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36/9546l) . Biv(2.5% : 24/954 fl) FT LT,

@ FHBF CHRIFRENROEN 2T L— R 3L EDRIERAIE. FPEREIAMY (0.5% 1 5/95461) T.
RWTHME(0.4%:4/9546) . P ANSFVET =/ FS VR T 1 5—E1EN(0.3% : 3/954 61)
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MiedDRA Ver.21.0 27L—K | JL—K3ME | 27L—K | JU—R3LLE
n(%) n(%) n (%) n(%)

7 68(7.1%) 2(0.2%) 24(4.3%) 1(0.2%)
ETh 36/(3.8%) 0 15(2.7%) 0
B0 24(2.5%) 0 17(3.1%) 0
A 15(1.6%) 0 9(1.6%) 0
LHLIE 15(1.6%) 0 3(0.5%) 0
BERHE 14(1.5%) 0 6(1.1%) 0
R 13(1.4%) 0 4(0.7%) 1(0.2%)
FRHHFL 11(1.2%) 1(0.1%) 4(0.7%) 0
BmE 11(1.2%) 4(0.4%) 4(0.7%) 3(0.5%)
i 10(1.0%) 0 5(0.9%) 0
PRNSEVBPS/NSYRTTS—UE | 10(1.0%) 3(0.3%) 0 0
B 9(0.9%) 1(0.1%) 2(0.4%) 0
NETOE VL 1(0.1%) 0 0 0
SR 6(0.6%) 2(0.2%) 1(0.2%) 0
SRR 4(0.4%) 3(0.3%) 0 0
Meht U L E 0 6(0.6%) 0 0 0
BEULEY M 4(0.4%) 0 0 0

E ) BMNEUANEZOEVEA SFPEEAMER FPERECRA . [ 2D )L E VBIIR S E UL E Y MEIFZNZNEFEER T 1.0% (10/9544)

