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pazopanib

\otrient film-coated tablets 200mg | = 4 .
hydrochloride

(JF B EELdES EAR £ ¥ pARREH -

% 217mg 1 pazopanib hydrochloride » 4p & **
200mg #& # #F pazopanib o . & : 200mg o #A] ¢ e AR E
A& o

Ry

# %% 5 Sutent®*4p ke

(O)F * 205 - LK BB T e THEL LR
2 f& (clear cell renal carcinoma) -

(2) &»xis |7 X temsirolimus 2 H is FEvpi jpofie [E ST
(tyrosine kinase |nh|b|tor, TKI) -

@B Fadnghafpapir » Fxd 2 fripnz BT
BEFFREBPGFTR  F 2B FR- & o

(4) i FHEF AL 2147 4 (intolerance) - P Rk #F 4
FEeRP > FREMIMET & ¥ UEE e TKI -

*Sutent” 4 F 35T i Bk 5 s P & A LT e R (O
2+ 5 % v S (clear cell carcinoma)) |

FLFFY R

BT Rl % - Ao oo BF T B KR
(cytokine) ipf % pe2 L8 T o & §

mﬁéﬁ%ﬂ

- AR 1 800mg ; B~ HE 1 800mQg; EERAME S - X - & o

(&

I

# %+ 5 Sutent® 48 F

(DF * 205 - Sp K @B LT 0o TRHILE S R
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MEBZAFESERY ©
Center For Drug Evaluation

G

*z f% (clear cell renal carcinoma) »
(2) & 2xis P * % i} temsirolimus %
(tyrosine kinase |nh|b|t0r, TKI) o
B Zadngafaprr T G2 hEnzB 5
EFEFREVATH 5= B0 26~
(4) 7~ FHEF AL w2127 @& (intolerance ) Rl i k & 4
RELRR EEETMEMIE 7 U S TKl -

H 15 R e Fe ST

£

< )

=X o

WP EFF k& isk | - - \Votrient fsk Ko AL (22 placebo vt %)
1. Votrient %zt + &g % % X 60% "5 & i & 7~ = Gk '
( progression-free survival » PFS)
2. \Votrient st PR F®R D ISR T e a8 kS (overall
response rate » ORR )
~ ~\Votrient & >+ % R R
1. \otrient % >+ 3%
2. \Votrient iof fs 2 B 2 B & F 24 (& placebo v )
SRS YTl BN
| R T & HES:SIET 3
FEAHFCHLHL
#tﬁﬁi
LoPif 54 & ke Sutent” & A k2 P 54 &

2. ZAFFPBIR LB LR
3. iR

= 2 + -
S RE R

@ ARIAFLHALERD R BRBRTH
o 1{ i“%} VEG105192 { - SFN N “ﬁiv}% %F] ~Z }ﬁ[‘ﬁ.ﬂ %}- Z2_% = Hp q’g'}%;
o”‘q‘l“}?ﬁ/ﬁi;,: ECOG % ;b#‘ﬁ«%o 1 &0 LR R ek #«ﬂ']ﬁi«i‘:ﬁ.ﬁﬁ
fel & # # 12 % % Ay 4 5 Pazopanib s 4 #2904 > placebo = 4 % 145 4 -

Pazopanib /s f 8 ¢ =i 7.4 @ " > placebo & 5 3.8 i# * - Pazopanib =
fv placebo E ¥ = PFS ~ %] 5 92 B v 4.2 % * (HR=0.46 - 95% CI:
0.34~0.62) - i F % & ch=x *2 ¥ 4 47 > o7 & treatment-naive =X %3 »
pazopanib ‘= {- placebo ‘¢ = PFS 2 % 5 111 B % 428 & ¥ (HR=0.40 -
95% CI: 0.27~0.60 ) ; % cytokine-pretreated =t *%%# » pazopanib ‘= {= placebo =
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MEBZAFESERY ©
_ ) Center For Drug Evaluation

P = PES 2~ w5 74 %" fv4.2 B " (HR=0.54 > 95% CI: 0.35~0.84 ) -

® s ¥R NICE-PBAC 2 SMC 2 ¥ f‘f‘—‘—* ¢ R ok B IR A 5.2 Sutent
2 Fpu vt JFE R o PBAC 325 #T 0 » 23 5%k P m/ﬁi‘af*{@ RS P> S A
PARI R E G AR o ERINICE 2 SMCH* 7 PR 3758 % -

WE A T B e AR Y e

® PBACidF2 ¥ &% » R Y 3742 ¢ Bor > pazopanib & (92%) v %

A (74%) FRFDFAFEGERAFEIF -2 5250 LV - 25 07
e o A 4;:“3{; w® chsunitinib 2% > H ing 2 FE 25 4 5 99% (sunitinib
&) % 98% - % VEG105192 Fé‘v'%% ¢ pazopanlb & qrplacebo & %7 L F ¢

Yo f et b 5 15%fc 6% H ¢ F) 5 e P BTIa R et B 5 3.8%c0 B &
7ok G A B G 38%Fr 46% o RSk A6181034 ? o osunitinib e 2 L E E Pt
Tef E B 5 6% - PBAC 335 B & F.end (4 (toxicity profile) # F »

K ¥ 3 2 4 pazopanib % 242t sunitinib 4 > v 2 H PR e

® NICEzZ=R4F4 ¢ %2 » 47 2F 230 ix - ;&% VEG105192 # pazopanib ‘& fe
placebo ‘e3¢ 4 #75 B& A2 & hE g i F vt A B 5 1.9%F 0% ; Motzer
W% Y osunitinib 2 4 F 5 3% N E 3 AREEMRARDT pGEL
7’ #%& VEG105192 # pazopanib ‘= {r placebo s3> + 4 4 - @ Motzer 3#
B ¥ osunitinib 25 9% A B 4 £ RUg R e

B, R AE I ARAIZ R ANFETRERT B

\*ﬁy
o

6. WHEFMIEE  FVRREAAMFRELAFEL > ASE U RERE L ST B
AERCIHE NG SRR S L X TS L INE S £ 5 F N SLY BE SICE
FP  T e e ¢ fih R e B TR P -
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o AEREFEFZEPDREEFEGZPEE ST 2 RKTHR
T P Y s L
B Votrient® Sutent®
i = i»/%z & | Pazopanib hydrochloride Sunitinib malate
A e % | A ok 4R 200mg dx ] o | VB E A
FRAR ﬁé%ﬂﬁi"nﬂxﬁ FH R
533 % 2 RHE o 30 KR 90
ko
ATC 75 LO1XE1l LO1XEO4

