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ARG B Rt as i RS N2l B e M A MRS & > F A R R aw e
IR ZE (RIRE BN ~ 4fPERT ~ tPEDRRE - HA ~ R2E ~ B ~ 2K
PHEE ~ ENFE ~ JEEE - ASEAN) Zifri A Y SR B B 72 52 A BPE
B E T B4R smiE (International Medical Device Regulatory Forum,
IMDRF ) EopeEEesif /A M F14H4% (Asia Harmonization Working
Party, ) & TIE/NHSHHVEARBRNIER - g TEEmANSEE - (1)
BB AT R MR - FWAEVARAVE R - FEFHELEE © (2) SEE
et B EHAERASITER  (3) BRI AR i m
Ve 7 A R B & B R as M AR S AN A H SRR BN RE 5 (4) SRR AL
5B B ] B = 5 (5) SEIEEVARZR SN - REFERHN
ST 5 (6) Sl Bt as A () BRSO R BOR BLEL RS - FRBFR gk
ool e e B e W Y B R s A B AG S N2 s B i B R AR B I B AR R T RE Y VA
HHEFH > W EE & E#E (FLASH UPDATE and insight on

market approval requirements and expectations in Taiwan ) o [H4MNEE A

Z NN

PR A AL ~ SUEERIRAURET S TR 2 nl M & B M B & B A Y
FEOR B 28 RS ZURY 72 2L 0 RN B 4 vY B £ B TR R & BF R
ANZTPA (Australia and New Zealand Therapeutic Administration ) » £
festf DiTpR A e B EREE T - R — GRS ANZTPA EHIZE
BT A ERET LA OB - PR G B L B o B R e
BT RTEE A iR AR R > DAY TR B B R A o AR 2 B AR
At BB fd N B [ [ PR B R s A T B e ] -

ke fEzE © IMDRF ~ AHWP ~ S84 2Erss =28 0f (in vitro diagnostic device,

IVD) - FiigEsf" (post market surveillance & vigilance )
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ARG E Informa Life Sciences 55 8 ERR B R 211 BEG Y N2 T Ra 7
e Z a& BRSO ERATRET & - f AR RAE B a2 B B B R e
A RAE 2 #)k 2 EEE " FLASH UPDATE and insight on market
approval requirements and expectations in Taiwan | » ;5 H B G /T e e s
MBS N2 ET R as M <~ B AT, - EFE by pies & B B AR
STIEIE - WS BB SRR EhRE - [ENG N I 25 B o s
RS RS SN TR R AR - R R A E RS - BRI
AR~ Eiig RS R E R - (A EEES - WELHMERE R
RO > IR EET Y - SRR - FORAMERAINER A - IR aoftiE
PR TTIGEUEHEE T - ARSIEHR A

— IR RS B S No R R M BT B BN » £ (102) £
7 A RECETTEbe SIS - MR - RanEEY e HEE
REE SR - B ptas il B bt andl 2 (e (RMErE RER - TS E
U - IRTEHEANE SR ) - Bis (A EHE R 8EE
AaEEEEE - REHEELE - REERERRE) - ZO0E
5 (F3 - 2lHr -~ 2R~ i) K E eSS E I E R R

(AL + ROER BEREERENEE —~ HE @I
AyEEESE - DR B REam A > (R R B as il Z S0hE
Bz —>A0 © s b eV IE M E B B A an U A E L) > Rt R
ARAGEM FRr e fn BT BER S AL AR B R BRI
FEI ~ FAURRERFR] ~ itk s S eisd] (BLFRRlEmg ~ M
BUNHYERE) > ST BIFE S FEhREZ i — s -

T TR B R RS M AR E B o T E T - R R gy

GO ~ 5w OIS B PR R AV B AR - WIAETe A BB
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103 6" 2p FaAz (£ HEuy BRO7 B S54%)
HEERGRIR
103 6" 3p Day 1: China, Clinical requirements, Regulatory
harmonization, Post market surveillance, adverse events
and recall, Developing regulatory strategies, Medicals
device software regulation
103 6" 4p Day 2: Korea, ASEAN, Asia Pacific Workshop, Taiwan,
IVD Registrations
103 6" 5p Day 3: Japan, India, Experience exchange: worked
examples, Labelling, Post approval change management,
Australia & New Zealand, Electronic submission
103 # 6 * 5-6 F ¥ A

= SIIEREERGEAE

(—)B—RGHE(6 H3H): BRI A (the International
Medical Device Regulators Forum, IMDRF) ~ gEM BRI M AR
2H4% (Asia Harmonization Working Party, AHWP) ~ R KEZBIE °
ZE EREEARELE - Bl EERE s R (BRE2E 1)




1. hEAFEE : HEkHY SFDA ( State Food and Drug Administration )
Ak CFDA (China Food and Drug Administration) » [ [a147 7/
7 Provincial FDA, Municipal FDA 47 g & & & F A (o] JE i SE 4k 1Y B
SRS > HEirv4gns ( http://eng.sfda.gov.cn/WS03/CLO755/) -
P EIREA M LSRR es A - A mEbRTY class 3 Tk F 2
CFDA Ffzfz 353 a5 - kg2 class 2 B et Il
Provincial FDA ZZ 287 v] 28 {8 fmHY class 1 RIJ#574E B3 Municipal
FDA & - Class 1 B ftastt - AIATREA » A48 - HFEH
Municipal FDA #ff§ (notification) B[JT] o ZATUISE 28 A 2 E&E
gt RIS G B SR 4 s BRSO R A i R g S 22 CFDA » 55T
I EEZ R Tl A > a2 B Reas il MR R B 4K
Bz R o 8ERHE R BIRESIRA TR MR BIRZEG - B
TgINELE ROV IA R N T CFDA » BE5 HA R, > FFH CFDA &4
Wrs » SR BUER o8 AR T LIEE - BN —(E R e
M AT RE A E B R e R 7y » &Rl an A H i — (i A
SERCESE R R A SRR RUAR - A — SIS R B # TR S EF Al E8
o HEDURIRE » 5540 » REIRERIZA IS A rn i 8 S B iifg
LR o fy T RIERH AR E B R > HATIEfR M 5 AR
o HENSRSHEEMEZE - SIS N2 ssat e B
EERZE - BUEH BRI A AR B EHEE - SRR R
P Re I E H AL 2K ~ AUEHE SR IS M B R as s = R 5 -

2. IMDRF : B Notify Body BSI Ay Gert Bos, Head of Regulatory
Affairs BSI Global #£5 » IMDRF B3EHYATE » fEalta0 | -

(1) EREETZHHAVZE © IMDRF f 2Bl LAk -
2014 FHEEHEE - IRE A ERERF S HY plenary

meetings - {HEH 5 T {E/ N4 AT RE & #E FH 3% 1l google
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teleconference ZR{EHERE (AT - A FE{E T/E/NAERY
teleconference > AJEEE E B~ FHEEE > & TENE
A FE T B PR Y 2D i

(2) IMDRF FTHARRIIEF(EHEE -

. JgirEE M E R (Standalone Medical Device
Software, SaMD software ) FIZEHE BRI - Kok B
et (B RMmAVEEe ) « ihe (S5M1H

%) ZHEEBVEHER G B o A B 2 DU
PR R Ry o VB B - A LAt Re AT e E TRl
FaHMEVERHIE AT EREAI A2 (medical
purpose )~ &R A (context of use ) ~ #2,03IEE (core
functionality ) 573k Type | (very high impact), Type Il
(high impact), Type Il (medium impact), Type IV (low
impact)% » BUR BRSNS &k AR
— A FEER SRt B e (R -

Risk Management — I1SO 14971

Software developmenq lifecycle — IEC 62304 class A
requirements

Software development lifecycle — IEC 62304 class B
requirements

Software development lifecycle — IEC 62304 class C
requirements

Labeling accompanying the device
Clinical effectivenass
Clinical safety and performance

Clear clinical efficacy statement accompanying the SaMD may
be based on bench test, simulated, or already available set of X X
data.

x X X X
x
*
>

x

1. EEHrEFE NCAR LB ATHA LA AVEE © IETEESE
f& 2 TEikH kR bt 2 B SR L H R 77 = - Stream 1
TR EAN BRIE BN R ER A R E 2SS (serious
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public health issues) » DIEE & HEEES] - 55
Stream 2 FIIZ$1 ¥ B A7 [EUCEGHACHA - Al DL TR SR
HETT o ARAGHE A F PR BN L& - A
WVAMEZR DUADERE R RE — 2 e &l =
& Stream 1 1f—Fd /2 & Stream 2 > FLYNEEHAEHTS
BB —HESHY N14 ( Guidance on new NCAR

system) o

. 55 E FE e s P 248 (UDI) 75 B 1Y roadmap
H BB S $ 1A P R b SR H B R e+ - Bar-code
ERraEeR - EiE RS R E AR (Device
information, DI: company and product ID ) Bz 5ifH R
&ill (product information, PI: life, sterile or Lot

information etc. ) -

uDID
Database
=7 Bar-coding For DI part Only

for every Medical Device

!J
DI
-Company Name
T |I|IIIIIIIIIHIHI|I|I \IIIII\II
Product Name

JlllH 12345 0 (17) 251210 (10) ABCl23

Ipi 'I
! production Information |
! Life |
:-Serlal or Lot Information

b S BEN A WIESY - AR TS BUAM TR
Bt Z & A RetE— P alamend T Z 8 1EE (roadmap )
EEARERA -



V. 1L RS (MD Single Audit
Program) : Zi{pE.4&% & final documents > & #E IMDRF
MDSAP WG N3 - “Requirements for Medical Device
Auditing Organizations for Regulatory Authority
Recognition”, IMDRF MDSAP WG N4 — “Competency
and Training Requirements for Auditing
Organizations”, IMDRF MDSAP WG N5 — “Regulatory
Authority Assessment Method for the Recognition and
Monitoring of Medical Device Auditing Organizations”,
IMDRF MDSAP WG N6 - “Regulatory Authority
Assessor Competency and Training Requirements” -
FNEA IR R R THET S F 5 Y E45 IMDRF
MDSAP WG N11 - consistent grading of
non-conformities jEjA> 2014 4 9 H ~ N8 Reg. Auth.
Assessment Method Guidance &2 2015 Rk ZE5E K -

