH 2K P Roche 2T AE] s FifiZZ & \Y \Y
\Y

22 | Ms. Chuah Chiew TENG

o |
/H

FE P 3M A3 E] 5 il

TR ES L EENE > ISR ¢
ETIREE2IR (I0H2H23H)

HRHZ AHWP TC Workshop » Z-HE2 (T LSRR firam E - BL4E © BRIEE
SEIk > N T2 & (Artificial Intelligence in Healthcare) ~ S{ir Bl EALEREG 27

EEEER(Digital Innovation and Best Practices for Cybersecurity) ~ AHWP
QH Al 7> = (AHWP Leaders Sharing) ~ #SSM2 B SR s M B E R Z i &S

(Updates on IVD Regulatory Requirements) ~ iz BEF AR~ Fotr &N (Updates
on Digital Health Regulations) ~ B —k B IEW 24 EH T XK 2 i &:

(Updates on UDI Regulatory Requirements) ° (/B 4Kzl s5 BfE A > 43 =
(Sharing on Quality System Certification & Standards)Z -

AR EIREEEZ A THE D RramiE - B IBM AFAY Mr. Jitinder
Magoon &R & L2ey)2- 28 (Ministry of Food and Drug Safety, MEDS) Dr.
Seil Park 737l FHEESEBIRG T M 4H AL S8 R R R B MR RHEURG / 4H AT Roifres
WM EHEEOREE - Hrh > Jitinder /744 IBM AEIHEEZ Watson A THEEL
M Z ARG IR B E aERRER > WAETTE MR RS > Watson
LGRS RIS Manipal SrEEET OEREZ EG 2 aFESR > AafE
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M HARF ARG HERE R IRIE © 5540 > Seil fEEERAA @ WIERI R EEFRSE > Al
Eon S EE A o MARE LTI R KR TS E L E SN - WER
BHAEERERE > AT BUREE (Big Data) BV ESRESL ff CAS L RE B B e [ FH » 91400 VUNO-Med
BoneAge HHRLAA TR E I 2 FHeta RS - i aim i B8 1 T2 e B AR HU Rk
AU HEhR 2l R EN A RIERE o S —(EEH AT HE&HRER] MEDS fitA -
T EERE L - AT IL - BEE] MFDS Bt SR B R a3 b i 25 2 A1 i 1584
AEFETIFES] 0 40 : Guideline on Premarket Application Submission of Al or Big
Data based Medical Devices » WAHZEMH Al ¥4 Big Data WE RS HY T IH
SR JEAN ~ _ETTRTEREE A - BRIRERREAY A ~ BRI E ] - ERlEE(Data Set)
HIEHE K B st BT (Cloud Computing Technology)HVEHRIFANIZE - & 107
10 A Rpil- > EisiEegE] MFDS 28 &30 S _EiiaF il iy N TRESCR IR E 1 3t
H3IF -

ARABL BHT BRI 2 = R R E A R lTam e - e &l B A2 &
BERFROEEERRES) - oA/ DR S B EE - 805 S R EE T
RE - 4hE BOHIA & SRR iR as b AH G R - B B B BRIy R ERE T - &
TR ISR ZER] - BN REAUANIEEAVEE - IR ~ (TEER
F o BEUFREUEESFP FFERERE TSR - AP ELZ 228 EH
FEHEENRH R - B BHREs M BT TR S B AR ATEME - (NS B RaGTE
VLR M ARR A - BB T

® DIER A FDA B4R 2016 45 12 H 28 HELK 2018 210 H 18 H /A4
ISR ET ] 47 R5E " Postmarket Management of Cybersecurity in
Medical Devices ; #1 T Premarket Submissions for Management of
Cybersecurity in Medical Devices > ZEiRBIESEER T IEEE - PrakelE
S L2 MERELVEHE D i 2 BRI - A TR BB A
STAIGH 38 B I LB (B S e > HEORBUESES FiRIER At 2 B
e S R E AR A B EYREE B (CBOM) » DASRIAERS & 2E
JE 2 DA e MR R S ZE 22 - FDA A S FE TG 5 | 2 3810 - AU L iaT
FEMAE - WA BN HERE RS b RT O] 7277 FEE AR 2 2 R -

® EUHEEY - HIREREEAAM (MDR) RSS2l as 4727 (IVDR) ERY 2017 4
5 HIERAER - ZWAMRAER SR g e - IR 2 s - WE Mm%
&=~ PRERERHG ~ BRPREFER B AR HY 22 2 1 B 0 5 st - o (bieiirss & -
FOREE iR nEWINE S - S35 I IIANBEmtachs » AR 2 HUARED
KT A RS SR RG B A IR B - DURR = B SRR e b Y A e MR (S8 PSR
M EN L 2 TEENTE -

o EHFEMELEEEFBEN 2018 4 1 H 1 HillHi(T (Bt 4
st o zE SRR - MBS FR st 4Rs 20 i fa trdsr e fetaa i THBA R ey
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PREME ~ SEREMERTAISME - HERBIE L/AEMER 528 - HoRWEEDT - Bt
MARBH SR f s > BRI - BRSO - 2 RS E R AR AR AR
DUR IR ~ il i E s R i e IR e 5 5% -

