HEEE (HERR] - SMEREE=R)

MBS R R M AR A& (AHWP)

8 24,

EEE R ER

ARt - e R EEE
LB AEESER - REENR
EEGR

TRELBR ¢ =
HERHARS : 108 ££ 11 A 10-16 H
WEHM - 100F2H1H



AR

EriEE B FEFIREN 108 45 11 H 10 H £ 16 HiEbf S Eighi2hn 55 24 JEns
BT ZA R G (AHWP) & 255k ) G Za T

AHWP Capacity Building Workshop

AZK Workshop g1 54 fetas bl bt s BUVE BRI T30 - BAE : A LB SR
A ~ B ER M B SR IE M 2.8 (UDI) ~ B T R EUR et~ BB -
Mg e - HrlEE AR NIRRT > DU B R anE 2 A 1SO 13485 DAl
55 o I Workshop B H miEIFR ¥ e tas i bt s B B L Bl R ERE
IR UDI Beffrsmi b - B S 3RELZ UDI &8 > (2B EEEE

AHWP TC Meeting

it TC Meeting i > FEIUFRLL AHWP TC WG2 TE/ ML R 551 £ L3
T/ NHZ TAEHEE RARAGRE] > RS HEHZHE - Sl EES TR
SHATHARCR B TAEAR & (F R BB BRI 2 275 -

AHWP Annual Meeting

F e ~ IDISHPTRIE ~ FERE ~ P R S R R AR - BRI
HEM AR EHE R E RS - ARXEHREA 2020 52 AHWP TC 2H#
Gk o WERHTIIRERR ¢ 2020 = AHWP S - m]RE I B2y -

TAE/NH e

A @ 2 G RO R S EE AR LG » P E =
TR/ NHEH - BFE WG2-WGS & TIFEs - WG1-WG2-WG3 i TIFE
SR WG2 TR + s S F T » M4BT A LTS - AR
EHWG2 2 TR - RN R S RIS 5 S

FEIFEG2IGH > REFHGRREERNGEBRI I L E RS0 71553
> ZEREERy AHWP BRFRTES | > i SR 25 B B S A A Ao B A B A > B ES EAR
RAT AR REEIR & F 3 -

BESEEE (Keyword ) : o E&REes M ARSI E (AHWP ) ~ SRS LR R i & (ASEAN ) ~

Wit ftast 15 (AMDD) ~ B854 (Medical Device) -
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=~ BHHY

oH M B B A AR 7 F € (Asian Harmonization Working Party, AHWP)R 377 1999
o BB AR L BFEMEAESS - @ B BUR SR EE, - AR 2 V)
HYSR il » CfE A EHan ~ mE3E - I - DURIRMNERNE - HATE BRSSO -
BRI ZE ~ B - T~ B - HIJE ~ &9 H - Ban ~ WaiEse e - Ak~ DS iBERIE
B~ BoRPEEE ~ Sk~ if ~ EAERETE - R - SEERE - FERE - B - mFE - B
B~ e~ HiE R ~ R FAMEEE AR - B - BEFT AR~ FRE 0 DA
BRI Z & & B & 5 B AIE (Kyrgyz Republic) -t 31 {# & 540k - AHWP
BRI > ohIRE S BEE T ERE - B BEEE D SOERFT GRS
At (Conformity Assessment Body, CAB) » H A #{EEf&4H%% Fy AHWP B I AR
S (Liaison Member) » &EHIEBEET B REa M HRARIIETE S (5025 30 - SRHHRRA
el goEE) - EISJINHEB BRI AR HAE

AHWP 174 108 4 11 H 11 % 14 HAEf S B R TE 24 BEGEIIGHE - K
E1 AHWP & BB 2 B RRETTSOM - B e BE m R Rt R AL an sl AL
HEEEE AHWP KEIE J755 — (R R E R EERREEE AHWP (it B g REE
T35 R RESU R Z Ry AHWP £ Ze B & 2 $8 N2 B B iR b TOE/NH E)
F—17 3 N HEHFEER - DHISF G AT B S B B IR B i i & e,
S8 AHWP SEEEASR BRg - A5 & LR s PP B e b B — 3 i 28 2 4
B o DURCH S BH R T B Aa Y N2 R B s it LAE/ N SR HE I BRI B = D
AR GHOE RS E TREFAR IS - NEH A BRI N2 e s TIE/
H TIFE > BB A EA BIPREEA -



=1

— » AR EETE 2 TR
Kl AHWP Fg 251 &k - R #E 77 £ 2 KAY Workshop~ 1 KHYE 23 Je AHWP

TC Meeting }z 1 KAYEE 24 5 AHWP Annual Meeting » BHAEE 4 K - SBfEE R0 1 -

H i EE)

11/11 AHWP Capacity Building Workshop

11/12 AHWP Capacity Building Workshop

11/13 28 23 i AHWP TC Meeting
11/14 25 24 i AHWP Annual Meeting

FHh o B AHWP g 25 Eaiaf et - I e g2 5B HZHIE(T AHWP TC
Aa SN2 B B R g A L AE/NSH(WG2-IVDD) £ » Jf* 108 4F4) Bl e PR 5l B L AF /)N 4H
(WG5-Clinical Evidence for Performance and Safety)iffpgdt [ S {ERa S M2 B e a3 i
PRAEESHETST | - FELE RS AHWP TC & T/E/ N4k EBIERIE 52 2 iy > 5
J72 11/12 |4 Workshop FZGRT » 1S H A B WG2-WGS i TIF G » st & 1FEIEE
fEoI LIE > BETANEST @B T - B> TF WGC2 Bl —RE B st TIE /N
(WG1-Pre-market: General MD) K8 is g€ 2344 T AF/N4H(WG3-Pre-market: Software as
a Medical Device)&{E=Z V] > JMFHY 11/15 fEE#E B WG1-WG2-WG3 Ef & T/E &
WG2 TAF G ERE M 2) » STEmtHR S FEL LIENE -

AR WG2-WG5 i TAEE % T2 e am T fiwIimny " Clinical Evidence for IVD
Medical Devices - Clinical Performance Studies for In Vitro Diagnostic Medical Devices ;5
SIS A SR DU A R ERE R s M AR A1 & (Global Harmonization Task Force,
GHTF)Jf* 2012 4 pir 3847 Z AHRRTE 5 [ R RSB - 05 ST FEAERA AR 2 2 tEh -
2019 F25412 T 1SO 20916 - In vitro diagnostic medical devices - Clinical performance
studies using specimens from human subjects - Good study practice | f24E KB EHHIET 2
FEYNCEN R R As A IVDR % g A BEEE - (HIbFES [ E ESEEE - ARG
S IEKE 1L {ER%R - 275 17 47 -