V. ESLPEHE (regulated product submissions,
RPS) : B dn L praE & xR Ut - HAlEE
ShzlEraElEs A (IVD) Ak HIAYZ Common
Submission Dossier Template (CSDT) format » [fj—#%
E&kF (non-IVD ) fiE[=] F Summary Technical Document

(STED) Fyik {18t -

(3) IMDRF ¥R G e B 52 A AR AT HAR  IRPEE: AHWP &
PAEERZ BARRSI0 » BERNZ AR A HAS - B
TEIEE S - IMDRF R T NE LB I AR E & - 74
TR P B BRI 2 5 B AGHY BRI ne K -



3. AHWP: Asian Harmonization Working Party /5 Notify Body BSI
4y Dr. Gert Bos #3745 » EEBEEATT ¢

(1) meilt

JE AR A BB

WG1- Pre-Market Submission/CSDT B 58 E . E

Al & 2wtk r% = CSDT 21| STED FL¥f

( Comparison between the GHTF Summary
Technical Documentation (STED) formats for Medical
Devices and In Vitro Diagnostic Medical Devices and
the Common Submission Dossier Template (CSDT)
format) - GHTF STED /A =U e (MDD) 2
R EEL CSDT k& A A aas N2 lEnEs i1 (IVD) 232
o HATELER O IEAE AT ASEAN 2R 72 50
BN 5940 B TR e E G TERE - (Medical
Software Guidelines for pre-market registration ) =¥
EEETHETS 2014 4 4 A5EpE AR - E & =UE:
¥58g (Combination Products Guidelines) £&j* 2013
RSB °
WG1a EL4& A 2012 52 H% GHTF guidance on VD, list
of recognized standards for IVD, best practices for
clinical evaluation and investigation on IVD » 554}
Essential Principles (EP) of Safety and Performance
of IVD Medical Devices - AHWP Regulatory
Framework for IVD Medical Devices £ Comparison
between the GHTF Summary Technical

Documentation (STED) formats for Medical Devices



and In Vitro Diagnostic Medical Devices and the
Common Submission Dossier Template (CSDT)
format JRERY 2013 4F58[K © 4N - IEAEEETTHIEHE
& AHWP guidance documents on IVD medical
devices, Z2yifHfEE training activities Kz hff#¢ affordable
and accessible IVD (AAIVD) medical devices 7 &
AEL S -

WG2-PMS and Vigilance » &L FHiEHHBEH B
SR BREEEAE - ERSIHEGEERR - &
T BB Wil e B e B (R RS
i E eS| (Adverse Event Reporting Guidance
for the Medical Device Manufacturer or its Authorized
Representative ) - I #E1 THY TFHE H GG 2 2 EEHE
& 245 (Safety Alert Dissemination System, SADS )
TH&k ~ [ElR SADS $55 3014 #H SEpa i (R G I
R BB R 2 FK

. WG3 - Quality Management System (QMS) .52l

A N17, N18 =24~ » #ri# Nonconformity Grading
System for Regulatory Purposes and Information
Exchange - HETIEAE#EITHY T/ H 2 $T T R
SSRGS A L TR AF & 15013485 2 H5E » It
B s/ NRESLE R (application of 1ISO13485 for
importers/distributors ) » {3 IEEEHREBOKE R, -

WG4 — Quality System Audit 2248 52 EE M BUERg iLE
X RS EZEHHE 1-5 877 IE & TS D2
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VI.

VII.

SHEPE R EAZL RS (importers and distributors, 1&D )
FREE EAZIVTES [ - [FINHAEEI SRS -

WG?5 — Clinical Safety/Performance E24852% ICH
GCP, SG5 GN, #hfit ISO14155 7 FL# » [EHS ELfchige
AHWP & 5[5~ R A RS e B B S B

¥ o BANEAE#ETE R a2 — 24 - ZOREEH
aE IV EERIRES: ~ M TnfmiE S & 2 BRI SRR =]
AR

WG6 — Capacity Building and Regulatory Training &,
SERGEISRERAR T oK e BE il iy B i 55 Al 5 == - Al
IEFERETTHY AR H 2 RS AR/ NHSE (RAVEI SR
K 0 BRI SRIEAH - A6 T g WHO, APEC, RAPS
FRRAHS ZOEHIGRE R - =K S EREEI 2 A

NS
BE °

VIIl. STG — Medical Device Nomenclature &5¢ 5K EfR g

M4 245 (Global Medical Device Nomenclature -
GMDN ) % » #748<:81 GMDN 4%, IMDRF £ WHO
e a4 LA - IRAHES T BN DG SANGO #il
GMDN &t » W0 B 5ERY 5 (EPRE S GMDN 54
Z AT TS EmERAE o H AT BRI ERE ARAC UDI
ZFER] - A5E AHWP & BEER] UDI ZZARERAI -

- RIS ER TS (] - fERE AHWP 2 & B - TESE &

BT 8E&E » £ GHTF principles i AHWP guidance
AR NI E A - IR R S & F - AT
IMDRF, APEC, ASEAN, WHO % -

11



(2) JEMFEA SR Bl LB TR 2 s - AR E R E R o7
= e BB E L AR E R E - ANIRSEDE
RUZ TR > RACHE A R s e fn(E ASEAN g B

4. RBVEHEIR : PEIARE

(1) MREBPEIREES 12 e ARARRKEE — KRG HIA AN
" BB R RS R IR R B T 2 M T B e R A B
HaERl > KRR B andE S E B 5 (State FDA, SFDA)
1THEH - s TR BB an e B E HIAE S (IEER4) 5 China
FDA LLUNf&f#E CFDA) » RyE#s e BB - P 2 BiRestify
EHERTA L o B hE L MR M B
€ s bR E T Bl 2R E o EEIEM 2 BALA T AYED
9 » Department of Medical Device Registration £

Department of Medical Device Supervision -

CFDA
Website: http://eng.sfda.gov.cn/WS03/CL0O755/

« CFDA
« Provincial FDA
» Municipal FDA

12



|
Vice Minister Vice Minister Vice Hinister WVice Minister Vice Minicter e Minister Assistank Minister Assistant Minster Assistant Minister

L | | | | | | J
[ I [ | I [ | \
Department of Departrment of
Foud i DR o E— "
Legal Afairs Safety Superviscn 1] Reghtration Drug and Cosmetics ——— e, THNCIOLY wwmu mmmud
{Department of TCHs Supervison bl Al sttt Hong Kong, Macsa
and Ethrc-Mecicines and Talwan Affirs)
| | | i | ‘
| bision of Divtsion of |\ ivisionyof Dvisian of Division of Division of i Oivicion of
[ General Aftaire General Afairs [ General amairs — General Aairs  General Affirs — Gmerdl s [ General Affairs
Genera) Affars a _ oivisinaf (Division of (Ohvision of
oS Infoemationsization] Persomel
Division of Division of Onision of Divisbon of Dnsongl e Ditsion of
— Seeretariat T ™ RegulationsT ™ Supervision [ Division of | ey — Inwestigation and Onasion of I
(Office of Duty) Traditional Mamutacturing Enforcement | | I Organizations:
| Chinese Supervision o | Disionot
Divisin of Owison of Medicines and T -
_\ Diisicn of [ Regulations T | Supervision It Ethno-Medicines e Divisioh of || Doy
Secretarat 1 m:m — tvestigation and Owtsen o gl
owisonof ™ Dutrtutin Enfocnent 1 [ Standard Dison of o
Division of Division of | Bivisian o | Pharmackitic Supervision Management Talents
—_ Documentation b Enturcement R Dnison of Division of
Commaication Supervision Divisan of, | veigaoren Ousian of e | Hong Kong,
— (offee of Onision of | g Monltoring Enforrerment I L Testing Instutes otson Mocao and Taiwan
Administrative Division of L Hilogical n Re-esaliation Instruction Afiated Affsirs
Drvision of Recanskeration] T Supension IV Products — Institutions
__Sigenstendence {Diaoniot
(Cffice of Letters Division of TR
and Calls) Reieion ot | Controlied Orug
r [ T by Superuision
PRI, Department of Department of
Comprehensive Emetgenty Department of Paving a0 ¥iaies
Departrment Depatmentof food  Department of Food Owision ol Medis and Publclty .
{0ffce o Pty Softy Supendsion | Safety Spenviion 11 || O at G

i Cosmetics /—-—m—'—-— I | ‘
| | ‘ Department of Departiment of Eﬂ‘!‘""ﬂ"" it m:m
Dhision of Oivison of Divison of g éiiks Y (Oision of
eral
r Eﬁ::d r General Affairs "‘ Genersl Affirs Regitration SVl = . General Planning)

(2) HAIKRIES AR IERE TR E 5 - Bt L

( Provision on Medical Device Registration ) -~ §89 N2zt
SEE L (Provision on IVD Device Registration ) ~ &%
b AR R EE L (Provision on Medical Device
Manufacturing Supervision & Administration ) - X255y
sHpgssiaE L (Provision on Medical Device Distributor
Licensure Administration ) - E&Easf(dE FHER BHE R R E
¥ (Provision on Instruction for Use and Labeling of

Medical Devices ) -
(3) BFEst s skt
| EEEREEH - Class | B EsiiEm R T HIRE S
RreEAEEC 2R 1X E] Municipal FDA &Rl 2L ErT
Class Il B2 L35 1) Provincial FDA HHESE: »
74X Provincial FDA 2tz @8 1% BT DL (#EEE ¥