LTS,
E2) ABIBECIETROMIC, BHEQBIEIN 1 fIEREINTLD,

' — RIENCI-CTCAE Ver.4.03[C# L%,

ARAMIS SR BRICH T B 2EER. BARAEREDEERICALTIE. 22 MBI (28 ~32R—V) ZISHR
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MedDRA Ver.21.0 p e
BERASR, BB e The o The | TRe s e Tre | T e
2EIER 258(27.0%)| 24 (2.5%)| 3 (0.3%) 1 (0.1%)110(19.9%)| 14 (2.5%) O 2 (0.4%)
MRS IV VINREE 17 (1.8%) 3 (0.3%)| O 0 4 (07%)| 1 (0.2%) 0 0
Zim 9 (09%) 1 (0.1%) O 0 2 (0.4%) O 0 0
BIMEREIANE 2 (0.2%) O 0 0 0 0 0 0
U 2 INERRIAME 2 (0.2%) O 0 0 1 (0.2%)) 1 (0.2%)| O 0
YFORERIRIAME 6 (0.6%) 2 (0.2%)| O 0 1 (0.2%)| O 0 0
DEES 10 (1.0%)| 2 (0.2%)| O 0 3 (0.5%) O 0 1 (0.2%)
TENR 3 (03%) O 0 0 0 0 0 0
L EMEREER 1 (0.1%) O 0 0 0 0 0 0
IDEHEE 0 0 0 0 1 (0.2%) O 0 0
TREEJOvT 1 (0.1%) 1 (0.1%) 0 0 0 0 0 0
#RA% 2 (0.2%)| O 0 0 0 0 0 0
TEEE 1 (0.1%) 1 (0.1%)| O 0 0 0 0 0
IDERIEEE 0 0 0 0 2 (0.4%)| O 0 1 (0.2%)
iz 1 (0.1%) O 0 0 0 0 0 0
LRSI 1 (0.1%) O 0 0 0 0 0 0
BB JUREES 1 (0.1%) O 0 0 2 (0.4%)| O 0 0
BB 1 (0.1%) O 0 0 0 0 0 0
ClEREHHE L 0 0 0 0 2 (0.4%)| O 0 0
IRFE=E 1 (0.1%) O 0 0 1 (0.2%) O 0 0
AR 1 (0.1%) O 0 0 0 0 0 0
HRAOET 0 0 0 0 1 (0.2%)] O 0 0
BiEES 61 (6.4%) O 0 1 (0.1%)| 37 (6.7%)| 2 (0.4%)] O 0
PEERANIRR 1 (0.1%) O 0 0 1 (0.2%) O 0 0
PEERE S 4 (0.4%) O 0 0 2 (0.4%)| O 0 0
[i=E= 4 (0.4%)| O 0 0 1 (0.2%) O 0 0
LEEERRE 3 (03%) O 0 0 4 (0.7%) 1 (0.2%) O 0
BIFSH 1 (0.1%) O 0 0 0 0 0 0
fEh 10 (1.0%), O 0 0 5 (0.9%) O 0 0
T 15 (1.6%) 0 0 0 9 (1.6%) O 0 0
OREzE 9 (0.9%) O 0 0 5 (0.9%) O 0 0
+ BB 1 (0.1%) O 0 0 0 0 0 0
HIERR 3 (0.3%) O 0 0 0 0 0 0
i) 1 (0.1%) O 0 0 1 (0.2%) O 0 0
HHEOHUEN 1 (0.1%) O 0 0 0 0 0 0
BR 0 0 0 0 1 (0.2%) 1 (0.2%) O 0
USAMBR 1 (0.1%) O 0 0 0 0 0 0
BISHEIRTEm 1 (0.1%) O 0 0 0 0 0 0
BREERMRER 1 (0.1%) O 0 0 1 (02%) 0 0 0
T 24 (2.5%) 0 0 0 17 3.1%) 0 0 0
B 0 0 0 0 1 (02%) O 0 0
OREE 1 (0.1%) O 0 0 0 0 0 0
BBHm 1 (0.1%) O 0 0 0 0 0 0
I\BRERFL 1 (01%) O 0 1 (0.1%) O 0 0 0
IR0+ 3 (03% 0 0 0 2 (04%)| O 0 0
—f - EHEBEES K IR SEIORE 86 (9.0%)| 2 (0.2%)| 0 0 32 (5.8%) 2 (0.4%) O 0
HEIE 9 (09%) O 0 0 7 (1.3%) 1 (0.2%)| O 0
F95% 1 (0.1%) O 0 0 0 0 0 0
BE 2 (0.2%) O 0 0 2 (04%) O 0 0
AR 1 (0.1%)| O 0 0 0 0 0 0
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BAEFRE 1 (0.1%)| 0 0 0 0 0 0 0 ?é
"’y 68 (7.1%)| 2 (0.2%)| O 0 24 (43%)) 1 (0.2%) 0 0
HITEE 2 (0.2%) O 0 0 0 0 0 0
ERRk 1 (0.1%)| O 0 0 2 (04%) O 0 0