FAh o EG AR - AHWP K& Ali 2k WGL #5 WG2 B WG3 - 15T Al
B pEen I ERATE S | - BRI ABH WG1-WG2-WG3 & TIF gk - TEatmmaFET A
T E (Artificial Intelligent, ADFEFN SRR 2 s& BT - HA Al B 2 BERees
> HEm A rREE T OB R M SR E T H AP 2 5Tamaiid - AL (E
B REe M SR E I 20T - B EIFERREE R Al EiiE 2 BRI ies - &S T BRI A
BT HREE Al B SMRE B A N B TR BB S R i ZE R ORE
o SUREEL 2V YA — P BB B a o BURFDARS TR/ NEETETT =X > S EIIE
fiie Al AERARE i B - DURE B BT - fE g @B 5 (EiaE k2
et - SRR T - ATETAER R WG3 T4 » WG1 81 WG2 fefitfal - ANk
SINERE 7Bz > 25 91fr -



AN > WG2 TR/ NHE R - &fawm WG2 £ 109 4FREEENHRE] S TR 2 & T1F
THH » HO L AsTsmifHEE T Guideline for Approval of Reagent for Instrument Family |
F55 DU NASZEREEET T > THETIY 109 FE5ERE @ W88 AHWP £ Rz 404 2 F551
o SR G R a0 Y ERTE S 1286 > HElg \ B R A X B E R Z
Eill > BFIATETAERE 2 AT o YN > WG2 TAE/NEEE ST AR TIE 1 - Bl
B AN A EHETIHSC S F (Research Use Only, RUO)E R~ 28 3014 - AHIEE
S EHEERA MR B R AR RUO I B e 23 - HATFEE &
TTRERE R BIA WGC2 R TAEHE] - B RAHRAA - KR WG2 TIEGHSI#E
KE 8 Bl » A 111 -

AR = SE R g A SRR -

I
i . it
:7\ @% {%éf WG2&5 | WG1&2&3 WG2
e EE e
1 | EEHE KE & mEEYEHE v Y Y
WG2 FEJF
2 | Mr. Bin Imran HIEHAEIE S » WG5 v
FIKRIANSYAH T
3 | Ms. Sumati RANDEO E e 2R H0RERT 5 WG5H
_ \Y
Bl
Mr. Charles CHIKU WHO B & ; §#EiZE A \ \
5 | Dr. Petra KAARS-WIELE | f2[E{ Abbott /3 E]3E (A v
AHWP TC FR4
6 | Mr. Greg LEBLANC &k Cook /2 H] 5 v
AHWP TC R4
7 | Ms. Shelley TANG BN TGARIKE A v v
WG2 K WG5 FERT
8 e TR TR iTiA5ERT
P B T WG2 \Y} \Y \Y;
9 | Ms. Mie OHAMA (via B Medtronic /3 5] v
internet) WG5S thE
10 | Dr. Adelheid Hrhmsz Roche 226~ v v
SCHNEIDER H  WG2 i &
11 | Mr. Henry HOU 7 Elekta s WG2 [k & \Y; \Y;
12 | Ms. Jacqueline AP an Abbott /2F] v v v
MONTEIRO WG2 5k &
13 | BTl B LA L \% \




IS

i . it
R He s WG2&5 | WG1&2&3 | WG2
L=E =g =g
WG2 k&
14 | P PR gE mA R L Y
WG5S ik &
15 | Dr. Mohammed Y. VY EHt et SFDA B v
MAJRASHI = WG i &
16 | Mr. Bryan SO H 5 A7 AHWP i v
= e =]
17 | Ms. Asma ZUBERI L EH Smith and v
Nephew /A 5] WG5 [ &
18 Mr. Seil PARK WE MFDS B R 5 WGL Vv
TR
19 Ms. Kate KIM R Jg_d aE s wel \Y%
Co-Chair
20 | Dr. Arthur SEME N AR AR A v
BRANDWOOD &) 5 WGL g
21 | Ms. NahlaAI-NADABI | ff S 4£EEHE & 1 WG2
R v Y
EiZz=a
22 | Mr. Tony YIP E & Grifols /\5] ; WG3 v
Co-Chair
23 | Dr. Duc DUONG Hrinsz Welch Allyn 2 v
=) s WG3 kg
24 | Ms. Razan ASALLY VO EHERI{H SFDA B v
5, WG2 i 5
2 Ms. Sheryl HSIAO PG SM 4] 5 WG2 V

&

o B AHWP S 253 SR - EECERA T

I AL 5 11 H ~ 11 A 12 H)2 AHWP Capacity Building Workshop > 437

i

VAT A [ERRE St > R S R R A E AL SRR B PR - DU e 21
AR e H 2K - B EHARE A | BES eAaENEHE 8

Mrra

MERFASRES B R ~ B 22 VB MR AR & ~ BB o8k ~ _ETRTEE

fF ~ E emfra e iR (B IE % - SR Ay AV © N TR st
B RS bf B — B BB 247 (Unique Device ldentification, UDI) ~ 558 FDA TEfEfRHES)




ZHEERER S - BB - HRLE -~ HFEFURSN2ET R R (Companion In
Vitro Diagnostics) - DL B RALE %4t 1SO 13485 Bifii sy - nl B 2Pk - I H
FTERIRS ST e e A T 52 AL e P 5 LR oV BB

ARk UDI 38 - SEAHEAHEHZETS T - BB BB H AR5 2 &
B o BV EIRET ERVINEE R - BRATGRIE D 2 HENE o S R UDI
R o MR E BT 28 = o B Z SRR EE - Y AHWP & B
A SRR ST - H IR R EIPE UDI T BT ST - EF
HAEHES) " S Bl A Sondiat = ) SORG R BEE I R 46 F T UDI 485
IE > HRIEENREEERY > RN EREE HESHEE > H2SEREE S
JE ° BESh > 1SO 13485:2016 A AT T—ERIRFE] - (BT BIZ BT RL T ARERE A
SRR > BOARTGRIEZEHE 1SO 13485 FIISRERTE - AR AREIR Z AR AR > BEThE
AEFOR Z R -

