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MEBRAHFREFAERS  BAHEBRELRENRRELBERE AT
HEARH > AFRHEEFCESEUERSHMMETE LR > HELFROATN
Bigh LHEHe RS E  RFANERFREARMER RS -

AHETREAMLERALWEARARFHEIEAEH A2 T2011 FBALRR
EEEH ) RBTAF Y AEBEEHRARTENERARER » BokiH
WRAREEABZLHRIR -

ARGEEAE AR -BARAHNERREZBAEMEEEINRAARERS
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AN fRRBRAERE

FEERATHEEAEW S mmm.mc_mﬁo@ Affairs Professional Society : #§
# RAPS) R— M EBHELREREMEREEAR RN G 22 EBERER
BEANBRRNNEREEBRE I FEETRZAE - FeH 1004510824 82268 -
NEREERZAMEM T2011 FEHERREE 3 (2011 RAPS REGULATORY
CONVERGENCE) | » Ak G H R BB EM - £ - RRSLEFFLAES > ot -
ERHREHAIETRT RAPS B AR - mER RN BRARAMESBHERR
HEEHFIAE  NMBLBERSHERRAARLRRBR L HFAHERBEHA
ERABEREERSRESAFEENENBREMNE Y > NEABEARS
M EBERAENR -

AREBANBEREMBMRER T RBAHELT
10 A 24 B #%4

BADEHBRESHZ2REREE  NERAENBISHBRAEHEMNFIHEIRK
MRE TG BATREHNRANLSEHEREHETERT > A 1998 F8H 4
98/79/EC IVD 464 F » ##H 4 HA BRI LEEREM NS BRI BRBEGRIGT X
FRME - RREH RAPS @iFex B8 (Notified Body) 13k #4088 4
DHERABSHENIETRORIT G 2L EZRABREREHEIAAEGE
(GHTF) rre e s 2 BB R EH AR FR VT RA T AL » B 2012 £73
Mafsng  ALGRETE > AL ~&KHA - wdE A~ BMER - TR
CHERBHOTBEIRALCEREHESAR - B A b FRENHE IS B
# ey fA 5 & B AT A GHTF AR 26 R 28R R F AR » RIS T RAZIH
SPLERB R ERFE - EARGBISERBGAEREH BRI BBEATE - B
BATE MR & Ak B R Ef e 2R R4 RAPS 2 Gl FEREFHRH
BUBBRETHALCARHEERS  RIUAKBEFGEARLIREREER ¥k
Emﬁﬁmgﬁﬁwm%mimﬁ%ﬁo ,.. ,;

BAEHM B RBZHEFENS  » Wb B RELSHE (Ministry oh Health,
Labour and Welfare, MHLW )& & & B & % W% £#4# (Pharmaceuticals and Medical
Devices Agency) ¥ FIAE > A T EHMMAR > NEAARY i B
AWM BEBRBHEEER -

R2TRTHAMEREAHBIIMEHEF A EFEMEPHE ¢ Laboratory-devel oped
tests (LDTs) X#&In-house #4884 B4 (in vitro diagnostic device,
IVD) - BREFHRETAAME U2 LAEREZRTREEA SN - 8% - LDT
BERABREREZ )N FHEARLBABEMROEREANERNYAES  EHE LS
HBEASRBTHRABRSEABRSINELR AZDYLE — L FRGER - &
M BERARMRTES FHRIFNFAES B S TOHRARRL —BAREARS
PRFARE S ERE (CHERATETRE) B BEAREABAZMETY -



AERWIET  RAPSEFTRERLABRELRER N4 2BMDAR TSR E A EH
b ARBREE B BRI GEERRR -

108258 4=

%?W%xiﬁﬁ%%&@”§£%%;wq%?n} LM e EREER (T
BRI BB BB RFPOEEAE  NRARBRRHLEAT - BATAMS
RBEEMHEROETEER > TEABT TERER Ew@&ﬁx&?,ﬁﬁﬁ@m ¢ x
%m%ﬁ-i?mﬁﬁ Cagik (A7), %%ﬁ EMAZTEEERL (K

). BER "TBRERZOEEML (Ba), ¥ ﬁ%ﬁ@ﬁ% PCERS 1
\rm HETENEMTHEONE -

CHEBREHETEEANE  RABREEMARAILHESHRAERBERFRESRE
5 BB ZRAPSHH  WARES RPN EBRABRAEHTHERRER  ERARE
BEREHESREZRAARAY (MHE)-

MEXBREMEEERNE  WEXEREHEMEALEA - 55158 £ %
@ 4k (The Food and Drugs ; Act) & T 8 & ® # %3 (Medical Devices
wmm&miozmu_ AR EGHERAPSE F o T R4 £ 5% (Health Canada) AB -
NEZREHBMFRAREE Rt H 2 HEET AR E2 I HER - BFRER -
muwmmvn B REMITHRMBHMAE -

