I

[y

B ERAA B AR (B EEER)
B &
%%EIA B E R Eﬂ+a¥%iﬁT’ukﬁ%ﬁﬁﬁh%_
(surrogate endpoint) 2.7 &, > 448 B S 2 B2 > FAF R L TRE |
o HIT R BB BB (accelerated approval) 4] ( 5UF f

FEARMH]) o

B OR =
o 4o
5
r‘réﬂﬁ
5 % o
Fod
e
N
&
xR

upﬁﬁézkf@f & SL/-\T@J'P*JBz—— :

BREABBORERFRIRIEER - RERRGIRERTAS

BRR O EREER  RRBERENM PSR T BRI

BREAFENRG SR ARETFRARELERER  LUGHE

EREABRLOEY  THERRERAMEL AARR LD

% (majoradvance) - B F £ BB A ELNTL - 2K

R BRI A BAEERRATF ko A

(1) ¥ BRHABIRATH %

(2) MBTRPEBEERRKME AL MR EMBEEENBIT
R E ) WREAMER AN LA R ERERWYHRA -

G)Eﬁ*ﬁ%%@“ﬁ#%ﬁﬁzéﬁﬁ%ﬁﬁ%ﬁ%i 58 ik
#

2. k@f% 2By E R ﬂﬁ+ﬁﬁi%ﬁlz& B ORGES

AT (Orphan drug demgnatmn)
3. kﬁf%%ﬁkﬂﬁ$ BB IR FE Rkm B kR
HEFER B -

"
ﬁ'%z@

—

.97
&ﬂ%ﬁmﬁﬁﬁﬁﬁﬁﬁﬁﬁi%%ﬁw%iz%%mﬁiﬁ»&ﬂmﬂ
#iﬁT’w%ﬁﬁﬁ%ﬁ%ﬁ &x*”%ﬁﬂ Se9HEET 0 BRI L

WA R AT AR BRSBTS AR o A s A 2 B

1




RSP T D — MR IET ko RREALFBRE LGNSR
R UBEAE LT o« RIPFAATHRE 8L BEAE PR HEMK
FiE o ENRBRBIARM A F ST TR 7T TR BE AR Loy 3Lk -
()& AR LT B 0 BRI LR #ATAE R (confirmatory
trials ) SASERARE TR EE AR L o935 o b fiui‘(.%& A B )T AR R
AT R BRARMARETESE -
(Z)BEZHRB AR R AR RS ﬂ%b'%‘i,\ SR AT - JRIEST
Rl B fﬁﬁ#%tz,ﬂﬁ fiufﬁ%WFTw&[’E]ﬁfim EJ % W 5o 7Fr@l
A -
(M) FHBAREAMBZ B THRELRESHF R ¥ 2 -

R L _
Elaﬁiki%?ﬁt&ﬁ T E A A A ZHE - *%%Ai@iﬁ\%ﬂzﬁ%iﬁiii%
WHARZPHER ﬁ%mﬁ%%%&%ﬂ’mﬁiﬁﬂﬁﬁﬁﬁ%

FEE (ATHARSEWERE) REBARTFH > BMUITHH
EXZ A K

%~ WHEERzRE |
RORWERF LI FS - RITHER > R TFAZ AR :
(—)FRFINEA A B B R P AL ﬁ%“%é
WHERBPTHEA

(Z)FINE A R GRS JJ\LﬂH&)M%%J% LRt LU e
BB d A WHARI R BB HE > ARERE S OIS

A AR o

AN WEERERFEBRY A TARBLZ % 4B EHEEEF 4
PHASF LA ARG AR RELE :
()FFAEBRLELE -
()FHFARNR I ARBEEE LR - |
(Z)HAFLETERNREYRERTEA A ME SRRz i &

