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R tE R (Eiiﬁ:) EEauiRi
Boston Scientific Guiclant 27,000 oL~ IMES
The Blackstone Group, Biomet Inc. 10,500 B
Goldman Sachs Capital
Partrners, Kohlberg Krawvis
Fobert=s & Co., and TPG
Abbott Laborstories The vascular intervention 4100 Ao IMEE
and endovascular
solutions business unit=s
of Fuidant
Allergan Inc. Inamed Corp. 3400 B EAETY
Johnzon & Johnson Inc, Conor Medsystems Inc. 1,400 A IMEE

HHEADE - S BHEE 5 TEHEE IEH-ITIS 51 (2007030

S CARERFREHERE FRHA

FREHEr &AL 2 L LM 1990 E5 WE ~ & 40~ 2 - P A3 dch
ERF EAEE  ARAH LS B R P F A2 FHIFREHL- 0 501970 £

TEpER R P GRA BT REFHEEL L) Fy o H e 20K

G A S

%221 ARERFRBHLE BN A

® ol TR R i%#“l’ﬁé/?ﬁ@ﬁﬁ
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UsS Amendment of Medical | 1976 CDRH, Certer for Device &
Device of 1976 Radiological Health
& % 3 %f & Classl ~ Classll 2
ClasslII
EU Official Journal of "H'le 1991 TP ;;5_%& R B kB A Y2
European Communities
No. C237/3, 12-9-1991 BdER o AL E T B
T PR B4
IMa &~ % IIb & % Il &2 %
(AIMDD, 90/385/EEC) ¢ w1
%% % 145 £ (MDD, (24 6 B %%)
93/42/EEC)
WL e B4
(IVDD, 98/79/EC)
P #15 200304 FREHA LN - - 2P
i ®H (Class) ~ ¢ %'J"?ﬁ?f)%f S
#(ClassII) ~ % & & ?F'J%E’f,%? =
# (Class III & IV)
™ A 20050205 % Bk
% % 33 @ Classl ~ Classll %
ClassIII
CEREHAHEEE |00 | 0940318567 $5
LR FRRR
M
” . | 20060412
go TEFREHERE
eEAER
CN . 20020828
2002 & 8 * 28 SFDA KR B 2 43 < 5~ 263
( SFDA) g PR K
T AR ﬁ?‘l?é“é?f?ﬁﬂr?‘%f B R
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M
\

Eq?\\
|-
\4

X

SFDA:.State Food and
Drug Administration

TARKR D ERFEL LM R APy ER
(-) #H

1. ZT&E AN

iR %5 B BH oA F M S 8 5%4 ¢ 5 (Food and Drug Administration,
FDA) > 1345 2 %1938 # % if chfii 28 & 5. % 4= 2 {4 b 2.7 (The Federal Food, Drug &
Cosmetic Act,FD&C) % 201(h)i% ¢ = & : #73} mP? K Bt TULF BLENTRITIEEZ IR
KR 1 E R EBE A M RHAE s PP RE o s
FEAHER

1976 & % K = % § *¢"Amendment of Medical Device of 1976"F? ’TPﬁ K B4 e
o 'V*‘ﬁﬁﬁﬁﬁrf” FREMPMZR S FLFREHZ L2 3 LR TR
oy rge iRESFZ SRERAY Gt mFY c ARNEFZ GEEEL
%5 K B4t TicstfErs ¢ oo (CDRH, Certer for Device & Radiological Health) 3 FE B B
Heni g E o FREHL = 2 AN % - #f ClassI~ % = #g ClassII

52

M % = 3F Class [II%

2. pR
1976 & = 2 Medical Device Amendment to FD&C Act » P! 37 %5 B Bt v 2%

ez s - #f(Class]) d WAL FPFEFE 22 7P P &

7

#* & ik 2 @i 42 A (Good Manufacture Practice, GMP) » if 7 k>3 = * 0 f 6 &
FEF - ClasIDE & fop1 & @& GMPRE > mFFREH L &%
D FonE i BT R B & B R ohlh it & 2 ( Performance standard)