13



CFDA) > T2 Class |1l B&gegstna 5 AT B 1%
[ CFDA g > dE3 i@ AT bl -

g A\ Z B e i ¢ AL AL H R AR M 22 CFDA
abffl > SRR R A BE T o T 1B
T M AR TR A A B B -

RS RECK + HEL R R MeaE By - #ha
JEEEIE THIEER! - Product risk analysis, Product
technical requirements, Product testing report,
Clinical evaluation data, Draft IFU and Label, QMS
documentation related to product design and
production, Other documents to demonstrate safety

and effectiveness of products -

- AL SR BEE AT - B A B Y AR AR

FIE Bt as i E TR 4 4 & SRS Em iz -
SR TR E IR B R AU aYEEMEE - ¥rAZ
% - Bt e LRSI IE R Ry 5 4F » HAJ LU - fr
LA re-registration ¢ renewal » [ BE R Z3 i ELE
OE AR

FE i R TR AR D > H AR AR SO A
HE R4 4% FDA #tAR[IH] » Distribution Enterprise
License %¢HH & 5 4 - Class | MD A2522 » Class ||l MD
AFTGGEME LA - Class Il MD AIFEZEEHHE
FZ RG] 0 i ARG i A BT 24
(traceability requirements and IT system ) - 4} » &
AR AT A B - RILWVERF & B E B ERRe A4

14



ﬁ%o

(Z)F=RE® (6 H4H) 8 - ASEAN ~ 28 - BRFERZHER

FERSNER R Z B

1. B2RPHED © BEARPY oy R e i AH R A8 1 EE HIEWHO

recommendations, GHTF recommendations, WTO agreements,

ASEAN'’s Medical Device Directive, AHWP recommendations=5 ]
PR R IR » T E RSB CGHTR Z [
A srelugl - {K-AZ| =S -DJEfE 0 low risk (Simple surgical

instruments, tongue depressor, thermometer, examination light,

simple wound dressing, oxygen mask,

stethoscopes), low-moderate (Hypodermic needles, suction

equipment, anesthetic breathing circuits, aspirator, external bone

growth simulators, hearing aids, hydrogel dressings, patient

controlled pain relief, phototherapy unit, x-ray

films), high-moderate (Lung ventilator, orthopedic implants, baby

incubator, blood oxygenator, blood bag, contact lens

disinfecting/cleaning products, deep wound dressing, defibrillator,

radiological therapy equipment, ventilator),

high

risk (Pacemakers and their leads, implantable defibrillators,

implantable infusion pumps, heart valves, inter-uterine

contraceptive devices, neurological catheters, vascular

STAGE PRE-MARKET PLACEMENT ON- POST-MARKET
MARKET
Regulated s Manufacturer/ authorized e Manufacturer/ authorized e Manufacturer/ authorized
persons representative representative representative
e Importer e Distributor * Distributor

® User

Regulated » Product safety &

e Supply chain

 Surveillance & vigilance

;ter.ns./. performance o Advertising » Usage, maintenance,
activities s Manufacturing 15 disposal

» Labeling
Regulatory * Pre-marlet review s Registration s Monitoring

activitics ® Inspection & audit

s Advertisement control

* Inspection & audit

» Enforcement




prostheses, stents) iR A2 BT RAHBIEHARL T -

FEARPEunfr AE FERRRA > AREURA fe LU AR it 2 A H

IERE e as i m tHRHAY ALY 2012 & 48 Medical
Device Act B Medical Device Authority Act > ALk 17 Medical
Device Authority (MDA) » HRE R fHE7% B B it et e AR - 2

BT AR R A - S le SR ot ~ T s L s
(BRI ) - [t 2 GLaEE s SRR ss -

MEDICAL DEVICE REGULATORY SYSTEM

MEDICAL DEVICE MEDICAL DEVICEACT |,
AUTHORITY ACT 2012 2012

MINISTER OF HEAITH

Establishments

* Manufacturers

* LARs

* Distributors
Chief Executive, officers, servants * BExporters

28 IR M 2 e B AR RS E TS TR
I TEEEREBLB AR ~ AT SR 58 72 SR T B T ~ BYIET
PR A EEh B Al B BEEL R TV EE BEECR (IR B R B — 3
24 UDI > BRI E RUBEE ) IS SRENEF 2 -
REE ¢ BRI RV B R AR A i A EE(E LR O EE R - A E
2010 FFLLAK > IO BRI M EE B DL 13. 7% F R R @ T HE L1
ENERER 4.7% - DL 2013 ££ 53 - #: 1 {E4Y 2.88 billion
(USD) » it L EE MR Z 2,47 billion (USD) - 2009 A4 E 4L

16



B AR ES RS M 5 R G THEY 2429 - ZR1M & 2013 FAL AL B R
T 2 {2 5817 anlH - fEFn = T U E s G2 i e E
i BEIGEMERRIPIR SR - SF=H OB EAFHEAY) © S AE
R RIPIR S S - RXOEEIREARS 2R - S =HE MRI

AR Z o EERATIZEES T > B 2013 MHAY B anE Y44
2250 Ministry of Food and Drug Safety, MFDS - fij the Korea Food
and Drug Administration, KFDA) 7 2014 fE N\ FREETUSE4R (B
HRFEER R =FgO = EaE et ALl STED (B H &
Bt EiRIE S (HEERERRTHE 20 ) - MFDS i
pEEs A Ik E B A7 Medical Device Safety Bureau T~/ ={ Divisions
oy HIREE B 2R B St E ( Medical Device Policy Division ) ~ &
st = (Medical Device Management Division ) ~ BEREZS M i
‘B (Medical Device Quality Division) » 54MN&EFHE—{F MD
Evaluation Department 2§25 55 = B 58 PUSE AR SRR 2564 > 1S
& > [EIRSIZFESE =144+ (the Third-Party Organization) f7BIZ&#&
o SR BRSHT - FrP O R 5 e e A Class I
medical device fY{E;£EL H AFZH#E Recognized Certification Bodies
FERIELL - 1F5&[E] Third-Party Organization 7724 & Medical
Device Act #ZFERTL » CFPIIRHEERIRGE SR ER ~ 2B SHH
P 254 E T MFDS » 3246 Third-Party organization £,
Mg s - BV RELE TR - Bdiot SR EE R
i~ BMEREE T O LI EMEE A - R E MY 4k
THRERAHRFEENEGIN R

Device Classification | Regulatory Path Review Party

Class1 Minimal Risk Forceps for medical use 601

Class I Low Risk Syringe, Infusion Pump o

Class lll High Risk Coronary stent, 254
PTA Balloon Catheter (Class Il => 1V)

Class IV ; '
Moderate Risk Silk Suture, Contact lens 341



4.

= LA BE 3 3% = + =] .
AN[E] R SR SR B A B A T N ]
STED format submissions have become mandatory for class IV devices as of 2014.
f = gLA_gS IT = MFDS Regional Ofﬁc;\ : “LASS IIT & IV :
o T Approve(10 days) TEIATw aER . e
I ﬂ MFDS
Appicaton —» Headquarter
“ Approve
o (10 days)
TD Review Instiution Nli(‘?-‘- ReV'EW) = NFIDS Review
(25 days) Sdast (70 days)
Recognized SE Modified New Class T & IV Ig:liazlcilps:gs;/\
SE Devices Devices Devices Devices i
Devices (If appﬁed)
( (e X - 30 days
Test Report || TestReport || TestReport, ||TestReport, = Test Report,
of safety and || of safety and Co:noarsoﬁ Mode of Action, Comparison data,
performance || performance, (S;a‘gn a plory Satety Mode of Action,
Comparison development data, Safety & Performance
* from labs data process), ia, o I data,
designated (Usage Status Process, Origin & Development
by MFDS Overseas) mﬁ:& Process, Ciinical Data,
_ | (Cinical Data) Overseas Usage Status Overseas
Al 1VD reagents reviewed by NFIDS S
. 8 J N\ |
W ¥ FOOD AND DRUG SAFET

ASEAN : oo 17%( The Association of Southeast Asia Nations,
ASEAN) HFi 7 {iler S - BRI ~ BAkPEaE ~ Elfe ~ ZRE
R ~ 4t~ SEFESE > 5550 Brunei, Cambodia, Laos ZFE#EIE L
I\ ASEAN & BB - (H2 B es M Y E FAE [R5 ASEAN
MHEEFLE S EHIE T - ASEAN TR HAVE Ry TR R pE no B R
TR R B - RIREINE S I a im0t - FRiEEsESE 27k
A o B ee M EE nfHRE B EDAI 2 F8A - FEEH ASEAN
Consultative Committee on Standard and Quality (ACCSQ ) IH
~HY Medical Device Product Working Group (MDPWG) {5
ASEAN Medical Device Directive (AMDD) #k#tfT (1) EERzs
MiE it ASEAN iz —fe @ B2k (itg=l (ASEAN
SFIE B
[ES R SRR BB E g = - (2)
#il7E AMDD [y road map - ARG Ea—E R 0