% 3 °R(11 H 13 H) E#317 TC Leaders Meeting  PAFT& 3 » F 25T am ik
AR

e - E(TES 23 [E AHWP {i7Z8 2 €7 & #(TC Meeting) - AHWP TC i F35 T
YE/NH(Work Group » WG) » HEiH:A 9 (# T /E/NH > 435I + (1) WG1 - Pre-market:
General MD ~ (2) WG2 - Pre-market: 1IVDD -~ (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 & Implementation - (8) WG8 - Standards > (9) WG9
- UDI & Nomenclature - {[&51]fH 7% & 5 el A an I 3 P B B SEAY A AR ERE - kSN EE
RS AR AL -

R B BT L ERZE > B WG2 5 » IR &R WG2 AT T
TERAEIEA R TH TAEAEE RN - WG2 TR/ NHZ FEH SRS » DI TR/ NEAEE )=
H{ " Categorisation of Changes to a Registered Medical Device | 52" Principles of Regulatory
Requirements for Electronic Instructions for Use (elFU) |, Mi{nf55| » HI1FEZEH WG5 &
YERH#EE T Clinical Evidence for IVD Medical Devices - Clinical Performance Studies for In
Vitro Diagnostic Medical Devices | 55| » fHEE TAF 2 S TELREE » 552 TC HE °

AR AHWP TC & TAE/ NHIAAZ TC &k BT 2 iR SRR E > 24 & B E B
R

TAF SRR A
/N4

2019 1 WG2 - WG3 &1E58Rk " Principles of Regulatory Requirements for
WG1 Electronic Instructions for Use (elFU) ; Kz " Categorisation of Changes to a
Registered Medical Device ;, {7455 » RAGKHHEEA RRE AL RS 2 &
H oo BEECR WGL Z TAE#EE > WG RIS HE KA O AN & > (FEEE




TEMZ TR

WG2

PrEEL WGL ~ WG3 S1EZERM 155191 » WG2 JRELGEL WG 1Y &{FIl5E R
Clinical Evidence for IVD Medical Devices — Clinical Performance Studies for In
Vitro Diagnostic Medical Devices 528 » HZIIF#E{T TA/E/NENE = HUgEF -
N WG2 HR& 4 %4 > L AHWP (R Z 577 » I ABIREE R st £ E R
ZmiE (International Medical Device Regulators Forum, IMDRF) 842 Es i
54y #EE Rl (Principals of IVD  medical devices Classification) T{E/NaH > BET
IMDRF #HRAE5 | - S54h » WG2 F745E1 WHO A Ba v N2 B et es b S (R 2%
UIatE - EfEREhiRE 3 {7 WHO AR IVD Emmfilrtss | - WieHE Rnla
T WHO -

WG3

PREL WG~ WG2 By &EE /i (7155 14 - WG3 FHEAE I A B8 i 254/ (Software
as Medical Device, SaMD)E# > 7 » FiEMHRA TIF - IFHET? 2020 FFZEH]
Guidance document on Cyber Security for SaMD -

WG4

2% TAE/NEERE Ms. Jennifer Mak J57B(K » B &E #4562 Ms. Yorkie Chow
A 2019 F 11 HEHEZ TR/ NH T - RUTHEME 28 3% TR NERAE B T
VEHERE o 524N » FARBERRZSAM T & B » B2 Medical Device Control Office
(MDCO)#44 £ Medical Device Division (MDD) -

WG5

2 TAE/NH T Z=E] Ms. YuwadeePatanawong 74 2018 4R (K » 5 {E: 2 A Ell
JERAEEDZ Mr. Fikriansyah Irman - WG5 fy & _F#iz ey H 2281 1SO B REUER AR
FERE ek AR o AR EEL WG2 & 1EHHEE Clinical Evidence for IVD Medical
Devices - Clinical Performance Studies for In Vitro Diagnostic Medical Devices 5
50 > DA EBL WG4 & {EWf#E Reportable Events During Premarket Clinical
Investigation 55| °

WG6

e BB IRV 2 AR > TR RS MRS - BRI R B i B
HEEs - BCHI BRI E TN E M E B AGHVER IR - WG6 FEILFEN -
FRE%EE IMDRF SHE 2 4REREHBRTES 151 JRIEMEST T RS ERs | FEIZR Al
W LAE -

WG7

fES E 2 AR AHWP & S1E 8 S 247 1SO 13485:2016 HYERFHARNT » 55758
ZIIERHEE T Guidance for Medical Device Organisations— Product Localisation for
Manufacturing and Importation ; 55/ -

WG8

+ B T {F /% Active Medical Device — Good Engineering Maintenance
Management f55 [ 2 Ffit - 54155 A AR PEOE 2 FRAE(MS2058) [ZE T AL

WG9

"

R4 UDI FHREI(E > (58 @ $R7& UDI 2B EEUY ~ 5t AHWP UDI




Whitepaper ~ 27k UDI AHEEH R -

554 (1L 14 F1) % AHWP £ 1(Annual Meeting) -t i/ 42 HL B 2 b BB
AT - AT -

(—)-
1.

H[E
SR E AT A G > B - BEREEBRSRM EIELE AR
J-(Priority Review Procedure) ~ Fr e 4 B e a3 A4 T T 7 5 A 12 7 (Special
Review Procedure) ~ f5{L 57 B8R Es M B 2 MAZAERVAR ST ~ BE RSB T
TEERECER it ~ 82 BY NG PR BR B s B D R BRI -
FREMCEETAR > STEREU LRSS METEHE (2020 4F 1 A4:%%) ~ ¥
2 a1E M A m B IR R BRI METRR T - e E R 25
AR 2545 UDI HHHI ~ 2% UDI &R ~ 8 UDI o2 o
LRETE TTH 0 7Y 2019 4EE(T 24 ORI NE R EZ ER RS AR A
ENAFMEE) - SFEEFANIEEM 2 BigAsres: - HalFE L - '
EREM - ATHEEZ - IS BT S T RS EREE
PRIERE - DS B TR FOA 25 E -
B A ETTIH > 7Y 2018 ¥R FNIZC IMDRF fE& - T2 IMDRF E&JR
SEAE TAE/NGE - 5/ NGEIHEE 3 TETSS ORI S K g im R Eiss A - AR
S0 AHWP 1 & IESEE) -

Ag=p: M T E VA=
ZIEWH B R

2. 34f UDI ~ BB (e-IFU) ~ BEesM At 22 ~ AU e L &R

FELFHSI A~ QMS TSR RATE VRTINS - SR esh LT R Bp 5
(Post-market Clinical Follow-up)Z$55 [ 324 -
i