RIEEZAE 5 (0.5%) 0 0 0 3 (0.5%) 0 0 0
KRBl 1 (0.1%) O 0 0 0 0 0 0
FE 1 (0.1%) O 0 0 0 0 0 0
08 1 (0.1%)| O 0 0 1 (0.2%) O 0 0
FrBEXRES 6 (0.6%) O 1 (0.1%)| O 2 (0.4%) 1 (0.2%) O 0
FFEERE 2 (02%) O 1 (0.1%)| O 1 (0.2%) O 0 0
FFEEERAR 0 0 0 0 1 (0.2%) 1 (0.2%) O 0
BEUILEY MmfE 4 (04%) O 0 0 0 0 0 0
BPED S UFERE 2 (0.2%) O 0 0 1 (0.2%) O 0 0
OFAY ISHE 1 (0.1%) 0 0 0 0 0 0 0
=il Edst2 1 (0.1%) O 0 0 0 0 0 0
PRESIRZ 0 0 0 0 1 (0.2%) O 0 0
BE. PESLUUBESHIE 3 (03%) O 0 0 0 0 0 0
S 1 (0.1%) O 0 0 0 0 0 0
EHRIEBERER 1 (0.1%) O 0 0 0 0 0 0
HitEEsHT 1 (0.1%) O 0 0 0 0 0 0
HRPRRE 32 (34%) 6 (0.6%) O 0 5 (0.9%)| 0 0 0
FIZUTE/NSVRTTS—EIEN 4 (0.4%) 2 (0.2%)| O 0 0 0 0 0
FPANSFUBEPI/SYRTIS—EEM 10 (1.0%)| 3 (0.3%) O 0 0 0 0 0
M7 ILAYURZ T 79 —EHEN 1 (0.1%)| O 0 0 0 0 0 0
Mme 'YL E 00 6 (0.6%) O 0 0 0 0 0 0
meT L7 FZ V8N 7 (0.7%) 0 0 0 2 (0.4%) O 0 0
Mo P ERRR K SRR ZRIEND 2 (0.2%) O 0 0 0 0 0 0
MRERSRIEND 2 (0.2%) © 0 0 1 (0.2%)| O 0 0
DERQTIER 1 (0.1%) O 0 0 0 0 0 0
T —=JWIZISYRAT T S—EEN 1 (0.1%)] 1 (0.1%) 0 0 0 0 0 0
ANEZOEVED 1 (0.1%)| O 0 0 0 0 0 0
EFRRAELEIEN 1 (0.1%)] O 0 0 0 0 0 0
U 2 INEREURIA 4 (0.4%) O 0 0 0 0 0 0
YFOREREURIA 4 (0.4%) 3 (0.3%)| O 0 0 0 0 0
/) RE R 2 (0.2%) O 0 0 0 0 0 0
feEaE 1 (0.1%) O 0 0 0 0 0 0
rSYRAT7EZF—ELR 1 (0.1%) O 0 0 0 0 0 0
RERS 5 (0.5%) 0 0 0 2 (04%) O 0 0
REEIEN 1 (0.1%) O 0 0 1 (0.2%) O 0 0
BMERERIL 3 (0.3%) O 0 0 0 0 0 0
REB KORERS 22 (2.3%)) 3 (0.3%)| O 0 8 (1.4%) 1 (0.2%) 0 0
BRER 14 (1.5%) 0 0 0 6 (1.1%) 0 0 0
[i7%IN 1 (0.1%) O 0 0 1 (0.2%) O 0 0
EEEBE 1 (0.1%) 0 0 0 0 0 0 0
M 1 (0.1%)| O 0 0 0 0 0 0
SR 1 (0.1%)| O 0 0 1 (0.2%)| 1 (0.2%) 0 0
BhUD LME 4 (0.4%) O 0 0 0 0 0 0
[Sgii=]nitnd 0 0 0 0 1 (0.2%)| O 0 0
S PRERIMAE 1 (0.1%)| O 0 0 0 0 0 0
&AHY D LI 1 (0.1%)| 1 (0.1%)| 0 0 1 (02%) O 0 0
&7 bUD AIE 2 (0.2%) 2 (0.2%)| O 0 0 0 0 0
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HERADR B A R R R A R R
EIEHERS L UEEHEEES 27 (2.8%)| 3 (0.3%)| O 0 10 (1.8%) 0 0 0
BIERE 5 (0.5%) 1 (0.1%) O 0 6 (1.1%)| 0 0 0
HEE 7 (0.7%)) 1 (0.1%) O 0 2 (0.4%)| O 0 0
BAENAEAR 0 0 0 0 1 (0.2%)| 0 0 0
il 4 (04%) 0 0 0 1 (0.2%)| 0 0 0
BHOET 4 (0.4%)) O 0 0 1 (0.2%) O 0 0
s 2 (0.2%) 1 (0.1%)| O 0 1 (0.2%) 0 0 0
BAPSTE 6 (0.6%) 1 (0.1%) O 0 1 (0.2%)| O 0 0
ZRERIENE 1 (0.1%) O 0 0 0 0 0 0
BHERE 1 (0.1%) O 0 0 0 0 0 0
olis2 5 (0.5%) O 0 0 0 0 0 0