Common Submission Dossier Template, ACSDT ) ~
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TR 0 By A B AR A A REL CSDT 2 (3)
VEBEEREELES [0 - (4) EEREEEEZS - &% 18 J& ASEAN
ACCSQ-MDPWG Meeting A 2014 4£ 5 H 6-9 HE1T » HEK
CHE RS B Zamane Bin Abdul RAHMAN 4% » ¥
HAS Ky Johanna KOH 1A £5F - sk ERLEIFE - (1) AMDD &
a7 E 5 FEE (Senior Economic Officials Meetings,
SEOM) AL » K5y 12 A 31 HLLFisekE B - FERl AR
SEEtEEE 17 REE VA RA S 5 MREVET o - LA AT RE2 2 AMDD %
B > (2) pIrnNE Rt/ Z 8® (Asia Medical Device
Committee, AMDC ) EEf AMDD JRIEEIECEEIFIE - FiFHEE
FEFERE SRR 2 A ERFEK -
ANl R R Es A ¢ H AT M2 BB e M A RN s B 2 (R
F& : Australia, China, Hong Kong, India, Japan, Malaysia,
Singapore, South Korea, Taiwan )& B AR g IR FL4: K ST 5 A0 -
(1) BN :H 1989 & 8 IVD Y E AR E » 15 Therapeutic Goods
Act 128 4 2% Medical Devices %] 20107 A 1 H GHTF
T aRrY IVD tHEARR & —0F99 A E5 THY Therapeutic Goods
Act ( Amendment of Therapeutic Goods Regulation, ARTG )
1o B 2014 F 7 ABA4G - AR AR ARy IVDs Hl class 1V
in-house IVDs #\.0 RSB A% AERR P A BEAE B0 ErT -
BEBNRMESTZ ARTG BT E Feia ) N2 T B et - MRe i
R AL TRHIMRI 28 A 2 A AR B AR N~ B — GBI
e a1k o iR E bR E] S E R - & IVDs 537k class | (no
public health risk or low personal risk), class Il (low public
health risk or moderate personal risk), class Ill (moderate

public health risk or high personal risk), class IV (high public
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health risk) - Z2EMHEHESTHY ARTG 2 3.1 Medical Devices,
Regulations 2002 1 » $7" IVD By it ELEE &0 & RIFR &
3.2 & 3.3 - GEMHEIEE &L R LIS KB Z A2 FP AT - dn
=% Global Medical Device Nomenclature (GMDN) code -
Class | = BEF E (declaration conformity to Australia
requirements ) - Class Il and lll IVD RIl&EEHKESHET
M HHBUGS &R E 2 AN MBI NS e By
HHEAEBONE Al DLRESZ - T s A 3L A g class IV A e
B R g AN S o B JH 4K TGA  conformity
assessment -

(2) JEPARE © FE5#HY No. 650 ap<tf » AR iEL IVDs HY
FrabfiE e - WY 2014 2 6 H 1 HARL - fEHPEIARE -
IVDs (R —fix B as iy E BLE—FerY - (RIEER 4k (low to
high) 475k class |, class Il, class I » {HE B R K5 Ef 72
ERTR T EAEA AER B IS DL e B » IVDs fEREMHIRR A
H—freix B E R ER - HEEE EhERKER - A
U EEA E R BV EEERISCM: - 1 1VDs reagents HiLp:
JE7EIE 2007 4 6 H/\AfHY section 3 management method of
IVD reagents registration - z¥1{ff}-No. 229 #1 No. 230 -~ FE#&FE
SKIZESZf4-No. 609 ~ EfREE5-N0.240 - Class | FEZ w4
Vs R E Retmiair s < iR - class | EIFEEEE ~ MUk -
TRISE ~ BE 2R ~ 43R~ MEE T - YR e T EEY)
el ~ HAGREDURG ~ RV e SREEY S B ATITE ~ Hofth
AL RETIREAR RIS - class I BFEEURIE (HiRE) Higs
TR ~ AR ~ 2B (R Z BN A AR H ~ 1 28 sl e
PR A ~ BRI S AR AL A S FEAR R AR AT SE - CERRr Al
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2 REKEERY IVDs £ IVD instrument + VD reagents -
AR A A A YRR A -

(3) & - BIEEN IVDs MHRARVE AR - EREas kA sk
1LY 2004 £/Y The Medical Devices Office (MDCO ) ZF35-{(¢
1% GHTF gy s E B8R asAVEH - 2009 /£ 12 A 1 H:
INRFIE class D IVD E2%2sf#, > 1% Guidance note (GN)-6
NARHIE IVD DL BRI = H IVDs 7 Jil s 7y 30 275 GHTF
HIor 80 > Jrhk class A, B, C il class D - MHEHAY /7RI 8)
EBLEFAHLTER Technical Reference TR-006: Principle of In

Vitro Diagnostic Medical Devices Classification -

(4) ENFE : BHPEEA mENAFFAG /N2 e iiastf - A& 2ELL
@z Lok > #HE R Central Drugs Standards Control
Organization (CDSCO ) tf » ZHHY IVDs #6551 » AR AH
FrsRALY CDSCO $HEH - BPSEZ 2 A1E il HIV
HBsAgQ ~ HCV -~ [MADHEAIE ARG - a: MelEs A A
AT AEERY > M HEFY 2013 £ 1 A 1 HARHY Guidance
Document - KrES s M VREEE BREE ML SE M 7 =0EHE -
WL T AL RS e B I 75 A ik P A Y SR Ok 2RCH G I
A FT AR BRI HIEINE - 5591 2013 4 11 H 15
INARARAEY Guidance Documentation for Import License of
Notified and Non-notifies Diagnostic kits i EF/EF AT E
A AEECR AT Rk RS - H A A S5 T Py Bt
AR > H#E Medical Devices Regulation Bill 2006 - 2009 &+
CDSCO /iy Draft Schedule M-Il HRBEEEZEM EFHH
T~ B IUSAR SRR E ~ 2013 4F Drugs and Cosmetics

(amendment) Act % - 7£ Drugs and Cosmetics (amendment)
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Act T HESE S A ESR . A device which is reagent, reagent
product, calibrator, control material, kit, instrument,
apparatus, equipment or system whether used alone or in
combination thereof intended to be used for examination and
providing information for medical or diagnostic purposes by
means of in vitro examination of specimens derived from the

human body or animals -

(5) HZA : Pharmaceutical Affairs Law (PAL), amended 2013 &
R Ay EE > ¥152Good manufacturing practiceffiithe 3™
party EfZBlEEES - BB L NEHREERSHE (MHLW) 32
SBIVEH > HEHaI55H A% (market authorization holder,
MAH ) HVEHR 24t © It AR BREREIIEIEAE - EFRE R a4 %
#GMDN (3#piJapan MDN) ~ B&Rasi U el ~ 275
1SO13485 FYGMPEIz&f1summary Technical Documentation,
STEDA 4% = -« PAL amendmenti? £ 11 H 20 HiEi#E N
11 B EHEARUB I EE - it =slE i n DIE X
Reno ) Hi [ HE— K 2 2R class Il ( HATEYA 75% class
Il IMDN code 2 H55 =38satEan ) ~ class Il ~ class IV (£
B HARFESM Rl se s &5 ) - RRKEF
e M VR EE G B B G L - BRI AG & — AV EEL R
&t o 1 HPMDARSEE By A\ B A SRyl &

Third-party certification and product approval system

Class I: General Medical Notification/self- PMDA (0 months) Product notification

Devices certification (non-approval process)

Class II: Controlled Nin-sho Certification: Recognized certification The recognized certification body

Medical Devices products compliant with body (3-6 Months) assesses conformity to the
certification standards certification standards and QMS. The

certification standards comprise the
nomenclature and JIS as technical

standards.
Shonin Approval from PMDA (8-16 months) Submit application documents to
Class Il: Specially MHLW prove the device’s safety and
Controlled Medical effectiveness have been

Devices demonstrated per Article 40,

Class IV: Specially Paragraph 1 of PAL, Enforcement
Controlled Medical

Devices

Regulations



(6) AP BRas i B AR PE o2 T AR 0 N B test B
% ( The Medical Device Bureau, MDB ) &# » 5 2006 &
90 > SE) B FEE RSN EEC - B B B R e p s 2 A i
f&> JHF2012 4 12 H 31 HiX A%k H]’& The Medical Device
Act 2012 (Act 737) » 4E&A 2013 £ 7 A 1 H » 4BfEHA 2 4F

( http://www.mdb.gov.my/mdb/) » 43RG VU{EEZFE 5| Draft
guidance on essential principles of safety and performance
of IVD medical devices, Draft guidance documents on IVD
medical device classification system, Draft guidance
document on principles of conformity assessment for 1VD
medical devices, Draft guidance documents on common

submission dossier template of IVD medical device -

(7) SN : BEREss A1 IVD & 1R Health Science Authority
(HSA) » E{E 2007 H#]E A Health Products Act » 5
S EF Rt e B - HUE LR IR (B R B IR e i AR AE S
HH ( Good Distribution Practice for Medical Devices,
GDPMDS Y A& A -5 (2014 )5 5 H#E— A7y GN-14
Guidance on Risk Classification of In Vitro Diagnostic
Medical Devices > GN-15 Guidance on Medical Device
Product Registration > GN-18 Guidance on Preparation of
Product Registration Submission for In Vitro Diagnostic
Medical Devices {if§ ASEAN CSDT %18 - BERIEU
[Nl > class Ato D > s H{EE]S -
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Class A, unless exempt

¢ ClassB, C,D

Registrant identifies that the product is a

Registrant identifies Class A Class B, C or D medical device
medical device to reqgister ) ‘L
‘ Registrant groups the medical device, where
Registrant group Class A appropriate
medical device L]
Registrant prepares submission documents
v in ASEAN CSDT format
Registrant prepares Class A ¥
medical device submission Registrant submits Device Dossier in
‘ ASEAN CSDT format
Registrant submits Class A l HSA screens submission |
product registration application ;
Screening
‘ ‘ HSA accepts appli canon for evaluation |
HSA screens and review
application \ Evaluation of appltcatlon by HSA | ‘
v . ¥ Evaluation
HSA's Regulatory Decision on { Evaluation Decision by HSA ]
application o
[ Regulatory Decision by HSA ] ], Registration

FHEPSKCFEA - FEfi#E L (Abridged evaluation) » +
R EA P LB 2 A - EEF US FDA, EU notified body,
Health Canada, Australia TGA, Japan MHLW = 5 (B 2 7Y +
BT A AR L R R E R E R (RRR RS
SRS~ EEPRATR ) DHERIAC S I FERRPTE AR E
%’ﬂrf& S TERIE—AE EEEE - bR T AT s S A Y
Emdh  FEEENSUESL -

