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¥ OEE

e M R BIIRA LAY ESE - By THTHTECHAE ~ (e # R - SEA
RS EM ER - A ENEIEMES - KRB E R E R EEAIHE -
R RN Z 2 TAEEAE K (Essential Requirements)~ {5 BEAEEAE RS -
KL A BREE R 23 A IR 197 A1 4H 4% (Global Harmonization Task Force, GHTF)
Fra THES ISR ZEIE AR AT T 5 A= 4H A WTO Ffit 2 B et B BUAM
IG5 50 - 1275 GHTF 5 S5 min il S E R - #8 RR E
GrEwiE > B RESFIZ E H R Nt E AR YR AL -

ferbEE T T RE WTO BiEg am e B 5% (PR g 0 S oR it ) BE
e ER S5 R B RE - SL[E R A B ES M M E F - BB B IR Ko 4R
FEEL GHTF 3l » B MG R T A B R E W HA ~ KEECHHHERE
B ARG A\ B R ee M #lE) - TR RSN - 2 E RIS =t
FECGOEA ~ B - BoRPELE %) Eh E i ArEEE S % - SRR 2B
ek B/ R B IR M E BER - 15 DIBLH MR St la N B20R > 5
RES - BRSNS H A B R as i BUE Y E (AR B E 2SR
FITE FE fin Ry B B s M AR » R A e] H e B i o SR e Bl oo O IS
RS - R KD E B2 IR I EURS & - [e T AT B E
Al AR B AR BB SR T RIRY 275 -

REfR T SEREREER b AR 7 A14H 4% (Global Harmonization Task Force, GHTF) ~ B g or &7
(ASEAN) ~ B as 2/~ (Labelling)
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& -

HEy

ZWtET e B BRI A T B E B ECERE R BRI AR -
B e EiieEEEEHE - BIF e M BRI K - BREMET ~ T BLE%
BRSNS R EEEEE > BT 5 ST gGRIEMT ) - ENERERSMERE
EEEEE > bR T EEEE I E R B A R S R I R A 2 @ IES N - AR E
AEEHT B E R A e ~ (REEHT - K~ FRFEEBERECEFAE - pEZEVE
FETREN - 6 H 16 HFr BRSO 2 R 385X A Ry nn ~ Spg ui B 5 AM
& B ERE T REE 2 M R R T ~ HRERRE - N ERET BRI H A ~ TR
HR[ER B AR RS - BREIRIE(FEEE - 555 “Regulations of Medical Device in
Taiwan” o [RFEATFEEIEHEE M ETUEHR  RFE R Kb Al EHEE R as
MEBUERZ » FEILMEr Bl B 52 SO AT B 22 <0 » 19 DABR LAt B 22 7 40 T B B
BEEs M E IR ROERZARE - W T RREHAM B R 2 s H IR EE A ER - B
HLEEER S -

bR T AR S I HEAM B R RATMIN - IR REEREHE e S T f#
HEHVEEHE - HREBECGERRETF - BUFZEREAE IR EREERAE - g
HIEENEGARTRETASFEAR - ERRRERZENFE SR —E0 200
EifET g - B R EOER SR - A SR EH SRS E R
K ERTR P SR EIAVE RN - A ARG S FE SE0Y T - U5 H IR ISR T RIHY 275 -



2~ BECE

i 712
6 5 13-14 H B2 ¢ G- EEAI AR E ZE R
6 H15H 2] MedTech Summit A& &r

45 Labelling compliance

4% Clinical evaluations

6 H16 H 211 MedTech Summit if&] &

435 Medical device regulatory affairs in emerging markets
N5 Medical device regulatory affairs in emerging
markets ° 2 #IETEEE - %8 5 Regulations of medical

device in Taiwan

6 H17H Hap BIE AT
6 H 18-19 H [EF2 © EEAIRHEZER -5k

AR GRS LR ATET TR - HREBEX > 5 1 H EF2MERHRE
> EH > TSR 8 > 2 2 B S EEg L T8 » Yok
W2 2 REEET 12 {EERTE (sessions) » SEAIM G — - DUT RIS HEERE 2 WERZEL
T

F1RASF 6 F 15 H)

1 ~ WHO medical device resulatory model and regulatory labelling(NSF

International)

afit . Kim Trautman

TR B R as M EE SR IE TSR > (55T 500 EfEA ERVESRR S - A LISy
BRI 22000 FEIE » 552 FRIA S T8 A0S 6% - T - SRt - 2014 R {3
f&74= K& (World Health Assembly, WHA)IE B 2B TR EE A E A 248 &
(WHA 67.20) » %7 JER5 RIS s Bl T SO B A BN - DRSS
R RS E SRS E AR - (R IRN GRS B E
» WHO JUE L —EBF s B  RILTAE/NE - SR E AR
2 F855 [ 4:(WHO Global Model Regulatory Framework for Medical Devices



including IVDs) > fE b5 B —fe e 51 - HATM AR - THETS4F 10 H BN
WHO A& -

fE5 SRR ER T

(D% 1 EHIEGHE -

(D% 2 B ER - EHESER GHTF U - 3F IVD Bt R Ry 4
B BAMYERGEE « RATTFURAG N IE R ~ 27 BEEE /A 4/ AT
o EnEIREEEE T IVD ARIHEZETG R A S Ay
s BREETT780 7R 4 [HFEREERES TR A~B -~ C - D) » ZFR
HIIEZ SE R AR~ T ~ EEESHIRE -