I EZHClass INF A FH - A5 F AP g TR L - S F ] #0
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PR BEY QY EOPERITR IR BT RY A AL 2R T
Fli s R 2 06 GMP 2 Wi R BREEF R FHREFER
AEPRE S o FR B PR SRR A ek I okl R
1984 & 12 7 25§ %5121 CFR Part 803 P ent gt ¥ B2 A Wi 2 &' 8
PR R P 2 PASF AP L BF RSk o BE LS R IS fi e
P2 22 AWGH G TR E L A o e R R
LA BRRFREH BEARY 2 LA ) F R R % A T F 21990
# 11 * =2 "Safe Medical Devices Act of 1990" » ﬁ“ﬁ%ﬁ K ¥ ¥ H i+ (Healthcare
facilities) # * ¥ FH=raf 2 2P Z 8% > 5 % § &(Civil penalty) » ~F & ¥
FECH2 FREMAML AP LBEE L FEFEHNE - FLERNEREP

FRE 0 22 R4 BRI R

1993 & » 2 MEH & &g L5~ H 4o - JE%M% BHEEZR
Medical device tracking (MDT) 4447+ F 3 {& %5«‘};% EH oAk H i STRE
Adverse reactions £ £k B f o S Fock A P Sy g £ 2
AFRTRFNFFIRLET > RGP LR LR SLRPE 2w L
P R R R B TR T O R R R B RIFF RO LT ERE
FEARERLNRRAFEEERFREREL > R4~ B2 PRl A
R AP EE

EFPHFE AL FHEY ok 212 FRFREHZRGE

2002 & T 4-4iE & F R BH 4R
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%222 FRWFRFHERE

TERS 2 | EL/REP
1)

Medical Device Amendment to FD&C 1976 | CDRH formed

Act A om 5 %‘r Pre-Market &
ez

21CFR Part 803"Medical Device 1984/12 | ¥ BH 2 A Wig 2

Reporting !

Safe Medical Devices Act of 1990 1990 | F 5%+ ¥ ¥ =2 % (Civil

(Public Law 101-629) penalty )7 =
established (QSR)

MDT : Medical device tracking 1993 | Adverse reactions £ ¥ x4
RS MR H M R

FDA Modernization Act 1997 | (exempt most of Class I
devices; pre-IDE; standard
recognition)

Medical Device User Fee and 2002 =~ A & FE T B g I

Modernization Act (established Office of e

Combination Products)

2005 — Medical Device User Fee and 2005 | SUD Labeling

Stability Act

FTHAKR FRESESFFEL > AL L

3. %A} * 1

1"53:}7?2007 £ 77 FRaEEFS 25 (FDA) T, FDA B3 A 38 7 i
RO FERNSEFLL 2 PREFF S F o RFREUPE L AAES R
A g~ REE LA ﬁ‘r'fimfgﬁﬁﬁé @ TR S BIM > ¢ 7 Center for
Devices and Radiological Health (CDRH) -~ Center for Biologics Evaluation and
Research (CBER) ~ Center for Drug Evaluation and Research (CDER) ~ Center for Food
Safety and Applied Nutrition (CFSAN) ~ Center for Veterinary Medicine (CVM) » 4 &
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EF2P RS A E FHr B2 GEL2EER(RI2I ERSSEFEEL

BB R FREHRGHER S ( Center for Devices and Radiological Health -

CDRH){ 7 # i Etteng 2L -

4 CDRH IE%%}%‘ BEMEREIAL > ¢ 728 ¢F 4% (Office of Compliance -
OC) ~ Office of Surveillance & Biometrics (OSB) ~ it 22 1 #3+ 4 % (Office of Health &
Industry Program, OHIP) ~ . % 3 6 B #%2 3.

ocC

0SB CDRH
(Center for

FDA
(Food and
Drug

Devices and
OHIP

Radioloaical

OST

ODE

Administratio
(Office of
Device

Evaluation)

sdose

FH KR EFRRA S 5% § 124 (Food and Drug Administration,FDA) 4 b http://www.fda.gov/
U % B FDA %3 http//www.

