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ool QA % fraAlel BrhH
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35+ 9.0 1.3 6.2 4.1 7.6 3
nE 5F 68.4 19.2 66.4 26.0 67.4 - &3t
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4.0t.1.  Single Oral Dose Toxicokinetic/Tolerability Study in Sprague Dawley Rats

4.0t.2.  Single-Dose/Tolerability Study in Beagle Dogs

4.L}. BIESENHSHAE

4.Lt.1.  52-Week Oral Gavage Chronic Toxicity and Toxicokinetic Study with INCB018424 in Dogs
with a 6-Week Recovery Period

4.L+.2. 6-Month Oral (Gavage) Toxicity Study of INCB018424 in Rats with a 6 Week Recovery
Period
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2l AtAI& X2 & (Clinical Data Package, CDP)

6.t.

| ot&

&t INCB0184242]
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INE=
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J
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I
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o
KU
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Kl

n
oll

(myeloproliferative neoplasms, MPNs)2 2

Klo
=
KIo
s
il
Rr
X0
Kl

B (chronic myelogenous leukemia), 2%=& f3t=(myelofibrosis, MF),

o
SR

(essential thrombocythemia, ET) S0l QUC}.

(polycythemia vera, PV), 2EH&dE A

Bl

Hu

ol

IS (primary myelofibrosis, PMF)

423lS (post-PV MF)

(post—ET MF)

o UCH

L

LESPN

3
SHEe XEO|&0ICH

iol2 2t&0l 0l

=

Ko
Wl
Ok
0

Bl

oJ
B0

JAK/STAT

i0J
£l
1o
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ANE &M e

Ct. =& ZE2AMHE 0|4 (allogeneic stem cell transplantation) 0122 2tXI= 0|12
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JAK1 b JAK2S| A& X

2l El € (ruxolitinib) 2

=
=24

FAIZICE.

JAK29] SAHPHOI(JAK2 VB17F, JAK exon 12)

2 ot=
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= TT
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il
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ol
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SHH
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2. wild-type JAK &ISH
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3. ¢H8Ad &3 AR
3.1. A9 HFHAE : SA2IEIH0loE

Table 2-1 Registration stability batches
Batch Date of Batch size Manufacture Process Type of batch
manufacture site
0B-340- 04, Oct 2008 244 kg AMPAC 3B Pilot batch
DO1R
08-340-002 24, Oct 2008 177 kg AMPAC 3C Pilot batch
09-340-003 11, May 2009 58.7 kg AMPAC 3B Pilot batch
09-340-004 12, Mov 2009 76.1kg AMPAC 3B Pilot batch
Table 2-2 Supportive stability batches
Batch Date of Batch size Manufacture Process Type of batch
manufacture site
1014001 5, Nov 2010 114 kg Movartis ' 3B Prototype batch =
1014002 5, Nov 2010 116 kg Movartis ' 3B Prototype batch z
1014003 5, Nov 2010 11.5 kg Movartis ' 3B Prototype katch :
1014008 17, Nov 2010 11.5 kg Movartis ' =] Prototype batch

{1) Novartis Pharma AG, Basel, Switzerdand. (2) pilot scale

3.2. AFY 4B YAE

« MZ=&: DSM Pharmaceutical, Novartis (Stein)

« SI|EHEH/ME: @ White, oblong, high density polyethylene bottle with aluminum induction seal
and HDPE child resistant closure, outer cap with a polypropylene inner closure
and induction seal (75cc, 60 count)[75HDPE6GO]

@ PVC/PCTFE blister packs (laminated plastic film made of polyvinyl chloride
(PVC) and polychlorotrifluoroethylene (PCTFE)) backed with a heat sealable
lacquered aluminum foil[PCTFE]

« ANEINR: BeHAHE CIAt2I0l 0ISIRAUCH.(Bmg, 25mg 2 3BHXI)

