/

1I5FBIBRBRBIEGTERERBEEEAFR

)‘#

0000000000000
OO

SR - BILOOKE
. KRHESEERAEMBIIREREEER ﬂil,\nJr%_‘ FA  OOO0FHFRIOOOO%
nE 0 ER TEREEE BERE HEFFA : OOOFEOOOO%

. REENTRAHERESNEHE S (FF3ChR)
& OR - BB S ERERT

(REA— « “fIE - $5#818258) 114F.0HoH



(—) O iRl R B 14
1.

/

\X
i
o

fx o]

JR B4 #2055 AR

0@ FEEEMZAERMAR  ARBUNHEEIEEL ZMEMR - RRRETIRERBRWTHIBIES -

@ FHRIAZOKITARREEERRE - WRSHERRZARATRY - s - KENRRES -
O FRHERERRAEZRNATEVMBERE - SEEN EXWESE -

(= )Eﬁﬁ*lﬁ%ﬁuﬂti‘ﬁiu

1.

O EENSEEEEEEER 2 2 TERRE - 811
@ TERBMENTEK (Unmet needs - £E #8524 Unmet Clinical needs K& B)
@ TIETEARRETRM
BRI RERE
@ ExmBHEELTNE BREZTOMREDRSE GEMERE  mHEA/MEHRE)
©® HIERE NircERE A& (early adopter) SLRIREEZE (lead user) AR KEFE KARIBZE D
RitsREREBAGREZRERE  EIBRBRENGE
@ HIilsURBHNERIEREREE
@ EfTEMmIRFE ZEEZRRIIKEFNER
@ “ZEBLRENLBSR/RZRGEHRE
B E A HETRIE LIFIEMEn ERER - 81
@ =T oliTERE K EREZERE (FF5ETRL4-6 : o-test ~ HZETRL6-8 : B-test)
O REKIRIEERRE (BMEFRIAEM LY m AT RR)
@ HEEHARBENITHE (BMESHEMEZERRKAE)

(=) EIZEE X4 R

1.

B BIEEREEENSANTTEN
@ PIEIFROKRASNE A AL 2 AR E
@ FEFE  BRAERKIEREREEIBDAERE
@ HARF : BRAEMKIEREAZEECEO=COOAERE

174



/

mﬂiﬁﬂ‘ﬁé&&ﬁﬁiﬁﬁﬂﬁﬁ

o &EtE "BRBINMEZERIFSEMR 1 ZFRHR
-FEVMERZO AT RAR - EATBRMRER (BRLAMEREE - WA S M AR RE)
OB R B R A R B 2 5 T B AR A

o AFIEERZEIERMANE - ARHMERBFEELZHENR - MBRERNZRERBERHN
T\ AEZA -

o BERBAROEHNSRAAEEREE - TEFHERRZARNTGY - HHEE  BEAS
1B -

o FMAARERANRBEZRINARTEMMEHEE - BIFREF - EXNES




(% LT SR Bl

s A,

o AFtE "R mIERE] 1 Z5RAA
EREBEREREE A RO TIERS

-[REE S R AR AR R ST AR E
1. RiRRERBOESKREEERIE

O iR ERERE

2. {HBIEAETEETETEmBRERE - 81
@ Mol TERE K EMREIERE (AAZFETRLA-6 : o-test ~ HHRZETRL6-8 : B-test)
O REERIEEMRE (BMEFRPEM LY mEATERI )
@ HBRERBRESHITHE BVMESIEME ZERIE KAL)

il
M
.l\U

=




(=) EARE

o AGTE "EmhIBEEE L MESWEEmIE . Z5RAR

— _\./\ Y T

Bl EmMIZHREEL N  mFBEBDMNEMHFERS(EERER mHEA/MERS)

22y

-55 an AR 7T B2 FH & (early adopter) Sk R FE R & (lead user)E R T B R ZEAR 20

1. dEEcHEEERRAEXREEBE 2 WERE - 8155
® TEARMIMENTEK (Unmet needs - 2% %4 Unmet Clinical needsPA K B K EK)
® TEENUNRETRML

2. BRHIEFEIZERERE
@ EnmmSGHEELNE BREEIONMNEDRE CGEMRE  mGEAN/HERE)
® HFEHE NFstHifEHZE (early adopter) SkRIFEE A& (lead user) RSB AEFE KRR BEDM