PR MRS BT B A C AR SRR i:éﬁégaaﬁaaavmwﬁﬁﬁ
MERARERARN  REREREMRPLRYERBEA  HEFRTHI
B EROSH > SHREMBTHEZEYARISHFHE > HUAREEHF
FIMEs B B4 - BFR > MEMBAMLE @3%%%%§ﬁmﬁﬁgﬂém%%ﬁ,
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1% 3% VEERTRBREBESHERK  AREBLBESHERZE 28
Eu>m§mr;o%qm«.wa%mmmmuuma%wh%mm_ (E£) - AXRRAPS# ¥ 7 Genzyme &
Norvartis Molecular Diagnosticsm ZEH s E > N ERGTERX LR HEH -

108268 #HE (FX)

BREHBBEPENGER UFRBERTTFEALENER  AARBETERR
e R SR SRR I 4 & L 8L B (A3 3iEsks(Software Validation) & A%
R EREME LM R EL - RAPSARF A8 35GE Heal thcare R AB R R E
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LAFEEENRABNSE R R SHEREITHMURA - EHPHAEEFRESE
HEREMARFHEATERASH LR - RRNATERTENELETRETATH
BREOBIMRBT ETERBTERA - ‘

—  ERBHESTET R B M R

R H B REREMBINEREM > ZRB/TVECEBILE BREH
#4-(In Vitro Diagnostic Medical Devices Directive) % 3% @ B #Zi54 FHA R
MY BREBEFAOFTAPURR  UNNBEELN S BTRTRCRR— L H
0 KRR EHARAPS B L HRBRBEM  NBRAMI DU BB EHERARE
R F G - |

BxH 98/79/ECIVD f54 il A 65 B S E B RS H AL M » a4
PRGBS B RRMERSL  TETRE - REWY U8B T ARS8
B BHRAALERAEM FHRAEBRAHER bRLEEZHELARRE
ANEIMERIFE A AR RAOE RS A ERREETH URMEUATHE TR
FH:MNAERABEKRE RV ERET RAZTREAEBSHBEABZEAM
PLAREM REBELARER  \ RAZELHREIRICEHEBEREH > FHRT
BAZHA > HEREXRCAUSERRE ABRZHR BRI SERIRZ A
RBZ —REREBMERENBALSU BARMZF] > RIERIEL £ D458 -
LG XAREABHGRUBALEHZA - BRAABGKREBHBEERBHESL
- (93/4UEC)EHI4eH - B

RSN AHEL BRSO RMEE T RREER - EAANBHER SN E

CUHAEARES  FRECARMTRARNER CAALEEH - EARE K

B HHEANMEAREEERRETE AL SHEE -
BIEIVDIELZ IOZHH/AMNTEARZT - IVDESTHRAAE !
1. Wm44FII List A

o & ABO -thesus (C,c, E, ) -~ anti-Kell % do &) &4 3K 8 B 380 & & - #1483
ZREMERHBHYE A ‘

o AW ~EW - REAEMAY HIV A RMHIV],2)-HTLVLI AB,C,D#
MFEZRBEAREES > SRR EHETAEHBYHE -

2. M IIListB



e & anti-Duffy #1 anti-Kidd &R #)RE R REE % O EMEEHER
HEBHE &

o REFMAML I (irregular anti-erythrocytic antibodies)z 3| & X
BER QHERMREHERHERYE &

o MAARTEABEATEERSL Rubella) 7 H &E (Toxoplasmosis) % 5
REREZHBRRBAES AR EYERERHE &

o WHFEME AR RNk (phenylketonuria)z 3B R A £ & 0 GIEMIARE
HEEHBHWE B

s GRERLEAEssE (cytomegalovirus) - 3R (chlamydia)z 3] & 3 H

o OAFMREERERBYE A

«  REABEMIAR (HLA)DR A B U2 REARB AL afsEMlKEy
FHHBHYE

o REMFIRFRERE PSA)RBRLZAFRARE & LAY
Ay o

o R E A trisomy 21 B2 MBI ARBE S SFAMKENE - HR
ME Y A

o  aiEFRZ A R Bi(self-diagnosis) B4 0 BRI EAKBHYE -

3. MdndEE R e B o) (self-testing) B 4 ¢ 4o OTC 842 3 F -
4, MAEEIEE B iR 44 % M (devices for performance evaluation) : #4358 £ £ 5 B E 5
M ERTRLCBRMNE  BTREFRARZAETEM -

4% B ATER 3 98/79/ECIVD 454 7]/ List A (s N HABE=%%) R ListB
(ARENKRAE_S5HR) LEAAM AWFHSIVD Z& (EH List AR List B) 28
L HARESH R RIS A IS AY RS ERTENTZE S LA LBRES
ERHNBEVEESLrREEHEERLE —LRE ABIFORAREREE R
TRTEEA > REREN LA EREE B MR (GHTF) 2 82 42 87 B3 B 4 Bk
FRTBERRA TRENMELESLTR - .