2 g
i o

AL Frim e 2 % - ML &
e X i mre gE (cytokine )
o A Rez B § e A B f

Sutent iF * >* imatinib mesylate ;5>
T 9 BN Im o BT R E
BT owe LX 25 ig@%ﬁi}%‘a’,m
T L 2 A LT e R (IR
% % fmre g (clear cell

carcinoma)) °

IS
R
™" S
pid

W e

17 %205 - S adp &
B wm e o E-’T’:ff‘alﬂ—l_ R

cell renal carcinoma) °

2. E TSP A

fs g hie ;,;érﬁa Fe %3 (tyrosine kinase

inhibitor, TKI) -

J. sk wghatraisr A

FARARMZ B S EFET R

%%J?ng»\—;«ﬂ:i v B Z B IR - e

A
2 J&(clear

% 1t temsirolimus 2 #

4 A FHEFAIHLMT &
(mtolerance) Pl kEFRE SR

P ERE AL &
TKI -

ot P B 72

1 7 % 20 % - SUsK i A3
Timie o TyRILE LR e R (clear
cell renal carcinoma) -

2. # TSP A
fs Pl vfik e P A (tyrosine Kinase
inhibitor, TKI ) -

. ZEFEnF LAY B
FRRARMZ B S EF PR R
ﬁ%'%’»;& Mo EZBIFTRH- Ko
4.+ %‘%%#ﬂéi S A
(intolerance )» B 1 o K #4  E L R
Rl FhEm 7 & 7 i
TKI -

i temsirolimus % #H

i e

VAR

12.5mg/cap: 1,456 ~
25mg/cap: 2,622 ~
50mg/cap: 4,719 ~

B iE %

- % - % > &% 800mg (43%)

- X - X » & X 375mg"50m9 ’
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ke FRERLA

- 3ox 1 76,123~88,088 ~

o ARFEPPR LRGSR

* ik BATY HiE R

‘v £+ CADTH IARM100# 8% 8pakhaEFaLo

2 PBAC 2010 # 7 ® 4R £ ;}ﬂ 1IEE 14:;\ °

# & NICE 2011 # 2 » fp 2Ly i et o 2F 3k pazopanib 1% & 8L F

Pe%.}?:,& 1TT«+ATY+I'}:I;P\'/ETW’J’% zﬂ/r}%‘%ﬁ

AR BL BweEii ok P RELEERLAREREAYL
& i¥ e & (Eastern Cooperative Oncology Group, ECOG ) ##
itk A6 (performance status) 34 5 0 §] 1 A\iﬂ'f ;

Wk ERARE AR o 4 #Z 2w 173+ 3] (patient access
scheme) «hig 2 = » %5 pazopanib & =4 ¥ & (list price)
i1 12.5%474c > 21 %2 § COMPARZ @33 % % v EiE 4P »
T AL R R R R (rebate) -
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[i5i24 200 ¥ oz ] F #4356 47 2

FLEBC MBI A FESARY S FELRERE
iz pd: AR 100 £08 7 18 p

FERE R EREEFEAGFEPPTRIIR > FIELF AL L
{au&ﬁﬁWﬁ%&?%ﬁ%ﬁ&*ﬁﬁ’ﬁﬂ%W*%%m&°f%ﬁﬁ¢
o2 8% h A RS R ER O N HATH F E PR TRl BN
%o%é*—éi\ém‘Eﬁbﬁﬁﬁm?%%ﬁiwﬁﬁ’%@¢4f%w
Ao (FEMPFRE) Xl F475 HORF Y L REFE R
wﬁ*‘%<§%$%i*d@‘iﬁk’rih%;ﬁﬁﬂrLm( LT 2 SR
SARE B R EER) PEFEREROLE  BARGE Y s iR (17
ﬁ%$’>w‘wp£%fﬁ#%%ir FRESHAFL G o AL F
FoaBRw? LR e RERRTERL BRI A LA BHERTYL
xf}ki”}*,x%;7 Jz\j\;i—ao

AFLPFIERE TR LR FERE TR BRE AR Gk Far
Fzimle bk FF RAPBAEE R GRS &y > B ek 3
BFoher 2 HEG X AN RERET BTN EARA o F A
W E 2 GRhk g pReha 45 % 0 T AN A B Y Gk b et afgdzx FR ARG F
B gy o 1 I8 TRk B & I8 e 2

- ARISRRR

1P 5 > B & T %% (Kidney cancer) # 24 &+ bk > £ 415 T rER
12-3% [1-4] - LR R XN ERE b TRBEECF 4 Jicdy > WA THRBOEXE
3 BRI 1% (4 L & 2 ) [5] o @& AR FEL F A 2 ehs Bl [6]
B 2 @ T%0% (ICD-9 code: 189) 7 7] J;e;frs@p&; ﬂmav 17-19 = > 9
A o EgkE c g B AF (GFFAR- ) & F (5 ie) ¥
HRIoF & E N A B g > B Ak gup or [1-3] o

TR 3R oo BoF R end _F e & (renal cell carcinoma, RCC) - %"
= % (renal pelvis carcinoma) o ¥ ¥ = £ 5 ?‘Hjms'p ( renal adenocarcinoma) »
W FARHE T AR (hypernephroma) [2] » ¢ i g o % fo i Kﬁz%qn FF
P A e g AT B S g 0 % X (k28T R e 80-00% o A WA i
Bh ThEpgiee BRA | [7T]972 62 T%0% B 28 4 3k 1995-2008 # %
& :J}%E_“e’_:fé'g:}jﬂ' 3% % renal cell carcinoma 9% 4 (43 4 L HoOF R T meHp 1995
D INTR N T2% 0 2 iR E K AT 2008 & b 2T R 2% (3 3 T2 4 =)
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[7, 8] - 4% 2003 & & ¥ A%}%iwgk R g 103 Rt L0 B2 E
fo b &G E S A B 5 835%F- 72.8% [9] - B E 4 #2003 & £ 195 i
&2k 4§27 o2 4k (radical nephrectomy ) i L1357 & [EREEIA
w5 86.6% ~ 74.0% ~ 68.7%~ 60.0% [10] -

T
-%
Bl- # 10§ 4 ¢ &R 8 5 4 F[5]
Lz PUORARE 4 K5 8] Rt
R R

ER | Bk | Tioads| 287 i BB S| Krp 4~ | renal cell carcinoma

7 S
1995 414 58 62 2.1 1.1 202 97
1996 453 60 64 2.3 1.1 210 104
1997 516 58 63 2.5 1.1 227 127
1998 541 59 63 2.6 1 251 145
1999 582 59 63 2.6 1 276 135
2000 596 59 64 2.6 1 277 141
2001 613 60 63 2.7 1 333 150
2002 615 60 64 2.5 1 341 173
2003 635 60 63 2.6 1 353 192
2004 689 60 63 2.7 1 377 212
2005 767 59 62 2.9 11 437 220
2006 764 61 63 2.8 1 435 230
2007 798 60 61 2.9 1.1 485 235
2008 887 - - - - 561 253

Ber o st AR %02 2000 £ WH.OR f 4 0o deibgh 5 ROE -
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Lo TR TR 4 L R .
1981 1986 1991 1996 2001
?f«‘g,:;@«' & ;L«g,: = & ;b«g{ Fa ;u¢§{ = ?1& =k
>t | 128 1.1 183 1.3 214 1.3 332 1.7 407 1.8
F | 74 1.2 121 1.6 134 1.5 202 2 245 2.1
| 54 1 62 1 80 1 130 1.4 162 1.5
2006 2007 2008 2009
RS JIAE R N B IR B QIR R - IR
>t | 478 1.7 522 1.8 511 1.8 510 1.7
| 281 2.1 314 2.2 289 2 309 2.1
| 197 1.4 208 1.5 222 1.5 201 1.3