HERES 31 (3.2%) 1 (0.1%)| 1 (0.1%), 0 15 (27%) 2 (0.4%)| O 1 (0.2%)
= 0 0 0 0 1 (0.2%) O 0 0
TS 1 (0.1%) 0 0 0 1 (0.2%)| O 0 0
Bl 1 (0.1%) O 0 0 0 0 0 0
FEEHE N 11 (1.2%)) 1 (0.1%) 0 0 4 (0.7%) O 0 0
REEE 1 (0.1%) O 0 0 1 (0.2%) 0 0 0

BREPIHM 0 0 0 0 1 (0.2%) O 0 1 (0.2%)
G 13 (1.4%)| O 0 0 4 (0.7%), 1 (0.2%) O 0
R TR 1 (0.1%) O 0 0 1 (0.2%) O 0 0
IRFRIR 1 (0.1%) O 0 0 0 0 0 0
R A ZR R 1 (0.1%) O 1 (0.1%) O 0 0 0 0
sCiEES 1 (0.1%) O 0 0 2 (0.4%)| O 0 0
HERE 1 (0.1%)| O 0 0 0 0 0 0
EHEEaEESE 0 0 0 0 1 (0.2%) O 0 0
1RER 4 (0.4%) 0 0 0 1 (0.2%) O 0 0
—EMEREE M T 0 0 0 0 1 (0.2%) 1 (0.2%) O 0
IR 1 (0.1%)| O 0 0 0 0 0 0
BHEE 5 (0.5%) 0 0 0 5 (0.9%) 0 0 0
3D¥R 0 0 0 0 1 (0.2%) 0 0 0
NRAE 2 (0.2%)) 0 0 0 1 (0.2%)| O 0 0
SREE 2 (0.2%) O 0 0 1 (0.2%) O 0 0
PR 0 0 0 0 1 (0.2%) O 0 0
S 1 (0.1%) O 0 0 0 0 0 0
HEiRIEE 0 0 0 0 1 (0.2%)] O 0 0
BB LURBES 11 (1.2%) 1 (0.1%) 0 0 6 (1.1%)| O 0 0
BERtEEAEE 1 (0.1%) O 0 0 0 0 0 0
HEFR 1 (0.1%) O 0 0 0 0 0 0
Juilz 1 (0.1%) O 0 0 0 0 0 0
RIESRRR 1 (0.1%) O 0 0 0 0 0 0
SERR 3 (0.3%) 0 0 0 1 (0.2%) 0 0 0
ZIR 1 (0.1%) O 0 0 0 0 0 0
EHR 0 0 0 0 1 (0.2%) O 0 0
Br2 1 (0.1%) 0 0 0 0 0 0 0
BtkaERs 1 (0.1%)| O 0 0 0 0 0 0
PRREE 0 0 0 0 1 (0.2%| 0 0 0
FREA 1 (0.1%)| 1 (0.1%)| 0 0 2 (0.4%) O 0 0
IREBIES 0 0 0 0 1 (0.2%)| O 0 0
LIRS L UAEES 16 (1.7%) 0 0 0 6 (1.1%) 0 0 0
RURITIARAEAAE 1 (0.1%) O 0 0 0 0 0 0
FLEHER 1 (0.1%) O 0 0 0 0 0 0
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=R 0 0 0 0 1 (0.2%)| O 0 0 %
HEER 0 0 0 0 1 (0.2%)| O 0 0
pegialeiia 15 (1.6%) 0 0 0 3 (05%) 0 0 0
FLE5TE 1 (0.1%)| O 0 0 0 0 0 0
ES=v 0 0 0 0 1 (0.2%)| 0 0 0
TFIRES. FIZRE K UHithRmEES 10 (1.0%) 0 1 (0.1%)| O 2 (0.4%) 1 (0.2%) O 0
1S MHERAZ RS 1 (0.1%) O 0 0 0 0 0 0
I 1 (0.1%)| O 0 0 0 0 0 0
ERUSERE 4 (04%) O 0 0 0 0 0 0
FHEMETFIR R 2 (0.2%) O 0 0 0 0 0 0
5B 1 (0.1%) 0 0 0 0 0 0 0
FEEARIE 2 (0.2%)| O 1 (0.1%) O 2 (0.4%) 1 (0.2%)| O 0
RES KUK ME#ES 34 (36%) 1 (0.1%) 0 0 10 (1.8%) 0 0 0
BREAE 1 (0.1%) 0 0 0 0 0 0 0
7 UILF—MRER 1 (0.1%) O 0 0 0 0 0 0
REFERCIR 3 (0.3%)| O 0 0 0 0 0 0
piiz2S 2 (0.2%) O 0 0 0 0 0 0
BiERiTE 1 (0.1%) O 0 0 0 0 0 0
ZTE 6 (0.6%) O 0 0 4 (0.7%) O 0 0
HBEE 1 (0.1%) O 0 0 1 (0.2%) O 0 0
BT 1 (0.1%) O 0 0 1 (0.2%) O 0 0
ZSFFE 7 (0.7%)| O 0 0 2 (0.4%)| O 0 0
T UIF—Z SFEE 2 (0.2%) O 0 0 0 0 0 0
L2 0 0 0 0 1 (0.2%) O 0 0
i 5 (0.5%) 0 0 0 0 0 0 0
BRRZ 1 (0.1%) O 0 0 0 0 0 0
RREZIRRE 1 (0.1%) O 0 0 0 0 0 0
Eii7ve 4 (04%) 1 (0.1%)] O 0 1 (0.2%)| O 0 0
MEREE 59 (6.2%) 5 (0.5%)| O 0 20 (3.6%) 4 (0.7%)| O 0
PRBRERIRIMARE 2 (0.2%)| O 0 0 0 0 0 0
L 3 (0.3%)) 0 0 0 0 0 0 0
Fcy 36 (3.8%) O 0 0 15 (27%) 0 0 0
SImE 11 (1.2%) 4 (0.4%) O 0 4 (0.7%) 3 (0.5%) O 0
{EmE 3 (0.3%)) 0 0 0 1 (0.2%)] O 0 0
I HEmE 1 (0.1%)] O 0 0 0 0 0 0
RHEIREAEIEARR 1 (0.1%) O 0 0 0 0 0 0
RIEBNIRIMARIE 1 (0.1%) O 0 0 0 0 0 0
EicEd-al 1 (0.1%) 1 (0.1%)] 0 0 0 0 0 0
MmER 0 0 0 0 1 (0.2%) 1 (0.2%) 0 0
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B0 SRR, NS YR T IS —E LR FEEH T SRS, RLEIRISE. KIME. KR S 16 (EEHY)]
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ERX E 14
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BERAHEEAE gi ('J/)‘ k17 ';(—/ )“ 3.7 ';(:/)" 47 :(—/O)'* 5 %i (l//)— ko l;(;; 3 7 nu(—/)h 4 7 ln/(—/ ; 5
2BI(EF 14226%) 2 (32% 1 (16%) 0 40121% 0 0 0
MEH LY VNREE 3 (4.8%) 1 (1.6%) 0 0 0 0 0 0
#imn 2 32%) 0 0 0 0 0 0 0
PR 1 (16% 1 (16%) 0 0 0 0 0 0
BEES 5 (8.1%) 0 0 0 0 0 0 0
B E R Rk 1.(1.6% 0 0 0 0 0 0 0
) 1.(1.6% 0 0 0 0 0 0 0
TR 2 (3.2%) 0 0 0 0 0 0 0
=D 3 (4.8%) 0 0 0 0 0 0 0
i REBES & URSHAIDRE 5 81%) 0 0 0 0 0 0 0
BEEERE 1 (1.6%) 0 0 0 0 0 0 0
ekl 2 (3.2%) 0 0 0 0 0 0 0
e 1 (16% 0 0 0 0 0 0 0
AT 1.(1.6% 0 0 0 0 0 0 0
RE 1 (1.6%) 0 0 0 0 0 0 0
FiBEREs 2 32%) 0 1 (16% 0 1 3.0% 0 0 0
FFisBeR 2 (32%) 0 1 (1.6%) 0 1 30% 0 0 0
BRPRARE 2 (3.2%) 1 (1.6%) 0 0 0 0 0 0
FPANSEVEBTZ/ NSYATTS—EHEN 1 (1.6%) 0 0 0 0 0 0 0
IFCPEREGH 1 (16% 1 (16%) 0 0 0 0 0 0
M MREGE 1 (1.6%) 0 0 0 0 0 0 0
FERED 1 (1.6%) 0 0 0 0 0 0 0
EIMERAS 1.(1.6%) 0 0 0 0 0 0 0
REB&URBEE 5 8.1%) 0 0 0 1 30% 0 0 0
BHURIR 3 (4.8%) 0 0 0 0 0 0 0
Bk 1.(1.6% 0 0 0 0 0 0 0
IR 1 (16% 0 0 0 0 0 0 0
&AY Y LM 1 (1.6%) 0 0 0 0 0 0 0
SREMAE 0 0 0 0 1 (3.0%) 0 0 0
BREBOE 1 (16% 0 0 0 0 0 0 0
BBIERS LUBSEREES 1 (1.6%) 0 0 0 0 0 0 0
BAENRE 1 (1.6%) 0 0 0 0 0 0 0
B5 & UREEE 1 (1.6%) 0 0 0 1 30% 0 0 0
Z6R 0 0 0 0 1.30% 0 0 0
BikaEEE 1 (1.6%) 0 0 0 0 0 0 0
RS &R TS 2 32%) 0 0 0 1 30% 0 0 0
e 2 (32%) 0 0 0 0 0 0 0
E1i7R 2 0 0 0 0 1 (3.0%) 0 0 0
MEEE 2 (3.2%) 0 0 0 0 0 0 0
BB 1 (16% 0 0 0 0 0 0 0
SRREIRER 1 (1.6%) 0 0 0 0 0 0 0