® HEN EIRE R M A SRR AV S 5, AWP (RERF B IR &2
st JILATSE - (B Jead i 7 R Eufs © HEEAE (Terminology) MIES ~ AT
AN _F 1 e < b= e B P B A ~ PR 2 S UG KA RE
AE 27 AR A RE AT AR T 2K - DU B R aa i A SR LA G HRH
S A= R ER  RE

AN BRI B R EM 2 o & R firam i - fE R VR (Virtual
Reality)®1 AR (Augmented Reality)fflsfyEe it 20t - HyEMG HIEH SR
AR o RIEEETE MFDS 183 Dr. Seil Park Hi/M4H 7 55— S 2 EERES

"Pre-market Submission Guideline for VR-AR based medical devices |’ if
HHEEEEET VR B AR FCITHYES a5t S R Y S BRI & - LRGSRy aRAtE ~ bl
AR A DU R IR SRS 2 X BB IR D R R A RS e e e M 2 F & e
FHIS VR B AR HYRlFFE - MHEBAE M BVIREEE o 2 REE - TLHE 4Ry A
AEBIZ B INZ 40 Intended Use~Safety Related Characteristic Identification -
Software Risk Factor Analysis DAK Software Risk Estimation & » {HiS7%E
HE— T e - DABER RS

524N » ZE[E] FDA #Y "Pilot Precertification Program | EXEEABFEH A o
s HEE A EERET ~ AR ~ #R4F - 4 EAVREELE ] IR E YRR
FORTEZ A G S THRES - HRTEA HeRBFERFE NI AZER] FDA "Pilot
Precertification Program > —[EEMAE T 9 RS E b AF]
f & Apple (USA) ~ Fitbit (USA) ~ Johnson & Johnson (USA) ~ Pear Therapeutics
(USA) ~ Phosphorus (USA) ~ Roche (Switzerland) ~ Samsung (South Korea) °
Tidepool (USA) ~ Verily (USA) » 2018 £F 6 H > 5B FDA A5 HETEMEE 0.2 kR
TEZEMBER (Working Model) - FHETHY 2018 EJE#E HTFHE ST ESE — K
(Pre-Cert 1.0) - AGA&F 2019 FFFEEAL -

TE(E R B PR AIT T » 35 FDA fAZ&Mr. Bill Sutton(International
Program and Policy Analyst for Medical Devices, U.S. FDA China Office)
T N RSB BERirEEs B PRany AR s TR s iV Mt - H s A R [H]
DIAEATEERT - DRIIPE 3 25 o v P R B B (54 T T oK S 208 P A B R
S 0 FIREIE o R L H BB LS IR / 8 B A REA I S R i o i B B R FL
fiTe AL US FDA S5 T8 {2 Al T8 /725 (Digital Heal th Innovation
Action Plan in the United States) > #FLUARGH AT EBHHY 7 A EHE R AT {2
FERIY » B -

® Z¥FIES| ¢ St [21 M aE A (21st Century Cures Legislation)]) &Y
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BRI REEE  TeCLIARER A R E IELR D - [RA b B et
AE e R E AR S bR R R IE ] Apps > MHEHMEERRAVEESAEER Apps
AR A SRA I THAT G -

Br@Eh ey Pilot Precertification Program : FDA JEFEH SR BEAT BNGRG &
VERR A R B B AT 7024 » TERAZE S T F IR ET = - HUER
BV EH RIS E TR R 2R MR iRl AR - Pilot
Precertification Program HYZEIXEERE » i LARKES Bl 4 & el (B R
VAR F o A EELAT ML -

FRIZHIEHFEB © /£ FDA NEESAHE A (2RFE P (Digital Health Unit)Z
HERER A bH AR SN B R a5 e Y S Bl - DASETT FDA HYUZE

B TR -

AR B — BB S e B BOR Z ol Bl am g - Ry 7 m B a i b

R EE R > BB BRI ar EORA B ERY Bt as b LR B AR A AE
PRI AR - i ST FREEE A > S S E RN DA o (o A A A -
HAEMARERR A H 175 EEsh - AEHEE - AHWP #5956 ~ B8R ~ IMDRF LUK
TRFERE  rESEAREE B

EEHEMEEYEHF RN 2013 FHIASEEFER M B3R 248 (Unique
Device Identification - fif UDI)AZ < £ 2014 4EBf4G » HHE g R S A
=R EBIGHTT - BERN [EE b R RS A AN A UD] B -
UDI HH 2= 1 5% B 8% (Device Identifier, DI) B A= 7 3% B 5 (Production
Identifier, PI)WisH4mAGREAL - 25M 38 AR E mAVAEREE N - W8S
W~ SRMAPEIE - SLAERAATE - BAS ~ BISRSE S A ESIE R E ROk E MV E)
e EE  WAEEMSE - Ut - AEHE - A HEE - HERFZHLEE
BV ES R RS M CACE N 7 UDI oK » FDA H1 5 T &% ~ ¥4 UDI &afl > Er T
GUDID &} (Global Unique Device Identification Database, GUDID) °
i< FDA NEMIAE - HATRF & 2B A LR AR % (Public Heal th Service
Act, PHS Act)HVESFEsif (41« IHIMEEEIR R E) ~ A - 4Rt
SR E IR ~ BB - ARG EESM A& T UDI R 0 kR
JPIRSE ~ A TUKEFSH A LEIVEREE K - FDA CEEEES T EPIREE
B HIA - DUE FDA mJiR R 7% - i —F AR R
HE SRR RN FDA IR T —F AR e B SRR R DR 25
ARG PO BN -