TX: Primary tumor cannot be assessed

B3m st adp BB~ oo 5022000 # WH.O.2 ft A v #de 84 5 A o

Tt ikl e A BT R wA L 4 83N 1), & ez (clear cell)
renal carcinoma ~ 2). papillary carcinoma ~ 3). chromophobe renal carcinoma - 4).
Bellini (collecting) duct carcinoma - # # 12 clear cell renal carcinoma +“ & % » 4
b >R dn e M1 70-90% [2, 4] 5 iRy oA E 82007 & A5 5-*5?;‘.&5(%%5 ¢
o4 H 14 Eiggk > 416 =T e kum < ¢ o clear cell renal carcinoma i
82.2% - papillary carcinoma ¢ 10.3% [11] -

TwiegrPapehik

&5 F RB R & ¢ American Joint Committee on Cancer (AJCC) % = 4% >
oA W AN FR A RyprEG A s 2 AR (A T) #° 54T
EHEFEERE (BHF N> 2 L2 7 2ABTOES (FH M) = 5582
YA T e ] A W F R AT o S M T e s B A G T
FLEARE e RS G FE 10 & 103 T lww Ry L Bp AT TL ik 2.9%
T2 it 64.1%>T3a it 16.5% > T3b it 13.6% > T3c it 2.9% ; NO it 98.1% > N1 it
1.9%; MO it 92.2%% M1 it 7.8%[9] - = = %F%EZOOl EF 41712 £ 92 i
Timie s A iR RE T A H L ETS R ¥ F & 30.4% > % I8 ik 13.0% > %
IM#p - 40.2% > % IVE 16.3% [12] -

NX: Regional nodes cannot be assessed

TO: No evidence of primary tumor NO: No regional lymph node metastasis

T1: Tumor 7 cm or less, limited to kidney

N1: Metastasis in a single regional lymph node

N2: Metastasis in more than one regional lymph

T2: Tumor greater than 7 cm, limited to kidney

node

T3: Tumor extends into major veins/adrenal/ MX: Distant metastasis cannot be assessed
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perinephric tissue; not beyond Gerota's fascia

T3a: Tumor invades adrenal/perinephric fat MO: No distant metastasis

T3b: Tumor extends into renal vein(s) or vena cava ) )
] M1: Distant metastasis
below diaphragm

T3c: Tumor extends into vena cava above diaphragm

T4: Tumor invades beyond Gerota’s fascia

23 Timee A

Stage T N M
Stage | T1 NO MO
Stage Il T2 NO MO

T3 NO MO

Stage 11
T1,T2, T3 N1 MO
T4 NO MO
T4 N1 MO

Stage IV
Any T N2 MO
Any T any N M1

TNM & & 555 R %]+ 22— > 2 Geldart #7# i 1988-2001 & e3 L &
FooRREH OB EF R (R A2 ) [2] FE 451 1997 & 5% AJCC &
UICC & » 4 B T tmie B ? =8 3 3] 1 & [13]

27 A RAP2 FERF[2]

Yt 5 fa 30 g0 B e i 4 75
i 97% 84% 32%
A& 95% 74% 18%
7 90% 61% 10%
L 83% 50% 7%

T AT e TR (6 13 > MSKCC (Memorial Sloan-Kettering Cancer
Center) ™/ 153 8 % * i 5[13, 14] > 1999 # R4xi=A R & 551 B 7 45D
4 FF S Ra R A7 4 (Karnofsky performance status' < 80) ~ Ui % &
FrACiB T F FrUL5 R v 4 F TR F BT U R s 4T 84236 10 mo/dL
A4 TR L [15] - 2002 & Fliap L R R TS H 4 TEY

! Karnofsky Performance Status

A standard way of measuring the ability of cancer patients to perform ordinary tasks. The Karnofsky
Performance scores range from 0 to 100. A higher score means the patient is better able to carry out
daily activities.
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(- 3E 3 5B A LTI F 4> interferon-o 7o cndp F 2 3 1 #[16] 5 ikt
W BIRELFFNIE o m AR SN P g R 3 A (GFFLE- )
—F—!#E%" 23 e s # R [14-16] -

- T m R b SRR G

ottt s F]+ oK AR A=
i< & (favourable) E 20-30 B *
¢ & (intermediate) 132 ® 10-14 B *
% & (high) 3MBE U 4-6 1 ?
T Kok

T ok A B AL A [2,3,13,14] 0 F 4EINA TERT ML 9
T A "f HEE e b ok T L "T e~ e g § 1% 22 v%  (cytoreduction
nephrectomy ) o x5 T 5 "o 45 & F &4 mffrm)%‘ o P 2 A T
W BB AR R ek ank L :@—i 1 & i #F w2 g% (cytokines)
interferon-a 2 interleukin-2 shd Zin R > — LA T 0 LRISH R Z L UL T
L3 B AR interleukin-2 Jpp TR - RS H A R FE 0 BA PSR
o KR A S T13] e iT A B e Jh Ry @ iR bra G A T e R e SR iE 2 [13]

=f

P 9 RESEEREKHNRAFEFRD T2l ominlER
S eN#E 25 ¥ % & 35 interleukin-2 (IL-2) ~interferon (INF)-a~sorafenib ~ sunitinib ~
temsirolimus ~ bevacizumab & & INF-o ~ everolimus ~ pazopanib = axitinib - IL-2
% INF-o 5 w72 2 #f > sorafenib ~ sunitinib ~ pazopanib {- axitinib & f& tepk e
fi# 31| (tyrosine kinase inhibitor ) > bevacizumab #_¥ kw48 > temsirolimus fr
everolimus % /f 58 § t2% % (mammalian target of rapamycin > mTOR ) 4 #) o

FOARL & T RTRE L sl o ik 2010 EwHEBP L F
( European Society for Medical Oncology, ESMO ) # # ek 2 % 4p 31 > 23k 1).
FoRAE A G OT e T A PR SY RR R ER Y - SRR
7o = sunitinib g 2). bevacizumab & & INF-a ;5% 5 3). & w2 Ll A g T im e
Bl Bt eI F o o temsirolimus B B - SUSRK (92 BERE G
IA?) 5 4). ¥ pazopanib 3~ + 3 57 @’ ¥ L R A T R G

2 Levels of Evidence : Level I: Evidence is obtained from meta-analysis of multiple, well-designed,

controlled studies. Randomized trials have with low false-positive and low false-negative errors (high

power).

Grade for Recommendation: Grade A: There is evidence of type | or consistent findings from multiple

studies of types Il, 111, and IV. Please link http://jco.ascopubs.org/cgi/content/full/17/9/2971/TBL 22971

in detail.