(3)5F 3 FEANMAEILEEHIE - WHO Hg S B AR HARSHIE ~ oA
EHREREZE « REE MR T BB RS R EETE © 4ER
EHHEATFREEEL B IS E N A P - FORKEEATR
EER SRR -

(4% 4 B Dl - B2 arBIin s - SARE R TR =g > b
iEy ~ R Bk > BPEEE Sl A] o Ry R (Basic) S AR R T
(Expanded) [N & AR P SRE 22 = HURRAT > Rl IEMECE A ~ 2258
HEET o P MY IR - PR(Label and Labelling » 2SR 504
RN RS REe Bt ERRES | R B i _E s A E AT - BHE
wiH a. EETRIRETESES XUt > RS EEIZRE T8 S Z5n 0 B
K HAREIENE G B BRI - b LM E B VAR ES
o alm FEREZ  c RES N AR SRR G A E S
77~ DEECR - A R BRI SE)

(5% 5 EFRhEE > B RA R & SSFFC FE (R ~ it ~ $HER T
o BT RE ) - BIRERET ETREENARG - s - 45a S
EARZE -~ HEERE ~ BUARFIRY B EI TR G E R R R E

=
Oog ©

2 ~ A systematic method for documenting disclosure of residual risks in your IFU

a#it: Rob Packard(Medical Device Academy Inc.)
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IR DR BE R e MV AR 28 Annex THRE » Bt e M LG R AT T P i 2
g R 2 S AR AR T - £ L iTRTAYbT SIS iaie o - RER e e &
FERZER - By RE G A BRI EE -

i I & e as Tt (Design output) iy — & 77 - faka T & I e 705 B 5l
JE\pg ~ EMEAEDR ~ 3EE - BREEER - IRMFRES - B ESHNEL
FE LR b {F Ry LB -

(1)%& & (warnings)- FJ A2 5 [REG FHHVR 7R

(2)/£ 75 55 H (precautions)- 1] LATHEIAY $ 355

(3)ZL S JE (contraindications)-Ji A JZREFAH R 7] THE 2 8555
(HFHE M (compatibility)- FIFEBCHIECH: ~ B PFECHAL 14
(S)BEl7R-RF B R F P B R T (o S R {5 FH &

(6)F4 B 4H -2t o AR A RS e

(DR R-GEEAEEASER T Em

FF UL S R 2 DURS(E &g » A AR T B 2 A EBE IR
B ~ M2~ B LAIEARIHE ~ PO -

e BRI R - mE TR RS K- E b E-a
AT A - S S TR BRI T R B o T - FARE B E - (B S AR 5%
i LB S S e A e R - B e HH R 2 - P A B EH SRR R
B~ LB B RS REMNRERRES -

|

3 ~ The development of regulatory labelling systems in Asia
5%  May Ng(ARQon Pte Ltd)
EMHFFL 70 BAL > s A LE 45 {5 - Horp op B R BLE R I & A\ 15

28 {5 LTINS GDP iR 5-8% » AT RIFE Al#l - LN 4tz H
GIESL NS

(DFERRE-2013 52 7 H 30 H#AMER & mEEY S B EHE R SF 6 5T E
fEastl IFU A RER - 28 9 RAE B REasM 75 A TH S IFU AR > 25 10 fiR#
€ IFU WRESHINE » ants ~ BU5% - kg - BUER R m A R a4tk ~ 55
TSRS ~ FEAnERE ~ SHRE T ~ BETEEHEERES - B 1 (R e 0a
BEEST OB R » 55 12 RMLUE R 25 X 2 an 0 B A e e 2R
% 13 (RAUE Bt as M A RHIR H