Ry(e B A B R e i SR EE B B Al M 2 B i 0t 2019 44 H 30
H52RK Act on Medical Device Industry Promotion and Innovative Medical
Device Support - JEZEAERH £ 2020 425 A 1 H - FIAZEA Fr R B
EE( AL~ B2 A ~ 3D FIENSE) » VAP AR MERVEEDAR2E -
anPRERG [HE TS o IAR ER HEIR I RERRECEE IR ~ ¥
FRSeREEE )7 % (Pre-Certification Program)iy EHEFTEFPibc(t: ~ AR B HIEEE
TRHBIE TR - Wi R R s % e -

RSt ERe YN B R e M B L #RE Y 2019 474 H 30 H 52k Act on In-Vitro
Diagnostic Devices » JAZEA % H £y 2020 -5 H 1 H A HFTHEIHFGSN
B AN VD INE AR K AR EETE VD 8RR
A~ [FEP A AERER IVD BLEDARE R ~ IVD B A EE 8 2 JF A
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() ~

()

H 2019 = 5 H#E » 3] 6 RIEF&1E R E = {F2E/#i(Good Laboratory
Practice, GLP) Ehaz » m] i pg Bl E R =25 - [tI - B 2019 7
7 HHE 0 5 4 FAREE RS M FREOR UDL - 2R 4(2019-2022) HEE FI5E 1 54K EE
# - BEA/EE Y UDI 4 DI(Device ldentifier 2544 :1) & PIl(Production
Identifier #l3EE ) -
Hras amyies (30 - FE © Bh GCP ' HHE (2019 4 4 H) ~ Ml B
M EAMAZ(2019 4 5 H)~3D FI[E] ks B LB REas A 15 51(2019 A 7 H)~
BB M E U ER (2019 4 4 H) ~ FZ R e M Bz Fr a5 (2019 4
4 H) - F55 130 B ¢ FEEISA AR EE5((2019 £ 4 H)
IVD #55[(2019 4= 7 H) ~ IVD Eif&# 8 (2019 £ 7 H) ~ KA EFEES
T B e M R 5 1(2019 47 7 ) ~ I A B es i 2SR GMP &%
fE51(2019 £ 7 H) -

[EL=]
7 B E T B R AR M Y B R R Ry i £ B (Ministry of Health)y DGPA&DC
(Directorate General of Pharmaceutical affairs and Drug Control) » %445z 7 &
S S FY (Department of Medical Devices)iA 2015 4E5% 170 4 (EFHER
FESREH - M EELEH - IVD EH K EHEEE) -
2019 FHRAGENT B A M B R R E K R s A S 8 (Listing) < sZ BV B 47 7
FH O 8RR b T TR A S R 25 B LA B 22 & F 2 B 9B 22 (Gulf
Cooperation Council, GCC) » DAF#% Bz i A GCC 175 2% Bl H Fij /5 1SO
TC 121 } 210 Y& 5 -
H ATz B E R N T es A RUE G T HAR - FIE R AR E BAA
RIS - B B Aihh = B as M AR A 5] S R ER AT EE I -
W% B EFF NN B RS 2 AR E A - WA AR B HA B R T BRI RS
LTI g AR

=T
[ 2017 T EEESEM A 2018 4EEEAE 6 (EFHRE T A3 o BT EE
MEM SR ER Ry LAZER AR - BRI BB EH
hsaE M A BREST ~ B EmIBHUE M E T 24 -
Z B YR E TR EAIHRER - AR AN - FEADNEEAE
B NEIE AR - DU AR - ZEIF s AR & A B
&k b LB E LG EN St - EBEARRE =7 BRetiig
(Notified Body, NB)f#Bh A E5llI%F ~ #REH &3I4k EihikEEE N EHVERIE
H 1% 5% B 12 40 8\ B 78 g i 8 2 £.48 (Quaality Management System,
QMS)FIE » FIRE 1L ~ BEIIEMIEHUEW 24 - S E= KB N B8
A o MR FHER AR FR TS S [P R s M TR E -

AHWP & 7 s > FRE BRI HBAM EHIL - 1575 IMDRF ~ sl K&K &
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YE(Asia-Pacific Economic Cooperation, APEC) ~ B Eg on 5 52 177 & (Association of Southeast
Asian Nations, ASEAN) Jz tH 5574742 4H 45 (World Health Organization, WHO) =5 B8 25 B[ 4H
G o BT AHAS B Es M AHRR AU AE BB - Hoop - 5 R IMDRF (B as i1 B
—FE€#%E152 (Medical Device Single Audit Program, MDSAP) » 2019 £ 4£ 13 57 Auditing
Organizations(AO)f#fzzd A » & 2019 F5MUZR » YT THMAEGFR A EZ1 MDSAP
o B FELT T2 BRSSP ~ I T2 55 BRI » 399 FRNNE R RS ~ 390 RAERA RS
249 ZZRPERIPS » & 222 Zx HARPEE » AL - WHO HIRSY N2 BB B e i TR IEadae )N
45 (IVD PreQualification Team) IEfH 2% IMDRF Fff 3 4 (Y B& 58 25 4 & b i 28 14
(Regulated Product Submission, RPS) & H #%(Table of Content, ToC)fH[EH - f55 [AYER »
DA GV EE L > DARFEIENT WHO Fnds 2 B Rl fF - IR E S mE AR
SN2 BT RE E3 M A B (Essential IVD List) » i %R -

TN NAREG F > KRGEAMM NEEEIE ¢
(—) > 2020 4z AHWP TC SHfliErsk » THETIY 3 HEC4 HAEHTIsE s - s34
H I T REFEEC IMDRF [SJEF EART SRR 2 458 - (HIRRBERRI o B Ay T 5E
M o 5540 » 2020 -2 AHWP 6 » FEET(E B - BREH T e R iEE - 12
EG Satam AT
(=)~ A AHWP g DU T e
1. EEHA%EEFE (Terms of Reference, TOR) g5 #HH(House Rule, HR){ZET

)Jrﬁ}

2. @i E AHWP - oo KB4 i 7 2 (Asia Pacific Medical Technology
Association, APACMed) &z Deloitte ga[t/\ L ERH 2 T BB TS A B
BE JJHE 25 § F7 & (White paper on Competency Framework for Medical
Technology Regulators) | -

3. i T AIE] (Kyrgyz Republic)ik & & -

4. @B ERESREZEM 4 %47 (Global Medical Device Nomenclature, GMDN)
AHERRC Ry AHWP 2 B JTH AT & (Liaison Member) o

5. EiBEEE] WGL -~ WG2 ~ WG3 E[FE 2 1 #Y T Principles of Regulatory
Requirements for Electronic Instructions for Use (elFU) ; K " Categorisation of
Changes to a Registered Medical Device | fi{nF55 |4 -

