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CYP2C8HEH ARENOMAREED L | 2 b 0 3EH O
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rank#sE © p<0.0001), ¥
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VOSEER A AT 2 BEEHARTREE SN/,

100
~ 80 -
x
ﬁ 60
#
®
i 40
4
204
O_
T T T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40 44
Subjects at risk 'EﬁFEﬁ Oﬁ)
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L2, ADT™OHHT T, KL 7T RELET L2 % H

We LZEHEWT v & 2 LREBRDSFE i & 4072 CH R AT o 5

BI105261, HAASLBI) o AHKIEETIE AR 240mg# 1 H 11854 H e

PG L7z FEFHmIE B A (0S) K OVHH g 2 12 50 <

SERSTEALEHIR ((PFS) & fE Sz, OS@ R AT (AT A X >

b 4200) O WL S ICHREIZRFECTH 72 DD, K

HIFECHAIEMICEE LR ER AR L7 (ONY = FI 0 0.671. 95%

fEHEIX M 0 0.507~0.890. EHllog-ranki®5E - p=0.0053), F7z.

rPFSO R Ll I3 RAN AT E, 77 v R EE22.087 H T, RAIHE

THEIMEAMICAEELRER 2R L2 (N — FIt 1 0.484, 95%(E1H

X4 :0.391~0.600. &Yllog-rank#5E : p<0.0001), ©

EDEAF v 2 Tly il L O BB IR S N2 EBE (BREDL O A
O¥pErid. CTXUIMRIC B W T H FIB MR S W2 BH) AR AN
SN7ze WIEER L) ¥/ SHiER O AL AT 2 BEIRIF Sz,

1F2) BURVERT S IE 120k $ AADT (5 > ¥ AMEDH4ERT E TS T LTHED .
/“B$UW®%ALE5) R EN.

H3) WA 2 A A RN I B ANEREE L LT, O6Y 1 2 VELN D
Rt &bk G (g G555 v 4 2EE2» BUNTH Y . 2T >
& AALHT W L OB BGHEAT UL M PSATEOMATED 5 LT 722\
AR ), @13 — A DOBUTHRE R COTIIHFR Sz,

H4) VR LB % it L TR WA ICIE, T v ¥ AL 14H DL ERi2 5
MR EBA 2 BT 5 2 L & &N,

100 4

804

= 60
x
b

4 40 4
M

204

04

0 3 6 9 12 15 18 21 24 27 30 33 36
AR
Subjects at risk
PR
Sl

527 524 509 502 473 456 387 263 142 59 16 3 0

525 519 513 500 490 467 410 289 165 60 14 3 0

—e— TJS5tR ---a--- FFH

OSMKaplan-Meierih#: [PCR3002:%88 & xh 4TI R B
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404

EOEEBEBTE(%)

o

RAIE

204

@

T T
0 3 6 9 12 15 18 21 24 27 30 33 36

8B
Subijects at risk
JS+R 527 488 437 381 325 240 229 140 57 14 3 1 0
A 525 498 469 434 389 326 315 194 89 21 2 1 0

—o— JSER ---ane &
rPFS(MKaplan-MeierBi#E [PCR30025X8% b4 AFH T R 5]
RHN B3P & N7 e TRl S B1524451 (H A N 28%1 % & ¢
31561 (60.1%) \ZEIWEH 25320 Hiv7z. ELBIEH X, FiE11461
(21.8%) . 5763050 (13.0%) .« 1ZT V6661 (12.6%) . % A FERE42H]

(8.0%) . FUIRBRHEFEAR T HE2561 (4.8%) TdH - 72,

18. ZExhEE
18.1 {EAF

TV Y IR, Ty Rayr o7y Fary SHEE(AR) O 7

¥ RGO G EFHAMIZHET 2 L L 12, ARDOENFE
T HE L. AROIRG [N &3l ~ o0& & &U’HE’JJ@{:&%@%

BrRHETLI L), AREN LAY 7PV mERHEL, 7
M Fm*f“‘/ﬂ(ﬁ*léﬂ@%@ié&ﬁﬁfﬂfﬁwé LEZLENDT,

18.2 HUEBHMR
T2VE X NIEL in vitroRRBRIZ BT, b MRIZIRRE RV CaPill
fatROREGE 2RI L 720 720 in vivoilBRIZB W T, ARZFEH &
7z MEIZIAE I RLNCaPRIRa M 2 B2 FRAE L 72 KRB ERER S
R0 4342 (SCID) ~ 7 AL B\ CIESHEGHINGIE ) & 7R L 7217~

19. B CRET 2EMLERIFR

*ﬂxﬁ’]%ﬂ © 779V % 3 K (Apalutamide)

1t % 4-{7-[6-Cyano-5- (trifluoromethyl) pyridin-3-yl]-8-oxo-
6~ thloxo 5, 7-diazaspiro[3.4Joctan-5-yl{-2-fluoro-N-
methylbenzamide

253X 0 CaHisFaNs0:2S

e 477.43

IR B~ RE OB

=i .