R

(D) xS EARE

o AFE "BEUREREE . Z5RIA

NS E S I R EYS U E de S = S = PR A= =

1. BEZRERER eEIBEBEEEE
@ EIMEMIRE v EEZRRAS REFEL
0 EZERNLREILGREFRUESHE
2. {HBIEAETEETETRIEIEIE - 8215
@ Mol iTERE KA EERE (AAZFETRLA-6 : o-test ~ HHRZETRL6-8 : B-test)
O REERIEEMRE (BMEFRPEM LY mEATER )
O HEZRBRESNTRE EBVMESINEME ZERGRFE)




/

e
(=) BRI E B4 A%

o FaRIATRETHEIEX Z A E IR E ( BUBRFEERA ~ KiTFRAZASL
BEEREEFIEERAR)

EXBIREREEEREAMTEY
@ PIEIZ RO RRAINEKHE R Z R =
@ BEHE  BHEMKBDAE

=



MITH

= = = | 3 - - ==} P, = = [T
= FHH T I58) i Ve ﬂl]. X = 2 (M IEEI1ZE0

AETEITRET e Z

FAR Rt I E EFRITIIITEE ) EEMRAEALEE
in B iR RIEtR

At - ZKEFnRHHIBXEE??FE$TEZFﬁfL?§1TI EE - URAFHERREEL - AFtEIFE5tTM 2B - O
B8 2 BN BEIRRIGIR - MIhEE/speciBif - EXR/RFRIEFA - sThOooGHIE/UE - SERR AR - STl
XXX EES -

FREH: 0 B iR R IE IR E ¥ FE R g 1% 25 -

MEER YRR 7RI EE - UINEEEEHEEEZVEX -



1]

44

JAIH

Smn1CiE | (BEHEEZEI

T{FIEE AETEITRET ST Z AR EEMRARETALET

it AEEFRIPANAERREELL - AFETEST R ZEE NI VEBEER/SERBHER -
#ZE]Z/PMOU/ETE ~ FExxxEF « TRDOOCEFRERFE SRR « STRDOKENGE (B ERFFIEH) ~ SeRixXxxE
B1RE(E ~ SERDOXS RE -

FRrEIT{EIE B EIp RIEH BRI FEEZE -

MBI Y TEIEEZEZE - URELEEEHBHELEZNEN -



(m TEE1Z I HHA S 1 - : "l_ = BT | I._E.H::T ’ﬁ § (T X ""L‘l‘*ﬂ)

v iIsn —

TRfE R

EX : TG B B 7
M —10
REA
R | PR
EE EX @ TAREE Bz fn e i
\Z TNTER S — 1
FEN
(?ﬁ%‘{‘ = = 22 A2 L =] ==
P s S R R W5 T Ko iR AN R A et (B e T BB AHRE 4
11546 EX+ SRR AL e e BEREESERS » 3FE  Re TS )
H) | e
Pk \ SRR TR 14 TR B B B e 5 /)
EX | SERREEINAE | SOBOR R B TIESLL Y - AHRTAE
SR B TR D > S 2 A5 A5 = /7 ELTOFSR
R AT R S ) .



_Au—l—_-——i'——————_ —— *u
£ = y  RBLE] INsn 21X miGy

AL R E
5 4 AT AR
)% (AFTO%&&) k)
HEL
s | A%
e SRR B
/ETD& i—{
~
ENEA
(FEET
1154F EX : SEREAIMeR BE | SRS EE—H (X X(EEEH)
12H) | sefiits
A
EX : FDA 513(g)i5 {4 Hish 5ER513(g) A LR HHER
11



i FE | aEEr =2 /R SE N OO EEU
w, = =) Zis ity O C ' 70N

I:I | g

Tk

il

*ri.*

UL
]
1L
1

H

A

fEEITEE \ $fTEX 1155E1 5 £1154£12H HsE © SERHHER S FHTE B ER A
13588 0
FI4 : BEABOS - EAE O% ~ BISNERO
()HIT AN TTE 0 4(000/00EEAiT)
2 — =3 i ‘
( JFERT ~ Pt ~ [ 0 SRS () E IR B ARSI EE