6. i WG9 #£ H /Y ' Challenges and Recommendation for the
implementation of a Globally Coordinated UDI system | &7 {4 -
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R RSB AR 2 B AHWP AHRH S

AHWP gH%% H Rt - H& BENETE N - AHWP TRl By 2Bk S 2 BIF
M EIEAHER  — - AHWP @ 25 &g HE RS ERSOR 2 e -
Pk AHWP & B % BB 7 (AR EE R E R HFE B SN » TNEED ~ BON BN
EE Z EERERANE  EERGEEEE KR - T RS
B RO BISEEES o S AHWP & 25 @ SoAHRBI S - ml i dE e s
e E R A HASTREEE FE EHSEE R SUERIERE
81 AHWP 4H4% 7 fHEH 75 -

SEIE Y B R S M B SR 2 B AHWP JEE)

EpRa e Z BRI  E SRR A L E TR E E G AERE - B
M ARSI A PR A & st (i 7R Hir R B > USSR P IE T Z PR TE 5 (B
AL H{EREEEFGMEE 2% > (el EFSMEIEERAZ B - B
AR & 4555 E RS BB PR A, - e e S B P i s 2% 2 B 2518H
Gongh o KRBT EGETE 2155 1AE - AR E MBI - AR
[ B R A HE (A PR T 5

R EUA AHWP SHE P& - S SRR AH A,

BV B Ry i - B S B E R A E) - B R E %S
BT LI - FEN AHWP FURSIRRIR - EXEZ A2 580H] > mJFELL AHWP
VG BESHEILEHEREGEM HE 2 EEEPRESRE - WHO ~ IMDRF
F) 2 TAEEEE) - TR FREERIRR ERIRE R S SR -
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ASIAN HARMONIZATION
WORKING PARTY

7 1

~
The 24" AHWP Annual Meeting Program
The Crystal Ballroom, Grand Millennium Muscat, Oman
11-14 November 2019 .

Day 1 Agenda: 11 November 2019 (Monday)

Venue: The Crystal Ballroom, Grand Millenni

Muscat, Muscat, Oman

08:15-09:00

Registration of the Delegates

Topic
| _No.

TIME

AHWP CAPACITY BUILDING WORKSHOP

1 |09:00-09:05

Welcome Address

H.E Dr. Ahmed Al Saidi
Minister of Health, Sultanate of Oman

2 |09:05-09:30

Opening Address

Mr. Ali M. AL-DALAAN

AHWP Chair

Vice Executive President, Medical Devices Sector,
Saudi FDA, Kingdom of Saudi Arabia

3 |09:30-10:10

1 n
ork—F

tals,

Medical Device Regulatory Fr
Challenges and the Way Forward

Ms. Tran QUAN,

AHWP Vice Chair (Industry),
Vice President, RAGAQA,
Asia Pacific, Align Technology

4 |10:10-10:30

AHWP-APACMed Competency Framework White Paper

TBC

10:30-10:50

TEA BREAK

5 [10:50-17:50

TRACK 1: Regul d tals

ory F

TRACK 2: Expanded Regulatory Levels

change management

Time TRACK 1: Regulatory Fundamentals
10:50-11:35 1. Pre Market Reviews: Mr. Fumihito TAKANASHI
Conformity Assessment Concepts & Principles Deputy Director, Medical Device Evaluation Division,
Pharmaceutical Safety and Environmental Health
Bureau, Ministry of Health, Labour and Welfare (MHLW)
11:35-12:20 2. Essential Principles of Safety & Performance Mr. Michael FLOOD
(Applicability of Standards for Regulatory purpose) |Locus Consulting Pty Ltd.
12:20 -13:30 LUNCH
13:30-14:15 3. Risk Classification (GMD & IVD) Mr. SEET Wing Gang
RAQA Director, Asia Pacific,
Hill-Rom
14:15-15:00 4. Product Grouping (GMD & IVD) Mr. Yusuf Bin Mohd JOHARI
Director, Medical Device Authority,
Malaysia
15:00-15:20 TEA BREAK
15:20- 16:05 5. Step wise approach: Expedited routes - examples |Ms. Joanna KOH
(Referencing/Reliance) AHWP Playbook Lead Trainer
16:05-17:05 6. Post market surveillance/ investigation / Mr. Mohammed Yahya Majrashi

Executive Director,
Saudi FDA

17:05-17:50

7. Panel Discussion |

Facilitated by Joanna Koh
AHWP Playbook Lead Trainer

14



Day 1 Agenda: 11 November 2019 (Monday)

Time TRACK 2: Expanded Regulatory Levels
10:50-11:20 1. Credibility and Impact on the applicability of the Mr. William M. SUTTON
Real World Evidence Assistant Country Director,
USFDA China Office
11:20-11.50 2. Regulatory pathways and clinical evidence Ms. Tracy BUSH
requirements for Companion Diagnostics. Head of Regulatory Policy, Personalized Health Care,
Roche Diagnostics
11:50-12:20 3. UDI: Past, Present, Future? Ms. Kelly MALLINGER
Director
Product Controllership,
GE Healthcare
12:20 -13:30 LUNCH
13:30-14:00 4. The Rise of Digital Health Innovation and Mr. POH Chee Khun
what it means for the Regulators Health Science Authority,
Singapore
14:00-14:30 5. Digital Transformation in regulatory processes Ms. Virginia CHAN
Head of Digital Transformation
Medical Devices and Pharmaceutical APAC,
Siemens PLM Software
14:30-15:00 6. Artificial Intelligence: Global Regulatory Mr. Yiting CAIl
Development Regional Regulatory Affairs Manager, Asia Pacific
Alcon
15:00-15:20 TEA BREAK
15:20- 15:50 7. Regulatory Guidelines for Artificial Intelligence- Mr. Seungho SON
based Medical Devices Assistant Director,
Korea MFDS
15:50-16:20 8. Artificial Intelligence: Application in the Hospital, Ms. Eunkyung Jung
its Technology and Benefits Manager
Vuno, South Korea
16:20-17:05 Panel Discussion Il TBC
END OF DAY 1
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Day 2 Agenda: 12 Nov

2019 (Tuesday)

Venue: The Crystal Ballroom, Grand Millennium Muscat, Oman

TIME

TECHNICAL SESSION I: DITTA Session on Networked Medical Device Cybersecurity and Patient Safety