2




BB REEARESL o
() ERERSBHTRIREE LR R Tl Jﬁdﬁi&%lz@ %“

40 %R

AR B R T2 »@%@ﬁ@ﬁ@%ﬁﬁ%ﬁz@%ﬁzﬁ@
AR TR RIS R 25 R R R E T RIRE - RANRR
VD4 SRS S 05 R TSR A B R Rk
& BB AT




T B AR BT A AR AT R AR
%ii%%%%

%ﬁi LIRF LW R 102 £ 8 A 14 BEBATE
1021404509 3% T # S8 A e ok HORM S | 0 SFHE A BB
Y EROIRS I LB HT B o BR R SRERAT PA R
AR EAEAR ) R R BRI R RRT T o AR ER
BEREEMY > AREIEBAR LREETE (RS W
B - RERRE) MR B RTE LY o S EEASERY
X ERENRE |




¥ i

B3 Au Ii*? JHE A% 4

PMEE LME
HERER T ALE
e R 0 ARHE
MBS 2 &
AER > LWk
s B4 BB R a4
o TR R E %
AEmER - LL
BHELEREY
( major
advance ) » B £
E B R A Mk
LTRSS - BH %,
G R W B R S 5 R
ERRBATH % -
Jo i
(1) 7@
BATH ok
(2) ¥EETHER R
ERRRIE >
H b Aa L
PHEEE

ZREEK - BRE
BE AR ER D
kpayEm o AR
BER RiRGE
WS R AR
o HBEEPER
.% A FF: £ EhEE
FR O B E T
RHREZERNE
o B EE R
F R L g4 5
¥ R B
£ BHABAELEE
%% & (major
advance ) » Bk |
E Rt BB M B
BARTER ~ BHF R
6 A 00 B R T 2 B
ERNBATH . -
do i
(1) 7% B
AT & -

@ii, HEXHEB L
& EAR kX HEA

= ERAHEAHALTI ﬁ.ﬁ%ﬁﬁﬁ%Tﬂ — AHEARARRA
Bk O ZEE: WE L B ER R
(F) BEELL LT | () BREEL LHR REEEY KRB
Rz - R MBANE - S8 R 505
(D) ZBELTMZER | (&) FHARGPRE EEMBE (BPHMR
i AT I EARBR Y T o R A M
Mz — A A 2 R 15 RAZ ) 0 LAdeik
L. 38 e A 2 B 0 4S53R T SN B s AP £ gt
EERIRER JERS AR ERA G

Ko REARMBIE | () BB THLBERE BEBERERA -
ﬁém%i 8 % i BTN ~ AR (=) 9k E A
EX ALY ¥ Mz — HEOEAPHEMS
E&@ﬁ%ﬁﬁﬁ 138 B 2 B E Ak REF AR T

o

ZREX(Z)RHE

A=) o
W~ B ESUE o




B BAT G
Fiko WRE
BER A NE
WA RBRE
ARG -
HArk# Hib
BHETREH
M2 IEBRH
= NAE IR
RL BT H &
%Ln

2 R R B RAY

3)

EL BETAR

BAEZ(E—H
ERIF F T
( Orphan drug
designation )-»
3.BRE AR RAY

TR ARNEME
BERER S
ik RN R A%

FE#H -

(2) METEE %R
FERRRE
Hescdady
0 3 Ak B %
B BEAT B
Fiko hBRE
BAER At

A ERA®

2 -
B AT RA LA
BETLDH
s A d
* o~ AW ik
RT W k&
#

2. 38 e BB A Ay
TRBETAE
R 2B
IR FHA R
{ Orphan drug

()

designatioh) o

3. 38R R Bt b
TR ARNBENIE
ﬁ?ﬁﬁ%ﬂ%’
Rt R R B
O A

W R A
T HEAMEE AR P

3 M AL R

TIRABEA Y Sl A

TERMAEZTFE |

0 AR F AR BB A
TR d i A B AR
C REMERE (U
BRGEMERT) R
SRR S
REEFRZRAE -

W F R
PIHABEA ¢ A
FEMMBREZPHE
F 0 3B AB BRI A
B AR A
BB IEE (UTH

HRARBEHERE) R
i RRE R B
REFFELNE -

TR A 3 AR (=M
g e