Q)EE-BREM AR R & e ERN > Baim s ~ sk~ FIHIE ~ 40f
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PrfF ~ BESIH - g AF -
()RR BB es M IFU KA EAE B AR as M 7458 27 ~ 28 {5 -
(LB HH(ASEAN)-2014 £F 11 F 21 HE#41 2 8841755 (AMDD) » 55 10
MH%@T%&E’%%%ﬁ%TAM@X7HWDD@GHW‘M%%%%M
<~ BUABRRE M AREZE ~ 5] CFR FEIFFESREGEHR -
@ﬁ@ﬁ%@! B M AR 7 22
m@%@ﬁ?%‘ﬁ@WEEO
b ENEE-RZ A SR ~ HELIRE 4R St i a ~ (B -
c.ENfE-fZAEFSE - HECIRE 2408 K& &
dATINRE-E T B A MR R EAE(GN-23) » I ARSET AR o E
e. B 2R PH a5 AU B SRt es M AU SR (5 BEJA(E & itheE 5
£ 4] - 58 L e/ e HH
g IFERE-AIAE RIS R L E IR EUE R [F] - VR B RS
h&8-FAENFES 2R > HAR R ~ REEEER - HRF
LR R an 4 B A 5 ~ B RG  RE R AR b ~ A2 R R
T IR - mﬁ?mﬁﬁﬁ%ﬁTﬁE
J- R -ZRS A R SRR - B S Al ~ IR AR -t ~ B -
EHRERHHE -
kB - RUE
HIHME R BUSR S > SIS IRUE ST T2 P RiE
VA FRRE (A S AR A A SRS ~ (REERGEER ~ (8 ~ R A
R ARSRAVEE RS ~ S HIERE ) ~ B 8 B AR B0 A~ [R] (A0 ] 4 L5 T H
G ANE] ~ FAL s REIERT Al AN EC ~ BT m] SR A RS B A [F] 2
) ~ BCEFURATHYEF AL ~ UDL &% - HRTE RSP ~ ZREQRIGH 64T
AR & 3 A Y B R S A B ME -

4 ~ FDA'’s evolving regulation of off-label promotion of medical devices
£ ' Laurie A. Clarke(Greenleaf Health)

5= Bl T S A FE I RE FDA B HBREEMIER - RN A E A E R
FD&C A - RIBsZAFRAVESR - BoRE S iR B S - BUEREEA T
N EE an B » AEULEIEE fLAl ~ B (EIRT ~ BOEE i A 5 08
ESENER AT BoRIYIP R A RE RIS IEER ~ fEE ~ T - EEEN - B
EABE A8 (S (2 E M E HEINES) - {H FD&C AR AR st [
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HEHIRSC » E5 L= FDA B g5 ESNEREATERESMESEMN > &
Ee S GERE - AR - BRI - A EES)EHRIVER - HESIER
HEEAE - BREESMIERIE B WAE S EMTEIAA 2 - HAEZE B B
[& & B AR T A% A AR — 2] -

B~ BRI TEEESMER ) A TYIMEEE - — s R E S
IR AR BN R » SS— 2 e Z AR — RS IR EREREOR) - (EAEREL
HRE R E B (U2 AU B S % A PR BHHITRZ 7 (B R B E AR
ALUERE RIERVEEERRIS 4) - EBUAHEMUE FDA N PEEANEEHE LSS
o BETZ BT Ry r] UEH & A B e M (B2 RN E 2 EIEEI N R) » 2
BN S EEHESMIVEEEY MR - (BTHIA — IR (G EUNEL Vascular
Solutions )&~ B i AR~ 2 FEFEE » P Re RS T8 Y L fE YiE (off-1abel) 2 FH
iR ANE EWARESER

LU 144 Vascular Solution Inc.(VSI)EE 5 2544 BLiE My 2451
-2003 FFAJREUS K030654 - F%R Ry e Rearik ok Ko A KSR AR 80m
(superficial reflux) 2 FEARHHGE
-2005 FFEHUS K051287 » EEAmdg h—ME R ST HIEE - FIEREE IaE M RImETIRE
R FRRWOR 2 FRAREE R
-2007 4 9 HHEEHHY S10(K) > Z SIS i1 — 8 iy a8 s (S GastELE) - RS N
FHRV I E #i[E £ 5 short saphenous vein, ke H[EHH ~ 70 S FFAK - FDA AL A
= BRI [ERRHEEIRES B TR -

ZNEI{E 2007 £ 10 HREEFH SRSB4 WAETTH ST ELL/E perforator veins
FEE PR A - 2008 4 FDA 7 A1 VSI(1)HH H 2007 4 FHEE 2 (A VSIRFHIEGRK) -
Q)A&HU{S FDA [EE RN EZEMER FD&C JEZE - 21BN\ E & T H
HY 288 FEESE 1T FH 35T Y S10(K) -

2009 48 FDA BAELEAEBtAH 2 A TR o] R E SR e E miE HE
{THHE > 2014 FEEEST VSI R HBT R » & H FDA 3 mHE o MR
A BUNRRH VSI BT R EE ST = 0T Y /AT perforator veins > {HE% 7 i
PREAEBEE SN M RARE N W TEH » BRERZE R R PR (A - iRt
B ZA RS SI0K)F EEE EA R 2] - HEMHEE RZHR R
A RSB RN R A -

[EEEEECE VSI R EuiTRGA#AL  ABRIOtE - HAS L5 - VSIIz
B A Rifeb e A B T R 2SN - WIEEFEBUNEETTR  EZL
HfEE 5 R AT 2500 EEA > BUREDAE R RS -

RZEERYLEEST » JEASEER perforator veins &7 & superficial venous
system [ —EB57 214 » #% 15 EHE superficial veins HYES 1 S F% Y perforator

9



veins + JE 75y (RERE Y B S
M R S R R 2 (TR ST By » A S BT 7y 8
(AP T E RSN - (0 FDA RIHIEB ARSI

it S

5 -~ Upgrading the clinical documentation for CE marked devices
##%% * David Scholer(MED-EL)