Som RN ALE 6 TRR R dp 3 & 2010 & 5 2 ’:b%\ pF > pazopanib & X JEE R E 5 F 2R
( European Medicines Agency, EMA )+ # 3% ¥ » 5§ {5 & 2010 # 6 * EMA 47 i% i* 34,8 pazopanib

10/34


http://jco.ascopubs.org/cgi/content/full/17/9/2971/TBL22971

Votrient

REY RR SRR ZISRER D). BRI R B D SRR
% sorafenib (g % & IA) & 6). pazopanib ; 7). # s sepa e e A0 R £
RT o %2 MRS L everolimus (#dR E & IA) [14] -

B ffﬁi%? £ ¢ (European Association of Urology, EAU) 2010 # #7532
Fedpalor 3 %y ESMO sk » 2 ¢ pazopanib swgdpie & 5 1b > 2% %5
A GEsad )

% ~ ESMO # EAU ;51 # $HE 4 1L 7w & (metastatic RCC) # fn % i 3%
fhz. > B a2 k(4 14]

T TEIS R RIET ISR RS
Sunitinib
5_ % MRS R Bevacizumab+ IFN-a
Pazopanib
B R Temsirolimus
o Cytokines Sorafeni-b
= Pazopanib
TKiIs Everolimus

2011 & % 2 £ R W 7%k 7 A 4 (National Comprehensive Cancer
Network » NCCN) &5 &% dp 5! » £ 0% &7 it > G g IV 8 4 E R A S

BOAFRA D R e AR B 2R e w A

S

» Rl ¥ - MsREHk L B AE IL-2 (Category 2A°) - sunitinib
(Category 1) ~ bevacizumab & # INF-o ( Category 1) ~ pazopanib ( Category
1) -~ sorafenib (Category 2A) ; 2 ¥ MSKCC 3f {4 F]|+ =4 5 a’iiﬁ I
BFF N R <70 FUEE MG fEAR T F L5 B sk d & KD
TFE S RE R G EARE S U DR TR I ie R AL - #
[time from diagnosis and nephrectomy to therapy greater than 1 year] > & &% = 38
3 1l b f‘;{ ) ZE% @ * temsirolimus (Category 1) o f&S&efil gfedr ]3]0 5 R
% pris F iR FEH 5 everolimus (Category 1) ~sorafenib £ sunitinib

_+ # (conditional approval )[17]-Pazopanib % 2009 # 10 * 19 p P~ 2 M & 5% ¥4 § 25 (U.S.
Food and Drug Administration) * # ;& [18] -

* Level of evidence: Level 1b - Evidence obtained from at least one randomised trial [4].

Grade of recommendation: Grade A - Based on clinical studies of good quality and consistency
addressing the specific recommendations and including at least one randomised trial.

> NCCN Categories of Evidence and Consensus

Category 1: The recommendation is based on high-level evidence (e.g. randomized controlled trials)
and there is uniform NCCN consensus.

Category 2A: The recommendation is based on lower-level evidence and there is uniform NCCN
Consensus.

Category 2B: The recommendation is based on lower-level evidence and there is nonuniform NCCN
consensus (but no major disagreement).

Category 3: The recommendation is based on any level of evidence but reflects major disagreement.
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(Category 2A) -~ temsirolimus # bevacizumab (Category 2B) -~ pazopanib
(Category 3) ; ‘m® ¥k o % frfs » 223k @ * sorafenib ~ sunitinib #
pazopanib (Categoryl) ~ temsirolimus 2 bevacizumab ( Category 2A) -

= B Rl o 23K 4 sunitinib s sorafenib s (Category 2A) 5 F
H_MSKCC 3f {4 7]+ * iz —‘F*f viE 2k ey kiR & 5 temsirolimus (Category 1) »
B &R F]F 4 5gF & ¥ temsirolimus ip By e % & Category 2A [3] »

S AR RIeREENARLLfERR

Votrient® 2_ i & 4 % pazopanib hydrochloride » ATC 4 #5145 % LO1XE1l > %
*% protein kinase inhibitors [19] -
LO1 2~ %45 & antineoplastic agents
LO1X z_ % #f#% 4 other antineoplastic agents
LOLXE 2z %~ #8#% /& protein kinase inhibitors

%45 ESMO ~ EAU e NCCN 2 ke s lp T e e 8 5 50 o 400
TRG T AE RPF 10 kP ERFTHE o A interleukin-2 ~ interferon-a ~
sorafenlb {e sunitinib - everolimus = Jo i3 » % B % (T FALEE) &
W FRAPM RS L e A -

d ** pazopanib Ap B SR TRk BRI LG ® Y B G R okehE #n Rk
R (active control) > & £ % F&| v 2 frcf > ¥4 &2 3P 7 @ i
[20] ~ Gt | iE 2[21] ~ ATC A a8 feip B RIS TRk Z hdn 3123k > A4 2
%1 Sutent® 15 5 At g o

2R L (FRTERER)

kiR JFEp
4: £ % CADTH 23R 100#8”" 8p 2t hafF

/5 PBAC § 0 2010 & 7 0 4B H et
= M NICE F oo 2011 & 20 G AE
F 1 SMC 70 22011 & 2% 4 pid 8t aLd

TRy - RIS
H PubMed & & % &2 f fF #& i- VEG105192 #
2= g Ak

12/34



Votrient

(=) 4cd=
4 & pazopanib jof §iwm e AP B iR o
(=) B~ [22]

Votrient® % 2010 & 6 * 20 p B~ R R 7 & 4~ ¢ L& (Therapeutic Goods
Administration, TGA) } 3 ¥ » i B 5 1o W fo/ @8 T f o B &
fe & 7 7 ré»g% #mflsaia 4 R ¢ (Pharmaceutical Benefits Advisory Committee,
PBAC) ¥ st & & rtinfr = A & IV I o/ @ 14 % b A i Tt e g
iz PBAC #E.,.q v]z? Ao APM P Ao T o [ A4 R RE 0 B PR EIRE R
At B4 % %o (Pharmaceutical Benefits Scheme, PBS ) @i»}’z? sunitinib - )

lﬁ% pazopanib + % &4 (placebo) #i% . 14 :85% VEG105192 *t (Fiwmp %
F 5y AWA[E @ - ][R # -PubMed] ] & ) > d *+4: 2 pazopanib
sunitinib B 3% REPSEISE R IRA &R RPN Y e B AN g B A
( progression-free survival, PFS) i 5 i & gt iR G A > TR E
pazopanib - % & # ( # % VEGI105192 » PFS % 1 & J »% i 1% )~
methoxyprogesterone acetate * INF-a ( 3#5% MRC » iz 42 B3k methoxyprogesterone
acetate £ % g Al4p % PFS 5 = & Jrredp ik )~ INF-a ++ sunitinib( 3&2% A6181034 >
PFS 2 1 & frrcdpth) ARG R EER R o