GHTF B E BB ARES S ABCDmAsE  HHA S404E438 (RUIE) £
TIE > LT @A MEEREREEEG  HNELTE E PFEUNS A sHAT
BREZSHEEPUAAE -

GHTF = eh B 2 B B R B R E R 5B R

F4 B2 K 24510




A B AR A& BER | Bl BBRERZALSHE - EFHLE

2 B A A F

(Low Individual
Risk and Low
Public Health

Risk)
B 18 AR £ EF | #lde  Vitamin Bl2 #B1E - & 8 S48
B AEEAKRE | EHZBFERE - ARRBREBRRE ~ R
e e
(Moderate
Individual Risk
and/or Low
Public Health
Risk)
C BARBRZES | flio £ aR800ER oA 44 HA
BEX#RmEE | 2ERB - PR EFHFEBRBRRE - &8
P F RAWREAHE
(High

Individual Risk
and/or Moderate
Public Health
Risk)

D B AR NERR | fla  HIV S AP E AR %
BZES
(High
Individual Risk
and High Public
Health Risk)

SR E A A 2010 £ 6 A H B SIS B A HG  BANIEES - §
W_ am“mn vwﬁ%%% E%Mﬂmwﬂ%ﬂ ”—w\ﬁ_w&wmm.ﬂmﬁ%\mv@m E%+ H<U%M\|(&¢$W(Nwﬁmm; _.n.wm.
ST 2012 R AN BB E R - AN 20132014 FEX DA - EX RIS
- HTHATAST A& 2016 4 -

B ARBEATERBNERALRME > ASRSBELEREN 27K ER 4
RERAERZBAREMML  ERTEHEETIEG AR DB EBH s RANHE
ENHREBLEFIEER -

IO AMEBREAELTHEEERR
ERBHOEZ2EEREARFTRSESEEEHER (MUT 45 SIDA) -
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EWAER

THRETER 2T oz LH %?(w WITPEITE R EMTE
BE -AZFEEFETEHRR - BEFTEA BFAEEEAEHASYHERNAEASL ES
BERY -

2008 =8 F > SFDA %% 5% "HN PR E A ERARFHE R RB I FHES
BRRERFRESE &Hﬁ%ﬁ%ﬁ%%%gr#_% MA i — Aok Bk B A
AREHEAAMFETANE " RETARFHENNDERZTLEREARREHE
£ o

2008 4 12 A 29 B SFDA #4 " KA R F4 & mifo AsRE ¥ 32 Mk | BB HIT
T ENBESACEAIK ARBETERSHRARESE %?ﬁﬁﬁNh$m
B~ AR TR REEE - RMME TR PENEE  BYHERES
WISELEaNGHR - R CENSBELEINER - B4 452 BHES %%m%
BEIFPER FBREALCEHERBEL IDBAIED REGEES4ALT X
%¢$2EH$m2%Mﬁwﬁko@%:%mw>%,am>w%ﬁmmaﬁm
AERFERBERFREHER LK LSRRG IRADE o

8:%ammcm%§$%ﬂm& W2 W EEME GAT) ) BFRIHS
.»ﬁﬁk%%gﬁﬁﬂi%m$@#ﬁm°¢$%3¢ﬁ$wmﬂaﬁ;$@+m
BEHDKOEER - DS RENE AR TEET BT IURE -

CATMAAMEEMA IR ERRBEE R IR - FERAFRELR
WA EHBERBPE G B SRR RS &

SFDA E & # M ERARFHZER TAE > 327 2002 FRALT - LBERER.
EAAE R A E I L AT - BB HH TR LR, CEME BA

 BARESEARE, ARENE FAEAMESABREHEMRAFAEMNT -

4k o o SFDA B 2002 FRMERRFEAEMNI AR KRE010E12A 30 8L 5
R RN TTREREMRRTARLEE 10,6154 RETEEEVARAE
(% B5.1%) RALALENMERS(H LT%) - BRAHESE > ANYRA
MAEMARRRBRRASEEN AR E LA/ G0 ERBAEM 2 —BA
FHPEAARROPEAR  A—FHRENESHEEN T HERZEEAR £ ¥
ARARRE ¥MESFDARREMARZ T RBERES -

I BLEBRTAMMEES ORISR RS ERE

BAIBAPTHEIICRGEAEANBREHTAREABABHSHEL
BAEZH LI bR # (Commercially Distributed Test) @ & E# A E%
T A AT ey sMeEF 7k (Laboratory Developed Tests, LDT) W K#E - i
HAFROB MBS SRR ERASH NS RESRBENER B ¥
uw.v_ﬁmmnm.ﬁwrn %t-.w..w. oA EEN  BXAHRITEASLLITAESLE &84
EMABLHETER BLEIPTREZNBERER - @ LDT RZH®T - #
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ERERAME—EEHENET AENSEHBAEIH B EE > AEAEIRE
FENFEEDARILEAZAS BATANBAEATEMEFERB S RBE LE
WA H X - 2B FDA BATRIH LDT é9 & 474 3hk & & M4 (Enforcement
Discretion) * ## ZERELA LR LA ERAR FDA BT LT HELERPTARY

BE LDTAFARBERE D FHEARIBAERERAERENEANE
2o BHAEARHHBEASRATHRABADEH RRSRNER A MG L — 2
FRAMER -Bf MESTLHHEBFRENEAARENFRELETRL AHA
BB TR BEEAN AT E UERILBRR B EEG RS -