KBS EERE R B M T EIRERIRI 7R H Y ~ EIRE R &S am - il

—

(DIEREPEHILEACE » Beatf LR R PRI 72y H VA =(E - 55— EhErk
A (FHR B HIAZ KRR JERR) > 56 i PrESE (FRE IR nZ ) » 5=
e B T e (2 e RIRREE T EE DU (D b B %)

Q) EmrERS 7 HT

a. FRPREH © FLIEER RESR (e S0y SR A ST A 45 SR DASS B 2 an i B m] DA

CEABFIR) ~ BEPRA 25 CEN B (RFEFAVIE R 2 2) ~ BRIRMERE (B B E B2
S EREY B Ran » Ser] LLZE RS TR ) ~ BRIREIR S -

b. PSUR : TR MEses » DIRIIEE 70 A2 R B A 7

c. SSCP: E & B HE & sl B PSUR AHEL A2 ALGIREE N BRIEERY -

d. PMS Plan : Erif&Eii2ETE - Ha TEIEE@ISEERE - PMCF -
Registries ) e BN e ZE(AE a1~ SUBEREY) -

e. PMCF Plan ~ Study ~ Registries/ & * g&at EHRFFEEREETSE - 0
Bridge study - Confirmatory study - Registries ~ _F 7 {& %85 181 14: (retrospective)
REE T LIET » MEEEmRIZ RN - RE - el s et #EE3H
EReROEESE

() B FE I THY i E B E R R ST A B EIS(A] 275 1SO 14155) »
IRER(ZE G IR ~ TRl Ran'E (2566 ~ ¥fT SOP) -

6 ~ Evidence Expectations
5% © E. Lynne Kelley(Becton Dickinson)

Bt e M AR E EHY E S H By — R EOR B R e A L AR (E s
ME @ WVRAE RIS IR NS P - B 5w AR RS - B
B e RO RE B R BEEE RIS - BEhnO RS AE BRI ER RA TG R A i
NEEREER » X — -~ = =0 OIBMERRZHEENT A BRESMERR
s A RIS EL » Feasibility study K Pivotal study > {H 7.3 E {2 — & REAER L
A EEES AT A e A

10



EEWE e 155 CE Mark » A& _FELiE 3 FDA approval/clearance AR[E] » B

YR EEE AR B 70 B —8E - BREEA 27 (g BB - Ml LA
E—iHaERLEEHY NB %455 CE Mark » /52 CE Mark ® TLXL/\EKEEFW%EE% ;
S BE—fRH FDA S ERestl Bini EF‘E%%“Q % 2 FRE e M PRALHY
S10K 557750 s 75 AR BRI &R} - 56 3 FFaA FTREEIRE R -
NS » FHEEEE] PMA EISAZ A FR (BN » BEREE CE Mark %5 9 i H -

EEE S _ EAIEZ - AR E MBI EER - FE A [E R
eI ERFRZEAE R s WRAEEON - A FE S BINERIN2E et - TEI=E
Frestt - REAIESAE » Z1&FEFEMmTHRE » 1 NB kG @ EEHE
HHFFES - NB &{RIBE Mo SR ETT 1SO 13485 f51% ~ FlTERIEAES

{EEAT HEE BT Alst Al (AR - EE RS oKER s T AT - BRI
7 EAGE E AR AR B AU ORFF RS 1 S BB IR M A A A
P DM S B R AV A FE RN S EZ A G HAERS -

F2RA055 6 H 16 H)
1 ~ ASEAN Fr AHWP T H SR
SH%: Jack Wong ~ Ir Sasikala Devi
(1) AHWP 3R5 5 ¥r(Jack Wong, Terumo BCT)

oo ESE e i A 77 A4 45 (Asian Harmonization Working Party, AHWP)
HATH 24 (Hg BBIREOIE - 7S R8P H AN BIR A RAH SR G/ - FLAHSR T
M EFRARINEE S KitZEgH )l TIE/ N —EE54RH - &0 T
B/ NaHES T S SR [E] F 05 73 Al E T SRS - DUERE JTBLEE FAH .52
METEHTEAY « BE LIE NEE e FIEETE - (B EAN A & A4
YHE > RGN EE IR -

Q) o E e 155 ASEAN AMDD(Ir Sasikala Devi, Medical Device
Authority Malaysia)

R oA 1992 FERk1T 0 3% 4045 3% A ACCSQ(ASEAN Consultative
Committee for Standards and Quality) » 75 #EHERi it e 5 » iz
A o B o HE B &Y R - B estf TAE/NH(ACCSQ-MDPWG)7E 2005
FRRIL » FHERER GG BEAVE RS M HLE -

AMDD {F Ry 5 Fe i B o S Ly B EE T B s AR AVHE 5 o0k - R
ZHARF A Ry B R M A RUE RN E mE fe G T E B HEE - EiiRifER

b E R HIERE - DVEENR BRI ERmiats B o SRR EIPER
Ve e ORI i S8 > BB AR FEA > DARR R ARG Rl A Fetse
IR i T R D s Ry i AR FP T EER A AR -
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AMDD F5 24 % >
2~ TR )
sl =775 ASEAN 10 [ H AT