BRI e pE ea bt A (Medical Devices Regulations, MDR)DLKE&EShE2

ERRRESAAH (In Vitro Diagnostic Devices Regulations, IVDR)ELHA 2017

F 5 HIESAS » gy A T B a0 AN UDI IEsRiVEHEK - Biicd

N EEfE R R B AR — 2 A aEnvEEiady & EbssE
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WE BRI E— RN ARSI R A 2= 2 - [FEF DI BREg A E
FHE (BEE MRS - F WA - R - LSS
) B S E BB R 25 A &R B 247 (European Database on Medical Devices
f&f# EUDAMED)H - EUDAMED jif A KM HER iR & BB T E R BT &R E
& > BAAERE N EMSE iE 2 BIRES M R T 0 IR L ESE e

o EHE - B EMEEEEHETLER 2014 FHE - fiIE IMDRF 55 [M155E]
FDA UDI JEARHIRZ N - St (B IstastiamiBAiifll (F22))  SOBBERYET
sEEET - B 2018 A 8 HIEA A (Bt IS A I A(BoRER
) HAES SE 1T k> BiES—EEA] - FoEEPRSRE0R - ==
M — PSR A oK ~ P VIR — PR B L OK DU S FLER Al - Hoe
Frilsas - 5% UDI BURMSIEETR - Rt — R R B
TEBIFEHIIREE - PR AR - 51 - EiE% - BREHFIDU e
#5t - [FERAEN BT REREEEY - EaEEES A ESRS
P 2 e B M — PR AR B A A N BRe 2 S B B 5 - MR
HEFSM BN > PSR Hor st s & UDI I -

& EWREMEHBIEFHMALE 7 BHEERESMEH T EHKERRE
(International Medical Device Regulators Forum, IMDRF)#E 2013 R[]
N4 TUDI Guidance Unique Device Identification (UDI) of Medical
Devices | 551 » $2HLSEUEMR T E TR T H —3R R RAYERIZERE - UDI
ERITIT i oy B PR e i S B R TE AR A Pt 3% « i IMDRF 2 UDT TfF4H Y 2018
7R 12 HEFSEA T 60 HAVFES| » DMERS Bl E T EHE] ~ UDI A
2o > THDL2ER—EY 7B 38 UDT &4 > &1z UDI AV EARTEE » 26
FHRIE A A AV E R A - 455 [[FINFaTam UDI A EL4E RAYZER ~ UDT s
JEE FR Y E A DL S T A4 RE UDT A= AT ©

B|IR (10524 H)

AH _EAET TC Leaders Meeting 2 FAFT & - #1917 WG10-Training
TAE/NH ~ TC B | ZLERRR fio#EiE & (Technical Writer) ~ #CKHr TC Advisors
FHigd o TR -

PEE > MEFTES 22 JE AIWP HifTZ2 B &% (TC Mee ting) » AHWP TC # N34 T
YE/NH (Work Group * WG) » HATHA 9 {8 TAE/NGH » 4381 B - (1) WG1 - Pre-market :
General MD ~ (2) WG2 - Pre-market: IVDD ~ (3) WG3 - Pre-market: Pre-market:
Software as a Medical Device ~ (4) WG4 - Post-Market ~ (5) WG5 - Clinical
Evidence for Performance and Safety ~ (6) WG6 - Quality Management System:
Audit & Assessment ~ (7) WG7 - Quality Management System: Operation &
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Implementation ~ (8) WG8 - Standards ’ (9) WG9 - UDI & Nomenclature » {E R
WT B i A an B S 25 P B B SR AR AR - IS B R e M AREEAE - B
2017 4#E > AHWP TC 58S TAE/ NHFARIETE > BLWGT ~ W62 B2 WG3 Afol] > 22072 2018
FHETT 3 T Al am ek 0 Wt EHERE DR A E TR E 55 -

W B EEEZEROE » BFRE WG2 L% - IMAR R EHERH W62 AMEHH
AR BB T TAFHEREARN - W62 AR/ NH 2 EE H R » BR5E " Labelling for
In Vitro Diagnostic Medical Devices #5514 @ W LAES TAE/NHEETE T =R &

"Guideline for Management of Change Notification for Approved Medical
Device ; ¥651 2 AiHAZEMS TIF - GffE M EH Y HEME - MHE TIEZ#T
BIRGSR » #H52 TC HE -

ARE AIWP TC A TE/NH - 5t H BTRCR KRB Z /4H > 22 PARIETT R
i HL S BRI T

TAE/NH FHAE 5B ETE TEERFSE R EEIH
1. A4 3D FIENfES] 2019 4F % o 5 B B AR
WG1 2. BEFEER (e-labeling) HEZ | (e-labeling) $¥551(EL WG2 K
E(E WG &1F) WG3 &1E)
1. IVD {liEEH55] 1. SEEHES HEN 2019
2. PR E R WHO ¢ FIESER (B W61 ke WG3 &
WG2 Technical specifications 7E)
(el series documents: TSS6 2. EesRIEEAEEZ AT
FEER) Syphilis Rapid diagnostic 5]
tests
03 SalMD iR A E 1. SalD 4gp&Zier AR