FDA#19973 # "TASR Final Rule | » #2006 497 4 "Draft Guidance for
Industry, Clinical Laboratories, and FDA Staff: In Vitro Diagnostic
Multivariate Index Assays, 3531 (%) - &K#K£H21 CFR 864.4020 0 F 447
4% &3 # (Analytic Specific Reagent, ASR) 1 % @ S ¥ 81 B bkegiii - 5 T &
BEad - ligands ~ B F 5| A RIELR A ERZRE - BB IHANE
i E ORI BAERERE AR EIBACEYE2FELT HES
o O RBALYHFANETH ligandz 4 - oW ERE ASR)ZARTHE
BE o RARBAEEH 0 (1) BBMERHRB AT EAS (2) ANEREHE
BAEXBELHERZMEER S Slioski, 24, HRAREIFEERTR
F cARESSBTH A () F—&- (2) B84, FLBMERDN0ERN -
AFENAESATREBR - (Bldo ERBEAYNZFRNK - 520N AR
AT RERR) - (3) F=&, THIEBERANTIEH  REFED
Fzm: (1) WRBFZEBLERGELERAASRBH AL HEMTHEERLE
A sl IR AT 2 R EsE S 2 30 - AR (Bl * AR S AR E SRR F (FiEA
¥ % HIV/AIDS) ~ &izq8 (TB)RABE £ 5 MF R 47 % #F(SARS) » sb3X B F 4L 55 42
HEZBAES - (1) BB HAAZRELRRPARERER LRI LR E
2 AR PERETOFAEEFERR(F4 | T ERR R RR )z — 5
S BRI EAEZRES BRBELASK ASRREEHFHAF %% -FDA
HASR 22K 835 BEMAN L - BARLGERESERE GMP - HBRARFHK
(MDR) ~ {4345 €24 IVD 2% KCLIA 27T 7T #A47high complexity %1 F &
FERRELEHEAMNLITREWEE - £ AR CFBERTRE - LA S
A& AN A MM RE R OIEFTER -

2006444 TIn Vitro Diagnostic Multivariate Index Assays R|ZFDA¥ A&
#HiBE ZRALDTH T # i 5E $42653542 54 (InVitroDiagnostic Multivariate
Index Assays > M T f#EIVDMIA) | 474 H & 3242 - ARIEZGIE 3] - A738 64 [VDMIA
%yt D EH—EAEE BEEHARLARAR-SHEFEHAER (o &
F-HARBERTF) UANERRBAGLE  SERNER  ERREB 5 N
R deid A 414 (non-transparent derivation) ~ A&k b m&ERAE ATE
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GEREREROERBEHN - THPRAEF NS EZGRXLE LERMRELRE
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HERLABMENIBBFIE - sbsh - REHMIVDMIA TR AR RERAETS @ 6]
do 1 TR EE B ~ T S BOE Bl & T BLe B % 0 B ULFDA A A LB F3E b
HEM  UAEGELBEMARTHREESA -

FDA #obfrd5 3| E EAzEE 4 - IVDMIA HHBFHAZ —SRAFZFRER S
# 0 B & WALDTH X 4465 IVDMIA » JRZ8 75 6 FDEC Act A B R EM L TRl L
THEEZER MABRPLEGREHREE - B THHIVOMIA R 2763
MEK FDA FAAMBIRLRANGHIS BAEL  HRSTHEHMARSE LT
FAHEHRT B HIVIMIA B HATERER -

M3 RER AR ERNHG  REERATRICEBLABATSRT
#EEEF (Clinical Laboratory Improvement Amendments of 1988, CLIA® 88)
R E  FDABE AN > HEGHRAAMERR REREEAFINAAHELE
BARRMAFZGGR - GRERERALR— S5 EFEE - BLIVIMIA 353
EHMAEERKE FDA HUEBEEMZELTHRAENTH -

W AR EE —BRRAENSSE R B T IE AT 0 B ATER G IVDIE 4 CeAE A
LDTix R B2t 4 FHEE L CERTRAEARNEEE > A7H2RMEL - &
AERHIDTZEEELEA AR - LB A IDTEFSESMSE] TAAER

(Essential requirements) 4 ~ ##fx# (Technical documentation) -~ #4&&
8 (Declaration of conformity) &K -2 ELdREEnRmELE ECEE
e MBPE -~ HEHLITHRAEEEA R TRTRVELAREZE -

SERESNWI0FCABM KL T ERHIVDILEAGEHER £+ #HIDE
AREHPAEALTREFTEMBLDTH £ - BRIE011F2AHMESIHERHE
T SREAERBERE ARG CTATREGRE > Pl FRAEBKRR -
HERRFERER > RKCHTF AR B H X B BARGRE  ZH - RELRE
CTRLDTAAIVDEE A 54 REEE O REEMRE - b SHHEHaBERLT
R B EREE LSS0 151805 du il £3% - MM RARE T T AL IR P — 4
o EAKRMBEEME -