OIVD

B
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SRR ISR © P 7 —96 ST IR S A )
?f ﬁﬂ?@@?%’ﬁ%ﬁﬁfﬁ[ﬂ F - //37’/ A fffﬁ

e AR f pFREHL D F A2 LT RS % (clinical investigation
submissions)z ™z 8 & BH:=f& 742§ (Office of Device Evaluation, 1% fj L &
ODE)

ODE ¢ 41 A2fF « & itli# A ¥4~ FR R XX L LR 5 2RI
202 KFHATFTLEE S AP o

DRARD
Division of Reproductive,
Abdominal & Radiological

-~ __

DOED
Division of Ophthalmic &

CNIT Naviicac

DCD

OFFICE OF Division of
THE Cardiovascular Devices

DIRECTOR

DAGID
Division of Anesthesiology,
General Hospital, Infection
Control, and Dental Devices

DGRND
Division of General,

Restorative & Neurological

-~

B 2.2.2 Office of Device Evaluation Eﬁ%‘w i3]

S B e R BEMERZE LRy B E NG EELL VRS R
( Federal Food, Drug, and Cosmetic Act) » & b *& % %4 = % ¢ 2 ( Class
I,O,IT ) b &5 % *‘554@5 Class I * B "éﬁﬁd‘i—‘ﬁ?d% Class T » H g2 54
+ %4 er1Class I 0 Device listing (% f 38 % ¢ # » Premarket

Notification( 510(k) )—-* #8 4 ¢ Class I v Class II > Class Il > % b *& m%ﬁ
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K B4t 0 & 2 {7 Premarket Approval( PMA) -
FRFRBHB T AFW A LA BUFE GHUAF 2 BUAF I FE
AR SR F S MedWatch i Sl 4F FDA G s 1R ¢ & % B i( BlheF R

Badr V- MBEE B TGt 10 B FX P 4R FDA 2 W H -

%5 F B4 58 ¢ & 5 Class I ~ Class Ila ~ Class IIb ~ Class III + AIMD (Actie
implantable medical devices)4 #g » ** 2000 # 3 4 In Vitro diagnostic medical devices
R, S5
H ClassI~Class ITa~ Class IIb ~ Class Il = i# & % ¢ > Class * ¥ ‘w4 5 Class
[~ClassI (BR|# i ) Class] () %= w3 o H ¥ > BB R
%116 ClassIIb fr Class IIT 4 >0 2 &2 & b2 FhEH & Class IC# 7 )~
Class IIa ~ Class IIb ~ Class III 'g ) jF’fS & B T RE S H&pTg p Pl Jf o7
CE fhi& > ¥ p 0P B & CE fhisife o

2. R
1993 93/42/EEC Medical Device Directive ~ 1994 90/385/EEC Active Implantable
Medical Device Directive 2 1998 98/79/EC In Vitro Diagnostic Medical Device

Directive o
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B g B b 4R R BB BT 0 AR A AN o B T 2 £ Fma

(1) $ARIFE ~ LU o ~ TH - 2
(2) G S FAB LY DR - BE 2 A0
(3) {HE A F A WERAFT T ~FE A&
(4) szl -
e
2004.08.09 F R BHLY F L
2005.11.01 Jfrfs % 5ot 4 # 58 100 &)
2004.07.20 F o B L A F R F LR
2004.08.09 Fop BHEY £ EFT EF LR
2004.04.01 F i F Tk 5% R L
2000.01.14 ¥ B F L% b
2002.09.17 B 35 E A F R h MW BERB T S A E R 2
2003.05.13 F i B AL ¢ #TRHB L F TR
a1
"EFREREFFRGL AT R BH R B R N
AT A G ZHEF RS - AL E VR R EREL T 2 G0k
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PR A FTIE - / [RIF PR IR EL ]

EESE T T REER S EEE EFVRS Ry S REIES T

SHAApE AL RFL AR AME A HE R 2

SATF T 6 - WIATA S A B SR %W%Fw’ﬁ?”