RF devt den’d & &g o1 & cytokine naive s A pazopanib # sunitinib 7 #
B A T &R (%R %#ﬂ IR g k2 iy o RyR R P A
DR Y- R R R S = I B > 4p t Votrient®4p v+ sunitinib 2. hazard ratio
5 132> 95% % R f%“ 077 v 227 ) B A F R+ BEF LR o d 2
pazopanib ~ sunitinib ~ INF-a fe4p B v #5 cnfe sk i85 i 4 AR TR
TS e ki P I R ABRERT R D RERFRSFRLY
15 & > PR Tl Bt BB+ i ¢ 5 4 B 0 F]2t PBAC 325 ol 3%
P A FAE R BRI RATE AP P RE G A A

% 3R > pazopanib fe (92%) v % A (74%) § B 0 LF 2
GE <A E - DN o Y - e S EHEE L H R e sunitinib ;25
HER A A E g4 e L 99% (sunitinib &) ¥ 98% - & VEG105192 5% ¢ >
pazopanib = fc placebo = %17 2 E & ¢ Ern R vt B 5 15% (44/290) f- 6%
(8/78) > # ¥ F 53585 i (¢ 35 ALT ~ AST -~ hepatoxicity ~ hepatic enzyme {v
hyperbilirubinemia) # %7;55% vt 5] 5 3.8% (11/290 ) & %5 = 1t 54 B 5 38%
(109/290) fr 46% (67/145) - 5% A6181034 # - sunitinib v INF-a 2 %]7 2
TP ETAR gt R 5 6%(27/375) - 9%(34/360 ) BT ¢ w3 FLP sunitinib
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v pazopanib  #® % 3 F|F 4 & LF > 4o 4 (asthenia) - e FER
(dyspnoea) ~ & #% ~ & &k i ¥ (hand-foot syndrome) ~ % s /& ~ o forf ¥ 12
v w3k 4T (neutropenia) ; pazopanib ‘* sunitinib § # % 7% 33| % 4 57 L E
& 5 e ALT e AST "5 i #e Sk B ©

BETEFTH > PBAC i 2 M A EFRFY 53 L%L pazopanib # % **
(non- mfenonty)sunltlnlbo A% 2R PBAC 3 & ﬁ & g 4 4 (toxicity
profile) 7 v » B 7 ¥ 3% = £ pazopanib % 4t sunitinib 4 » 3 2 B g

PBAC = & it 14 sunitinib 5 5 X i @ * i TKI g 4 ihd i s e
PBAC + ¥ £ ¥ &7 it At sunitinib /55 foi * sunitinib o & 1 dhps 4 30 &
iE & 4F 4 e 2 (best supportive care, BSC ) f@;fgs 5 & L2 v 5 o[ CDE/HTA L
AR RS A P E sunitinib s pcis ) 4 4 & temsirolimus 2 # @ TKI(everolimus
¥ % 3t sunitinib 2 sorafenib 75 4 E’;:JF‘{) s & sunitinib E AR A E o WU H
TKI - )

PBAC ki3 4E 8 fcft & %o RFI# 45¢ 3en U ATl + B3 4 o
FLF PRIARRAL S E S F T O U G MR E IV R /S
M~ R P2 A T8 R 0 pazopanib s E_F 7 7 3T sunitinib § & F 2 FE 2 o

COEMMTA L2 B » AT & igh F&hoift? #3534 T2 1 %
;,5 Q)]—;Jq 9 o

(=)

2011 # 2 * = R 7iE B Tk 5 457 7 (National Institute for Health and
Clinical Excellence, NICE) = i ¥ — #2143 (single technology appraisal ) 3 4
{TA215 pazopanib for the first-line treatment of advanced renal cell carcinoma) £ 3%
pazopanib % 5 8t ¥ ¥e B Ao T e THIEERIRGE - RISHEH

AR R FoeFR oK L B EERL AR & (Tl (Eastern
Cooperative Oncology Group, ECOG ) ## 7 % i ( performance status®) =

s % 0F Jl&—‘ﬁ;

® ECOG Performance Status [23]

Grade 0: Fully active, able to carry on all pre-disease performance without restriction.

Grade 1: Restricted in physically strenuous activity but ambulatory and able to carry out work of a light
or sedentary nature, e.g., light house work, office work.

Grade 2: Ambulatory and capable of all selfcare but unable to carry out any work activities. Up and
about more than 50% of waking hours.

Grade 3: Capable of only limited selfcare, confined to bed or chair more than 50% of waking hours.

Grade 4: Completely disabled. Cannot carry on any selfcare. Totally confined to bed or chair.

Grade 5: Dead.
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drd FRREE AR B A Z 5.7 173+ 4] (patient access scheme ) ik
#7T &4 pazopanib B4 W (list price) 0 12.5%374c » 142 F
COMPARZ gk 5% 7 Wi ilpF - il § 8 6 L H 2% 8 % & =308
# (rebate) -

NICE 4 # i & £ ik # pazopanib + placebo %€ 8 %t B T ik 3 %
(VEG105192) & (3imp % 3 %4 #4024 [ # -g& 4 1[4 # -PubMed] | &)
TR FEROADTRRESE

R g 88 kp 738904 R% ¢ 35— % pazopanib +* placebo :#2% (3#
% VEG105192) ~ — % INF-a '* sunitinib 2% (Motzeretal. 2009) 2 7 B INF-a
v non-INF 3#% ( methoxyprogesterone acetate 4= vinblastine ) o * i & WA A R
¥ & ECOG #ii ki3 £ 8 > 3#5% VEG105192 {= Motzer &z 4w & i 5 0 ¢n
b A s G 40%fe 60% 0 ¥ = B INF-a s e 7 I AR G 2 dup L.

&g b= I sk :£ 5% 0 pazopanib vt placebo - sunitinib +* INF-a ~ INF-a +*
B A FHERE R SN R E s (hazard ratio, HR) 4 %) 5 0.36 (95%
Cl: 0.24~0.55) ~ 0.539 (95% CI: 0.451~0.643) ~ 0.704 (95% CI: 0.580~0.854 ) -
pazopanib ~ sunitinib ~ INF-a. fe% & & wifprt > E L FHREDE E T 555
B FEF R AT o n 5 1133 Y (95%Cl:5.1~17.5)~10.7 B * (95% CI:
79~134)~54 " (95%Cl:54~54) 456 B * (95% Cl: 4.0~7.3) -

4 f ¢35 pazopanib4p it INF-oen? =& & i 5754 5 11.3954 % 7 (HR:
0.512 ; 95% CI: 0.326~0.802 ) > 22 Motzer % * %= 3 % % (sunitinib 4p+* INF-o
e Eitged s 11.0% 5.1 B Y S HR:0.539°95% Cl: 0.451~0.643 ) % P& >
pazopanib s34 ¥ i ¥ £ sunitinib 4p ¢ (comparable) - ",f gte T gt INF-a 3
{ 4F gRE Fr AT o