WoeaifE AE MRS A

JRAIA TEm5 - ARPAT K ek F g -

ra=a—J 18

2 BSUEA T 0 $ 75 B s [ 7 ] BN )
3.BINEIRE 0

(1). 2B 0 (ATEE BB R LT - St R

2) HrEE /_@;ﬁ . mE B 25 R TS o ELOMES B A TR )

(3). | = SR 0
A ST 0 DIE LA 15% 5y LI -

& .t 0 s B T8 SRR e BT R A 6

RETEWEKAHFHBIHEMEN (BRI - AREE 82 ) MmBIRE - SHLREREBRRSENRME - @R
B - iR NEEEFEREEM - WA HEEERIXE (EELS %ﬁﬂhlﬁﬁ%ﬁaiﬁ ) 12



——

= ALtE TEENEE
o A= "ENfT/ L, Z5RAEA

EzEZENBE *Er A& AL FI 48 5100%

— o S EEBEERE SRS HERE R
iy BRI ZE mEa e P=L o o | BRRAA | (8 HERER | SDERMABSELEEE | L0 TS
= SHEIRE) SIE - SERE  WE - 25 TREE(%)

EEREAZEZBTEE

; . S EREEERR RS RRE et
EEFE =R S eiEes o3 0 5 e ; SAREA | SESER | ECERERREENEEE E‘\,f;'};%f;&’y)
SRS IS - S BRE - HE - S8 6




——

T KEHE TERES.

o AETE "EENE, - "ENHFE, Z5RA

SEWEZEMN(EEAIR) *FR S BAEE 142 N5100%
BB RIENSHRAR | ERUEDRDERZRBEWEN | 4o " C S | Gl ESERZ RS0

AR H - BtENTHEARERFZENEFE

IR RETEFRFE RS TREtERFE EEA ERER RETERREX R EAVTIERLE DN

T EMBEENRIR IR ERHFEIRNZ
(BBE - FTERENEFTEMHR) g1 EE (%)




o k- :
- MW — =S EFABEHR
¢ BFEAREFTSEENR R s} . REPIE AV R EAIEEKP)

s eF BIEREMERASTSHE ZMRAE(EEAIN ~ RKEMEKER) - ARRAIGETE - 55 KBS -
NEEE 588 - 5B IKS iz EEWEHREIAT R E IR
TRHAKPIER

st E 2 smpiE | WS | = EEKPl | BeEs
s Ao 2 o E z - 1718 2 “++ i
( A SR B B L AR ARSE ) FoT | TEFR | e | WITER GERAR | iR |
.:-%ll\\\
000000000 RE N O/0I0- | —na |CEEEA
(106-O 0 0O-0-000-000-) EFA O/0/0 I h 000,000

rf . PREIEMPMRBHB U EDTRAZ RN ERFREN - A&

15



——

B mi ) o
Wi — - BB BT AR (E

o RETEAZOE AR TRISM, - IR
BIEE R ZHEREEA TR - I EiE - RN BREE

s T EEE . ATEMMEERIR
4 BB (mRERoRE . mAE| HEEE - By || BTEEEE SYREHE | (B8 HEZER

oA ( EELRR - HBIEHE) - o
FiFEMEE) E'I'%,%ﬁ’iﬁ)

16



14— - X5TE "EMRE

& 3 iy 45 Al PR il B2 32 AR 2
» A ERUWEBBRAEZHMAS - BHCERE=77EE  FRMEH LRASES -
A1 HARRE SRR AR R AURIE 2 IR B - BB EEX -
¢ PISiCOPIEBIBBEE

“ﬂ&ﬂﬂ JBUF R LB LR B AT RERRY - SmBmMEIRInBEERERZ
STERGE BRI/ AREBEERE  F2RMNEX -
o Bl _ERZKMED KGR - HEHEAMENNE  HEEHXEAERERS
A o]?

¢ ISEUKRHRFEZEAARZ
o FHHEHMBNUEBMHEARE BISEAGNEEFTERSTVEMBRMBAZER DK
Wm RABENUZEVHZ(EERSHANTHBAZEERIIEE - EATHBIRIK

D ECEEBIANAEE S ITIE AEEE) - WIR LGRS - HRAE 2 & 35 15 MK Bl 18 1o e 2 17 35 il

KRHOEEE - BERNEX -

o IEFBIANER LERBFERAT

17