8 {iElffS F:(Annex) - HATE A =(EEIZ5E
HA AR T -
EAAMAIRREEEH -

EX_YNC vl

Ex BMEE |(HERER | o8dlE | ZRREEEAREATF
EiES H =1 GHTF it

i) GHTF GHTF H GHTF

[ AMDD AMDD AMDD AMDD

E3kpEns | GHTF GHTF GHTF GHTF

JEEEE H H H it

B AMDD AMDD AMDD AMDD

ZRE H H H H

ez} AMDD AMDD AMDD AMDD

*H[l Essential Principles

ch BRI AR R B B s e A A PR e ERE

5 © Hsiao-Qing Chow - Gina Wang ~ Joerg Teiche -

Stefanie Leschonsky

(1) ¥ B h B el E %545 B (Hsiao-Qing Chow, Coloplast A/S)

Hr &7 A7 State Council Order 650 FH 201445 6 H 1 HAEHV{LJE A Order 276 ©
Z B B R e M AR A bR 70 Fy 3 FER 0 5 T R = F R R R A BT A
ah it ~ i (renewal BT EEAT ~ 82 EE 2 SR MHCGOE FHERBHE 2 ~ B2 1T7EL
BRI #5) - 2014 A S RERR RV B M mmIH (259 T e 54k
93 A SHE =) > 8 Tl Em e as i M H B A TR R e - DUR B
e M i REBETE 5 3 - CFDA ARBE MR R E Blan 4t e - BaHiT
UDI [ ERE - HAT CFDA ¥ NEUSREIE - Higth @il
IERRIERZ > TERZATAE R BORDPLE 10 13485 2% -

(2) IVD FEPRZH LT 22 3R %5 (Gina Wang, Abbott China)

A RE VD ERPREER T2 A#455 [ Order 650(2014 F2541) - CFDA
No.5(Provision for IVD registration) ~ CFDA No.16(Guideline for IVD Clinical
Trial) © {fK§5 2014 FEFARAVHTHFE » IVD EEPREAERATT type testing 58/5{%
A RERHLG Wit CFDA {5 Eéﬁ@ﬁmiﬁﬁ e LY IRB FZ(FRAE BISNE) -
SZDA E [ 3 A EE TR R A o 55 3 FEk IVD ERIREEE RV 3 Huls ~ 1000
B 565 2 4R IVD BRERERERZ /D 2 Hhupy ~ 200 {5 o IVD BE R ER a0
TEEAREA AR EEK - d5% 2 fres Y WHEE TR1”Gold Standard” B VELL

12



¥ (HACAERAE B 20 o AP TT ERC mEb e -

TE R EIRFEEAETT IVD ERPREERRAT » LAY CFDA SU R HERE5E A Type
testing > F [ B e IRB F2H EHER - (-IE g &8 BE hed E pZREYZH 2-3 (# H >
JERS IRB f£AE1% - st B HEEER ~ IRB [FEH ~ A FEIS A R Z ST
G4 [AEHY FDA #iffifs - UVD ERE B TSI Riralbastst ~ &7
)75 ~ St A REEmES E - SN SREaEEEN - B - 5
Bpaat ~ &SR ~ BEm RGeS 0 IRk E A S E RS - EE A
EmE R ~ FGETE - s i AGRE - 25 °308% -

(3)CFDA & H#fe e A %545 5 (Joerg Teiche, Siemens Healthcare GmbH)

PRI FER R B HUA MRS B & 2K State Council No.650
CFDA Orders ~ Notice/Guidelines/Standards(GB/YY) - H &5 & i g FHias -
AL R PPy &8 > B 2B FREE S BB BIXAELYZH 14.5-26.5 {# H (2 fmfE
b el S5 RF CFDA MBI I A PR [ED) - s B 54 - SR UEEe A
AT AS R BIRE - — Ry 5e B SR(Full version » & /ZHAGH E REH « X
SEEE S IER  SRISELE ) » S5 R ThivA SR (Release version » #IAS
HEREEGA G T NS (KIBFBAEER » EamA TS E A
YIRS R A AT > BSOS full version Fil release version fi{{l& 5y © RIREK
HEFT A S A AR A - A0 BECEREEINE » P EIREEEMHED
HAE R HEeER o SR DL TR W E iR B AR E A B
TR > HE 2014 4 6 HCHNAER AR » BHREICEATEZ -

(4 ELE g FEL (Stefanie Leschonsky, Abbott Diagnostics Division)

R KPERS M FESE T FACET R IE - 25 TEYA 15000 X B A RS -
CFDA #R B iR es i SIS i H E N B RS 1% WS R & 25 & 1Y FDA $ff & -
CFDA &7 E FIE A E FIFEE » 55 4Dl FESREs M A B 2 i
af Al EE % - P RS REET 7] (manufacturing license)