09:00-09:05

Opening

Ir. Sasikala Devi THANGAVELU
AHWP TC Chair

Medical Device Authority,
Malaysia

09:05-09:35

Perspectives from a health care information
security executive on medical device governance,
risk management and cybersecurity

The Global Diagnostic Imaging, Healthcare IT & Radiation

09:35-10:05

Managing Cybersecurity in Medical Devices

Therapy Trade Association (DITTA)

10:05-10:35

Managing Cybersecurity in Hospital Networks

10:35-10:45

TEA BREAK

10:45-11:10

Panel Discussion lll, Q&A

Moderated by AHWP Technical Committee Co Chair
(Industry)

TIME

TECHNICAL SESSION Ii:

UDI Implementation Experience

11:10-11:15

Opening and AHWP recent work on UDI

Ms. Jun LI

AHWP WG9 Chair

Director of Division of Registration |,
Department of MD Registration, NMPA

11:15-11:45

China NMPA Final UDI Rules for Medical Device

NMPA, China

11:45-12:15

Saudi Arabia UDI Rules for Medical Devices, and
Implementation Experience

Mr. Azzam AL OTHMAN
Head, Products Registration Support, Medical Devices
Sector, Saudi Food & Drug Authority

12:15-13:30

LUNCH

13:30-14:00

Chinese Taipei's Experience in Implementation of
UDI and Lessons Learned & Benefits Realized from
UDI Adoption

Ms. Cheng-Ning WU
Section Chief, Division of Medical Devices and Cosmetics,
TFDA, Chinese Taipei

14:00-14:30

Global Medical Device Nomenclature (GMDN),
its Structure and its Applications in UDI and
Electronic Health Records

Mr. Mark WASMUTH
CEO,
GMDN Agency

14:30-14:55

Panel Discussion IV, Q&A

Moderated by AHWP Technical Committee Co Chair

(Industry)

14:55-15:15

TEA BREAK

TIME

TECHNICAL SESSION Il : Update on 1S013485:

2016 Quality Management System for Medical Devices

15:15-15:45

Key Updates on 15013485:2016 Quality
Management System for Medical Devices

Mr. Grant RAMALEY
AHWP TC Advisor

15:45-16:15

Implementation of Risk Based Approachina
Manufacturer to Meet 15013485:2016

Mr. Brahim HOULA
Communications and Marketing Committee Chair,

16:15-16:45

Driving Harmonsiation and Use of 15013485
Through IAF

International Accreditation Forum Inc

16:45-17:10

Panel Discussion V, Q&A

Moderated by AHWP Technical Committee Co Chair
(Industry)

17:10-17:15

Closing Remarks for TC Workshop on Day 2

Dr. Jeong Rim LEE
AHWP TC Co Chair (Regulatory)

MFDS, Korea

END OF DAY 2
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Day 3 Agenda: 13 November 2019 (Wednesday)

TIME

23rd AHWP Technical Committee (AHWP TC) Meeting

09:00-10:40

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

Ir. Sasikala Devi THANGAVELU
AHWP TC Chair
Medical Device Authority, Ministry of Health, Malaysia

Dr Jeong-Rim LEE
AHWP TC Co-Chair
Ministry of Food and Drug Safety , Republic of Korea

Er. Alfred KWEK
AHWP TC Co-Chair
Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.

Supported by

Ms. Miang TANAKASEMSUB

AHWP TC Secretary

Regional Regulatory Affairs Head, APAC Alcon Pte Ltd

Ms. Carol Jirui YAN
AHWP TC Secretary
China Market Access Lead, Johnson & Johnson

10:40-11:00

EA BREAK

11:00-11:05

Welcome Speech

Mr. Ali M. AL-DALAAN

AHWP Chair

Vice Executive President, Medical Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

11:05-11:20

Opening of TC Meeting

-Roll call

-Adoption of Agenda

-Adoption of 21st AHWP TC Meeting Minutes

Ir. Sasikala Devi THANGAVELU
AHWP TC Chair
Medical Device Authority, Ministry of Health, Malaysia

Dr Jeong-Rim LEE
AHWP TC Co-Chair
Ministry of Food and Drug Safety , Republic of Korea

Supported by

Ms. Miang TANAKASEMSUB

AHWP TC Secretary

Regional Regulatory Affairs Head, APAC Alcon Pte Ltd

Ms. Carol Jirui YAN
AHWP TC Secretary
China Market Access Lead, Johnson & Johnson

11:20-12:50

Discussion of AHWP STRATEGIC PLANNING TOWARDS
HARMONISATION OF MD REGULATORY REQUIREMENT]
- WG Chairs & Co-Chairs
- TC Advisors

Dr Jeong-Rim LEE
AHWP TC Co-Chair
Ministry of Food and Drug Safety , Republic of Korea

Er. Alfred KWEK
AHWP TC Co-Chair
Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.

Supported by

Ms. Miang TANAKASEMSUB

AHWP TC Secretary

Regional Regulatory Affairs Head, APAC Alcon Pte Ltd

Ms. Carol Jirui YAN
AHWP TC Secretary
China Market Access Lead, Johnson & Johnson
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Day 3 Agenda: 13 November 2019 (Wednesday)

12:50-14:00 LUNCH
14:00-15:20 |Working Group Updates and New Work Programs: Ir. Sasikala Devi THANGAVELU
(20mins AHWP TC Chair
each) Work Group 1 (WG1) Medical Device Authority, Ministry of Health, Malaysia
- Pre-market: General MD
Dr Jeong-Rim LEE
Work Group 2 (WG2) AHWP TC Co-Chair
- Pre-market: IVDD Ministry of Food and Drug Safety , Republic of Korea
Work Group 3 (WG3) Er. Alfred KWEK
- Pre-market: Software as a Medical Device AHWP TC Co-Chair
Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.
Work Group 4 (WG4)
- Post-Market Supported by
Ms. Miang TANAKASEMSUB
AHWP TC Secretary
Regional Regulatory Affairs Head, APAC Alcon Pte Ltd
Ms. Carol Jirui YAN
AHWP TC Secretary
China Market Access Lead, Johnson & Johnson
15:20-15:40 TEA BREAK
15:40-17:20 |Working Group Updates and New Work Programs Ir. Sasikala Devi THANGAVELU
(20mins (Con’t) : AHWP TC Chair
each) Medical Device Authority, Ministry of Health, Malaysia
Work Group 5 (WG5)
- Clinical Evidence for Performance and Safety Dr Jeong-Rim LEE
AHWP TC Co-Chair
Work Group 6 (WGE) Ministry of Food and Drug Safety , Republic of Korea
- Quality Management System: Audit &
Assessment Er. Alfred KWEK
AHWP TC Co-Chair
Work Group 7 (WG7) Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.
- Quality Management System: Operation &
Implementation Supported by
Ms. Miang TANAKASEMSUB
Work Group 8 (WGE) AHWP TC Secretary
- Standards Regional Regulatory Affairs Head, APAC Alcon Pte Ltd
Work Group 9 (WG9) Ms. Carol Jirui YAN
- UDI & Nomenclature AHWP TC Secretary
China Market Access Lead, Johnson & Johnson
17:20-17:50 |Speech by AHWP TC Advisors Representative AHWP TC Advisor Representative
17:50-18:00 |Closing Remarks Er. Alfred KWEK
AHWP TC Co-Chair
Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.
END OF DAY 3
19:00 GALA DINNER (STARTS AT 19:00)
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Day 4 Agenda: 14 November 2019 (Thursday)