Table 2-1 Description of batches manufactured by DPI
Batch
Date of size Drug substance
Strength Batch Product code manufacture Batch type Site of manufacture [tablets] Packaging batch
5mg A45578H 6003051.001 22-Jan-2009 Pilot' DSM Pharmaceutical 62 500 7EHDPEGOD Ad44524
5mg A4631TA 6003051.001 10-Feb-2009 Pilot DSM Pharmaceutical 375,000 7EHDPEGD A45027
5mg A4T2204 6003051.001 09-Mar-2008 Production DSM Pharmaceutical 625,000 75HDFPEGD A44524 & A45027
25mg AS51341B 6003055.001 289-Jun-2009 Production DSM Pharmaceutical 125,000 75HDFEGOD AS0606
25mg AS1342B 6003055.001 289-Jun-2009 Production DSM Pharmaceutical 125,000 75HDFEGO AS0606
25mg AB15224 6003055 .001 11-Jun-2009 Pilot’ DSM Pharmaceutical 12 500 7EHDPEGD A45587
Table 2-2 Description of batches manufactured by Novartis
Batch
Date of size Drug substance
Strength Batch Product code  manufacture  Batch type'  Site of manufacture  [tablets] Packaging batch
5mg H851JG 6003051.002 3-Mov-2010 Filot Movartis (Stein) 250,000 7EHDPEGD 1054001
5mg HB52JG 6003051.002 3-Nov-2010 Pilot Movartis (Stein) 250,000 7EHDPEGOD 1054001
5mg HB53JG 6003051.002 4-Nov-2010 Pilot Movartis (Stein) 562 500 7EHDPEGOD 1054001
25mg HE854)G 6003055.003 4-Nov-2010 Pilot Movartis (Stein) 37,500 7SHDPEGOD 1054001
25mg HE855JG 6003055.003 3-Nov-2010 Filot Movartis (Stein) 100,000 TEHDPEGO 1054001
25mg HB56)G 6003055.003 3-Nov-2010 Pilot Movartis (Stein) 100,000 7EHDPEGD 1054001
1

Granulate is production scale (120 kg), tablets are produced at pilot scale.

« AI8Z21: AIgJ12 Set &

02

=0 A

1]
1]
o
0o
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4. A3 I A=
e S H28XZXM1&0 2, HNME-REH HE A2 & 24 SHAMNENZE HIENWH=sH, 1-3HE
BIEENSHAENEZ 236HUCH
LP
NHER | Study No. [ & X A8 | 37| Roi71zt| 0 | 2@(ma/ko/day) 2zt
900 mg/kg &l F=Z I 7T
300 mg/kgwel 2 ARTL AL
T06-06-06 P = x | ctal |Z7 |0, 100, 300, 900 (2. MZE Z=2ofM DHEE =M
HEE SXT 2 =28 =2irS
- NOAEL: 100 mg/kg
CHS| &£ 04 —
%QI@, 5, 10, = 20 mg/kg=ollA &
A=A @12, 40 mg/kgTolM £
_ of 2AIZH ¥ PE LA Algere
—09- 7 X Cts 4 10, 20, 4 _

106709708 ” BT 510.20.90 Nyi5 Sho) cystol 40 mo/kg7I
of YoM YgHoz Ljekyol
53t
WE T, B A
NOAEL: #=7Z! 30 mg/kg/day, &

PYESPE Zd 60 mg/kg/day
T08-07-03 = @) §|TE7|T po |0, 5, 15, 30, 60 |TK: Cmax = &HAt 22|z o
- Aoz ZIISHKE %8, AUCo
= 8- WAooz 57}
ups = o o719 Huf =ZO0| jiﬂEEF ==
= A 6 mg/kg/daydllM F52| Hald
meAlE 2YES DRG0 ol2iAL BE
T, =ik, HET AR, helper
52F+63F Tcell &2
7-10- 7 - 75, 1.

T07-10-0 i O | smyy | PO % 075 15,3 6 lNOAEL: 1.5 ma/kg/day
TK: Cmax % AUC & 22 d|g
e o7k of A Zb MER
ojo| &t

5. % Zgd #AF AR
e SHA HM28XZMIT1EN 2H, NS4 HE NS & Ael&S0 248 NS LMAENEZE 2
=0t AL
6. QAAIFo #F A8
- AE S5SD BASEE £ DRAER BLERSEB XS AN BLERSE, VLR
2ENE T SrERIIS, SHLEEALSIIS F s8734S
- AE BHEY : 0 %2 YPE, SASO &3 012 A0 B8 & UL
QUHE X&
B3 45X 0 o S0 AT MOl 2P 4B BEA SFECL
M 832 £(CBC)E &0 A& = &0 S0l otHS & WMX 250 A 430iCH 2LIEHH6HH,
O 0l&F0les Moz ERE [ AAISHCLH.
=3 2%




a

00

10}
K]

-+

™

15mg & 1 2
20mg & 1 2

&

-

=)

i

100,000 ~ 200,000/mm®

200,000/mm° ~

Xoll, ol

o)

= Xl

K

Jt 50,000~100,000/mm?®

A
e

A

il

R0
Kd

00

Jb 50,000/mm?® O

A
s

2

Il

o)
(]
Kq

9]

iof

ol
0
Kl
ol

0l

2F
S

Wk

o

t=2

Jb 100,000/mm?® 015

A
e

A

[l

ioll
0
Klo

=l

il
Uk
Uk

<]

)
Ok

R0

7o)
(]
&I

Il

3
io

= Xl & 01 OF

=
[

ION

0L
0l

Wk

10}
K

)
ol
J
T
TS}
n0

|OICt.