B OUFE B0 FEe VEGL05192 ¢ pazopanib = {e placebo = 4 73 Bk
AR ehE R EE I 6|4 B 5 1.9%7c 0% ; Motzer &% © - sunitinib ‘e fc
INF-a o5 24 5 & 5 20%fc 3% ;5 M % 3{r% 4 mped AR DE G kg
#% VEG105192 # pazopanib = fc placebo e35m 3 4 » @ Motzer #5% »
sunitinib 2 INF-a 2 & 5 9%{r 1%:5 * 3 2 + &g iz# -4 f ¢ F L pazopanib
e R T lwmre o 4 F ¥ LR

" COMPARZ 3% t ClinicalTrials.gov % 4% % NCT00720941 > 2 % % Pazopanib Versus
Sunitinib in the Treatment of Locally Advanced and/or Metastatic Renal Cell Carcinoma
(COMPARZ) » i & i »cdp #&&_progression free survival » study location ¢ 7 - # - ;5 4p b £ &
p #p4-™ > Study Start Date: August 2008 » Estimated Study Completion Date: May 2013 » Estimated
Primary Completion Date: December 2011 > ie iz 4% ClinicalTrials.gov 4 =87 #2574 & 5
"This study is ongoing, but not recruiting participants" -
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CDEMHTA ix: ¥ £4 @ e AW L & F'e b 1#hY 373 % 26-30-33 7
/4 Q}EJ_S

() i -gfw[24]

2011 # 2" 4 p gL B g(Scottish Medicines Consortium, SMC) =

W2 fp& Y 2o p SMC M $HRLE ¥ 5 Votrient® (pazopanib) #* ¢t T m e

B - Ao FK oL e BB wre ,;r% mJ%‘ 0P Bk P R 2 A B o E S

% ﬁ ¢ i i "LF1 % 1 Votrient® (pazopanib) 5 B ¥ lw e ek - SIS o SMC

X pazopanib ‘= % R A # 2 A e =k R EE (treatment-natve ) frst i %

x ‘mre ek ip o = % (cytokine pre-treated ) i & foordp iR B AN R
A e B4R g or pazopanib fri & v BE- RE 0 R ok o

YRR & B0 VEG105192 32k A% > A & A scdp 5 PFS o7 e p& [ Bhefi=k
& oy vedp R 3 A8 (overall survival, OS) {r*% & i & (response rate, RR)
SB[ RS T L oo & OSHypt o RARIIE AL F 0 blp A L1
TlieR s (crossover) > b Hcdp A B A F1F o

#4 SMC 24 & = 2 ¢ VEGIL05192 ;85 40 M :# % % %

Population
Treatment Cytokine
Overall B
nave pre-treated
n=435
n=233 n=202
Pazopanib (months) 9.2 11.1 7.4
Median PFS Placebo (months) 4.2 2.8 4.2
HR (95%Cl) 0.46(0.34,0.62) 0.40(0.27,0.60) 0.54(0.35, 0.84)
Pazopanib (months) 21.1 19.8 -
Median OS
Placebo (months) 18.7 20.0 -
(May 2008)
HR (95%Cl) 0.73(0.53,1.00)  0.74(0.47, 1.15) -
Pazopanib (months) - 22.9 -
Median OS
Placebo (months) - 235 -
(March 2010)
HR (95%Cl) - 1.01(0.72, 1.42) -
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Pazopanib (%) 30.0 32 29

RR
Placebo (%) - - -

OS: Overall survival; PFS, progression-free survival; RR, response rate (complete response plus partial

response); HR, hazard ratio.

fea@m BT o ¢ BTG R 8 X 8- ) Ul ie i 9um 4 0 pazopanib ke
placebo ‘=~ %] 5 28% (81/290) {- 61% (89/145) - placebo ‘e 2 efufs A ¥ 3 48%
(70/145) t& k& » ¥ - B 2zik 0 pazopanib #3% (3% ClinicalTrials.gov
[25])c B iE2 % TR ISR REZ rank preserved structural failure time
(RPSFT) & 472 « B¢ X8 J5f %5 RPSFT 4 472 v & B 5 =0 ade g
HR % 0.501 (95%CI: 0.136~2.348) » 7 534 £ /5% 4 4% F] % {5 » pazopanib &
frplacebo ‘e G AL F S EF LR o

LR ge ] EFREE MG L W ECOG 22 1 2 § 7 Rl Ik
’@'ﬁfﬁmﬁ%& ’v’%‘ﬁiiﬂ R VTR T e e 2R m”e, WA A P
)%‘_‘{Jv ﬂ»‘] F

VEG105192 5 § 70 oy 4t & 14 16 0 1 & Hh i e 4 7 E e » -
B AR gtar W TRk 5% 0 3=+ P U PR pazopanib 800mg Ry ifr& 4 o
B g~ 1 4 VEGL05192 3¢5 4p 1T 0 v ECOG #8150 » % 0 7] 2 “«kiﬁ" o FH
TH R BB FEY S 83 B (95%CH 6.1~11.4) 0 ¢ TS
% 16.8 I * (95%CI: 16.3~not reported ) » " F 5 5 32% o

Rif i % 7R ¥ #& &1 Bucher method 4 4 3 pazopanib = sunitinib 5 »x &
% PFS - OS e HR & %] 5 0.949(95%Cl: 0.575~1.568 )= 0.969( 95%Cl:
0.359~2.608 ) - & ?X SMC statistical advice 3% 5 12 Bucher = ;2 & 45 5 #7* 4] > i@
* mixed treatment comparison ; #if § 0 F EACR R A FTHE TSR L AR
ez s 3 Fgt > SMC 3 5 ¢ P45 fide i 9 pazopanib #F sunitinib fg scfr% 2
v Rl b R o

COEMHTARL: ¥ 3 e AW L EER'ghTikY 573 % 26-34 | 2 £ &7
< /t?e 24 -

() 2 5 -PubMed

r2 ' pazopanib | 4= " renal cell carcinoma | i¥ % R 45 #% Cochrane Library -
AFILAPRE & S @ﬁkwéﬁﬁ% o 12 Fpazopanib ; f= "renal cell carcinomaJ i
BEF o T2 /*Jcé\ﬁiijl % " Randomized Controlled Trial ; % PubMed % + ﬂfgk
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FHED SEB512 koo 29 - k5 %2 P E s 0 3#%%5* (randomized
discontinuation trial ) 2. % % > A ER L RHEA TR E L T - B LRl iE%k
AR Y 3 e VEGLOB192 55k (A4 A ¥ HE 4 v 10) o 5E
e

1. Pazopanib £ placebo ** #& e H4385% —VEG105192 : (2010 % 4 ) [26, 27]

% # 4 %  (pazopanib ffr placebo @ o g A & w] ik 12%fe 16% ;5 4 5 6T
T~ E%p P =0 B B e w i 16740138 B MSKCC h 'k 1+
B e Rop A HRS 5 s ulik 94% e 920% 5 2 i * i e ok
el o A e WG AT% e 46% o S F L R & - )

- EgxT (7)) 18 fus

- & W% 7 i (adiagnosis of clear-cell or predominantly clear-cell histology )
2RI e/ AT e