A2 IVD & LDT 4% " B AR I R DR A HMARERS—E > BATHA
BHSEEREMERZSBRIRINAHNESLZERER 2 A HARMRE » 2
EHBESREARNRBEAURER  FARBETRERUFNIBREABERZ
LDT Befs > B#sEiRta B E e A B AR R M - W LT 48 F A 2R sefuiZ £ &%
FRACIREGIE RGBT > UERLBERAELAFLEITZER -
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Organization and Responsibility

® Food and Drug Administration
inaugurated on Jan. 1, 2010

® TFDA supersedes 4 bureaus
- Bureau of Food Safety
- Bureau of Pharmaceutical Affairs
- Bureau of Food and Drug Analysis
- Bureau of Controlled Drugs




Core Value of TFDA

Consumer-Centered

Consumer Protection

\

- Rigk Assessment

Food Safety ~ Medical product
Management _ _ Management

Consolidated Food and Drug
Safety Management System

s oo I




Organization Diagram of Division of medical devices
and cosmetics

Roles of Regulatory Authorities

« Public Health Protection

— Gate keeper
« Prudent evaluation based on Good Review Practice
- Safety, effectiveness and quality

e Health Promotion Through Facilitating
Innovation

- Efficient and transparent review process
— International harmonization of regulation
— Consultation mechanism




The Status Quo of Taiwan’s Medical
Devices Industry

Global Medical Device Market

The monetary value in 2010 : USD 236 billion

Growth rate: 6% per year
Yo pery Middle
Unit - USD billion Asia- East

Pacific 294

““Global Nedical Pevice Narket

2010 Global Medical Device
Market Share

2009 20i0{e) 200(f) z2082(f) 2003(F) z01(T)

10

: Espicom Business Intelligence({2009) : IEK center (2010/04)




Import and Export in Taiwan

e lad 3.

[

Cernenm ~°
Ciermany.
1%

MUSA : Largest lmport/Export Market Share
WTaiwan Export value : steady growth

11
Sources Taiwan Customs (2010) IEK center {2010/04)
Medical Devices Supply

China, 100

Domestic,
860

| .
./ 62%
Import, :
1700
Unit : USD Million

2010

M WMedical Device Market Demand in Taiwan: 2.65 USD bilolion

i MImport dependency: 67%

Sources Taiwan Customs [2010) mxﬂn..lmﬂtomu 12




Regulatory Framework
of Medical Devices
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Medical Devices Life Cycle
and Clinical investigation policy

T e T T T TR L
(..Concept :>—([ Prototype '3 C; Preclinicalid

Consultation - GLP/GTP
Wo@:mms_ for _uommnum&_ou

: U—UOmn._-.b.wH—nmﬁme bPEH:.od..m.—Fm.mﬁﬂm Aw%
Surveillance o W
RN Adyvisory Committee 14
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Management System in Taiwan

GMP/QSD

s -
Postmarket .r.l!-......\“ Premarket Regi .
Monitoring | Swrveillance Evaluation egistration
15

Implementation of Medical Device GMP

Effective on February 10, 1999

Third party inspection (contracted by DOH)
- Metal Industries Research & Development Center (MIRDC}
- Industrial Technology Research Institute (ITRI)
- Electronics Testing Center (ETC)
- Plastics Industry Pevelopment Center (PIDC)

Domestic manufacturers: site inspection

Importing manufacturers: QSD review

16




Statistics of GMP/QSD by Domestic
and Imported Manufacturers

GMP (domestic)
742 (12%)

QSD (imported)
5,300 (88%)

Updated 2010.07.13

Premarket Approval




Increasing Registration Case Numbers
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Risk Based Regulation
Lowrisk
GMP/QSD
Class 1
affidavit Technical il
On-site Document M.mnru.n.&n .
Tegistration Preclinical testing ocumern Technical
and QC Document Documents
uom..Eum“mu h + required for
e Y o Clinical Registration
marketing Reports
approvals P
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Statistics

Approved license: 32,094(~2011.August)
- Domestic: 19.9%

- Imported: 80.1%

USA: 8841

Taiwan: 5530

Germany: 3491

Recently Implemented Policies(I)

» Establish “Medical device substantial
equivalence decision making flowchart”

e Waiving clinical reports of Class Il new
medical devices under certain
circumstances

» Waiving Class III IVD lab testing except
blood screening products

22
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Recently Implemented Policies(II)

» Construct Pre-IDE and Pre-PMAconsultation
system _

» Seed personnel training programs for
regulatory consultation

» Public notice of guidance documents
(Hyaluronic acid implants, Drug-eluting
stent...)