(8) &E] : 7 2013 T s T EEs/E (Medical Device Act »
MDA ) » [ Bfi¢ 2013 4 1 HBA4E » IVDs BV E BB — GBS a8
M—1 - FEKREIZ Ministry of Food and Drug Safety

(MFDS - EJfif KFDA) » [t IVDs BY57 45t 2 Lh i — e es
MoTEVUSEER > class | AR ERIFE T ATFE KGMP (i
HiZZE s E8skimAl - 1 class Il {iKigJerl MFDS B854

B HEREE S YA {LE (substantial equivalency, SE) 43¢

VafE > 43 B2 () Announced Equivalent (i.e. no technical

document review required to get product approval); (ii)
24



Equivalent (iii) Improved (iv) Novel % > H 1 equivalent,
improved and novel HYEHEEESATH B R EERIHRIT S
{754 - Class lll f1 class IV E i @R ik S E Rt SCF
#A > (fAPEE non-SE, high risk 2 s TREREER - PR T
class | Bftas o - HANSS R a7 A i EAE R B - VAT
BV S KGMP 220] » 181 1ISO 13485 5, US 21CFR part 820 fH
0L ~ AR EESEHA B fna T T ae i o SedTREE Ry 7 NEE MDA JAH
BB PEERIA  BRATE E GHTF kiG5| - s iK1 2 E AR
B M TRIME R R as M a8 &AM - i 2014 21 A 28 HA
FHMEIERT MDA 677> 2014 47 B 29 HAERY -

(=) B=XgR (6 HS5H): HE - HIE - BN - @FEREEL » LB
BEoREEENR

1. oPEARRE - i 2004 5 7 HBdn - R e T BIRRE f e
WRAREEAER AT » 2012 AR AIELS M anfi A TP KRR DZHA H
SRS~ FEERAIERBHE o WE 2013 4E 4 HARL o A EE TR
i MYIERRENE (1) Eimdafl ~ BI5E - Bifg 5 (2) 7R
USRI E © (3) EERUSRCANIRGE © (4) 2UERR T
R 2 RHE G 0 s HE RIS &R - (5) BT AlRE 9l R At astn
4t (6) FF RIS T HTRISEAE © (6) A ERPRSSRE S FEH
(7) e~ EEFHENEESE © (8) 9% - 85~ B - G=
SacaH  (9) fllE ~ BRI TR R E Y R © (10) FRE
fERfRELITE ¢ (11) B JTARIZREEY] ¢ (12) iR bascil
AR Z AT LB - WA —TRAOEARPE RS % - A A% AR

B e
2. HA : i HAZESE L PAL 2005 HE @ /EYMNLIGEHT ~ B s
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HAEAEEEER (marketing authorization holders, MAH )
R an i > &6 EEF ] (Ninsho certification ) & A > BR
(instruction for use, IFU) DVEEFRE (1) B E masig ~ Al
5~ Mk 0 (2) SIS 0 BREBLEAT SR R B H I 5 (3) FFH]
sa sty > Ninsho ID number 3 (4) iy 8574Kk » (5) EEPRRTAE
B 5 (6) ZER -~ TEEEIHEBEES ) (7) B EEES] S (8)
FIAREACRE )72 5 (9) EEMmAVHLSE  (10) JE 7 5 BAHER
#1515 - IS MAH Afg Bkt 0 RE R T - AoreEi S
W H SRR -
FIJE © ERes MRS R n] IR Z 5 hOA > TR 225
ERPEAZREAE EN 980 #11SO 15223-1 and -2 » —fAZ R SE A
i Legal Metrology Act 2009 » PYZERIJER H AR ERHAT > {H554h
FORWMAB N EE B s B4R B B i = (E A -
N - TGA “Therapeutic Goods Regulations 2002 schedule 1 part
2, Australia regulatory guidelines for medical devices (ARGMD )
R B e M EE LB R VI B RA » N HARHIAR 2 K[
INEE
RE[E | BRIV EE A AR ZE A Medical Device Act No. 10564 -
FY 2011 4F 4 H 7 B » [E4E 10 H 8 HA=%y » Hirr Article 20 #
N ELR S B A RS - SRR HEEWHERE S -
Lo o ASEAN : #E728 ASEAN HEI B a i BN AERBARR E -
BEEEE 2EAA H CBEIREE - BXFHEUEFEREIECHY
B2 EE T o iy GN-23 Guidance on labeling for medical
devices  BLGREHE AT CERE A RS 2 s B st e BE R MR Rl R SR A
HE - E3kPHaH Malaysia Medical Device Regulation 2012 #{7E »
1 F6 2R P o B 5 AT AR B B B R A A JH IR & EE S Bahasa
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Malaysian language > TCHEH—FOHEEIFEFE NS HVE
i JETE BRI HE R B » IESh Rl (EAERHYE -
EZRBEIMEERUNAE WS (legal manufacturer) » HIRZ 25t
2~ #3E s (physical manufacturer ) B HIE 2R R » 41 Product is
manufactured packaged and labeled at company X in Germany
for Company Y in Switzerland -
B S B BRI 2 B A B S BT
E o BFEEmAIESR ~ AU o BN TSI - S B
HEEh UDI - fpERREEARE] UDI FHRBEVAZE - KA 2014 FEJRAAT
H 7 E e bl E class 1l il class IV 3R EL [ UDI 3471 24 8820k
FE S R H AT S B AR LR B SR A R B
e M RUE VB UDI S8Rl 240 5 BN IR & R AR B L T s
deii s (ANZTPA) B H SRR 0T UDI Z U571 5 EIE
ATEAREDK -
BUMERAPERE © (R AR B AR R e SRR S R —
{EE R B LS, - P B S VB TG ~ B AAEE - 0
A bR E IR E F A E R SR AR - AERK
Australia and New Zealand Therapeutic Products Agency
(ANZTPA) FE—EEMT » b DUTIERZE fn i 4B R At B |
Mit& L& s Z BB T - MECRE Yo e ~ REFIZE 4
FRFRECHE ~ GHTF ~ SRE¥ R B astl < B HAREIL - (NIt H Al
BN BB 5055 (CE, European certificate ) |7 > & Sls 2
AN TS - (B2 B A (integral ) F1&5 AP MER sy (40
animal components, recombinant or human origin components )
ZFH=FHEBFEEMARIN > DA TCGA FEAGEERHEEE
FEFP - TGA RARBIH PUREHYEE ST - HhEs =30 5e s & MRS

S

>
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B = TR B e M B g 2 B S AR B ST 2015 2 7 H
DAFSERS » BEE58RE Hips, knees and IVDs > MR E » #EHCES R
Pl - B f% 58 ANZTPA IEHZEME - HAIE ANZTPA EifPgES
&4 B2B projects Eillor = ~ _Lif& A BEF24r 4 il B [n| iR
A ELEGH RS BILERESR] - 5F 14 (BRI (B
prescription and non-prescription medicines, medicines

ingredients, safety, medical devices, biological and blood

products FHEH A ) ©
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2~ RN ER

—

L GRS BB E AL BT B 0 A A B
> REMAH NSRS - s Tiﬁw%éﬁmiﬁéﬁ
SR EHURIT EATE I - - ASEAN (B8 EE] -
T ——

B IUAIME R - SR (0 RS (1300

BGETHIRERER S » KBRS £ T SR PR
REA R - & SRR R DA R B SRS - B0
SRR T LB R BRSBTS 15
EHREIVER - (EHRRETSEA - WA S am
R A R AT -

2. REIEHSNORTE M2 B ) 2003 SERIHA IVDs 2T
BRI T - AERAHUIN - BLLL AT M e
14 VDs T2 I — R SRS 540 BRI © 0
MBEE 2007 £ FiHAFTAT IVDs Z3AH » B 2014 £ 5 F
AR 1 VDS SIRERESH 2 AR SRS | A
Bl 2018 £ FEBURT A A1 2 444 IVDs LLIRSSH 2 MR
HEE © B 2013 A2 KFDA &k MFDS Z1% - 47K IVDs
ST DL — R ET S - (HEHAS 1 50 B b RS
LRSI > BYEREMEER GMP | SOl 2014 £ 7
RATIE3THT ARTG A IVDs £ TLLITE HE TR PRIAREL:
RAE 2014 4 6 FI71 15 IVDs i i B0 51805 R
B TS SE S S B M 1V S50 - S0 38
RER BRI (AHWP) PE Working
Group 1a (WGLa)3B RIS MO AR b riTAI e AL o5
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AR IRE R RS SR Z AN - BRI E  H R R E Bh
X R RN e BB AR E B IFTEE LRERR
BRIG5> EERUE R R BRI -t
O EER AT LB R AT H AR -

3. BFEE PR A UDI BBt &N IEAFRE D PSR - TR
Fett 102 R ITIFEEIR AR - 5 (103) FRItGEHE A
FEEIE] UDI RSl ARSI E AR - FHET 104 SERRIGHTEZ S
1T UDI 285 - PLEAE N AR B 5L [FI2D M ERTAE © Rk IE
AL UDI FHEEVAZR Y 2014 A - HAS HATEHIE class
1A class IV 75 Bf5 UDI Ghl & eoft B > w2 B H A S0
TEAMEECR A an SR 2 Bt s b s AR e B UDI 35051 2
e o BOMNRIR B AR ALY B B S5 AL FE 5 ANZTPA 1% > 1E
FREE RS UDI ZJ51R) - S Hel 5 (S P 7 B et
ME ARV > 0 R B B e b S R R B e A A
e

4. Tk HZEEHEEREGEIE LSRR 5 E - B
OLYMPUS, Jonson & Jonson, TUV, BRNDWOOD-BIOMEDICAL
TR BRI Es M i Rt A T A B LT 3 B i A A
AR > BEVER TFDA JZZHEIESLE 5 - BUR TFDA B4
EHAN BRI PE R - A E BT B S hE [ PR T - Ry