J'U—RIFNCI-CTCAE Ver.4.03IC# U %,

[HBRER SR RIE]
REIEE 148 0B TSR 10918



N
(CEERH)

(n=954)

EFXFRFENHEGSE (ARAMIS)CEHIFS
AEEROBE(JL—

[FREREFBRZRHDEVER. RERERE (F—9hy b4 7 :2019F118158)]

I~ 5l)

=S b5 HH

A

NUBEQA

=
=
~
2
B
]

27— ROEEER 818 (85.7%) 439 (79.2%) 119 (70.0%)
TJU—R 3/4DBEER 251 (26.3%) 120 (21.7%) 27 (15.9%)
JU— R 5OEEER 38 (4.0%) 19 (3.4%) 2 (1.2%)
EELTHEER 249 (26.1%) 121 (21.8%) 26 (15.3%)
BEPIECESEBEER
2JU—R 85 (8.9%) 48 (8.7%) 8 (4.7%)
JU—R 3/4 5 (0.5%) 9 (1.6%) 0

Fizazi K, et al. N Engl J Med 2020; 383(11): 1040-1049
Copyright ©2020 Massachusetts Medical Society. All rights reserved. Translated with permission.
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FOERE CEEREET11.6 18
JORA—=N=8 =TV IN)VEEPD11.0 18
MERIRIRATIFDIRE (Fizazi K, et al. N Engl J Med. 2020; 383: 1040-1049.) TlF . BEBRIC K DEER|. PIEA FETFIOSHENSEH I N TLIEE A
ERTEEOZE MO 3N R—IZITBRLIEEN

2 — ML

ERXFRSENHEGSE (ARAMIS) ICHIFS
S5%LALICRBRULAEER

[ERBIRZMDIEVER, BRI (F—9hy b4 7 :2019F118158)]

19

== ik HH =S k5 HA

MedDRA Ver.22.1

VA /]
2JU—K | JUL—R3/4 | 2IJU—K | JU—K3/4 2ITL—K  JUL—K3/4
e 126(13.2%) 4(0.4%) 46(8.3%) 5(0.9%) 7(4.1%) 0
L] 93(9.7%) 4(0.4%) 52(9.4%) 1(0.2%) 6(3.5%) 0
ES1:077 86(9.0%) 3(0.3%) 52(9.4%) 3(0.5%) 4(2.4%) 0
T 71(7.4%) 1(0.1%) 31(5.6%) 1(0.2%) 12(7.1%) 0
&im 60(6.3%) 9(0.9%) 28(5.1%) 2(0.4%) 3(1.8%) 1(0.6%)
=IME 67(7.0%) 31(3.2%) 32(5.8%) 12(2.2%) 3(1.8%) 0
{&h 66(6.9%) 0 36(6.5%) 0 5(2.9%) 0
TUBs R 60(6.3%) 0 19(3.4%) 1(0.2%) 4(2.4%) 0
B 53(5.6%) 2(0.2%) 32(5.8%) 0 6(3.5%) 0
Ty 53(5.6%) 0 25(4.5%) 0 2(1.2%) 0
PRESREZ 51(5.3%) 6(0.6%) 31(5.6%) 3(0.5%) 5(2.9%) 0
mpR 43(4.5%) 10(1.0%) 30(5.4%) 8(1.4%) 6(3.5%) 0
FREA 36(3.8%) 16(1.7%) 41(7.4%) 14(2.5%) 2(1.2%) 1(0.6%)
BrRIES 25(2.6%) 1(0.1%) 29(5.2%) 5(0.9%) 3(1.8%) 0

Fizazi K, et al. N Engl J Med 2020; 383(11): 1040-1049
Copyright ©2020 Massachusetts Medical Society. All rights reserved. Translated with permission.
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CFREINE TS EIROBSPIECESZBWER : ABIBET 2561 (3.8%) . TS EREET 1341 (2.0%) [CHRESINT.
(AEIBECBF BRSPS : PANSFUBEF=Z/ SSVATIS—EEN 66l PSP/ SR T 5—EIEN 56 BEREEIREZ 34
FFERERE 2 6, dF cPERBIAME . ONMERAAME. RIEDEHRE. BIRE. BEAR. BREURITKER, FE. ZYUFES. BEXR. B8k, MP7ILAUR
RT7I—CEI. ¥ —TIWIZ)V IV RT T S—LEI FPEREES. 87 T UF VINE. B b U D AMIE. Bi71ET. BEERIE. RIEMRRE.
PbfEs. MEEARIE. 22, 7. REER & 101 (&R )]
(TS ERBCHIF 2R EPIIA  BEMMES 36, PR/INSFVBTF I/ SISV T S5-I 24, 0ELE £5RERERL. PS2UFP3 /b
SYRT T S—EEI MPTIVHUIRR T 79— 4B, BMmE. B, iR, NEN. SRS, ZiHLE. ST IREeERE. T
16 (FERSD )]