(z) »#

I RE LR
BREY 13 5 ARTEF R BN R B0 FESERGR A
ﬁﬁ}% ’z\:@%?fﬁ““ﬁf’%ﬁﬁ%f?ﬁ Witz RESBHET 22 ;E.!K;,Tfi \Jﬁafi N
FirowmAFAEH P LWL AF MR T L A R B
AR EEREN > TAF R FH LSRR L
ARLFE S AL FEERIRFREH > PR Flr
PR F R B e L F M IR F A% e WM

3 r e

1999  GMP/QSD Implementation ISO 13485
2000  Adverse Event Reporting
2000  Reclassification Risk based
FDA template
2002  IVD Regulation
2002  GTP
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2003  BSE Control

2004  Standards Recognition EC, FDA, CNS(Taiwan)

2004  PAL Revision Class I/II/IIT Premarket
approval

required

2005  Completion of Transition

2006 GLP

2007  GCP (draft)

%% FRFDA 2§ RN FIZ LR L FREFH 2 TP~ F 2 2
d FAp L FREH AL S 2R RER GRS 5 Class [ Class
I~ Class Il = B %2704 : ARRF AKE w2 28 FF K FH &I =35 256
Bofd g Aat4 g oo priadad r??}%ﬁ%%i&iﬁﬁé},&J z #
PREGCEMMMAT 222 FH IR &AL 28 170198 -
FREWA Sz a2t gt TEREMEESES ) R 3R
FREM GG AL L R EE LRI BT BIEFRFA L
S HF 165338 5 L - A HpdeT o

(DT -5 2 R+ 28 Q)5 752 H2E QLRT 2 ELIFE DF
R OHFL g FE 07 #F DEARPE Q)F Fp#HE 2 RAEFE 9)
-z A A g (10)- B FRE B AR EE (1D S8 (12)4F 44
F )R8 (0% 5 (1) 2FEFLEF (o F#F (1IN 6 5d &

L MR -

#0223 ARFRKEM G B ZHES

EIRE SN o % EERE N
(Class I) B (Class III/#7
[ WY el (Class II) FREHW

3-23



lﬁ? "EIFEES ,/;”?ﬁfﬁgﬂ/’ﬂf' P EE 96 jff?”gyg/;gg‘ ;7
Vi e i) /;ﬁ%/;&j//[*/%/’]ﬂ%;/ /RT3 ]

L W BRI
1
FhEHELW FRE FREHE
i 4§ (GMP) Higa LR
(oA &8 & R PIECE (GMP)
%) #(GMP)
PHLET R & FHLF PHEFT R
E e THEA hEE e
&E e +TEA 40 B

TR kR LA iEL F #F i 2007 -
22007 2 A ¥£9 4 F 2007, 53301 £ 5
4.3 8 28
P FEaie L R U WA FREH R A
WY ARG SRR R F R EMFTEL > WU
B HER N FREH R FRBHET AT S LR
YRR EHARE R FT R BE - Bu i #HE
He e G AmA Pl B B T2 Fo0 0 ¢ A GEd A
WML (FREMARE = L8R

cAET AR FREM S 2 A M (LY &S FrRiFd |

GERED B BB SO BB R BNT SR B¥ P 26) 0 nRET
Ho R A ITARME e TR B B F 5 W 1 RGRRORE 2 (O

MR GRY) eF PR HAR FREHAEY 2 BA A EE: U

EoE R (P- R THEAENIT B ) - 2 AT
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AVPTERR S IS T [P TR 220 4 A3 )

B 223 FREHAKE Y i

BEREVTEA

RilEREEC

!
FERAEHZ 7 B oA
P ‘_ | Bl

b . [ (T ] 4+
() e

SEERREE
BEETE b AR
HEE .

ok ey

= & & a a

TR B B T (D 5 HRE)