By NTRET R SR B AT > CFDA YTAEARBEGE AR T R @Al
(unannounced)BUEIIERZ | HHEATEF? - BN EM(Z25EE ~ S BB EH
RS B ) LS R BN - BRI E BT AKX SR 2 F%E - CFDA
FEYTIERER - X EIRH CFDA A B BABLSERE A2 PI4HR - B
SEACE H &R EZ4E R (findings) » R4y 5 HIg BB EZEE - BRER
HIBECIANTEEH)  HREXZGEHRA B B REGRR) A #E((F %
GhE ~ AR BB RERKRT) - FEAVEHEEEE iR - EEERE - 57
FE/A REFEE R A ~ BUE R FURHEL G &Rl —2L ~ /2 ##(Cold chain)E

fope

% o
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3 ~ oM S AR R
£ ' Julia Hoyer ~ Shinobu Sato ~ Ir Sasikala Devi ~ Young Jun Kim
(1) BARSE =F R B d i B S 50 fil(Julia Hoyer, TUV SUD Product

Service CmbH)

HARZEFRA(PAL)TE 2014.11.25 H8rHY A ER(PMD Act) U« AHEZA il PAL >
WA RS B ea il — 57 ~ sBl B ea e A\ H AR S5V Rt (FRUH
BRSNS RS - B =W AR ES M e =07 E A RCB &
%) ~ BN EAF B RIS AR A B ~ e A ARERI T S SR
GHTF f28hi) ~ TIA A B L - R aHE ~ ARDEaH E miVE HHHE S - RCB
HEgES - i 98%HYE FaE M & RCB HERY » 5 =F4Em
RCB ZE AR mIAEL G Z M B 0 > Fr A PMDA R] DB E Y EE DU A =) E b s
M SO e as M & -

(2) H A2 Ak A8 & HH (Shinobu Sato, Abbott Japan Co., Ltd.)

DIE H AR SEERA R E RV B es M (B A B RSy - oK B & BEEE
z\(Stand-alone software) » %[1F& T > EEHSET s FHVAZZC - S B SErT g
s — BB T — PRI A B Ras M B2 - (ErHY PMD Act HHREE & A B
Effes - IR R e B MAHE—ER 7y - 1M A A2 AN R e BB < 3G
i FyE R astt » mIDUBTIIRE -

H A E B & & R B R as M G5 E LR N2 B0 e mavigs -
FEZHAGTIRE R B E  ANBEIEE - —kER - B A S IE R (2 5
5 LA Ry i B 8O RNERES - R B2 B B0 AR AV RS (B S A ) e i
FIE Ry B R (B ANSRAG TIAE I T B 22 il B PR RE A — & o7 - 405 ~ 561
BURHA SR M IEEEIE - ZRE0E - IWEEHEWES - S HAERE
HRBM AR EEZIE RN SEENEES » W E SRR AR %
B R ERAVED - A HE B B -

(3) Ak P an B eV A HE B S £ (Ir Sasikala Devi, Medical Device Authority,
Ministry of Health, Malaysia)

Bk B R es M B HRE A 737 95 (Medical Device Act)~738 5Z(Medical
Device Authority Act) —3£22 » [ 2012 4E 6 H 14 HA o BrEpdEiE s b
il ~ (R 5 ~ T HTERCRER R » s BUAR FEH 2R EL WHO -
GHTF J ASEAN $55 [58A1 > K b o7 By 4 Fa o JEl b= 2 B FH R ER0E -

E 2016 7 H 1 Hit » FsRPans B Eeas t 00 A E i gead - B4
i VN T R B P W establishment licensing » Jig 5 R EE E R (B S
WS bk R EE i R A2 ) A FHEK BRI Y 15 52 CAB 3 » CAB gk i ix4a
ERERE - FTERER G HIREUE T B
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08:30

CLINICAL EVALUATIONS AND
INVESTIGATIONS FOR MEDICAL

DEVICES
Room: Tintoretto

09:00 Chairperson: Christoph Amiel

09:05 Evidence expectations
Lynne Kelley, Becton Dickinson,

Day 3 - Wednesday, 15 June 2016

Registration, refreshments and networking

MEDICAL DEVICE REGULATORY
AFFAIRS IN EMERGING

MARKETS
Room: Salle de Nations 1

08:00 Chairperson: Alexey Stepanov 09:00

09:05 Clarification on the current 03:05
regulatory environment in

usa Russia
Georg Bauer, TUV SUD Product
Service GmbH, Germany
02:35 A closer look at adverse event 09:35 Successfully registering a 09:40

reporting
Christophe Amiel, Voisin
Consulting, France

Case Study

product in Russia — Industry

Andrey lvanov, Group STM LLC,

10:05 CRO perspective on writing Russia
effective clinical evaluation
reports to ensure compliance
NAMSA
10:30 Morning networking break 10:05 Morning networking break 10:15
11:00 Examining agreements and 10:45 Practical feedback on 11:00
patient consent forms successfully earrying out