23

Network of .noac:mmo: for Industr
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Postmarket Surveillance

Medical Device
Vigilance Systems

e e Tl TR S Ak | 2 TS e 41701 2 = LIRAPE PR, 7% AT YA 2 LV S L I N, ST § L S T L

National Reporting System of Medical Device
Adverse Reactions

- 58“\\mm:.ao:.moﬁza\m%i:.mm\

National Medical Product Defect Reporting System
- http://recall.doh.gov.tw

From Voluntary Reporting to Active Surveillance

Implemented Good Vigilance Practice (GVP),
2011 October

26
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Vigilance Reporting Webpage

._ua<_amcvamﬁoqmm%mq_Eﬂoﬂamzoio,ﬁ:mvcczo

» Report adverse events on-line

http://adr.doh.gov.tw/edr-med/

Medical Product
Defect Reporting System
(http://recall.doh.gov.tw)
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Flow Chart of Medical Device Reporting

Safety information
Consumer . et ee e

Medical Personnel TFDA , W
=
. ' ;
Product defect Assigned tasks ©* Case repors W|
. - 3
_ al |z
o e e e
Local Health Authority . . * National ADR Reporting Center - Z .m
Investigation, seizure, > W
and samgpling of non- ._» &
compliant products i Active volunta g
reporting by mifr. 3

© o ememcrnam e

Manufacturer
~ ADR ®Serious Adverse Event

< Product defect  (SAE)
®Periodic Salety Update

Report (PSUR)
®Voluntary recall 29
notification
Numbers of Medical Device Vigilance
Reports
300 270
250
200 LE-14
164 )
150 ,
100
L
50 26
2 5
e
2003 2004 2005 2006 2007 2003 2009 2010
Total:789
30
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Sources of Medical Device
Vigilance Reports

100

90 76.4 %

BEgs8833¢8

10

General Regulatory Industry Hospitals

Public Authority
31
Post Market Adverse
Event Reporting of Medical Devices
Physicul medicing clinical chemisiry
devikes and clinical
Obsictrica! and O&E».ﬁM deviees 2% _E.no_oww dovices
gynecological Atienthcsiology
derices devioes
% 4%
General bospital and
personal use dovices
6%
General and plastic
surgery deviees
ix
{imtroentrology-
Urolozy derices
"%
Dental deviees
%
_ Duta based on 102 reports
from 2005 to 2010
32

16



(FDA ~ MHRA ~ TGA - ..))

¢ Join NCAR (National Competent Authority Report)

2007-2010 global safety messages of medical device

400-  Alert
T Recall 335
[ £ News

33

Global Regulatory Harmonization

17



International cooperation

* Memorandum of Understanding with
Australia

e Exchange of letters with US, European
Union,Swiss,Liechtenstein

e Official member of NCAR

35

APEC meeting:
Good Review Practice (GRP)

e 2011 October 12~15, Taipei City
 Official regulators from 16 countries
* Topics

- Reviewer training

- Templates

- SOPs

- External experts

36
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The Development of
“Cross-strait Cooperation Agreement
on Medicine and Public Health Affairs”

T T T R P O g e SR v R okt e

37

Taiwan Import and Export to China in 2010

e m— T

@ The import value of Taiwan is NT$46.26 billion. The import value from
China is NT$3.27 billion, accounting for 7% of Taiwan’s total import.

®m The export value of Taiwan is NT$32.37 billion. The export value from
China is NT$1.76 billion, accounting for 5% of Taiwan's total export,

Diagnestics
11

Surgery
F1%

From China To China

19



Scope of Cooperation

# Drugs, devices, Health food and cosmetics, not
including traditional medicine
®Chapter 3: Safety and R&D of medicinal products :
- Ensure consumer safety
« Quality and safety management

» Coordination and handling mechanism of
safety events

- Regulatory harmonization:
« Regulation
= Cooperation of Clinical Trials

39

Future Prospects

i H

P e T T L ¥ T T T e
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Future Goals and Schedules

* Management Direction
- Past : Emphasis on premarket evaluation, “gate keeper”

- Future : Enhance postmarket surveillance

« By strengthening postmarket safety management system,
premarket evaluation can be simplified. and focus on important

points
+ Amendments to Pharmaceuticle Act

41
Future Management Structure
Premarket |
B Evaluation /
| \\\
Distri
Regulation
42
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Premarket Evaluation

b 2013 - 20844 200S . . 2016 . 2017

---short-term-

-

e Strategy
- Class I: Online Registration
- Implement of STED
- Reclassification

- Registration for medical device without free
sale certificate

43

STE

Summary Technical Documentation
Global Harmonization Task Force (GHTF)

Published Summary Sample : Stent,
endosseous implant, Blood Pressure/Sugar
Monitor, Electrical Wheelchair

Draft published by the end of 2011
Scheduled to be implemented on 2013

22



. 2013 | 2014

AN \\ ----Short-terni----------- LONG-teITM-=----nnmm e eemmmem e e e
e Strategy
- For expired GMP license: Send nofice, encourage
renewal

- Class I GMP management
» Adopt IS0 13485 2003 by the end of 2011

« Flexible inspection frequency under the concept of risk
management

Postmarket Management

2014 2015

¢ Strategy
- Strengthen license re-evaluation
- Construct TPLC (Total Product Life Cycle)
- Enhance illegal medical device inspection