[
| &ﬁﬁﬁmﬂm; I DR R |
! ! l
#BE | |Class| | T || Clashll | | Clasll
= vy : BE AT
ﬁﬁ%ﬁ el mﬁgﬁ {mggfﬁ
TR RRRH R

& &k ¥ K

AL kR T4 ¥ % 5 http:/www.doh.gov.tw/medical/float02.html 2007/08

3-25



G EI SRl S gt 7 gl —96 G A ]
e e e i

%224 FREHASBRT LG ER

FE#2Z AN |1 RFen - Hg|ies

T

E

FEE R R ER

i

P LEFHFTHB |PHFTHR

=
S
=

Fo B+ GMP|% & A% 5 5 £4/B1 i A QSD

A& H 5%

iy

U RREHE TR 100 AL W

BEREP LM ERIT B REAFMCRERE SRR R - FEAR
dAELRBEEI FRBHASGIRRT S AR R REREES T ERDF

T B g T %5 B B2 dg e+t & ® «w (Center for Devices and Radiological Health >

CDRH) % i » fr# 5 32 CBER # CDER - ¥ > # R} ¥R B4 3§ 2d1iF #Foc i
W AR R A4 A3 £ RF R BH SRR ¢ o F 205 1976 £ £ 3 2007
EAA e 1 g3FA R FES00 4 FREMTRLE FRAPM A AR

WA ORC20 X o
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57/}5‘?/?”?3‘#‘ FIGES T P51 | IR A5 ]

£ #2007 #)7 % 4p 2 T3 BATER EFEEH(F % 09600083781 524 41)
FREFRGFREHR > L EIFZANHD FRFIT B 2R L HEH AL
FREMZTEST] ) bR Bp FR FHEME = SREPM R R~ FHA
% ¢ 34 CLASSI {e CLASS I cn¥F R EH A &A% ~ Wit £ - ARFHFHZ R
# fiies GHTF fsiApid e 2R L fe g X FF B FTRAPURP N IR F2
RE P FoRA S GV UL ARRRERGOFRER ST oRAPOEF - B
EETZPMORTL 7 LEBER TR P A~ e E A FRNE R AL o

dORABF ERTE A0 F S W RF R HIOR o §RIFLF AL R

AREFEDFHERFE R T UREFFEARIGP ARSI S i ¥

ke

TR P ARE PR L AR R EHE R S A HAFREHE AL
SREFEAAAOAA FLEF U E AR FERE RS A e ATE S Y
AR E o SRES F L 505167 I EEA o e s 2 % £:ISO

13485:2003 gz i > fdF A S & E T FATA S S BBERE o AP AR

PAE -

qufa
?ﬁ
.1'3?(7
EIRS
&
kg
+\
rr.it\,
&
ﬁ

MR B oz T ,%ﬁ;@s‘ A%
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= S~ Mg TR
(=) MedTech & ¥ st H

MedTech Industry Challenges

Market, Business Model Management
+ldentifying unmet needs Experienced, business-orienteg
*Reimbursement, Cost, Price management
*Go-to-market strategy *Timely professional executiop
*Market education *Customer focused team

Technology, Development Clinical, Regulatory
«Defining the right solution +Regulatory track
*Technological risks&mitigati +Clinical trials
*Collaboration with leaders «External evaluation
+Intellectual Property *High quality demands

Turning Challenges into Business Opportunities

Souce : BioBusiness Asia, Success Factors in Building Leading Medical
Devices Companies, by Elka Nir, Managing Director of Giza Venture Capital, July. 244 2007

% 513t Dr. Elka Nir .96 & &7 % 4 H 7 18 8 ' h a2 4443 Fl @ e o mat s
Feoupdo e o R AR OER > RT A XROFREHAE N B4R Y FHE
HoaPiem il 2P dn & A SREEF PR 2B F R EH A
EAZFRFAAE LR A% FES N T B REE LA 2 e PR
FE -

13537 Feng &

r%

DR PRI L R R g Pl £ P e RIS i e ¥ 2§ g
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AP S TR 1 2 5