=1

 SS 25mo& 1Y 2

K

ol

a

ol

ol

-

0
K

ol

Ju

ol

3
Kt
E

o

oll
00
<+

J

u.
o

ol

I
)
Kl
Bl

R

23

B2 E

Folokg/F o §F/F 713

12 s

6.1. AA A A& (Clinical Data Package, CDP)

6.1.1. /1.

@A

§ Clinical Pharmacology

94

3
r

F INCB018424

140 7| 73750

89 A4

[INCB 18424-131]1 d7gt
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%, B3-§F 37 AAY
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2.6~3.6A| 7,
215 (104%;

ti/2
&

5~200mge] AA & HelA o
3

p
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=
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HA] AT Fol Aol A Hdl A HH+= 15mgolA 65%~
-15mg bid, 100mgel A 95%
25mg bid,
50mg qd, “AHE fl
50mg bid, -SAE: 357435 (50mg bid)
100 mg qd, -71 &3 AEE FE, A=Y, 93 AAE
EE 9of 9 &3
-SHEAL A Ao A gk W AeF gle

= 74
3. [INCB 18424-133] INCB018424 <Fs3g ® oFzl gl tf3dl Ketoconazole ¥ Erythromycin® &3E H7lsl= 2
-3 4EAE

-7 A4 -S4 EHY bmg 4 -oFE 3} *INCB018424°]  oF&sF ¥ ofg/gfo]  ojél
-A8 369, Fol|-10mg W3] ATFo -9k A ketoconazole (F& e CYP3A4 <9A4]) H&
314 1YY gEFo  5Yo|-2kHE} erythromycin (&X2 CYP3A4 9AA)e &7
ketoconazole (ZEZE 1) X 7}
= erythromycin (ZZE 2) -Ketoconazole W& FoJA], INCB018424 Cpax
I HE Fo. 2 AUCw: 57HZZ 133% 2 191%), tl/2+
29RE 54717, FIE 1 3. 7Nz A 6.0A17te. 2 FT}
929 FA@AE 47 1Y 2 —erythromycin W& FA], INCB018424 Ciax
3], 200mg ketoconazole 2 AUCi =7HZAZF 108% 2 127%)
L = 500mg erythromycing -Ketoconazole¥} ®-&5Fo¥ INCB018424 10mg
° B ol °] STAT3 <Iits #F& 9 ¥ A=

(70~80%)¢F © 2@l 7]7H1~8AIZH) JqA|E =+

™, erythromycin¥} W-E&%Fo] & #zw STAT3

ol3kE o)A INCBO18424 &= EofoA] 73

B Ao} FAEL

-2 gl

-7} &3
1:'O

—A
=

e
at
I

4. [INCB 18424-134] INCB018424 @3] 7+ %o & Mass Balance % A1 Z23d& Hrlsh= #l-37] A4
A8

oIS

-7 A4l w4 [-100uCi C-INCB018424 -Fold WAls e 3488 9553 + 4.93% (AW
-6 25mg & - 2 oA ZHz; 73.61 £ 10.18% 2 21.92 +
-26mg @3 A5 5.95%; Fol®| #HlC- INCB0184244 Fa HHH
AEE W), d9 2 g4 F INCB018424-1-
g WMAbse Fo 2*1{} ool Hu ¥F T=

(2 oft
oX, 1o

Oﬂ t:tl—?‘sl-
" -84 ) gl AUC,s Hi H &S 2990
° ng ol A ozt o X

~OAA ZestdE: wEgEe TR Sadd ¥
xsiH, % & 7 FAs giAkA] (INCB027598
2 INCB025264)% F& A=z 2ad
(AUCo—24°ﬂ NZxe w 2338 30% L 14%)

-2, SAE 1%

5. [INCB 18424-135] INCB018424 <f5st gl of2lsle] t)dt CYP3A4 FF=A19 adE Hrste ehi-37 d4A g