LW LS el e O e o R AP A [ S G A PN PN

FEmnE K -

5. BHtas B EHE | WHENE (102) FERAME R B R
AR - HAMER SRS L T EIE R - HATER 1780
SR AR E B AR DS AY EE An /B iR BT &5 GDP YRS » T TP ER
VEAE A AT IEE T HY B IR B A AR o A Rl A B OR B A K[ BT HYy

30

=

0.
guid
Y

+
‘r

=]

%

i



9

AR & 1SO 13485 (B RBUSHES - [FERFEfRlfTia GD
roer A AT LA o EAS ISR SR B i e e e i i 2 A B2 4 > R
BEAEE R g — OF % - FREBRT TS B - 8RB A g B it A
GEELAER BRI st E A AR - (Nt
RS mEET  WEERA R EGRBIERE FIRA HRA
PRI R B v - TR - E R R K RS o SRR B R &
GDP 7 REMEIREE T 2 4 -
=B

1. BEFaTBEEEIRGANE © 8250A58 75 fREECHUEIRSE - (78
BELECTEACARR » BN B as i A n T B B H 287H
[EFFE S THERTER -

(1) VA7 BH W A4 B A =2 56 B PR B g A4 g R P 7R e B A
T o AR HAIZLHEIENEMR S - RS HEREIS
( physical manufacturer ) Ei £ E # % g ( legal
manufacturer) FIEER[EIEYZE - BEAKIREEES > FTAEm
i dUAERERE SR - AMA eSS AN BIRHE
W BUETET - BE S A RS SAHEDINY g
BIRMSEEEY - BEELR TS L EER A &%
5 EE DI EREE RRERTAE © LhEl sy T EBIRRERZR B AR 2
KR EIR A E M B IR RIS MM ML - IR AR
FhE B EENEN » Wi HE R o B

(2) {5 B skHH i 5T H HHERROAS © SRR TR AR a7 (5 Bl R
s AR IE s A0 U7 B fsofl 50T FIERARA - HAER s EHrE Al
LB T S8 e e 2 - DR LT Al B s ST A 2 3
MEE > MEFRIT ARV &7 K - R
MG E A ETR > TDARFEYERTE RS RRE  SEHECR
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SR B E A iy ] AR o Y R An A » THIE AT
BEHE - A RNESERES © IIFE - 1Y B ARDUERE KR
N SRR RHERRAE - SREDY 2011 FEST R
e RRRF R O BR PR AE FRCA VA IR -

(3) {hERRERCAE Az ARy Z ARG B PR AR BERUA © H BBt as
MR HIZAE BT > MR GR R A 2 FEmn i E ~ #
8 KPP A 2 BRRESE BTN 5 B > ANRE 2K {5 B rpta
ArAlEE R E ~ RS ELER TR LA BN R EEF N R 115
R > bt N a sl ERRE - DERETE
anZ ME ~ MRS ERRER T IREPT PR IR - N AIRE R Ko Hs
SR B iR A s e A > AT DU e B itk L@
anin B B A 2 SR - IR HA ~ EEEET L EOR (T B RR
sLECEE M ME ~ M B imbaiiat - PEIAEHEETVER
aa B AR P E AL - R @ AR REIRE-FL TS
[ARE - FHISE GG RENI - WHERERFREA TR
A 75 B RENEEER Y B A -

(4) &b Bk n DIOATHEE R R 5 B SO R AL i
SR B A - BLERST > TFDA BEEAH Al aC R S 2R
AT A Z A h
( http://www.fda.gov.tw/tc/siteContent.aspx?sid=2266#.U
8-cm4CSy8w ) {ILZEpG 2% » SEIINATREAEARE T -

2. B FRBEEM LHEE AT ¢ BRI RA B SE —FEk
B e MV E B R - RERpEIZR (SEE] - HAR ~ B ~ 1Y
REE ~ BON -~ g% ) #ERE F=VEH - e C LS EES
& GMP &Rk e - FEMBI A EE AR - B2
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3.

4.

FEKEHIRE for cause inspection BGEEAES) - WELERR LR
WAL TG F AN a8 o BB o] DLEK s s f it &
Rt B E M A AR - CHERE - £ 2 ERmE S —FHE
B A BEF O AVE REEHE (KGMP) FREIREZAKES 77
AR BRI H BV 4E 1% o] DUBREENE ST > W N 7 Ak
FEMtE Sy > JMIEAERE - ARUZIZ ]S - T2 B
TRV SCEFPE HLE - R - ARSI Al S ECHE S
TP PIT UI4E N A TEREE - 3 IITR 2o BlEan b iife BedenV &l - B
MESH H ATE BT RIS RS B OF) IR FEIE F—REH
HUE > DR AT DR 485 8 AR > 755 n] DUES AR RE
FTBOL AR SR > NMEREELEIERA, - WA R B B R e
FHRER  FAEERGE -

EIRMEER PR G 1 ¢ BINE LB SRS A T A R B
SOTAETE - SN EER ARSI Y B IR
T DB TSR - B MO T PR 2 S Mt R B A
BRI F R A AT SRR - s T TR A AT AU
SIS - MBI T - I i R R T
RS - S EITER PSR - (LU RRER AR S - e
AR T -

Bt dm AT ¢ BRI B S R Bt e A B S e AR
% > ST RFEERRA 1SO 13485 > BIEEFEEERA quality
system regulation #5 fy ks » 2z 7 1SO 13485 » [RIJLE i
[ERPR_EoRAmAS - A am EE—(E B R AR A — K SRRk G E L
RS IEE - FERZEIEEN IR ERREE A FREE -
ARGz 2 BN BB ENME T - AR Z SN ERERS

s AT BUSEREE joint inspection Bl » i HE B E RIS & {FIIAFIE 2
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5.

AT LLEE R A T B T AR AR R S B - B0 H AR G
EIGINER - BREEE A DL FEE — I R B - R B R
W o FERLGCIL TR AR ER S b e E By E - AMEIRTHEE
J& o B A DU R AR A AT B g e Y H AR5 T

EREMRERETT | REE E fEIN4HEE MFDS > 1% » S BB RS S 15 HY
P E B IEGRAHSS - T HORSMNERAI A T TELFIGR - RyrR bEs
AV HHEAESEL > B monitoring, evaluation HYE{Fi#f% % regional
food and drug administration [5]H$4% A Ei Third-party organization
HIETF BfE 13 (EEM bR E 5= - 4 (i GMP &2 %7781 MFDS
ERZ AT A BE R 2Rk ~ 6 (| technical document review
agency % - #LEATIRM ECEER A NI EEERS - (RIE H iR iy e
FesMERF K - PEIRELFELEZ1% » CFDA B NEH
provincial FDA, Municipal FDA 47 /& & &N [ElJE e 4k e s
o NECE RN - THET 2017 FLAA0n] ARG HE TS MR - H
A MLHW Bl PMDA » tAF LA EIEAYEE A TR [F] R b 4R
B 2T PMDA 241 - B4 5 =05 s & s
g5 NMELILE - PMDA iy NB e FZEY 400 2 NI HNEISFE A
700 2 A\ - AR H B HES AR ERET e 2 T I avEE
& BB Y AR e A AR -
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fffE— -~ Agenda of “Informa LifeScience Medical Device and IVD

Regulations in Asia Pacific Area” at London

Day 1: Tuesday , 3 June

08:30 Registration opens
09:00 Opening remarks from the Chairperson
China
09:10 Examining registration requirements and the latest expectations from the Chinese FDA
(CFDA) for imported medical devices
 Understanding the regulatory approval system for medical devices in China
« Outlining the expectations for local representation of foreign manufacturers
* Highlighting proposed changes to medical device regulation and the timetable for
implementation
* Discussing license renewals and the need for re-registration of products
 Understanding local testing requirements for Chinese regulatory assessment: Where, when and
by whom?
* Preparing for customs and import requirements of pre-approved and post approved devices
« Outlining the fundamental changes to clinical trial requirements for medical device assessments
in China
Lane Ji, Scheme Manager & Specialist, BSI, China
09:45 Case study: Successfully gaining regulatory approval for a high risk medical device in
China
CASE STUDY - Outlining the internal and external factors for successful approval
» Differences between International Standards, Chinese National Standards and Product
Registration Standards
» Discussing experiences of local product testing: Expectations, challenges and lessons for peers
» Understanding the submission requirements including software summary reports
Ed Woo, AP RA Director, Varian Medical Systems Pacific Inc., Hong Kong
10:20 Morning coffee and networking
10:55 Case study: Navigating the regulatory pathway for a low/medium risk medical device in
China
CASE STUDY ¢ Outlining the tasks and responsibilities of local representatives, affiliates or distributors
in the registration process
* lllustrating how the regulatory pathway was navigated, the challenges encountered and how
these could have been avoided
» Discussing experiences from central CFDA offices, CMDE reviewing process, and expectations

» Examining how the dossier was compiled for regulatory approval and how potentially
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confidential information was communicated

« Sharing experiences of local product testing and essential lessons learned

 Assessing how new and unexpected requirements were managed and complied with

Sarah Hempel, Regulatory Affairs Manager, Olympus Winter & Ibe GmbH, Germany

Navigating regulatory pathways in China
11:30 Experience Exchange: Worked examples of navigating the registration pathway in China
EXPERIENCE EXCHANGE Join a case study leader as they guide their round-table through the
regulatory pathway for their medical device. Openly discuss each step of the regulatory approval, share

your experiences and learn from others.