FECICESICEWER  AFIBET OB, PSRBT 36 (DVFE L. 25EFRIETL. BEMEHES 140 (RSN

(GBI S R TP E]
FHEE41.00 8. SR 167 1B
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[%E|/ TS5 REDRARBRNEECEBVER(F—I Ny b4 T 20215108 258)] o

MedDRA Ver.25.0 il A+ AD 5 TSERE (TS ER+ADT + REIFEI) %

6 (n=85)
N N N M R M NN

ZFIfEA 28(44.4%) 7(11.1%) 2 (3.2%)| O 38(44.7%)| 6 (7.1%) 0O 0
MRS KV ) RIEE 6 (9.5%) 0 0 0 3 (35%) 3 (3.5%) O 0
=1l 5 (7.9%) 0 0 0 0 0 0 0
RMERRIAME 1 (1.6%) 0O 0 0 0 0 0 0
FERMEF PERRIAME 0 0 0 0 2 (2.4%) 2 (24%)| O 0
SFRERRIANE 0 0 0 0 1 (1.2%)) 1 (1.2%) 0 0
DEES 1 (1.6%) O 0 0 0 0 0 0
EEMERISINGE 1 (1.6%)| 0 0 0 0 0 0 0
R BES 0 0 0 0 1 (1.2%) 0 0 0
ERIRBRIERETIEE 0 0 0 0 1 (1.2%) 0 0 0
RiE= 0 0 0 0 1 (1.2%)| O 0 0
TRRIEN 0 0 0 0 1 (1.2%) 0 0 0
BiaES 5 (79%) 1 (1.6%)| O 0 2 (24%) O 0 0
[Eflnn 1 (1.6%) 0 0 0 1 (1.2%) 0 0 0
BHER 1 (1.6%) 0 0 0 0 0 0 0
BR 1 (1.6%) 0 0 0 0 0 0 0
s =i 1 (1.6%) 0 0 0 0 0 0 0
EEBR{EESm 1T (1.6%) 1 (1.6%) 0 0 0 0 0 0
REBRIZE 0 0 0 0 1 (1.2%) 0 0 0
T 0 0 0 0 1 (1.2%) 0 0 0
ORRzIE 0 0 0 0 1(1.2%)| 0 0 0
—ii - EHRIEES JURSEMOIRE 8(127%) 0 0 0 8 (9.4%) 0 0 0
B 3 (48%) O 0 0 5 (5.9%) 0 0 0
RAHNEFE 2 (32%)| O 0 0 3 (35%) 0 0 0
FH 2 3.2%) O 0 0 0 0 0 0
R 1 (1.6%) 0 0 0 0 0 0 0
FEDEE R 0 0 0 0 1 (1.2%) 0 0 0
FriBEXREE 3 (48%) 1 (1.6%) 0 0 5 (5.9%) O 0 0
e 3 (48%) 1 (1.6%) 0 0 5 (5.9%) O 0 0
BRES LUFERE 0 0 0 0 3 (35%) 1 (1.2%) 0 0
TEXR 0 0 0 0 1(1.2%) 0 0 0
5 0 0 0 0 1 (1.2%) 1 (1.2%) 0 0
wREE 0 0 0 0 1 (1.2%) 0 0 0
Pz 0 0 0 0 1 (1.2%) 0 0 0
55, PESLUVESHIE 1 (1.6%) 0 0 0 0 0 0 0
EnfE 1 (1.6%) 0 0 0 0 0 0 0
BRFRIRE 15(23.8%)| 3 (4.8%) 1 (1.6%) O 8 (9.4%) 1 (1.2%) 0 0
PANSFVBPZ/NSVATTS—CHEM  8(127%)| 3 (4.8%) O 0 4 (47%) O 0 0
PSZUPZ/NSYRTIS—EEN 7(11.1%) 3 (4.8%) O 0 5 (5.9%) 1 (1.2%) 0 0
SFEREUR 2 (32%) O 1 (1.6%) 0 0 0 0 0
] RER 2 32% O 0 0 0 0 0 0
BMmEREL RIS 2 32%) O 1 (1.6%)| 0 0 0 0 0
Mmep T L7 F = V1800 1 (1.6%)| 0 0 0 2 (24%) O 0 0
T—JIWIZIESYRT T S—EIEM 1 (1.6%) O 0 0 1 (1.2%)| 0 0 0
Mmep7 IV AUIRR T 7 5 — 1 1 (1.6%) O 0 0 0 0 0 0
mepEy )L E 10 1 (1.6%)| 0 0 0 0 0 0 0
C—RInEZEBEEN 1 (1.6%) 0O 0 0 0 0 0 0




- K-8 /ARASENSEHER (mCSPC)