-7 4 -52¥EY 25mg A4 -%F53} *INCB018424°]  °F&3) ® g gpe] i gt
-2474 -50mg @3] 45 —oFA A rifampin(4& 8 CYP3A4 FXEA]) &= rifabutin
DA 19 2 A 34 A7 - g} (5% CYP3A4 #%=A)28 &3 FH7}-rifampingl
14 s o], Xﬂ 13¥9l| rifampin e BHF Gl FPol ¥ rifabutin 7978
I HE Fo |2 g en, 2T E]9 Huo) wjel AT E2 F

A 3YEE A 13Y7HA £
600mg rifampin (300 mg A -Rifampin ¥-&A] INCB018424 Cpax %2 AUCE
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x2)& 1¢ 13 A+ F9 747} 52% 9 71% A, t1/2% 3.3A2kelA 1.7
Patht_ Sevny e o AN7ro g i
o dede  owt tmiwt b -8 tARAIINCB027598 % INCB025264)%}
o e ZaelElde] AUC & oF 229% T
mee e oegees  wmw -Al 344 (rifampin & 7] $)o| rifampin &3+
FAHCmax 29% 724, AUC 55% 72)
-rifampin H-&A] INCB018424 AU =9 A&
o= Esla of sl FAoA {3 W gl
<. ol FElEd o] & INCB018424 thAlA] <]
Aol Z7rety] Wit s FAE. wr &S
4% a7 S
-Alg SAE ¢l
-7 &3 AEE 94, 9EHz
WAL BEAS AR ol flE
6. [INCB 18424-137] ©3] 25mg INCB0O18424 Fof & A7 e A A dxte}l thekat =59 1t 7)Aol st
oF5sld adE vwsteE -3 Jrt
-theFet o] 7H-SFA4EEY 25mg A -9k 53} A%, F5F 2 55 ) FAeA
ol A 9 A -25mg @3 ATEY, FE|-4HA INCB018424 2] AUCE A4 2H71%5 v dAtel] H
o A 9y AT (2 1H71%%) -<fg s} & Z+zF 87%, 28% L 65% F7F. Coaxs 93
-32% (2 8%) | BE(AFE el zto] Q1S (p=0.68). t1/2%= A< 2u) Z7}
CH(Z5% 1Hem -17E A A AF e 55 1 G g
D&% o)) ol freldk ke stA ol §le. TT el
Aol A STAT3 4kst 9] o A4 4=
174 = A% A@As fAER oL, Tl & 244
ol &ado] 30~40% FAH L, 36-48A1%F Foj
of VA= 3 5H(&A IFH)
-A, SAE $l&
-ADR: 75, ofFoj A, e shubad, Wik
AL, FEAS AAE ol Sl
7. [INCB 18424-138] 773 & Aol Al INCBO184245 @3] Fo] ¥ Moxifloxacin¥} Humah= v w4 QT 7t
Ae| F7}
A7 A -E28EyY 25mg A -oF5 5} -ICH E14 Al we} 38 5 A
-50% -256mg %+ 200mge 93] |-¢kAA QT-AAel vste] &4 7S TFe%e. ¢
AT, F5E -of2 g} 95% A= 3ol A43AZ 10 msec ©]4F Ho]
w7102 S
1% % Q] oF
« A o) = oF: Moxifloxacin -A SAE §1&
400mg -7 &3 AE= FE(MEE H43)
-AdHAL, FEAST ol gl
8. [INCB 18424-142] 93] 25mg INCB018424 Fo] ¥ A3 A4l ARt thafat =39 Al o] 2 FoFEN
of et ey aE Husts dhd-Fo) Ht
- e A|-F4AYEY 25mg A -5 8t -FZE 1~4°A49 21715 3 INCB018424 ¥4
ol a9 A} -25mg @3] AFEY, FE O |-A4HA &5 BASH R fo8 dd #AA ¢l 671
L Nl AZTEI(ZY N7)%, N=8) |-oFd IS E b H FEE gEvE Aol= A9 ¢l
-40 FASTE2(HF Al N=8) 1
FATEI(FST 217l N=8) -STAT3 Q4t8} =5 FAITE 1~49)49 <F=st
1% IAZEAFZ NN, N=8) o foJdk zto] Y&, FTEGCA, oFHd &4
A3 E5(ESRD&FA], N=3) 2 FASE 1~49 W9 FAME IZIEHA,
A3 EG(ESRD&F4], N=4) STAT3 <latsle] oAl= 8~48X7Fo] 50~60%
AR st g4 A,
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[e}

-A}ak SAE f1&
-7 &3 AR

—RE Al

=]
=

A= =4
T

Bl Adas 3

ol el a7t A Flomw,

7-48%. E’_

=
-

i =s |
= =

%1 A}yA /\].