3.IP

7

IP i eE_Patent & Trade Mark - i % B & {;% (Patent Law) > dpen i - £ £ & ~ § %7
B R o LA G w\ﬁmb@d_gﬁ BTG 2T

Patentability > fv& & 4| |4 s 2 (criteria) 2 /& » £ 5 °

[

S BEPTIRALERBRELAA? N - BEAS L L HHE- AR T

PR PLEEEPYA AL GELAY A BERRE

o

BRAIY ¥ BE R BERIEP L (Investor)fr® f13F 4 (Ownership) b % ?
F/p‘_? ik E #ﬁ‘i LL—gF‘f'J‘?bLT;E r%§p9 AJE’?J'—HL%‘T\EL— %ﬁ/é e i’ 7\1—\}3 /zfij'ﬁ;#é’ﬁa

PAEAAFORNI b FER e - BELDEH A S pFRENR- BR &R A L R

—ARKRREBF RN TR A A RN EF IO A e b oo ek & patent -
H= E xR s AW LB AR fe L A= A A
HFAEEDE W & P '[%ﬁ AR PR LF S EP A

(Investor) = ¥ 5 J4~£] & 9+ &_investor ©

Feb s B2t % fI4F A (Ownership) B 44 %% o Bhoiz BE 1% 3 £ Pa B4 -

e 3 B> 3P e Ownership H_% #5 50% > & @ £ 357 '“%ﬁ-‘\LeSO%mﬂ} . [ 4
SEH BB IL R s e S A AR L 0 R D g Bl

SRS EJIEEarR R o LAET &% {5 soi(validity) 0 @ 3 Bk and & o
o e fEAR A RAT kX f’;]%b mEP AT L g R SN AREAR B2 - 0 &G

TRBEP I ILAEAFPAGREALARAFRTEP SRR AT EARD

2RI \miﬁ’wuﬁ®4ﬁwé%m4°Eﬁiﬂﬁﬁ’ﬁ%{4%ﬁﬁﬁ’
P EZREORAE 4B P RAFHAFEZE TR -

4.Capital/ Availability
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Medical Device Value Chain and Different Stage of Financial Support

status  Basic Applied Non-clinical Commer-
Research  Research Clinical study cialization
= Proof of —

Value |_Biodesign Prototype | Concept | IDE ?II_nllcaI Natket

Chain [Clinical need A e

Financial \ Federal  \ SBIR \ Stimulus\. Seed .\ Venture

Support _<Grants ~ Grants Fund < Fund Capital

Resource £ a3 » Sep. 2007

(= )Difficult to get the payer system
BIFT %& K B A &l i fg,%“?ﬂmm KEL s FPL s deie g fg iE o~ %ﬂ‘%ﬁvﬁﬂ?—,]‘s Sidd

PORARTAATEREMA SRS L RO 2T B RF o B Y FREEE

BRI Fro PR ko B FREHASASE - L TR & 1)

“h—

RpE o & r Ho FREBE DR L Tt b REET B kg o AR

FAE DD P doiv i Syt A S R S E RS F AR 0 B P 2
S RE T R FRARRp g LR E S ST

(= )Exit/ Business Model- / /% m% B B S P Ao BT T4

FE A DR LRI B A RGP e LR R DR

Joo FIZEERFLEA PP T SEEEA RO RMRE P B LA EF T LR

£ R FREFHE AR B ATIASL P % EEFRE A F 27

=

\=R>

o

éﬂ/

ARFRv b e FRAHBEER LRRAROOR L &

SREFRARL AT RER AL S FEPEFR/FL P L LRSS

o

HE o AARRFEFREE 2L Tt FARFREHRP &4 BARTF R

BHAS F7 2FL T pHNGREF L K0 24 Bl ARG ERT
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SR R o A R B .