MedDRA Ver.25.0 i HE AR . < o= -
) ) T R — . T P S E—
BERADRBAE @i(%) " 71;(%; ’ 75(%; ’ mn/(%)h ’ 2% " 71:(%; ’ 7nlJ(%)h ! 7:(%; ’
DBEQTES 1 (1.6%)| 0 0 0 0 0 0 0
FERD 1 (1.6%) 0 0 0 0 0 0 0
{REIEM 1 (1.6%) 0 0 0 0 0 0 0
REBLUREEE 4 63% 1 (1.6% 0 0 1 (1.2%| o 0 0
B 3 (48% O 0 0 1 (1.2% 0 0 0
&7 UF VI 1 (1.6%) 1 (1.6%) 0 0 0 0 0 0
BBERS SURAEGEE 3 (48%) 0 0 0 4 @7% 0 0 0
RE 2 32%) 0 0 0 3 (35% 0 0 0
BhESTE 1 (1.6%) 0 0 0 1 (1.2%) 0 0 0
B 1 (16%)| 0 0 0 0 0 0 0
e 0 0 0 0 1 (12% 0 0 0
HRRES 2 (3.2%) 0 0 0 3 (3.5%) 1 (1.2%) 0 0
KEARE 1 (1.6%) 0 0 0 1 (1.2%) 0 0 0
B 1 (1.6%) 0 0 0 0 0 0 0
RAEMHEE) — 1 —0/VF— 0 0 0 0 1 (1.2%) 0 0 0
P 0 0 0 0 1 (1.2%) 1 (1.2%) 0 0
RS KO EEE 1 (16%) 0 0 0 0 0 0 0
LIEAE 1 (16%) 0 0 0 0 0 0 0
ITIRES. [26E K UHIRIES 2 32%) 0 1 (16%) 0 4 47% o0 0 0
R 1A 1.(16%) 0 1 (1.6%) 0 1 (1.2%) 0 0 0
R 1.(16%) 0 0 0 0 0 0 0
[FIRREE 0 0 0 0 2 (2.4%) 0 0 0
SHm 0 0 0 0 1 (1.2%) 0 0 0
P 0 0 0 0 1.(12% 0 0 0
RS & UE TEAEE 10(15.9%) 3 (4.8%) 0 0 7 (82% 0 0 0
FREBREE 4 63% 1 (1.6% 0 0 2 (24% 0 0 0
z5EE 3 (48%) O 0 0 2 (4% 0 0 0
WERE 2 32%) 0 0 0 0 0 0 0
A 1 (1.6%) 0 0 0 1 (1.2%) 0 0 0
e 1 (16%) 1 (16%) 0 0 0 0 0 0
SHATHE 1 (16%) 0 0 0 0 0 0 0
DEMUFEE 1 (1.6%) 1 (1.6%) 0 0 0 0 0 0
Pt 0 0 0 0 1 (1.2%) 0 0 0
Mz 0 0 0 0 1 (1.2% 0 0 0
RERERIBR 0 0 0 0 1 (1.2%) 0 0 0
MEEE 5 (7.9%) 0 0 0 4 (4.7%) 0 0 0
ETh 3 (48%) 0 0 0 2 24%) 0 0 0
BIE 1(16% 0 0 0 1.(12% 0 0 0
BYRREE LIE 1 (1.6%) 0 0 0 0 0 0 0
REESIRIISTE 0 0 0 0 1 (1.2%) 0 0 0

J'U—RIFNCI-CTCAE Ver.4.031C# U %,

[ BRI S HAR PSR E]
AHIB 43318 S EREE 15418
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e ——

EFXFSENEESE (ARASENS)ICHIIFS
AEEROBE(OL—FA)

=
-
[AREFRZEMDIVWER(F—I9HY b3 T :2021FE10H25H)] 8
I FS R H
(&1 + ADT + R 5% )0) (FS R+ ADT + REI+4IL)
(n=652) (n=650)
27— ROEEER 649 (99.5%) 643 (98.9%)
JL—R 3/4DEEES 433 (66.4%) 413 (63.5%)
JU—R 5OEEER 27 (4.1%) 26 (4.0%)
EEGEEER 293 (44.9%) 275 (42.3%)
BETILCE - A EES
HREODICE- - EEES 89 (13.7%) 69 (10.6%)
g;;;z) LOIEICE ST 52 (8.0%) 67 (10.3%)

J'U—RIENCI-CTCAE Ver.4.03IC# U %,

¥ PEEROREMT — I ZLBENELE. BENSORASEICEDE, TS uME0 246 [B0. BBE 16 (WINDERERIEISESNL) 1 ZEN
H/ELTWVB,

[BESBRICKDEES - DA - FETHI D)

cEREEBAESER(1%LUE)
[AFAIB  FERMEFPERORAME 4061 (6.1%) . IFPEREUEIS 1861 (2.8%) . ik 1661 (2.5%) . fFPIRMAME 1261 (1.8%) . FZh 9l (1.4%) . FRESRRZ
71(1.1%) . COVID-19 ¢ 7% (1.1%)]
(TS REE | FERMEFDPIRAME 3961(6.0%) . Fhik 2161 (3.2%)  FEE 1561 (2.3%) « SFPERFAME 14%1(2.2%)  SFPEREUEA 1061 (1.5%)
PSZUPIZ/MIVRTTS—EEN 861(1.2%) . IRESREZE 761(1.1%) . BREEE 761(1.1%)]