China (high risk device) Arkan Zwick, Director, Regulatory Affairs and Legal, CROMA
Pharmaceutical, Austria
Alexandra Baer, Regulatory Affairs Manager, Asia Pacific and LATAM,CROMA Pharmaceutical,

Austria

China (low risk device) Joan Drejer, Director Regulatory Affairs, Coloplast AS, Denmark

Experience exchanges are highly interactive sessions where attendees can share their questions and
knowledge. Attendees will be split into small groups to enable them to share solutions to common
problems with other delegates in a less formal environment.
Regulatory harmonisation
12:20 FLASH UPDATE from the Asian Harmonization Working Party (AHWP)
FLASH UPDATE « Examining recent progress and achievements of the AHWP
* Outlining current and future harmonisation projects from the working party
* Highlighting benefits realised for manufactures and competent authorities
Gert Bos, Head of Regulatory & Clinical Affairs, Healthcare Department, BSI, UK
12:45 Lunch and networking
13:45 FLASH UPDATE from the International Medical Device Regulators Forum (IMDRF)
FLASH UPDATE « Examining the impact of US FDA assuming the chair of IMDRF in 2014
« Assessing recent work and success of the IMDRF
« Discussing IMDRF objectives in Asia Pacific
« Highlighting current and future harmonisation projects from the IMDRF
Gert Bos, Head of Regulatory & Clinical Affairs, Healthcare Department, BSI, UK
Post market surveillance, adverse events and recalls
14:10 Reviewing country-specific requirements and sharing considerations for post market
surveillance Asia Pacific
« Outlining where post market surveillance requirements exist in Asia Pacific
« Examining country-specific post market surveillance requirements and expectations: What are
the obligations of the manufacturer and local representative?
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» Discussing developing post market surveillance requirements in Asia Pacific, what can be
expected and when?
Céline Malo, International Regulatory Affairs Consultant, meditec Consulting GmbH, Switzerland
14:45 Complying with adverse event reporting and recall procedures across Asia Pacific
 Reviewing adverse event and recall procedures in countries of the Asia Pacific region
» Examining adverse event reporting: What, when, how and to whom to report?
« Highlighting developing or emerging requirements for adverse event reporting and recall
procedures
* Assessing requirements for reporting adverse events from outside of the country or region
* Practical considerations for incorporating reporting into international reporting strategies
* Providing case study examples of adverse event reporting and product recalls in Asia Pacific
Marta Carnielli, Safety Risk Management & Surveillance Manager, Ortho Clinical Diagnostics (a
Johnson & Johnson Company), France
15:20 Afternoon tea and networking
Developing regulatory strategies
15:55 Case study: Developing efficient regulatory strategies for multiple market approval across
the Asia Pacific region
CASE STUDY « Examining how countries were grouped and an order of approach established to
create an efficient approval pathway across Asia Pacific
* lllustrating how the reuse of documents and information across dossiers and submissions can
be achieved
« Outlining approval timelines and experienced delays
* Exploiting clinical trial data for maximum applicability and approval in multiple countries
* Leveraging market approvals in EU/US and capitalising on mutual recognition arrangements in
Asia Pacific
* Success, failures and what would have been done differently
Susana De Azevedo Waesch, Head of Global Regulatory Affairs, Geistlich Pharma AG, Switzerland
Medical device software regulation
16:30 Discussing current and emerging regulations governing standalone and integrated
software and medical devices
* Identifying current guidance for the regulation of medical device software in Asia Pacific
» Addressing developing and emerging regulation for standalone and integrated medical device
software
» Examining regulatory expectations on validation and testing of medical device software
* Balancing the extent of information required by Competent Authorities with confidentiality
concerns
Tim Lin, Senior Technical Consultant, Greater China, Medical Regulatory Advisory Services, Health

Science, UL, Taiwan
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17:05 Closing remarks from the chairperson
17:10 End of conference day one

17:30 Registration for evening seminar X: Communicating and negotiating with Competent
Authorities
EXPERIENCE EXCHANGE

Day 2: Wednesday, 4 June

08:30 Registration opens
09:00 Opening remarks from the Chairperson
Updates from regional Competent Authorities
09.10 Sharing practical experience and the latest updates for medical device regulation in Malaysia
« Assessing what industry can expect from new medical device regulation in Malaysia
« Asking how the new medical device regulation in Malaysia compares to the AMDD
+ Analysing what information and data will be required for registration in Malaysia
« Outlining the timelines for transition and implementation of new regulation in Malaysia
+ Sharing practical experience of gaining market approval in Malaysia to date
Zamane bin Abdul Rahman, Chief Executive, Medical Device Authority, Ministry of Health Malaysia,
Malaysia
Taiwan
09:45 FLASH UPDATE and insight on market approval requirements and expectations in Taiwan
FLASH UPDATE ¢ Examining medical device classification in Taiwan
« Overcoming difficulties in definitions and implications of legal manufacturer and country of origin
status
« Outlining language and submission requirements for market approval in Taiwan
« Essential considerations for reference products and already markets comparable products
Yu-wen Ruby Huang, Section Chief, Division of Medical Devices and Cosmetics, Taiwan FDA (TFDA),
Taiwan
10:10 Morning coffee and networking
Korea
10:45 Evaluating recent regulatory change in Korea and the implications for industry
« Examining the Korean Medical Devices Acts of 2013 — how have regulations changed?
- Addressing new Korean GMP expectations and inspections
« Highlighting new requirements for the use of Summary Technical Documentation (STED) in
applications to Korea
- Discussing the use of 3rd party assessments and reviews by the Korean Ministry of Food and
Drug Safety (MFDS)
+ Outlining recent changes to the regulation of medical device software in Korea

Analysing recent changes to IVD regulation in Korea

38



Tony Yip, Manager of Quality Assurance and Regulatory Affairs, Far East Region, Elekta Limited,
Hong Kong
11.20 Case study: Sharing practical advice and key lessons learned from pre-market approval in
Korea
CASE STUDY - Discussing the tasks and responsibilities of local affiliates and representatives in the
registration process
«  Examining how the regulatory pathway was navigated, challenges encountered and how this
could have been avoided
« Overcoming challenges presented by the 2013 Korean Medical Devices Act
+ Assessing what level of detail was required and submitted to the authorities in supporting
dossiers
+ Practical considerations for incorporating Korea into regulatory strategies for Asia Pacific
Eric Verstegen, Regional Manager, Regulatory Affairs, Convatec Thailand Co., Ltd., Thailand
ASEAN
11.55 Providing an essential update on the ASEAN Medical Device Directive, its implementation and
implications for industry
« Examining the ASEAN Medical Device Directives (AMDD): What is proposed and how does this
compare to the EU MDD?
« Addressing customs and import requirements contained within the AMDD
+ Outlining timelines for completion, approval and implementation of the AMDD
- Discussing the consequences of implementation and potential for harmonisation in ASEAN
- Assessing the use of international regulatory standards under the AMDD
- Essential advice for integrating ASEAN countries into existing regulatory strategies
Philippe Auclair, Senior Director, Regulatory Strategy & Advocacy, Abbott Quality & Regulatory
EMEA, Abbott Laboratories, Inc, Belgium
12:30 Lunch and networking
13:30 Evaluating regulatory requirements and expectations for market approval in Singapore
« Comparing and contrasting new Singaporean medical device laws with the AMDD
+ Providing a breakdown of the documentation requirements for medical device market approval in
Singapore
Assessing post-approval changes to medical devices in Singapore
Analysing the assessment and review strategy in Singapore, how does this compare to
neighbouring countries?
Sharing practical experiences of medical device marketing applications to Singapore
Bernd Henningsen, Regulatory Affairs Manager, Hocoma AG, Switzerland
14:05 Evaluating regulatory developments in Indonesia, Philippines, Thailand, Vietnam and other
ASEAN countries

Defining current regulatory requirements and expectations for medical devices
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+ Outlining the need for local representatives and their responsibilities
« Addressing the remaining barriers to entry and their importance for regulatory teams
« Examining the latest progress towards adoption of the AMDD and timelines for implementation
+ Highlighting remaining differences between countries after implementation of the AMDD
- Discussing regulatory progress in Brunei, Cambodia, Laos and Myanmar (Burma)
May Ng, Regulatory Affairs Director, Biosensors International, Singapore
14:40 Afternoon tea and networking
15:15 Understanding the use and requirements of the Summary Technical Document (STED) and
Common Submission Dossier Template (CSDT) formats
« Understanding STED and CSTD formats, their similarities, differences and use
« Providing a status on adoption and use of STED and CSTD by Asia Pacific countries
« Making a comparison between the submission and the technical file
- Demonstrating what is required for STED and CSTD and how they should be populated
+ Discussing where additional information to the STED and CSTD may be required
Karen Nicholls, Director International RA, Olympus Surgical Technologies America, UK
: IVD Registration
15:50 Examining VD specific requirements and expectations across Asia Pacific
+ Reviewing how IVDs are classified across countries of the Asia Pacific region
« Successfully meeting IVD-specific regulation where it differs from medical device regulation
- Discussing proposed IVD software regulation changes in Korea and Japan
- Evaluating IVD-specific labelling requirements across Asia Pacific
Céline Malo, International Regulatory Affairs Consultant, meditec Consulting GmbH, Switzerland
16:25 Case study: Sharing lessons learned from gaining market approval for IVDs in countries of the
Asia Pacific region
CASE STUDY - Highlighting country specific difficulties encountered when navigating the regulatory
pathway for IVD registration
« Outlining the requirements and use of local representatives in regulatory strategies across Asia
Pacific
Examining how dossiers were compiled and information/data shared between submissions
Developing labelling strategies to ensure compliance across multiple markets
Key considerations for managing new and unexpected regulatory requirements for IVD
registrations
Sharing feedback and advice from interaction and communication with regulatory agencies
Oyinkan Donaldson, Global Regulatory Affairs Manager, LifeScan (a Johnson & Johnson company),
UK
17:00 Closing remarks from the Chairperson
17:05 End of conference day two
17:30 Registration for evening seminar Y: Understanding registration requirements for medical

devices in Russia and key CIS countries
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Day 3: Thursday, 5 June

08:30 Registration opens
08:50 Opening remarks from the Chairperson
Japan

09:00 Examining the change from Pharmaceutical Affairs Law (PAL) to “The Law for ensuring quality,

effectiveness and safety of pharmaceuticals and medical devices etc.” in Japan
« Timelines for the revised new law and expected enforcement in November 2014
+ Outlining the regulatory requirements for medical devices
Examining requirements for pre-marketing approvals and certification of medical devices
+ Discussing changes for quality management system inspections
« Assessing requirements for risk management in addition to applying ISO 14971
Highlighting the use of 3rd party assessment bodies in Japan

Yasushi Murayama, Manager, INFOSERVICE Group, TUV SUD Japan Ltd. & former Vice Chair
(2004-2005), Association of Registered Certification Bodies under PAL (ARCB), Japan

09:35 Case study: Practical advice for the successful registration of medical devices in Japan

CASE STUDY - Establishing local representation in Japan: What is required and what are the

challenges to be overcome?
« Examining what level of detail is required when compiling dossiers for market approval in Japan

«+ Highlighting registration challenges encountered, how these were overcome and lessons for

future applications

Comparing Japanese regulatory requirements with those of Korea and China, and formulating

the most efficient APAC regulatory strategies

- Developing a company-wide strategy (with QA, Engineering, and Purchasing) to build the

company system that supports meeting the PMDA raw material requirements

- Sharing experiences of interaction with the Japanese Competent Authority: What was gained

and what could have been done differently?