Venue: The Crystal Ballroom, Grand Mill

ennium Muscat, Muscat, Oman

TIME

24™ AHWP Annual

Meeting (Main Meeting)

08:55-09:00

Announcement

AHWP Secretariat

09:00 -09:30

Opening Ceremony
- Welcome Address
- Opening Speech

- Group Photo

MC

H. E Dr. Mohamed Al Hosni
Undersecretary of Health Affairs,
Ministry of Health , Sultanate of Oman

Mr. Ali M. AL-DALAAN

AHWP Chair

Vice Executive President, Medical Devices Sector, Saudi
FDA, Kingdom of Saudi Arabia

09:30-09:40

Main Meeting

- Roll call

- Adoption of Agenda

- Adoption of 23rd AHWP Annual Meeting Minutes

Mr. Ali M. AL-DALAAN

AHWP Chair

Vice Executive President, Medical Devices Sector, Saudi
FDA, Kingdom of Saudi Arabia

Supported by

Ir. Bryan 50

AHWP Executive Secretary General

CYH Technology Centre for Innovative Medicine, Faculty
of Medicine, CUHK

09:40-10:10

(15mins each)

AHWP Status Reports
- AHWP Overall Status Report

- AHWPTC Status Report

Mr. Ali M. AL-DALAAN

AHWP Chair

Vice Executive President, Medical Devices Sector, Saudi
FDA, Kingdom of Saudi Arabia

Ir. Sasikala Devi THANGAVELU
AHWPTC Chair
Medical Device Authority, Ministry of Health, Malaysia

10:10-10:30

TE

A BREAK

10:30-10:45

IMDRF Status Update

Ms. Elena ASTAPENKO

IMDRF Chair

Head of Division of Organization of State Control and
Registration of Medical Devices, Federal Service on
Surveillance In Healthcare (Roszdravnadzor) Russia

10:45-11:15

(15mins each)

IMDRF Member Country Harmonization Efforts
- Medical Device Single Audit Program (MDSAP)

- International Regulatory Cooperations

Mr. William M. SUTTON
Assistant Country Director,
USFDA China Office

Mr. Fumihito TAKANASHI

Deputy Director, Medical Device Evaluation Division,
Pharmaceutical Safety and Environmental Health
Bureau, Ministry of Health, Labour and Welfare (MHLW)
Japan

11:15-12:15

(15mins each)

International Organizations Updates

- APEC

- ASEAN

- African Medical Devices forum (former PAHWP)
-WHO

Mr. Fikriansyah Bin IRMAN, Senior Medical Device
Reviewer, Ministry of Health, Indonesia (APEC)

Ms. Khun KORRAPAT, Chair, Medical Device Committee,
ASEAN

Ms. Paulyne Wairimu, ViceChair, African Medical
Devices forum (former PAHWP)

WHO (TBC)

12:15-13:45

LUNCH
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Day 4 Agenda: 14 November 2019 (Thursday)

13:45- 14:15 |AHWP Liaison Member Updates
(10mins each) Ms. Harjit GILL,
- APACMed Update Chief Executive Officer
APACMed
- DITTA Update DITTA Rep (TBC)
- GS1 Update Ms. Géraldine Lissalde-Bonnet, Director Public Policy,
GS1 Global Office
14:15-15:15 |AHWP Member Country/Region Updates
(15mins each) |- China Mr. Deyuan Jiang, Director General, Department of
- India Maedical Device Registration, NMPS, China
- Laos
- Saudi Arabia Mr. Arvind Hiwale, ADC, CDSCO, Ministry of Health &
Family Welfare, Government of India
Dr. Davone Duangdany, Technical staff, Drug Control
Division, Food and Drug Department, Ministry of Health,
Laos PDR
Mr. Abdullah ALGHURAIBI, Director for Regulations and
Registration Support, Medical Devices Sector, SFDA,
Saudi Arabia
15:15-15:35 TEA BREAK
15:35-16:20 |AHWP Member Country/Region Updates (Con't) |Dr. Seil PARK, Assistant Director, High-Tech Devices

(15mins each)

- South Korea
- Sultanate of Oman
- Kyrgyz Republic (new member to be endorsed)

Division, MFDS, South Korea

Eng. Faiza Alzadjali, Director, Medical Device Control
Dept, DGPA&DC, Ministry of Health, Oman

Ms Ainura Abalieva, Head of Medical Devices
Registration Department, Department of Drug Provision
and Medical Equipment, Ministry of Health, Kyrgyz

Republic
16:20-16:35 |AHWP Secretariat Updates AHWP Secretariat
- Secretariat Report
- Financial Report
16:35-17:00 Resolutions Mr. Ali M. AL-DALAAN
- Endorsement of New Members AHWP Chair
- Endorsement of Resolutions Vice Executive President, Medical Devices Sector, Saudi
- Endorsement of Guidance Documents from WG |FDA, Kingdom of Saudi Arabia
Supported by
Ir. Bryan 50
AHWP Executive Secretary General
CYH Technology Centre for Innovative Medicine, Faculty
of Medicine, CUHK
17:00-17:05 |Announcement of 25th AHWP Annual Meeting Mr. Ali M. AL-DALAAN
Host AHWP Chair
Vice Executive President, Medical Devices Sector, Saudi
FDA, Kingdom of Saudi Arabia
17:05-17:15 |Closing Remarks Mr. Ali M. AL-DALAAN
AHWP Chair
Vice Executive President, Medical Devices Sector, Saudi
FDA, Kingdom of Saudi Arabia
END OF DAY 4
17:45-18:30  |8th AHWP ASL Annual General Meeting AHWP Secretariat