Ruud Nonnekens, Volcano Corp,
Amsterdam

product testing in the region
Alexey Stepanov, Abbott, Russia

11:30 Evidence expectations - 11:20 Post approval monitoring 11:35
Competent Authority -expectations
perspective Andrey Ivanov, Group STM LLC,
Pieter Van de Vijver, Federal Russia

Agency for Medicines and
Healthcare Products (FAMHP),
France

12:00 Lunch networking break

-~
11:50 Russian round tables 12:10

Georg Bauer, TUV SUD Product
Service GmbH, Germany

Alexey Stepanov, Abbott, Russia
Andrey Ivanov, Group STM LLC,

Russia

12:35 Lunch networking break

13:30 Re-use of devicesand clinical ~ 13:30 Roundtables 13:30
implications Market authorisations
Gert Bos, Q-Serve Group, requirements in Ukraine and
Germany Kazakhstan
14:00 Upgrading the clinical
documentation for CE marked
devices
David Scholer, MED-EL, Austria
14:30 Afternoon networking break 14:30  Afternoon networking break 14:30
15:10 Existing CE marked devices 15:10 Medical device mark for 1435

and clinical evidence
requirements Union
Bassil Akra, TUV SUD Product
Service GmbH, Germany

Eurasian Economic Customs

Anna Harrington — Morozova,
Regem Consulting, UK

15:40 Building clinical luati 15:40 Di: panel -
plans towards harmonisation in the
Hana Vegher, Abbott Vascular Customs Union
Anna Harrington = Morozova,

Regem Consulting, UK
Alexey Stepanov, Abbott, Russia

L Chairpersons Closing Remarks

16:20 Chairpersons Closing Remarks

LABELLING COMPLIANCE AND
UDI IMPLEMENTATION FOR
MEDICAL DEVICES AND IVDS

Room: Permeke

POST MARKET SURVEILLANCE
AND VIGILANCE
Room: Watteau

Chairperson: Melissa Finocchio 09:00 Chairperson: Philippe Auclair

FDA’s standpoint on
promotional labelling

Laurie Clarke, Greenleaf Health ,
UsA

09:05 10 Common Myths in PMS

Understanding how the Werld
Health Organization's (WHO)
Global Medical Device
Regulatory Framework Mode!
addresses labelling and the use
of regulatory relevance for
emerging Regulatory Systems
Kimberly A Trautman, NSF
International, USA

Morning networking break
The of
labelling systems in Asia
May Ng, ARQon Pte Ltd,

10:05 Morning networking break

y  10:45 as a medical device -
regulatory changes and post-

market surveillance

Singapore considerations
Koen Cobbaert, Agfa HealthCare,
Belgium

A systematic method for 11:20 Creating a common European

documenting disclosure of database for vigilance reporting
residual risks in your product Emmanuel Prades, LivaNova,
IFU France

Rob Packard, Medical Device

Academy Inc.,, USA

Lunch networking break 12:00 Lunch networking break

Global labelling strategy round 13:30 How to manage unannounced
tables audits - Industry perspective
Melissa Finocchio, bioMérieux, Emmanuel Garnier, Simmons &
France Simmons, France

Erik Paul, Olympus Winter & lbe Olivier Mignolet, Simmons &
GmbH, Germany Simmons, France

May Ng, ARQon Pte Ltd,
Singapore

Kimberly A Trautman, NSF
International, USA

Kathy Wang, Cochlear Limited

14:05 §SO TC 201 Case Study
Arjan Van Drongelen, RIVM, The
Netherlands

Chairpersons Closing Remarks ~ 14:40 Chairpersons Closing Remarks

Afternoon networking break 14:45  Afternoon networking break
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08:30

STERILISATION FOR MEDICAL

DEVICES
Room: Tintoretto

09:00 Chairperson: Henry Sibun

09:05 “The Tyvek Change”- a NB
perspective on what to report as
significant change and how to
handle
Jan Havel, TUV SUD Product
Service GmbH, Germany

09:30 Commercial SUD Re-processing
perspectives
Dan Vukelich, Association of
Medical Device Reprocessors
(AMDR)

09:55 Re-processing discussion panel
Dan Vukelich, Association of
Medical Device Reprocessors
(AMDR)

Mariette Jungblut, Leiden
University Medical Centre, The
Netherlands

10:30 Morning networking break

11:10 Sterilisation of pharmaceuticals
and drug device products by
ionizing radiation: principles and
challenges
Barry Parsons, Leeds Beckett
University, UK

11:40 IS0 11135 - Sterilization of health-

care products - ethylene oxide
Henry Sibun, Henry Sibun
Associates Ltd., UK

Day 4 - Thursday, 16 June 2016

Registration, refreshments and networking

MEDICAL DEVICE REGULATORY
AFFAIRS IN EMERGING

LABELLING COMPLIANCE AND
UDI IMPLEMENTATION FOR

IVD REGULATORY AND
STRATEGIC FORUM

ICES AND IVDS
MEDICAL DEVI Room;: Watteau

Room: Permeke

MARKETS
Room: Salle de' Nations 1

09:00 Chairperson: Jack Wong 09:00 Chairperson: Rob Packard 03:00 Chairperson: Bill Kurani