2. SaMD _ERTAAHES]

s " EmEREIRFUG ) S (A | 1. ABWP B EEfT 2 &
BRREESHEM A REAERAELL | EoiEs|

W64 | R ERNAATYEIE) 2. # T EMRERF L, S
TR HI Z Gk T
B (—HFEHXKO
IR RE | 1. R 2 BKE R
WG5S b

2. 8B IS0 14155/TC &1F

SEREER IMDRF 2 N3 N4 NS5 ~N6 ~ | i " ARIFER (auditing) 2

N11 Kz N22 744 IMDRF SZ{4-F fyseask o 551

WG7 1. 37 AHWP & B4R "B | 5TE " BRas i s S Bty A
11
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AP E B AREOR 551 | BEA B ZmBEH ARG

(W67 32t ) 235 8 1551 0 THET 2020 585K
2. FHE AHWP & B ALE BT £
S DI
I AHWP & SEOBASFTIREE AR | 1. RHEE PRI I
HEFE fE AHWP SF&rgn] - THaT
WG8 2020 F5ERK

2. BUHRER IS0 Kt ad (40
ISO TC 210) Z&TTREf{%

1. AHWP & B[ UDI sH& 1. FFEERHE IMDRF RERZEZ

- 2. W AHWP UDI T{E3A UGN #Efe
2. FrEFEE AHWP & 5] UDI

B TR

AR (10 H25H)

55 4 K Fs AHWP 4-& (Annual Meeting) » FAFEEHART » HHEZRPERE ~ FRET ~ B
JE ~ ¥rinse ~ BHA - peg DU PR 2 TEMEI AR > SR B M A E e
BHEERSESE - DB EA S SRRV AR EHEIE - 2 > B
B AEE > IR - HERIHER 2012 40 Medical Device Authority
Act(Act 738)LAK: Medical Device Act BEREESMEHES (Act 737) » EREF
EMEIR 2 MRKIE > WS 2 IREEIRESM AR FE RIS (Global Harmonization Task
Force, GHIF) ZE% » FrEa i as M B f im0 By ABCD PUARSHR - [ARHRAHE =
Fhpas s > DL Conformity Assessment Body (CAB)EFHHIE » FOKE 4R
=2 B~ C~ D B BUESEFH VHBEIIRTE [S0 13485 4 7 fYE £ > Mgk
FH CAB RHEHSRIRE% > JTRESE R Mt M HUSEF 1] » DAFI SRl 2 i i
RPGaEBIRE « b FRER M ELEEEI - HEEEE SRR ZEE
W AIMECIZEE (Importer) ~ &8HEF (Distributor) PARIFHEAZE (Authorized
Representative) 71 28 (X 1& B8 9% 25 #4 (B E ## $5 {F 3 8 #2 (Good Distribution
Practice for Medical Devices, GDPMD)#E(E - RS Eepeesttr L& £
R BT RIS Medical Device Centralised Online Application System
(MeDC@s t )45 FEE 247 » DURIMHRAZE T Sl =] MDA 31 Bl ERE5 R AR

AN REIE SRS R EE ) E R T E R T BB R e 5 ROk
R ZIBE - DU SR
® 0017 fErh BB M TS T (EHE A 4000 B RES » WA RRHE 20% -
THET 2020 F i {ERER 7000 AR - 2018 Ay S tastf BLESE > 49 2
TREES 3 FhEEREESET O TEREMRSE 2 FJo k6 TE2RRBERE
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% 1 TR 2 FE o Eandhsr o HF 12 BEERenIEE PSR T AR R
eatf o H 4IRS RS | H4 o S HERBEIEZ S 2 F - 1 HEirmIH
RoBlFE 25 3 Fahasht > Her 2 SR RBEIMEE TS 2 K5 3 FREH
ast] ©

® 018 FEFFEM T EMERT - B AKE RS ~ BRI Kz
AN PRMEAER ~ IR LI B R BOK ~ HUM B [ & FH R M B R
et B RN ZEAISE  RrEBh Bl al - o B B R AR R B as i
Z ERHEEER K -

® [EETEANCZHACAVIIEILLEARFFBORIIENNA > Bt ast i AR IE A
i - TPENR R RS E SR/ NEDR > AER e - BRE R (A S TR
B~ BTRE I ANETIE R « Hi5 R KT R AR LA S - HTAEsle > B
PRSI SR R NP A 2 R L (H — EL IR R AL Bl - Hod
ERERRLIMERFRIEALEEM - HEAAXBMA LS EF LRSS
Mo TSR R

o R EETHY (BlErE et R R ) B 2018 ££ 12 A 1 HilbhEfT
R — U BT - Bt R M SRS RE R - I R B AR AR
FRESA TSR IS - AR S M R bl B R ] - BEEA
RIEN S OGBS 5 F - 5400 TEBIZEEEFT OEREHNA - FEA
AR MEERNER]D R (BRsMEDEEONEEINA (B7)) M
i o AT R T LUB SR - WhIsR B SR A\ RYEESOR - AR AT
BEBE PR EaE T O EE A EH > B TEEGEREN - B
HEFEAG > %0 HAEAR > B isll - EEEm T R
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ASIAN HARMONIZATION
WORKING PARTY

bt 1

The 23rd AHWP Annual Meeting Program

Convention Centre, Kuala Lumpur, Malaysia

22 - 25 Octorber 2018

Day 1 Agenda: 22 October 2018 (Monday)