AT EA HEA

A%, AAE o1 9

Cohort 1:

Cohort 2: subjects
Cohort 3: subjects
Cohort 4: subjects
Cohort 5! subjects

Cohort 6: subjects

with mild renal dysfunction (CLcr 50 to 80 mL/min).
with moderate renal dysfunction (CLcr 30 to 49 mL/min).
with severe renal dysfunction (CLcr < 30 mL/min).

with ESRD receiving hemodialysis (dosing post-dialysis = dialysis pre-dose).
with ESRD receiving hemodialysis (dosing pre-dialysis = dialysis post-dose)

healthy adult subjects with normal renal function (CLcr > 80 mL/min).

§ Efficacy & Safety

1. [INCB 18424-251] <144 =45 PME), 4 AL+t
s e

SL2] 0 =

=T a1l o

%o FHAFZE (PPV-MF), =&

2T il o

(PET-MF) &xloll Al JAK2 <AA] INCBO18424E 77
& (interim report, data cut-off: 2009.12.31.)(N Engl J Med. 2010, 363:1117-27.)

cowey A

Folst= Al 1/2“, E}%—%ﬂl A

1/2

A}

-PMF, PPV-MF|-&432Eld 5, 25mg A -MTD -MTD: 25mg bid(3E1) DLT: 27425
EE PET-MF &H-5213 #Agle] A5 Fo |-fFaxd: 100mg qd(#E2)
2} <KBE1> £FF7HE~69/7) | & 7], MF|-PK: 10~100mgell A linear pk. MF £kx}ol A 9]
A2 zlgkE @xH-25, 50, 100, 175, 250,| &4,  4Fel| PKe A749d3 A
+ Lille (Dupriez)|350, 450mg bid A, PS -PD: 50mg ©°]4¢ BE qd ﬁahql EE bid &
A Al 2=glol| et - ZF (53] 1bmg ol €32 1719 ¥ CRP &+
%7& T 1YY |<KBE2> UiA regimen -5 8t (8% 2AAS oAl A7, ] o] ~2}el
o7 BEFHYAY 5|Dqd LH(E~6/7): 25, 50,|-oF= &) A pSTAT3 Ao ##E"E MF A
= _w_ﬁﬂ ol >[100, 200mg qd INCB018424 A& 2-4FF ¥ 7173k g A} A
10 cm9 F44|@AE=(6): 10mg bid AFAEE FFo07 B, HE3 gF vk
17 ¥t 7F 2o oF|@induction/maintenance(7): #dgo] HEd
s} 25mg bid 2cycles—10mg bid
-AE 2067, 5EKPE3Z> MAugaFo] okHA <FrEARD>
154 824 HHE A uet —Overall response: 1259 33.1%7} 944 /R4
ek 24) S HAPF 4 o]Foju})
D17(~307): 10mg  bid, —‘3]743-7] H7 dol (27 wolx=gkel v >
25mg bid, 25mg qd, 50mg 50% #As 9} H]E—‘ 4520l 37.7%, 24
qd ol 43.8%, 725 23.6%. H £4 ¥ &

@2 (~2078)

FollA o ¥ AARE _H_%‘

@3 (~708)
-8 4¥>200K/ul: 15mg bid
-84 ¥<200K/uL: 10mg bid

—247F0]

A AP,

N=17)

MF S48 97

-9 (1A A giv] ¥ &4 (MRD > 35% FA)

717r: Kaplan—-Meier FAZHEFSE) 1225 (F g

Ve, 7HEE

2, obzh wg U W E3/28E)(FUFDE 50%
o AA &L Aol we o

7FA[Table 271.