- % /g §_RECIST (Response Evaluation Criteria in Solid Tumors) + 12 & jp|&h
R

-ECOG # s hfe A 8] (7)) 1%

- R TR R o R A o

PORARE o 4 & ARAY Ak SRS S 800 0s 2 (leptomeningeal lesions ) 4y
#17 ehF w B (A8 BISRT o KRS 140 mmHg & £3E B> 90
mmHg) ; & < &2 QT & (QTcinterval ) > 470 milliseconds ; & =
TR G s R F AR Ae E B X R € o e A A 5 (New York Heart
Association classification ) =% 2 # o v %58 ( congestive heart failure ) %
/IV 2~ 425 750k 5 7% & 254 (cardiac angioplasty ) = £ 28 % » ~ w9
PRI ST N m_“_?‘&]‘o

&t 4w A 75 B study locations (3t EcH s iR s EN R R G I S
ERCER Y R EERT) EFIEBS I B X FR RO
Z ¥ TR iR o A B ik ECOG &8 it ik (“‘ Als)s LT EELTY
ﬁ? (F 8@ ) 23 2L pingg (RisR & mmeding) 74K

R R T 201 e R AR A R TR — ERARE T A
iR R PR E e R PR A B F P U R X REPFT L A&
73—"1’1‘?%3 ’éKwZ’J‘B?':O

- pazopanib 800mg
- % g # (placebo)

8 ("pazopanib”[Supplementary Concept] OR "pazopanib"[All Fields]) AND (“renal cell
carcinoma"[All Fields] OR "Carcinoma, Renal Cell"[Mesh]) AND Randomized Controlled Trial[ptyp]
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FABE KRR S ¢ R L A 6 placebo & -
F 1+ & 3% VEGL07769 #%# (3% ClinicalTrials.gov [25]) cp ¢ 7 E % £ F
i~ ¢t pazopanib jnfy SR *ﬁ%%‘«%@fﬁ‘ % > placebo 2 145 s 4 ¢ F 70
(48%) 18 Rt » gLk o

(>

E5

1. 435 iz 4 (pazopanib % 290 * - placebo i 145 * ) 3 » 3E 5 - pazopanib
wen? SRR G 7437 oplacebo 25 38 B (Hdpa o Bl p
2008 # 5 * 23 p )- Pazopanib 4 placebo leen? =@ Ei- 558 (L&
R *za‘ﬂ ) A8 5 92 BY4-42 B (HR=0.46 > 95% CI: 0.34~0.62 > p <
0.0001 ). i F o % & eh=x ¥ & 17> & ¢ % treatment-nave =X *% ¥ > pazopanib
2 e placebo E ¢ g B FEH AN 111 B fo 28 B ?
(HR=0.40 » 95% CI: 0.27~0.60 - p < 0.0001) ; cytokine-pretreated =t *%3%% >
pazopanib #{c placebo e & Bt 3EH LB E T4 B 4o 42 B2
(HR=0.54 » 95% CI: 0.35~0.84 » p<0.001) -

2. B = & focdg R 3 E P (overall survival ) & R = =i B (R ¥R
ClinicalTrials.gov =t % 7 » *FE % FF =~ p &H 5 2011 & 12 *#
http://clinicaltrials.gov/show/NCT00334282 ) -

3. d iz Fis=w 4 R ¢ (independent imaging-review committee ) % iz *i%; ~
&3 (response rate, RR) » #4458 = > & & (complete response, CR )
{3 %> & & (partial response, PR) =t & » o Pazopanib ‘e chf 48 ¥ 5 &
% 30% (95%Cl: 25.1~35.6%) > H ¥ = 2 & s * 3| 1% > & B ¥ =ik
(' median duration of response ) % 58.7 i¥ ; placebo ‘e e d8 " & 5 5 3%
(95%Cl: 0.5~6.4%) (%L h< %= )e

4. Pazopanib ‘e B2 2 F 2 L g (1E52% ) B & & (40% )~ £ Fippd
(38% )~ (26% )~ R & (22% ) forket (21% ) - Pazopanib = {- placebo ‘e
ERE3BF AE s 40 B A B G 33%Te 14% ; % 3%F AE Eant b
A B T%Fe 6% ; pazopanib &% 3/4 me2 LR E 3 B (4%) L8
(4% )~ pazopanib 7% 3% 4 4 % w 1% 2 (arterial thrombotic events ) »
4o 2% s Vi % /44 & (myocardial infarction/ischemia ) ~ <1% %6 & ¢ & *t
( cerebrovascular accident ) {r<1% ‘& #7 |4 "4+ & 3 i¥ (transient ischemic
attack ) ; placebo ‘= @& + % 4 - Pazopanib ‘2 {- placebo 3 # & F 2 gt
b4 w5 13%7e 5% - Pazopanib fe s ¥ 3 4 ik % B £ ¥ 5 ALT (alanine
aminotransferase ) 4= AST (aspartate aminotransferase) * # - pazopanib ‘=7
52 f:i:},% A (18%) e ALT F 24z (2 )3 RBRIEFE Lo HF>07 2§ it
“T3 4 ehir = > pazopanib ke {e placebo e %] ik 4%fe 3% 5 AT E H i b
FIA R e f q]% % > % pazopanib ¥ § 4 A FARFEIF LFE - LW
AL ER R sqr—;é it B #ﬂff’ﬁ' ol Fﬁﬂg_,\fpﬂ%l’g"ggb s 1l R OBFxh
2 ¥ (‘“F DR 4z=z)e
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5. A ulplp AMEf 5 BREL hEEPH A LS
QLQ-C30 ~ EQ-5D index §= EQ-5D VAS >

rTJrI A

() 2 # -

R ¢
L) TRk R
[F A

S EATRIE

TR

aa&

Bz ieki#ds% 2
VEG102616 ) & j+ % @

FEF29F T
i_»l

.,

CRPN R AR FRTA ) GRP o
P9 o uf 2 BiES AP N IREFEET RS FER T
3 %A % (VEG108844 - VEG113078 4r
;ﬁ—ii}.%:fi B R Y E P 3 BRI
P AR 24 1 o BTRAEK NIRRT A %4 Wsks* (G

Votrient

&4 : EORTC
Ti®he LEARPOT AR E L FET
4]~ 45 (mixed-model repeated-measures analyses )
@wﬁgapﬁimwﬁéiiﬁ&ﬁ@@wgwb%gﬂ
CE LY EETDE

SRR T RS

»/LJF _

4 %4 \otrient®

LRT A ).