AHWP TC Workshop
08:15-09:15 Registration of the Delegates
TIME AHWP TC WORKSHOP OPENING
(09:15 — 9:30)
09:15-09:20 Opening Address Mr. .AI| M. AI-DaIaan., TC Chair, AHWP, Vice .Presid.ent, Medical
Devices Sector, Saudi FDA, Kingdom of Saudi Arabia
09:20-09:25 Welcome Address Mr. Zamane Abdul Rahman, AHWP Chair

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P1
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Day 1 Agenda: 22 October 2018 (Monday)

TIME TECHNICAL SESSION I: Artificial Intelligence in Healthcare

(09:30 -12:00)
Jointly with APACMed

9:25-9:30 Opening remarks
Mr. Fredrik Nyberg

9:30-10:00 Introduction to Al and latest development — setting the context
Mr. Jitinder Magoon, Strategic Client Business Development Leader, Integrated Healthcare &
Life Sciences IBM ASEAN

N Perspectives and regulatory considerations for Al and big data in medical devices
Dr. Seil Park, Assistant Director of High-tech devices division, Ministry of Food and Drug Safety,

Korea

10:30-11:00 ([Tea Break

11:00-11:30 | Hospital case study — practical use of Al in a clinical setting
Dr. Mubbashir Itikhar, Former head of Digital transformation & Innovation, KPJ Healthcare
Bhd.; Former ClO, KPJ Healthcare Bhd.

11:30-42:00 1 o o1 discussion with Q&A
Moderator : Ms. Qi LI, Senior Director, Regulatory Affairs, APAC MedTech, IQVIA
Mr. Jitinder Magoon, Strategic Client Business Development Leader, Integrated Healthcare &
Life Sciences IBM ASEAN
Dr. Seil Park, Assistant Director of High-tech devices division, Ministry of Food and Drug Safety,
Korea
Dr. Mubbashir Iftikhar, Former head of Digital transformation & Innovation, KPG Healthcare
Bhd.; Former ClO, KPG Healthcare Bhd.

12:10-14:00 | Lunch
TIME TECHNICAL SESSION lI: Digital Innovation and Best Practices for Cybersecurity

(14:00 -15:50)
lointly with DITTA

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P2
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14:00-14:20 | Introduction to the digital transformation of health and care
Peter Linders, member of DITTA BoD

14:20-14:40 | Risk frameworks and international standards on cybersecurity

Tony Yip, AHWP WG3 co-chair, Associate Director, Regulatory Affairs APAC Grifols (HK) Limited
(TBD)

14:40-15:00 | Best practices and actions taken by manufacturers

Keiichiro Ozawa, Vice-chair, DITTA Cybersecurity WG

15:00-15:30 | Panel Discussion
Moderator: Mr. Ali M. Al-Dalaan, Moderator, Panel discussion and Q&A with the audience
Speakers: Peter Linders, member of DITTA BoD

Keiichiro Ozawa, Vice-chair, DITTA Cybersecurity WG (TBD)

Tony Yip, one of AHWP industry member, AHWP WG3 co-chair

15:30-15:45 | Tea Break

TIME | TECHNICAL SESSION 1ll: AHWP Leaders Sharing
(15:50 —16:30)

15:45-15:50 | Intorduction

Mr Alfred Kwek, AHWP TC Co-chair (Industry), Director, Public Affairs, Edwards Lifesciences,
Singapore

15:50-16:10 | Dr. V. G. Somani, Advisor to AHWP Chair, India (TBD}

16:10-16:15 | ¢),6ing Remarks

Mr Alfred Kwek, AHWP TC Co-chair (Industry), Director, Public Affairs, Edwards Lifesciences,
Singapore

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P3
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Day 2 Agenda: 23 October 2018 (Tuesday)
AHWP TC Workshop

TIME

TECHNICAL SESSION IV: Updates on IVD regulatory requirements (TBD)
(09:00-10:30) By AHWP WG2