(2) 5 AP R B A E NS 714
FHE R BATA D PR R DR E R idea AL BAE S B

K B4 > innovativeidea X H £ & > ptidea F & 3 R0 IP 3L > 3T 7 &

=k

1“"

PRTRI A E AR By R E ,i*mub if* e [P 27 trade mark ° i& & 3% 2% Dr.g# >

Dr.4f » Dr.3% 3 1€ » cardiva medical Inc.*t# | & fp et o B B - B2 Fp A F §F
Bt BB SR A > R R SR r EEATA O P hE G oo B
K> 4o B A &L D HEIET E kg 0 flldea A 2 ] Development F§ £ >

FEITRA A BRI ST IV

E\
=
o
by
=3

*Dr3E} 167 B &7 o
BIE cBEF RBTOFR B FL P RIFFVFEFLE R T
R AR B R T EPAI AT Idea s e 6 F 1 BIFR R AR {8 -0 TRk AIAT Idea 1T
ﬁﬁﬁ’éﬁﬁ?ﬂﬁﬁ&i' |epI AT fiRiR A Srenk § B E Nk R

koo i

Frinldea 317 U Behe LA SAEER D £ ERHM L kA

2l
AFEDREeDF LAY AN EESRDEEFTR TP EG EERET D

ﬁ

AdBTESED vEREL g gﬂkéﬁ%ié”ﬁ'ﬁ?ﬂﬁﬁ”’%&‘%’\ 2= REgE o
5 EE s R A BABAD A L TR R P I N R
HrB I kR IRG A AFenidea Bfsy R EFH LR NTE - P SHFEF

IR 5 5 e Value $& i< <1 Production & ¢ > @ #%% $&.% Value ¢ Sales & Services®

SEOFREHALS RA L ARRAS -
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The Value Chain

Clinicall |$ 8§ $ Sales&
Value / Approval Service
: $$ %
Idea/Dev

$

% $ Production

e
Product Life Cycle
Source: £ R ERTRMATHWT S, Sep. 278, 2007, FEHE
VLT R B Ao F PR AP B F fohunmetneedss L Eif L 0P A2 FECE

s EHEIP T EFREEG A F BT RS LS BHETE > &

PEAmAGIER > Femn P PR S BRTGAR A 2 - TR

1. $3# &% F 2 £ unmet needs

FR 2R FREMOLRT S AR 2 P ERTO SRR
WHE D 2RI R HDF o B SHFPFREHAL S W L Ee o A
P9t P nF ol B A S S ] 23RS b S0E 30~60% 0 st B R o AR
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PTaE 2006 RN AIE NP o FASIEREIZ T LU 300 R 3
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Bk BRI wRIRASKRE 0 8 Bthaui e Lo _{'TL 2 §_Cardiva Medical Inc. ¥
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(= ) The Innovation based and IP focused key successful factors are important to
Taiwan’s startup companies.
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(=) To identify what is market unmet need is more important than to develop technology,
especially in the beginning of investment
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(=) Change of mindset to move toward new business model
--Know the characteristics of medical device industry
--Accept Risk-Reward equation
--Tolerance investment timeline
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(=) Active physician involvement
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(Z ) Industry leaders, Industry associations, and all levels of government need to
collaborate on offering educational and mentorship programs to improve
commercialization skills.

F4EFe R R LR OBTRES PV E O REBFENIO LY
AR R R R R

5 24857 2 L& A Mentor Program » B 0 # P3G G F B ¥ D

“*ﬁ
bR

B A ARTR RO WAL s A A BEAZE S B
LEiTE A F incentive WiTEF o i A EAF e ,;fih—ffg;‘; AR koen
iz > 2 R AERTEE X | FAFRNEN B RE- AL BE
EOoMSBDA S IR o - R B AN RS - R R
& {=§ &> ik identify problem » 3 & i £ solution o B2 2X &4 ¢ chE R
FAHERRET > L AT CRBIARHLG AL BB DN TR
Know How v IP o fizfd & (T8¢ » £ E R DA 0 01 > 387 &

w2 Y R IR A s A3 R AREF LT IR AL

(=) Industry Associations need to provide programs that identify specifically target and
utilizes best practices models as a benchmark for companies.
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