For ASL Members only
(Transfer to VIP room)
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Date: Fri, 15"Nov 2019

i 2

Date Time Proposed Topics Presenter/ Lead
11/15 AHWP WG1-WG2-WG3 Joint Meeting
(Fri) 08:30-08:40 | Opening Remarks&Roll Call WG Chairs &
Co-chair
08:40-09:40 | Discussion on the topic of Al related MDs WG1 & WG2& WG3
® Al Current Status
®  Work plan and Collaboration
® AOB
09:40-10:00 Break
AHWP WG2 FTF Meeting
10:00-10:10 | Opening Remarks&Roll Call Dr. Wen-Wei Tsai
10:10-10:30 | WG2 activities recap and future activities Dr. Wen-Wei Tsai
10:30-12:40 | Discussion on AHWP Proposed Documents:
®  Guideline for Approval of Reagent for Instrument Dr. Adelheid
Family Schneider (Roche)
12:40-13:00 AOB Dr. Wen-Wei Tsai

Conclusion and Closing Remarks
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B4 3

WG2 - Pre-market: IVDD

Chair: Dr.Wen-Wei TSAI

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

AHWP Annual Meeting
November | 19-]4%,2019 Muscat

@

Objectives 2018-2020

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 te
implement regulatery framework of IVD medical devices.

To support regulatory convergence through
O Participating in Internaticnal/Global Organization collaboration
and activities. (e.g I5SOMC 212 WHO, IMDRF etc.)
o Encouraging interest and participation of the AHWP member
economies in establishing and reviewing the specific requirement
of IVD premarket regulatory control.

WG2 Project Activities 2019 A__;.?

* 2019 Activities

WG 12 Teleconference. 20 Fe

WG2 1= FTF meeting: | 3% ~ 1 5% Aug (Taipel) (WG| -WGI-WG3 jeint meeting with
WG2WGS joint Teon session)

WG2 2 FTF meeting: 15% Nov (Oman) &WG2-WGE5 jeint meeting

+  Guidance development:
Principles of Regulatory Requirements for Electronic Instructions for Use (elFU)
(collaboration with VWG| &W3E3)
[of of Changes to a R
WG3)
Clinieal Evidence for IVD Medical Devices - Clinical Perfarmance Studies for InViro
Diagnostic Medical Devices (Drafung I

d Medical Device (collaboration with WG &

WG Progress (|

Deliverables

Timeline |

| Confirmation  WGZ membor kst wApr 2019 50 members in total
oAWG = 17 regulazors
membershep * 30 industries
* 3 Chbiervars
2 Deovalopment 1} Labelling for In vitre Jin2017ea  » Documant andorsedin KL
of AHWP Diagnostic Medical Ocr 2018 Annual meeting 2018
Guidance Davices
Document 3 Coregarisation of Jl2018 e Targeresbe endorsed in Museat
Changes to a Registered  Nov 2019 Anmal Meetng, 1019
Medical Davice
(callaboration with WG
EWGI)
3) Principles of Regulatory 2017 es Target to be endorsed in Muscat
Regquirements for MNev2DI9  Annual Meetng 1019
Electronic Instructions
for Use (elflJ)
(eellaboration with WG|
EWGI)

-

Waork ltem Deliverables Timeline |
Development 4] Chinical Evidence for IVD 2019 o Drafung in prograss, colabarason
of AHWP Medical Drevices — 2020 with WG5S, earget to be endorsed in
Guicance: Chsical Ferformance 00
Dacument: Seudios for In Viers

Diagnestic Medical

Davices {collaboration

with WG5)

5} Guideline for Approval of 2020 ~ Target o be endorsed in 2020

Roagent for Instrument

Famdy
Participation 1)  Contribution to 2006 to = WG2 has joined ISOTC 212
in Intarnatioral IVD 2020 as  faison  member o
Internagonal’ Saandards participare n standard
Glabal discussion and  coreribusion
Organization 2} Contribution to IMDRF fram regulators and industry’s
colaboration in VD Guidance 2019 e point of view.
and activities 2020

Participation in IMDRF New
Work leem “Principals of IVD
maedical devices Classficagion”

WG Progress (Ill)

| Deliverables

Work

Item

Timeline | Progress Update

3 Participation  J) Coneribution 2018 s Contnuous contact with WHO VD PQ
in taWHO 2010 team to maintain technical communication
Internagional! Technical Collece and consolidits comments from
Global Specification WG2 members on the WHO decumena,
Organization Documents. nchiding:
collaboration * TS5 Syphiks Hapd dagnastic tesns
and sceivites * TS55-7: Rapid dingnostie tores to damet

hepatitis C antibody or antgen

* TS5.6: Immunoastays to detect hepatitie
€ andbody and/or antigen

+ TSSI0: In vire diagnessc (IVDs)
medical devices used for the qualitatve
and quantitative detection of Hepatits
C ribonucleic ackd

* T35-11: In wviro disgnosic (IVDs)
medical  devices wed for the
quantitative detection of HIV-I nucieic
acid

« TSSIZ In vito dagnowic (IVD)
medical devices used for the qualitative
dataction of HIV-l and HIV-2 nucleic
aeid

WG Progress (IV)

4

@

Work Item | Deliverables | Timeline | Progress Update

Collaboration 2018102020+ WGl &WGL

with athar Wis + Prindiples of Reguiatary
Fequirements far Elestronic

Instructions for Lise (elfU)
i

* WGILWGE EWGE3:

Medical Devices - Chnical
Perfermarce Studies for In
WVitro Diagnostic Medical
Drenvices

WG Document for Endorsement at the ’_’_‘_;__._m‘f_
24" AHWP Annual Meeting 2019,0man =~

No. | Title/ Content Type of Document

I Categorisation of to a Regist Guidance D
Medical Device (collaboration of WG 1, WG2
AWG3)
O Purpose:
This d provides o RAs and fa s In categorising and

managing changes during the life cycle of medical devices. The document provides
guidance on types of changes. principles of change categortsation, and what
should be done by the manufacturer in relation to each type of change to its
rogistered medical device. For minor changos, reforence should be made inte
AHWPWGI/FO022016 Guidance for Minor Change Reportng, whereby the
reportabilicy degends an the jurisdiction.
O Rationale:

Consistent worldwide categorisation of changes to medical devices would offer
significant benefits to the manufacturer, user, patients and RAs. Eliminating or
reducing dffernces between jurisdictions decreases the cost of gaining

regulatory compliance and allows patients earlier access to new technologies and
treatments.

22




Thank you
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