Inauguration Ceremony

09:00-09:30 O .
The Health Minister of Malaysia
09:30-09:35 Opening
Wen-wei Tsai, AHWP WG2 Chair
09:35-09:55 Developing international standard — Good Clinical Study Practice for IVD
Shelley Tang
09:55-1015 Current status and thoughts on change management requirements worldwide
: : Dr. Adelheid Schneider
10:15-10:35 IVD Regulation Harmonization Modelling from Asia AHWP to Pan African PAHWP
' ' Ir Prof. Albert KF POON
10:35-10:50 Tea Break
TIME TECHNICAL SESSION V: Updates on Digital Health Regulations (TBD)
(10:50-12:00) By AHWP WG3
10:50-11:00 Overview of SFDA guideline on digital health
: : Dr. Abdullatif Al Watban, AHWP WG3 Chair Director, Scientific Evaluation Department
Medical devices Sector SFDA
11:00-11:10 Introduction of Guideline for VR and AR based medical devices
Dr. Seil Park, AHWP WG1 Chair, AHWP, Assistant Director, High-tech Devices Division, Medical
Device Evaluation Department, Korea MFDS
11:10-11:20 Updates on Digital Health Regulations Precertification (Pre-Cert} Pilot Program: U.S. FDA
William M. Sutton, U.S. FDA China Office, U.S. Embassy, Beijing
11:20-11:30 Medical Devices cy.bersecurity
NMPA representative (TBD}
11:30-12:00 Panel Discussion
(TBD)
12:00-14:00 Lunch
TIME TECHNICAL SESSION VI : Updates on UDI regulatory requirements (TBD)

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P4
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(14:00-16:00) By AHWP WG9

14:00-14:30

Opening, AHWP UDI Update (including China UDI Draft Rules for UDI System for Medical
Devices)

Jun LI, AHWP WG9 Chair, Director of Division of Registration |, Department of MD Registration,
NMPA/YI Li

14:30-14:55

Recent Development on UDI Rules in South Korea
Mr. Kwang Jae Lee

14:55-15:20

Updates on UDI Regulatory Requirements U.S. FDA Experience in Implementation of UDI and
Lessons Learned & Benefits Realized from UDI Adoption

William M. Sutton, U.S. FDA China Office, U.S. Embassy, Beijing

15:20-15:45

The recent development on UDI — update from IMDRF&EU

Salvatore Scalzo

15:45-15:55

Manufacturer Perspective of UDI Implementation Harmonization & Benefits Realized from
UDI Adoption

Amber Wang

15:55-16:00

Closing Remarks and Adjourn

Victoria Qu, AHWP WG9 Co-chair, Director, Regulatory Affairs, Global Strategic Regulatory,
Abbott

TIME

TECHNICAL SESSION VII : Sharing on Quality System Certification & Standards
(16:00-17:00) By AHWP WGS8

16:00-16:05

Introduction

Salbiah Yaakop, AHWP WGS Chair, Senior Principal Assistant Director, Policy, Codes & Standards
Division Medical Device Authority, Ministry of Health Malaysia

16:05-16:20

EU MDR-Novel pre and post market controls as means of assurance of compliance

Vincent Lam, AHWP WG6, co-chair, Senior Product Specialist, TUV-SUD Product Service GmbH

16:20-16:40

WG 8 plans and progress/adoption of MS 2058

Salbiah Yaakop, AHWP WGS Chair, Senior Principal Assistant Director, Policy, Codes & Standards
Division Medical Device Authority, Ministry of Health Malaysia

16:40-16:50

Closing Remarks for TC Workshop on Day 2

Dr. Jeong-Rim Lee, AHWP TC Co-Chair, Director, Cardiovascular Devices Division(Former),
Department of MD Evaluation, Korea Ministry of Food and Drug Safety (MFDS)

GALA DINNER (19:00 ONWARDS): END OF DAY 2
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Day 3 Agenda: 24 October 2018 (Wednesday)

TIME

22nd AHWP TC Meeting

09:00-10:40

AHWP TC & WG Leaders Meeting with TC Advisors (Closed Meeting)
AHWP & TC & WG Leaders & TC Advisors

10:40-11:00

Tea Break

11:00-11:05

Welcome Speech

Mr. Ali M. Al-Dalaan, TC Chair, AHWP, Vice President, Medical Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

11:05-11:25

Opening of TC Meeting

-Roll call

-Adoption of Agenda

-Adoption of 21st AHWP TC Meeting Minutes

Mr. Ali M. Al-Dalaan, TC Chair, AHWP, Vice President, Medical Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

Supported by

Dr. Lawrence Poon, AHWP Secretariat, General Manager, Automotive and Electronics, Hong
Kong Productivity Council, Hong Kong SAR, China

TIME

WORKING GROUP UPDATES (11:25- 15:25)

11:25-13:05
{20min each}

Working Group 1 Update by Dr. Seil Park and Ms. Kate Hyeongloo Kim

Working Group 2 Update by Dr. Wen-wei TSAl and Ir. Albert POON

Working Group 3 Update by Dr. Abdullatif S. Al Watban and Mr. Tony Yip
Working Group 4 Update by Ms. Jennifer MAK and Ms. Kitty Mao

Working Group 5 Update by Ms. Yuwadee PATANAWONG and Ms. Sumati Randeo

13:05-14:05

Lunch

14:05- 15:25
(20min each)

Working Group 6 Update by Mr. Abdullah AL RASHEED and Mr. Vincent LAM
Working Group 7 Update by Ms. AiJun Wang and Mr. Ee Bin Liew

Working Group 8 Update by Mrs. Salbiah Yaakop amd Mr. Tony Low
Working Group 9 Update by Jun Li and Ms. Victoria Qu