Distributor Regulation

T e
Timeline 2013 - _‘_m_woi t.2018 2016 2017
} ) -—--short-term--------—- LOnNg-teTTN - --rm e —rrrmmr e e
e Strategy
- Establish GIP {(Good Importer Practice), GDP (Good
Distributor Practice) .
- Promote regulation propaganda and consumer
education

47
~ System
Reform
Sources
control
Global
coperatiol
j Surveillance
» Improve
efficiency »

24



4

‘hank you

25






- 2011 RAPS -

How to Market Medical Devices in Taiwan

=
m\\_"_u>

AERHMEIVIS

FenaT T Dy ATt
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Taiwan Food and Drug Administration
Division of Medical Devices and Cosmetics

Senior Reviewer
TANG I-Ning, M.D

Outlines

¢ Definition
» Registration: 4 steps
« Clinical Investigation Policies




Taiwan authority: the law

e Pharmaceutical Affairs Act

» Guidelines for Registration of Medical
Devices

Definition

e Medical Devices

» ...instruments, machines, apparatus, and their
accessories, fittings and parts which are used in
diagnosing, curing, alleviating, or directly
preventing the diseases of human beings, or which
may affect the body structure or functions of
human beings. ...




Definition

 In Vitro Diagnostic Devices (IVD)

« ..medical devices such as diagnostic
reagents, instruments or systems used to
collect, prepare, and test specimens from
human body in order to diagnose disease or
other conditions (such as status of health)

License

¢ No manufacturing and importation shall be
allowed until a medical device permit
license is issued




Health authority-TFDA
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How to Market Medical De
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Step 1

e Distributor License

» Wholesaling, retailing, importing and
exporting of medical devices

Eligible Applicants

Importer/Distributor

Firms importing/selling
products

Distributor license
(Medical Device)

¥ Registration by AUTHORIZED local
representative

Obtained from local healthy authority

10




Step 2

e Medical device classification

11

Risk Class

¢ Class I: Low Risk
¢ Class II: Medium Risk
» Class III: High Risk

12




Risk level Taiwan UsS |EU Canada
Low 1 | I [

Low- 11 I1 [la [1
Moderate

Moderate- [Ib [

High

High 111 [11 I11 A%

13

“Medical device classification
Intended use and mode of action

(A) Clinical chemistry and
clinical toxicology devices

(B) Hematology and pathology
devices

(C) Immunology and
microbiology devices

(D) Anesthesiology devices

(E) Cardiovascular devices

(F) Dental devices

(G) Ear, nose, and throat
devices

(H) Gastroenterology-urology
devices

{I) General and plastic surgery
devices

(J) General hospital and personal
use devices

(K) Neurological devices

(L) Obstetrical and gynecological
devices

{M) Ophthalmic devices

{N) Orthopedic devices

{0) Physical medicine devices

{P) Radiology devices

Unclassified

14




Tools for classifying -
http://licnquery.fda.gov.tw/D0O8180.asp

Tools for classifying
e hitp://mdlicense.itri.orgiw/MD2010/MDClassific
ation.aspx
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Search example
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Origin Country or USFDA

USFDA

Regulation Number: CFR Title 21 Section 872.3930

Bone grafting material

Product Code | Device Device Name
Class
LPK 2 bone grafting material, for dental bone repair (for repair only)
LYC 2 bone grafting material, synthetic (applicable for construct)
NPK 2 barrier, synthetic, intraoral
NPM 2 bone grafting material, animal source
NPZ 3 bone grafting material. dental, with biologic component
NQA 3 biologic material, dental
NUN 2 bone grafting material, human source
NPL 2 barrier, animal source, intraoral

Tools for classifying

e Determining classes

» Application form:
http:/ /www.fda.gov.tw/people_ moés_omm _

st.aspx?classifysn=173

e NT$1500(about USD$50)

20
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Step 3

» Submission according to regulations
- Guidelines for registration of Medical Devices

» Free sale certificate + QSD (Quality system
Documentation)

21

Submission Flowchart

Internet Registration—> Under construction

22

11



Risk Based Regulation

Low risk

GMP/QSD

Class 1
affidavit Technical .
P Document MMM””__MNH .

registration  Preclinical testing Technical
and QG Document Rocuments
Q@Bmzwﬂ + required for
.m;.w_,\mmqm ﬂw both Clinical Reglstration
markeling Reports
approvals

23

Submission for Class II,III Devices

e [sitnew?

s Substantial equivalent and/or Predicates

¢ Compared to approved products in Taiwan
- Same intended use

- Same technical characteristics
- Altered design not affecting safety and effectiveness

24
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New Medical Device

New principles

New structures

New materials
Combination of new materials

Safety or effect has not been medically
proven

25

Comparison Table

Your Medical Device | Approved producis Comparison

1 | Name

2 | License number

3 | Manufacturer

Product
4 | description/
intended use

Indication

Design Form:

Specification spx?classifysn=173

5
6
7 | Materials http://www.fda.gov.tw/people_download_list.a
8
9

Technical drawing

10 | Power source

11 | User

12 | Functional testing

13 | others

Sumimary 26




Class Il Medical Devices

« DOH Notice, 2010 November 16

» Clinical trials are exempted when
- No ethnic differences
- No severe postmarket adverse events