%+ ClinicalTrials.gov % &% B 5 % %+ Votrient® & 8 ok 5%k 2 B2

ClinicalTrials.gov

Study Name Title Status
Identifier

VEG108844 | NCT00720941 Pazopanib Versus Sunitinib in the Treatment | ongoing, but not
of Locally Advanced and/or Metastatic Renal | recruiting
Cell Carcinoma (COMPARZ) participants

VEG113078 | NCT01147822 Pazopanib Versus Sunitinib in the Treatment | currently recruiting
of Asian Subjects With Locally Advanced participants
and/or Metastatic Renal Cell Carcinoma

VEG110655 | NCT00866697 Efficacy and Safety of Pazopanib Monotherapy | ongoing, but not
After First Line Chemotherapy in Ovarian, recruiting participants
Fallopian Tube, or Primary Peritoneal Cancer

VEG114012 | NCT01227928 Efficacy and Safety of Pazopanib Monotherapy | currently recruiting
After First Line Chemotherapy in Ovarian, participants
Fallopian Tube, or Primary Peritoneal Cancer

VEG108838 | NCT00558103 Pazopanib Plus Lapatinib Compared To ongoing, but not
Lapatinib Alone In Subjects With Inflammatory | recruiting participants
Breast Cancer

VEG107200 | NCT00370513 A Phase | Study of Pazopanib in Adult Patients | completed, No Study
With Liver Cancer Results Posted

VEG102616 | NCT00244764 GW786034 In Subjects With Locally ongoing, but not

Recurrent Or Metastatic Clear Cell Renal

Cell Carcinoma

recruiting

participants
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http://clinicaltrials.gov/ct2/show/NCT00558103
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o gk~ w

10.

Votrient

NCCN-~EAU {r ESMO 4p 312 3% pazopanib 3 % — 38 § kw22 o 8 8

AR R REREAIEE ATC A et A M R TR
@;Jﬁf#ﬂ 5133k » A~ 2 gaE k2 Sutent® i % Ry AT R o
‘v £+ CADTH (# 4 CDR) & @ip M rei=mdf & o
MR s B R Ao S0 sunitinib 1R A &g o
2 PBAC %2010 # 7 7 g3k » 2233 4 2§l o
BRI NICE 2 2011 & 2 " 2 cnd - 133 R 42 - Ll et -
# pazopanib 1% 5 8L Fhmie s 4 0 X E T AR R ERIRT g - SR
EH
AR BRI B R PP EERAAREREFAYL & TR
( Eastern Cooperatlve Oncology Group, ECOG) ##i: & i (performance
status) *f 5 % 03] 1 %% ﬂ ;
4% & 58 :E B A4k & patient access scheme ik 2 T > %5 pazopanib
& list price ¢1112.5%474- > 12 2 ¥ COMPARZ #5%k % 4% ¥ i ipF > &
J g ARH R “-i%i&fiﬁ'ifjv\%%,%k o
BRI SMC 22011 # 2 % 4 p 2 enfg & 2 2omp 4 B ¢ @ "B H
pazopanib % 8L ¥ lmre g - %ﬂ;‘;:}% o
oo 3% VEG105192 8 - % ¥ o ~ 54 ;rf:ﬁ % R R
Sk o REH A E S ECOG Mk EF 08 15> 12 R “mﬂéj@gﬁiﬁ@]@i
o Hp fo/ 2 A M T e :)%:),% ; pazopanib ‘e {= placebo ‘e @ o I A A W)
i 12%Fr 16%; j€ 4~ 2 $TF138 » 325 P 9 (=0 B0 @ A w5 157 4 13.8
7 S MSKCC b ‘'&{t/t tfed Rop A ¥ S - 3 s ulik 94%fr 92% ;
EEN TR R LES o 4 mi%'ﬁ v e w5 47%Fe 46% o
Pazopanib = % # 290 + - placebo ‘& A #c 145 % - Pazopanib ‘e ;5% 8 /& ¢
>#i 74 B ? > placebo &5 3.8 i * - Pazopanib 4r placebo P >
PFS (i & frrcdpth) A &% 92 B 7 v 42 & * (HR=0.46 - 95% CI:
0.34~0.62 » p < 0.0001) - n;s?i R R EF L 47 0 Ao A treatment-naive
=% 2% > pazopanib = 4v placebo ®:1¢ = PFS &~ % 5 111 B * v 2.8 B *
(HR=0.40 - 95% CI: 0.27~0.60 - p <0.0001 ) ; % cytokine-pretreated =t % ¥ -
pazopanib { placebo e e1e = PFS &~ % 5 7.4 B * 4 4.2 i * (HR=0.54-
95% CI: 0.35~0.84 > p<0.001) -
Pazopanib ‘=% 272 2 F ¢ 2 *H/H (& 52%)~ % = B (40%)~ £ Eppd i
% (38%)~ rEw (26%) - k& (22%) for®et (21%) - Pazopanib &5 3%
VISl ALLER = L LR FE R A T I AU 8 & o e
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¥ ; placebo & A 4 4 - Pazopanib ‘v placebo ez # J1 i F i gt p| 4o
Y & 13%{- 5%-Pazopanib (b ¥ & 4 e #cE £ ¥ 5 ALT o AST + =
pazopanib 5 52 i 4 (18%) HALT I+ 24z (7 )38 ¥ Et Lo
WFt 2 A F E A 4 e = o pazopanib 24 placebo 4 w5 4%1r 3% ;
il 2y —“Ff;f—x; W PRI & —“Ff » {pazopanib =P F 4 A g4 R
PAFE LB AFA R R TR R R A e B s o
T AR B o
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I ~EREREE (F2Rv L)

%k FL P

‘v £ < CADTH 2011 287" 8p b ARTFL
2 PBAC 2010 & 7 7 223k 7§ pazopanib
# ® NICE TA215, 2011 & 2 ¥ 13 %

# & SMC 2011 & 2 * R H

(=) 4 &=

2011 # 8% 8p kv ARAT|IRE -

(=) '

PBAC (Pharmaceutical Benefits Advisory Committee ) 2010 & 7 * =55
BRERI I o ARRF VIR o0 B o ONn 2w A Y @Y
i w72 jfrk (Cytokine)in oy enBL i B kw e Bk o & 0 PRie i RTRA O RBe
P om R e T2 ¥ b - B e 8 s R # & sunitinib - 28 @ PBAC LG A
g:ﬂﬁ:. 7o %“;z%xf}ia Ao RE g R AN H A £ # % sunitinib s 2 &
sunitinib 75 £ 5 & 1 s 4 2 PBAC » 4p > P b & -2 sunitinib ® d%
WRCHTRA RS A R S GRE RO REIL) o R Y T AR AR
ERE A1 0 B & 5 5% | # - medroxyprogesterone acetate 12 %
interferon-o» 4 47 A %22 sunitinib $5 £ 5% &k & & 1 % 7% (progression
free survival, PFS) 2 47 5 % » 822802 Pl B F £ B > e 4p$th 6 0
BT Ao S RRL B H ARV RORE RSP 0 AR R
X e e K h FAE A 0 R R A SRR sunitinib io g 0
e s T RLE TSR F AL o PBAC A B R BT A

&2 sunitinib ek *9:1’5 WEBOA I FRraER %f&ﬁ ”’“r%"ﬁ;ﬂ\
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SR PR 43 sunitinib 2 ook 0 Flpt AE Rt - PBAC » 51T B § &
= #% % 7 Managed Entry Scheme » 7 3% 3% ¥ i * 3t A B 0o
sunitinib el - @ PBAC 3u s &2 e enim™ o 3 iR L &

X P T AR RA g

(=) =

NICE (National Institute for Health and Clinical Excellence) #+** & &
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