By Working Group Chair & Co-chairs

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P6

21




ASIAN HARMONIZATION
WORKING PARTY

15:25-15:45 Tea Break
15:45-16:15 Highlight of AHWP Competence Project + In-country Training
Ms Tran Quan, AHWP Vice-Chair (Industry), Head of Regulatory & Government Affairs and
Quality Assurance Asia Pacific, Invisalign Singapore Pte Ltd. , Singapore
16:15- 16:45 Sharing of Competence Study by Malaysia
Ms. Sasikala Devi Thangavelu, AHWP Secretary General | Director, Policy, Codes & Standards
Division, Medical Device Authority, Ministry of Health, Malaysia
16:45-17:15 Improvement of Regulatory Capacity, Enforcement and Co-operation
Dr. Jeong-Rim Lee, AHWP TC Co-Chair, Director, Cardiovascular Devices Division{Former),
Department of MD Evaluation, Korea Ministry of Food and Drug Safety (MFDS)
17:15-17:45 Speech by AHWP TC Advisors Representative
Mr. Grant Ramaley, AHWP TC Advisor Representative
17:45-17:55 Closing Remarks

Mr. Ali M. Al-Dalaan, TC Chair, AHWP, Vice President, Medical Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

END OF DAY 3

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P7
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Day 4 Agenda: 25 October 2018 (Thursday)

TIME 23rd AHWP Annual Meeting

08:55-09:00 Announcement
AHWP Secrtariat

09:00-09:30 mMC
A. Congratulation
B. Opening Speech by AHWP Chair

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority,
Ministry of Health, Malaysia

C. Group Photograph

09:30-09:40 A. Roll Call
B. Adoption of Agenda
C. Adoption of 22" AHWP Annual Meeting Minutes

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority, Ministry
of Health, Malaysia

Supported by

Dr. Lawrence Poon, AHWP Secretariat, General Manager, Automotive and Electronics, Hong
Kong Productivity Council, Hong Kong SAR, China

09:40-10:10 Updates by AHWP and AHWP TC

Ms. Tran Quan, AHWP Vice-Chair (Industry), Head of Regulatory & Government Affairs and
Quality Assurance Asia Pacific, Invisalign Singapore Pte Ltd. , Singapore

Mr. Ali M. Al-Dalaan, TC Chair, AHWP, Vice President, Medical Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

10:10 - 10:30 Updates by IMDRF
- IMDRF representative (TBD}

10:30 — 11:00 Tea Break

11:00 - 12:15 Updates by International Organizations (TBD)

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P8
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(15min each }

APEC, Dr. Ibu Ade Arianti
ASEAN, Mr Nakorn TANGWANCHAROENCHAI
PAHO, Ms. Marcela C. Rizzo
PAHWP, Ms Grace Mngongo Shimwela
WHO, Ms. Helena Ardura

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018
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12:30 -14:00

Lunch

14:00-15:30
{15min each}

AHWP Member Country/Region Regulatory Updates:
- Malaysia

- China

- Indonesia

- Singapore

- Sultanate of Oman

- Chinese Taipei

- Vietnam

- Tanzania

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority, Ministry
of Health, Malaysia

Supported by

Dr. Lawrence Poon, AHWP Secretariat, General Manager, Automotive and Electronics, Hong
Kong Productivity Council, Hong Kong SAR, China

15:30 - 15:45

Tea Break

15:45 - 16:15
{10 min each}

AHWP Liaison Member Updates
- APACMed Update
Mr. Fredrik Nyberg, CEO, APACMed

- DITTA Update
Naoki Morooka, DITTA SC member

- GS1 Update

Leong Kah Leon, Senior Executive, GS1 Malaysia Berhad

16:15-16:30

Secretariat Updates
- Secretariat Report
- Financial Report

Dr. Lawrence Poon, AHWP Secretariat, General Manager, Automotive and Electronics, Hong
Kong Productivity Council, Hong Kong SAR, China

16:30-16:50

Resolutions:

A. Endorsement of New Member

B. Endorsement of Resolutions from WG

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority, Ministry
of Health, Malaysia

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P10
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Supported by

Dr. Lawrence Poon, AHWP Secretariat, General Manager, Automotive and Electronics, Hong
Kong Productivity Council, Hong Kong SAR, China

16:50-17:00 Announcement of 24th AHWP Annual Meeting Host

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority, Ministry
of Health, Malaysia

17:00-17:10 Closing Remarks

Mr. Zamane Abdul Rahman, AHWP Chair, Chief Executive, Medical Device Authority, Ministry
of Health, Malaysia

17:10-17:30 Break

17:30-18:00 The 7" AHWP ASL Annual General Meeting (AGM)
ASL Members only

(Transfer to another room)