09:05 Overview of the changes to scope
and definition within the IVD
Regulation
Nick Baker, LRQA, UK

09:05 UDI's and the expectations from
the Medical Device Regulation
Malte Flory, Silony Medical
GmbH, Germany

09:05 Update from the Asian
Harmenisation Working Party
Jack Wang, Terumo BCT, Hong
Kong

09:35 Placing on the market and
putting into service
Alex Laan, DEKRA Certification
B.V., The Netherlands

09:30 Feedback on the current status of 09:35 GMDN — A Requirement for UDI
the Asian Medical Device Mark Wasmuth, GMDN Agency
Directive
Sasikala Devi Thangavelu,

Medical Device Authority
lalaysia, Malaysia

9:55/ Discussion Panel: Comparingand 10:05 Lessons learnt from the Class lll 10:05 General obligations of economic
Contrasting the AHWP and AMDD deadline — industry case study operators
— learning from each other | Ina Trapp, Roche Diagnostics Mika Reinikainen, Abnovo Ltd, UK
Jack Wong, Terumo BCT, Hong JJ GmbH, Germany
Kong
Sasikala Devi Thangavelu, A’%f,\[
Medical Device Authority
Malaysia, Malaysia

Cheng-Ning Wu, Taiwanese FDA

10:35 Morning networking break

10:20 Hurdles during China registration 10:30 Morning networking break

p and how to
them
Chao Xu, OSMUNDA

10:45 Morning netWworking break

11:20 Market update: how are the 11:20 The role of the qualified person

11:20 Current overview of the UDI

regulations developing in the requirements for high risk Richard Saunders, Ortho-Clinical
country? products Diagnostics, UK

Hsiao-Qing Chow, Coloplast, Mika Reinikainen, Abnovo Ltd, UK

Denmark

11:50 Science Café
Mika Reinikainen, Abnova Ltd, UK
Richard Saunders, Ortho-Clinical
Diagnostics, UK
Alex Laan, DEKRA Certification
B.V., The Netherlands

11:50 Current position for GS1 and
using GS51 standards to achieve
global compliance
Ulrike Kreysa, GS1, Belgium

11:50 Understanding clinical trial
requirements in China
Gina Wang, Abbott Diagnostics
China
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12:30 Lunch networking break

14:00 IS0 11137 - Sterilization of health
care products - radiation
Peter Huonker, Zimmer Biomet,
Switzerland

14:30 150 17664 - Information to be
provided by the facturer for

12:30 Lunch networking break

14:00 Experience with the new CFDA
Regulation with a focus on SaMD
Joerg Teiche, Siemens Healthcare
GmbH, Germany

14:30 On-site inspections: more

the processing of resterilizable
medical devices

Arjan Van Drongelen, RIVM, The
Netherlands

15:00 EQ Cycle Optimisation
Richard Cowman, Synergy Health,
now part of STERIS, UK

15:30 Afternoon networking break

16:00 Facility case study — working with
ethylene oxide
Jan Douglas, Cook Medical,
Denmark

16:30 Ethylene oxide — Case Study
Ralph Geiger, B Braun, Germany

17:00 Discussion Panel - where does
the future lie?
Jan Douglas, Cook Medical,
Denmark
Ralph Geiger, B Braun, Germany

17:25 Chairpersons Closing Remarks
17:00

h. on quality
system ¢

Stefanie Leschonsky, Abbott
Diagnostics Division, Germany

™

15:00 Japan - new registration process
for Class Il medical devices
Julia Hoyer, TUV SUD Product
Service GmbH, Germany

15:30 Afternoon networking break

16:00 |nclusion of software in the
Japanese Pharmaceutical Affairs
Law
Shinobu Sato, Abbott Diagnostics
Division, Japan

16:30 Interactive look at other
emerging regions
Sasikala Devi Thangavelu,
Medical Device Authority
Malaysia, Malaysia
Cheng-Ning Wu, Taiwanese FDA
Younglun Kim , UL Korea Ltd,
Korea

17:40 Chairpersons Closing Remarks

12:20 Lunch networking break 12:50 Lunch networking break

14:30 UDI update on the develop 14:30 |d traceability and
progress in APAC countries transparency of devices
Kathy Wang, Cochlear Limited Bill Kurani, Agilent Technologies,
USsA

15:00 New EU regulatory framework
for companion diagnostics
Sylvie le Gledic, Voisin Consulting
Life Sciences, France

15:00 Solutions for global UDI
compatibility
Ton van Zijl, EHIBCC, The
Netherlands

15:30 Chairpersons Closing Remarks

15:30 Afternoon networking break 15:35 Afternoon networking break

16:00 Brasil - Portaria 54/2016 for
Electrical Devices
Erik Paul, Olympus Winter & |be
GmbH, Germany

16:30 Chairpersons Closing Remarks

Drinks reception at the exhibition hall
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