HSC\

I=

I
N N
Y
EhOA T 194~196T

AR Log P = 2.89(1-4 %7 ¥/ —)v/pH 7.0V » MG #E1E )
wE D Tk ]\ﬁl\') WAZETR T, T8 7 = VIR RETIC]
L KICIFEAEE TRV,

20. BBV EDEE

INNBOFOIR» R VETIZRET ST L,

AEREM
PESESH ) A 7 EHIETI 2 SEE D B BYNICE_T 5 2 &
22. ‘@A
568E[8%E (PTP) x 7]
23. XEXW
1) HPVER 70V E 3 ROHEBAS 5 B R R (PCR1021)
(20194E3 H26 H KRR, CTD2.7.2.2.1.1)

2) fHENER TV E I FoRBIEE Y AT 5 ABIRPUERT L
T R LR 9 A B R B (PCR1008) (201943 A 26 H AR
CTD2.7.2.2.1.2)

AR 7OV 3R ORISR S S R G (ARN-
509-006) (20194E3H 26 HA&FE. CTD2.7.1.2.1.1)

4) FAER D 70y 3 RO IS 2 ERR G (PCR1011)
(201943 H26H AR, CTD2.7.1.2.2.2)

FEPER TNV I R OIS A SIS 5 ME
(FK10658) (20194E3H 26 H A2, CTD2.6.4.4.2.1)
FENEER : 78V y I FOAEBFWEYHEET VY I 2L
— 3 a ¥ (FK10644) (2019¢3H26H7¥\m CTD2.7.2.2.3.1)
HWNEE D 70OV Y I FORFERER E RS 10T S BRI
(PCR1018) (20194E3H 26 H #&Z2. CTD2.7.2.2.2.1>

8) HPEHL 1 TV I FOMBEK A% 0% & L7z WA Bk
FA#ER (PCR1012) (20194E3H 26 H &R, CTD2.7.2.2.3.1)
PR - 70V 8 3 R O R BARPUTE R 37 B R E E R
&L 73R AE 3k (PCR1020) (20194E3 A 26 H A& FE.
CTD2.7.2.2.3.2)

FEPERL 7oV 2 RO vitro3EWANHAE 38R (FK10661)
(20194E3H 26 0 #&32. CTD2.6.4.7)

KGR - 70V 2 RO vitro WA HAE 3R (FK10651)
(20194E3H 26 H &8, CTD2.6.4.5.4.2)

HPERL D TSV 3 R vitroSE AR E A F 35 (FK10660)
(20194£3H 26 H &7, CTD2.6.4.5.4.2)

R T TV 2 R D vitroH I AR EUER (301091248)
(20194E3A26H4&GE. CTD2.6.4.5.4.1)

PG - 78V 2 NDin vitro3E WA H AR 35 (FK11028)
(20194E3H 26 [ #&32. CTD2.6.4.7)

Smith MR, et al. : N Engl J] Med. 2018 ; 378 : 1408-1418
AR 70OV 3 FORMIERE A9 5 0SR20k
2 [ R (PCR3002) (20204E5H29H #4&E2. CTD2.7.3.3.2.1)
Clegg NJ, et al. : Cancer Res. 2012 ; 72 : 1494-1503
HWEE D 7V y 3 FoPUESESE (DR-10-001-PHARM)
(20194E3 A 26 H #F2. CTD2.6.2.2.8)

FPEE 7oV s 2 FoPEER)E (DR-10-002-PHARM)
(201943 H 26 H #&z2. CTD2.6.2.2.8)

MPWEE 7oV y 3 FOPUEES S F (DR-11-004-PHARM)
(20194E3H26 1 &2, CTD2.6.2.2.8)

24, XHFEKERUVEWVEDESE
Yoy 77 —<HREL ATAINVA T r AT a sy —
T101-0065 st #ET-1% H X 76 i FH3-5-2
71) =% 4 X)L 0120-183-275
WWW .janssenpro. jp
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26. RSERTEES
26.1 BHEER5ETT (BA)

Yok r 7y —<HA&EH

T101-0065 5T HT-1X H X 76 11 FH 3-5-2
26.2 7OE— 3 1R#E

H APt

SRR X RERE TS 2 HEPTIT 14