AH oz f4%

—AIZEel whel Al St

—0S(E4): 19 AEE 96%, 29 AEE 90%
<QHHA>
—A].u]—- 11tﬂ
-SAE: 46.1%(F= #9)
-&3k AE: WY, 4373458 vd), dAE
Rl
-353 3, 455 AE: W8, dxup3aF
- i AAGER R A e F
3|59, @& ga, A S
2. [INCB 18424-351]1 91 Z5AM &= (PMF), I A7 =712 o Z548= (PPV-MF), &= EgA d4%
Z7VE Fo FHASE (PET-MF) 3217 JAK 9A#A] INCB0184244 & ZAF Fojots 29 ulAg, o|ZF-w7, ¢
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o= AN

-PMF, PPV-MF|-%242Eld 5mg 4 - 128 $ =X 27K E S 2369
T PET-MF % MRI ®:= CT|-245 5 WZ&40] =35% A2t €Akl vg
A WZ}%% g AHEEd — pRpSa—
s71& Agol A-BATG > 200000/l 245 Zg| | Reolitnd 05 | A 0772
A, BeA m= E| 20 mg bid 3 B 87 659 (41.9%) 19 (0.7%) P
Yoz  oAlol|-8AF: 100,000/ul. -|o]  wlo]xz} |(95% Cl: 21.3 - 36.6)| (95% CI: 0.0 - 5.0) | <0.0001
et A“é-%& A &| 200,000/ul. : 15 mg bid |2l & & ¥ ¥
AZE e A (i, 3 meh35% ol #-243F 5 MF 2 24857 =50% AW dahe
] &F 3 A 25mg bid) A DA me: NPT 2L dwlA 47t 45.9%, 5.3%
#L9Y Ee F3 o ml& (P<0.0001)
ANPFE 28 /.| AL EiE P/} Fofstr |-y —245F T MF & 2445 45 4 943 6.9, 4
>10 cm® WP EE G} 2475 EE T otst T4k 2.0
g WA AR orslis Aape] de ~0S: F ol A Fdghol wdkatA 23
© |-240% A, 309|9/ 367EF LHEe}, 1A Bk 7| 7M7) YRR o] ¥ x}7) ukS- )7k =
R el TdHYE WHAA P Farel mekahA Sk, obA whg A1 (73.9%)
Zre o2 w3} FHH
3 ~Abk NFE 5.8%, okt 6.6%, $1ok-A T
o7 Wy 19
-AE: Zt7} 97.4%, 98.0%
(B °1 47.1%, 44.4%)
-&3t AE: 2594 #A(FHxA1AF WE), of
A g, 7, A He
-SAE: 247} 27.7%, 35.1%
-&3 SAE: 79, &3
AL ol aw Fa, 8N Fa,
x| s
3. [CINC424A2-352] 9'#4 25473 (PMP), 14 AdT 3715 $9 25485 (PPV-MF) & 2Ze4 daw
T 59 =475 (PET-MF) $45 didos 4o AaA (BAT)SF JAK A4 INC4247 & vlushs 249
Bl 7 91 A 7
-PMF, PPV-MF|-%42Ed 5mg 4 -1z W F | =A8717HEG g 50.1
Y PET-MF g MRI ¥ CT|-Hg&2 0] >35% Dﬂ& $hape] ul g
A w A2 EF g  AHgstd ...
) i Ruxolitinib
xo] 7 X o¥ -FAPF > 200,000/ul :[48Fe] A i BAT (n=72)
A s 20 mg bid gk W &4
~"2%S 100,000l —-|o]  wlolxEH | g 41+ (28.5%) 0% (0%) P
*l—ﬂiﬁ r= %‘Z_]' 200,000/UL : 15 mg bid ?J o = l?. Eﬂ 3 (95% CI: 21.3 - (95% CI: 0.0 - <0.000
AsE 27 PR |(Faws, sETrl 9359 o 7% 36.6) >0 !
>5 cm® W W& F3h Hd 25mg bid)  |&% PR 04 463 (31.9%) 01 (0%) P
el o Hl& o | (95% CI: 24.4 - | (95% CI1: 0.0 - | <0.000
-150% A&, 129 -0} A o 40.2) 5.0) 1
Yy FAReE(E
3% wﬂlﬂﬂ 1460, -H1g &Aoo A 35% ol AT Wik A Al
BAT 739) b FAg AFT 12.295, BATT 15.43F (%

-4870¢Y

—*Pﬂ A @4 4.1%,

T n=1% I+

e}
T o=

$)

14 ofv) §1g)
-PFS, LFS % OS: AI8t4 o= F2J3k 2fo] gl
3] 2 sk NG ToIA AR EA

BAT< 5.5%

BAT< 90.4%
EEICES N
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7. =9 ALLE3}o] #AF AR
« 01=2(Jakafi® tablets 5, 10, 15, 20, 25mg) : &1JtY 2011.11.16.(last update: 2012.6.21.)
. 28 (Jakafi® tablets 5, 15, 20mg) : 812t 2012.8.23.(last update: 2012.10.4.)
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