- Preclinical testing can prove equivalent safety
and effectiveness OR

- Approved in USA AND EU, with same intended
use

27

Step 4

Adverse Events & Postmarket Control
TFDA public notice

W ﬁ_ﬁ...am.moc.?{\:m?mu_mmﬁmmux

National Reporting System of Adverse
Medical Devices Reactions in Taiwan

adr.doh.gov.tw/adr-med

Good Vigilance Practice (2011.0ctober)

28
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Process for Registration of

Medical Devices

Manufacturing Facility:. Product
MP/QSD Application: License Application
DAQ: designaled auditing organization |_|_HU >
Classt/II/HI
: Medical Device
_ m% M_mi.Omh ﬁmm_. Advisory Committee
(Tech Dossier Review) (new & high risk
devices)
. License Approval: ;-
29

Clinical Investigation Policies

30

15



Clinical ._uwonono_ Review Process

> RYTERES -- |. Center for Drug Evaluation
IRB/JIRB 0 |
«++++2222- | Advisory Committee |
: Approval Basis for
GCP Inspection v Realstration/
{GCP Inspaction Team) . eg
(TFDA) eal licensing
When should submit to TFDA?
. R
Teaching N Principal + zm_n.*_mm__n“m.w__om _ _ |
. . i clinicaltrials
Hospital Investigator e Medical device
i o g advisory committee
;L!.iwﬂ&%: r,t - -
.z\ medical device /,,_ ~ Ifneeded
Approval by IRB o or YES \v Approval by TFDA
AN - New ___/ andIRB
" Medical skill

«New medical skill : Anew medical management, of which safety and efficacy not
! approved in our country,
«New medical device : New principles, New structures, New materials, Combination of new :
materials .
| = Safety or effect has not been medically proven 32,

16



Good Clinical Practice (GCP)

* GCP guidelines for medical devices
announced

- May 30, 2007

- Based on ISO 14155
« Consumer Protection
» The practice of institutional review board (IRB)
o PI (Principal Investigator)
» The application and evaluation of clinical trials
» The proceeding of clinical trials

33

Current Acts on IDE

« Simplification for the regulation of medical device clinical trials

- Announcement on 2010 December
» Simplification of review process on US FDA approval clinical
trial and minor change of protocol without changing design and
safety of clinical trials.
» Encourage registry on clinicaltrials.gov serviced by the US NIH.
(http://www.clinicaltrials.gov/ct2 /home)

17



Clinical Research Centers

¢ 4 excellent clinical research center
e.g
- Taiwan University Hospital
- Cheng Kung University Hospital
* 12 General Clinical Research Centers (GCRC)
- DOH funded

» More than 100 hospitals eligible for
conducting clinical trials

35

Insurance
for Clinical Trials

e Liability insurance required
— Currently 2 banks participated

36
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Acceptance of
Foreign Clinical Data

« Foreign Clinical Trials
- Good Clinical Practice
- Ethnic/Racial Group Considerations
+ Asian population included?

« g.g Daily contact lense: approved material and design - No domestic
clinical data needed

« Supporting Clinical Evidence
- Peer-reviewed publications

Case study reports

Literature review

Unpublished reports

- Post market surveillance/ADR

37

Training Program
for Clinical Trials

e General Clinical trial training program
- IRB :
- Protocol
- GCP

38
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Pre-IDE Consultation

+ Establishment of Pre-IDE Consultation Service
- Announcement on 2011, May
- Consultation Team
* TFDAreviewers
* CDE reviewers
* Advisory Committee members
+ External experts if needed
- 6 Pre-1DE/pre-PMA meetings have been held since then

39

Review Time and Approval Rate for
Medical Device Submissions

2010
Submission Target Average Approval
Review Time review time rate
(Days) (Days)
Regular medical devices
i25.95 529
(Class It and 111} 140 7452%
Regular medical devices On-site _ _
(Class 1) registration

20



Statistics of Medical Device Licenses Granted to
10 Leading Manufacturing Countries in Each Class

Rank Class 1 Class 2 Class 3
1 UNITED STATES (3.691) UNITED STATES (4.653) UNITED STATES {297)
2 Taiwan{3,351) Taiwan (1,951) GERMANY (92)
3 GERMANY (1,750} GERMANY ﬁ,rm%w IRELAND (87)
4 CHINA (1,261} JAPAN (1,050) SWITZERLAND (54)
5 JAPAN (1,139) UNITED KINGDOM (555) NETHERLANDS {46)
6 UNITED KINGDOM (535) IRELAND (355) KOREA (42)
7 KOREA {521} FRANCE (347) " JAPAN (41}
8 FRANCE (414) CHINA (289) FRANCE (34)
9 SWITZERLAND (315) SWITZERLAND {246) SWEDEN (34)
10 ITALY(240) KOREA (195} Taiwan (21)
Updated 2011.8.8
41
Our Commitments
e Quality
» Efficiency
 Transparency
e Consistency
e Clarity
42
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