END OF DAY 4

The 23rd AHWP Annual Meeting Program: 22 - 25 October 2018 P11
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Date: Fri, 26" Oct 2018

b 2

Date Time Proposed Topics Presenter/ Lead
10/26 AHWP WG1-WG2 Joint Meeting
(Fri) 09:45-10:00 | Opening Remark & Roll call WG 1 & WG2 Chair
10:00-11:45 | Progress report and future collaboration WG 1&WG2
®  E-labeling for medical device (including IVD)
®  Guideline for Management of Change
Notification for Approved Medical Device
(including 1VD)
Future collaboration
11:45-12:00 AOB WG 1 & WG2 Chair
Conclusion and Closing Remark
12:00-13:00 Lunch Break & Photo Session
AHWP WG2 FTF Meeting
13:00-13:20 | WG2 activities recap and future activities Dr. Wen-Wei Tsai
13:20-16:30 | Discussion on AHWP Proposed Documents:
®  Guideline for Management of Change Dr. Adelheid
Notification for Approved Medical Device Schneider (Roche)
(including IVD)
16:30-17:00 AOB Dr. Wen-Wei Tsai

Conclusion and Closing Remarks
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AHWP Annual Meeting
24% Oct 2018

@

Asian Harmenization Working Party

Membership Status

Chair: Dr.Wen-Wei TSAI

Co-Chair: Ir Prof. Albert KF POON
Advisor: Ms. Shelley TANG
Secretary: Christopher CHAN

No. of WG members: 43

o |5 regulators

O 25 industries
o 3 Observers

@

Objectives 2018-2020 s

To assist AHWP member economies in implementing

regulatory framework of IVD medical devices by

o Developing AHWP documents on premarket regulatory control of
IVD medical devices.

o Providing recommendations and useful guidelines on how to
implement regulatory framework of IVD medical devices.

To support regulatory convergence through

o Participating in International/Global Organization collaboration
and activities. (e.g.ISO/TC 212,WHO etc.)

o Encouraginginterest and participation of the AHWP member
economies in establishing and reviewing the specific requirement
of IVD premarket regulatory control.

WG Progress (1)

@

ASIAN NARMONZATION
wor

| Work Item Deliverables Progress Update

| Confirmation WG2 member list t0oOct 2018 43 members in total
of WG 15 regulators
membership * 25 industries
* 3 Observers
2 Development ) LabellingforInvitro  Jan2017to  * Documents propose to be
of AHWP Diagnostic Medical Oct 2018 endorsed in KL Annual
Guidance Devices meeting, 2018
Document  15)  Guideline for Ju20i8tc O going
Management of Change  Nov 2019
Norification for
Approved Medical
Device
3) Guideline for Approval  Jan 2019 to
of Reagent for Nov 2020
Instrument Family
3 Futuretrend  Bridging LDT and IVD Jan 2019 0
study & survey report Nov 2020
survey

@

WG Progress (Il) .o
| [Workctan_|Dutrasbios Tknsine [Progres Updan |

3 Participation in 1) Contributic 2018102020 + AHWP WG2 has joined ISO/TC

International/ nte 212 as laison member to
Global International participate in standard discussion
Organization D and contribution from regulators

collaboration and Standards. and industry’s point of view.
activities 2) Contributio + Continuous contact with WHO
n o WHO WD PQ rtam two mainain

Technical technical communication

Specification *  Collect and consolidate comments
Documents from WG2 members on the

'WHO documents, including:
+ Technical specifications

series  documents: TS56
Syphilis  Rapid ~diagnestic
rests

WG Progress (lll)

@

ASIAN NARMONZATION

Deliverables Timeline | Progress Update

4 Collaboration 201802020 + WGI &WG2:
with other WGs *  eabeling e-IFU for Medical
Devices (2018)

+ WGILWG2 &WG3:

+  Managementof Change
Notification for Approved

+ WG2 &WGS:
product

Medical Device (2019)

+  Clinical performance for IVD
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WG2 Project 2018 highlights and notables?

nsian warsona
WORKNG P

* 2018Activities
WG2 I Teleconference, 12 Feb
WG2 Work Discussion 10 May (Beijing)
WG2 It FTF meeting: | I & 13t July (Taipei)

WG2 2 FTF meeting: 26 Oct (Malaysia)

+ Guidance development: 2
Labelling for In Vitro Diagnostic Medical Devices (To be endorsed in the 2018 annual
meeting)
Guidance on e-labeling, e-IFU for Medical Device (collaboration withWGI)
Guideline for I of Change fi for Approved Medical Device
(drafting, to be completed in 2019) (collaboration with WG | & WG3)

+ Future collaboration with WG 5

No. ‘ Title/ Content [ Type of Document

| Labelling for In vitro Diagnostic Medical Guidance Document
Devices

A

ASUAN KARMOMGATION

AHWP/WG2/P001:2018 -
Labelling for In vitro Diagnostic Medical Devices

O Scope of paper:
This document applies to primary and secondary labels (e.g. component and kit label),
and instructions for use (IFU).for all products that fall within the definition of IVD
medical device.
Advertising and promotional materials are outside the scope of this document.

O Objective of paper:
To provide guidance to manufacturers and RAs on the content of the labelling in
order to provide users, both professional and lay persons, as appropriate, patients,
and/or any relevant third parties with relevant information and promoting the
effective of labelling for IVD medical devices.

O Rationale:
Consistent worldwide requirements for IVD medical device labelling would provide
significant benefits to the manufacturers, users, patients and RAs. They can reduce the
gaps between jurisdictions, decrease the cost of regulatory compliance and allow
patients earlier access to new technologies and treatments.

@

ASIAN MARMONGATION

Thank you
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