Kyungyoon Kang, Regulatory Affairs Team Lead, Cook Incorporated, USA
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10:10 Morning coffee and networking
India

10:45 Reviewing current registration requirements, recent changes and proposed changes under the

Drugs and Cosmetics (Amendment) Bill in India
« Understanding the current classification and registration process for medical devices in India
+ Addressing regulatory changes introduced in 2013 for medical devices
+ Outlining submission file requirements and information requested by the competent authorities

+ Providing clarification on country or origin, legal manufacturer, manufacturing location and the

implication for labelling

- Examining the latest changes to clinical trial requirements in India, including: Application

requirements, ethics committee approval and informed consent procedures

+ Examining what is proposed under the Drugs and Cosmetics (Amendment) Bill and when this

can be expected

Philippe Auclair, Senior Director, Regulatory Strategy & Advocacy, Abbott Quality & Regulatory EMEA,

Abbott Laboratories, Inc, Belgium

11:20 Case study: Practical considerations for successful product registration in India
CASE STUDY - Interpretation Indian medical device law and required registration processes

« Outlining the registration pathway and lead-times in India

- Examining documentation requirements and corresponding application formats

- Highlighting technical presentation requirements

« Working with the DCGI: General considerations and communication strategy
Emma Louise Winch, International Regulatory Affairs Manager, Biomet International, UK
Labelling
11:55 Reviewing labelling requirements for medical devices across Asia Pacific

Comparing and contrasting labelling requirements across the Asia Pacific region

« lllustrating how label and PIL requirements differ
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« Key considerations for maximising label suitability for multiple markets whilst ensuring

compliance to individual regulations
Overcoming challenges involving date and manufacturing details on device labels

« Outlining local language, neighbouring language and English language acceptability across

Asia Pacific
+ Outlining commitments and progress towards the Unique Device Identifier (UDI) in Asia Pacific
Georges Hakim, Regulatory Affairs Manager, Medela AG, Switzerland
12:30 Lunch and networking
Asia Pacific World Café: China, Japan, Korea, ASEAN, India
INTERACTIVE SESSION
13:30 Asia Pacific World Café

WORLD CAFE Join the café chairperson and other attendees as they share experiences about the
country, its particulars and the challenges faced. Get your questions answered before joining another
café table concerning another country before the time is up! Café chairpersons will share novel findings

from the discussion with the whole audience.
China: Ed Woo, AP RA Director, Varian Medical Systems Pacific Inc., Hong Kong
Japan: Sarah Hempel, Regulatory Affairs Manager, Olympus Winter & Ibe GmbH, Germany

Korea: Tony Yip, Manager of Quality Assurance and Regulatory Affairs, Far East Region, Elekta

Limited, Hong Kong
ASEAN: May Ng, Regulatory Affairs Director, Biosensors International, Singapore
India: Eric Verstegen, Regional Manager, Regulatory Affairs, Convatec Thailand Co., Ltd., Thailand
14:30 Afternoon tea
Australia & New Zealand

15:00 Current expectations and future possibilities for a merged regulatory agency of Australia and

New Zealand: What'’s right for regulation of smaller markets?

+ Outlining the Australian registration system: Direct TGA conformity assessment, CE acceptance

and self declaration

Defining the existing pre market assessment requirements for medical devices in New Zealand
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+ Addressing the proposal for a single joint regulatory agency (ANZTPA) and the surrounding

debate concerning a new premarket model

- Discussing what is ‘right’ for these comparatively small markets reliant on imported devices which

have often already been assessed elsewhere
Arthur Brandwood, CEO and Principal Consultant, Brandwood Biomedical, Australia
Post Approval Change Management
15:35 Analysing post market approval change requirements across Asia Pacific
- Evaluating where post market change requirements exist for medical devices
« Establishing changes to your medical device as minor or major
Assessing what changes require updating or re-registration of medical device devices
+ Sharing practical experiences of registering post approval change in Asia Pacific
Karen Nicholls, Director International RA, Olympus Surgical Technologies America, UK

16:10 Closing remarks from the Chairperson
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" Expectations in Taiwan
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@ Organization and responsibility
@ Regulatory framework
@ Introduction of pre-market registration
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test ware needed to apply for biologic license.

(2) On 21st June 2000, MOHW (former DOH) announced the medical
device regulations, The new regulations request all medical devices be
registered prior to sale. The transifion period is 5 years.

(3) In 2003, MOHW announced the new framework, IVDs regulated as
medical devices

(4} On June 21, 2005, all IVDs on market must be registered prior to sale.

(5) Maving toward EP/STED submission format.
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International Cooperation

APEC RHSC

@ Goal
~ Improve public health and innovation by
strengthening efficiency and effectiveness of
regulatary authorities and reducing overall regulatory
burden
@ Membership
— Regulators from 10 APEC Economies including Canada,
China, Chinese Taipei, Japan, Korea, Mexico, Peru,
Singapore, Thailand, US
— Industry representatives
- Director of APEC Harmonization Center
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Priority Work Areas (PWAs)

Roadmap developed by champion economy for each PWA
Champions/PWAs identified to date

— * Good Review Practices [Chinese Taipei)

— Combination Products (Chinese Taipei)

— MRCTs {Japan)

— * Supply Chain Integrity (US)

Biotech Products and Pharmacovigilance (Korea)

— GCP Inspection {Thailand)

— * MRCT COE [Singapore)

— Cellular Therapies (Singapore]

LI -

]

* Funding support from APEC

“4o Good Review Practices (GRevP)

Roadmap

@ Goal

— Tostrengthen the performance, predictability and transparency of
regulatory agencies through the implementation or enhancement of
Good Review Practices (GRevP) stepwise In each interested APEC
economy by 2020
— To enhance mutual trust for regulatory convergence among economies
@ Specific Activities and Timeframe
— Step 1(2011-2012): Gap Analysis Survey for Setting the Foundation
for Stepwise GRevP Img ion
Planned Solution to Address Gap
Assessing the Impact of GRevP Training and
Exchange of Regulatory Information
— Step 4 (2015-2020):  Reaching the Goal for Achieving Common
Regulatory Elements

= Step 2 (2011-2014});
— Step 3 (2012-2015);

‘4= Medical Device Combination
Products Concept Note

@ Goal
— To promote regulatory convergence among member
economies for combination products regulated as medical
devices throughout the product life cycle
@ Activities Completed
— Concept Mote: endorsed Aug. 2012

— Workshop: "2012 APEC-AHC-AHWP Joint Workshop on
Medical Device Combination Praducts” held in Taipel Now.
2012

— Gap Analysis Survey among APEC member economies:
Completed July 2013

@ Future Activities
— Round-table discussion amang interested APEC economies

Introduction of AHWP

@ Established in 1999

@ To study and recommend ways to harmonize medical
device regulation in the Asian regions {later expanded
to other regions) and to work in coordination with
other international organizations such as RAPS, APEC
and IMDRF

@ 23 member economies
— Abu Dhabl, Brunei Darussalam, Cambodia, Chile, Chinese

Taipei, Hong Kong SAR, China, India, Indonesia, Jordan,
Kingdom of Saudi Arabia, Laos PDR, Malaysia, Myanmar,
Pakistan, People's Republic of China, Philippines, Republic
of Korea, Singapore, South Africa, State of Kuwait, Thailand,
Vietnam, Yemen

i Membership and Structure

@ Consist of industry
and regulator
representatives

@ Chair
— Dr. Saleh Al-Tayyar

Saleh (SFDA)

& Vice-chair

— Regulator: Li-Ling Liu
(TFDA)

= Industry: Li Tao
(Johnsen & Johinson)

C

S =X ol
AHWP Prioritized Work Area

=

@ AHWP membership expansion

@ Training & capacity building

@ Harmonization in key areas based on GHTF
principles

@ Working alongside with APEC towards

Regional Regulatory Harmonization goal by
2020

@ Increase AHWP’s global presence
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TFDA Achievements in AHWP

@ Member since its establishment
@ Representative in each workgroup
@ Joined the post-market surveillance program
Safety Alert Dissemination Systermn (SADS)
@ Lead Workgroup 1a—IVD
— Four AHWP guidance on regulation of IVD are
endorsed in AHWP Annual Meeting, 2013
— Hold trainings for AHWP member economies on IVD
regulations
— Collaborate with LSHTM on Affordable and Accessible
VD project

Capacity Building and Training
ctivities for AHWP Member Economies
and Other Developing Countries

A

AHWP WG1a Working Mesting, May 15-16, 2013
The 1st African Regulatory Forum for Medical Diagnostics & Pre-
Forum Workshop, Jul 24-26, 2013

@ The AHWP WG1la-PAHWP-LSHTM loint Conference on
International IVD Medical Devices Regulations, Sep 16-18, 2013
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