- ERAFINE TS RO SPIECE > IcFESBR GAILILE)
(AHEE: PRANSFUVBPI/ FSURATTS—EEM 661 (09%). 7S5=V7
(0.6%) . BHREZIREZE 361(0.5%)]
(S EmeE: 8% 9B (1.4%) . Bk 341 (0.5%) . BB 3%1(0.5%) . BB RS 361(0.5%)]

cERBFECICESICATER 2AIIL)
[AFIEF : COVID-19ffk 41(0.6%) . ZAIE 2411(0.3%)]
[PSEmE 25REREEL 461(0.6%) . A5 3%1(0.5%) . TfFLE 261 (0.3%) . FET= 241 (0.3%) . Fik 241(0.3%) . FHEUIIAE 2 %1 (0.3%) ]

11

JhSVRTTS—EEI0 56 (0.8%). COVID-19ffi%k 44




- K-8 /ARASENSEHER (mCSPC)
—————————

EIffEESNHERE (ARASENS) ICHBIIFS
T10% L EICRIRVIEBESE R

@ FHBTT S ENBEICHNTRIRIEH 3B LBVEEERE. B, BEUEER
PANSFVETPZ/SVYRTIS—EEIMTLI
[ERBFRZMDIEVER(F—I Ay b1 T :2021F 108 25H8)]

. BIE. FURRE.

RHIEF TS hEE
(#&&|+ ADT + RS+ tIb) (FStR+ADT + REI£tI)
MedDRA Ver.25.0 (GE5Y)) (n=650)
27L—K | JU—RK3 | JU—K4  JL—R5 | 2IL—K | JL—R3  JL—R4  TL—K5
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)

BER 266(40.8%) 1 (0.2%) 0 0 264(406%) 2 (0.3%) 0 0
7 221(33.9%) 11 (1.7%)| 0 0 216(33.2%) | 12 (1.8%) | 0 0
@i 185(28.4%) 29 (4.4%) 2 (03%) O 164(252%) 32 (49%) 1 (02%) O
RIS 182(27.9%)| 8 (12%) 0 0 176(27.1%)| 9 (1.4%) 0 0
SRS 175(26.8%) 2 (03%) 1 (02%) 0O 17026.2%) 1 (02%) 0 0
AP CPERAR 171(26.2%) | 40 (6.1%) 112(17.2%) 0 155(23.8%) | 41 (63%) 99(15.2%) 0
T 169 259%)| 8 (1.2%) 0 0 157(24.2%) 7 (1.1%)| 0 0
EIMEREGR 155(23.8%)  86(13.2%) 24 (3.7%) 0O 143(22.0%) 80(12.3%) 17 (26%) O
) 149(22.9%) 2 (03%) 0 0 131(202%) 2 (03%) 0 0
e 127(19.5%) | 12 (1.8%) | 0 0 122(188%) 11 (17%)| 0 0
FTH 127(195%) 0 0 0 122(188%) 1 (02%) 0 0
BYHE 121(186%) 1 (02%)| 0 0 86(13.2%) 4 (06%) 0O 0
=i 117(17.9%) | 3 (05%) 0 0 133(20.5%) 2 (03%) 0 0
¢REm D 116(17.8%) | 14 2.1%)| 0 0 105(162%)| 8 (1.2%) 0 0
ZZE\;{E;E/'\”}?I 103(15.8%) | 17 (26%) 1 (02%) 0 84(12.9%) 9 (1.4%) 2 (03%) 0
MRS 102(156%) 2 (03%) 0 0 78(12.0%) 2 (03%) 0 0
z;"l‘;f;ﬁ;:/"” 91(14.0%) | 17 (26%) 1 (02%) 0 68(105%) 6 (0.9%) 1 (02%) 0
5B 87(133%) 3 (0.5%) 0 0 91(140%) 3 (05%) 0 0
R 86(13.2%) 0 0 73(112%) 0 0 0
BmE 85(13.0%) | 42 (6.4%) 0O 1 (0.2%) | 61 (9.4%) | 20 (3.1%) 0 0
B 81(124%) 8 (12%) 0 0 85(13.1%) 17 (26%) 2 (0.3%) 0
TR 77(11.8%) | 0 0 0 81(125%) 0 0 0
FRYME= 2 — O/ TF— 77(11.8%) 3 (05%) 0 0 68(105%) 0 0 0
BimsE 76(117%) | 17 26%) 1 (02%) 0 62 (9.5%) 20 (3.1%) 4 (06%) O
I 74(113%) | 2 (03%) 0 0 65(10.0%) 2 (03%) O 0
A 72(11.0%) | 1 (02%) 0 0 65(10.0%) 3 (05%) 0 0
HREFE 71(109%) 0 0 0 80(123%) 0 0 0
FPIRRANE 68(10.4%) 18 (28%) 38 (5.8%) 0 76(11.7%) | 18 (28%) 50 (7.7%) | 0
or% 66(10.1%) 4 (0.6%) 0O 0 57 8.8%) 4 (06%) O 0
RMMEE=2—0/fF— | 65(10.0%) 2 (0.3%) 0 0 68(10.5%) 2 (03%) 0O 0
IR 62 95%) 2 (03%) 0 0 72(11.1%) | 4 (0.6%) 0 1 (0.2%)
RIBRR 61 (9.4%) 14 (21%) 0 0 67(10.3%) 12 (1.8%) 0 0
e 57 (87%) | O 0 0 67(103%) 0 0 0

J'L— RIENCI-CTCAE Ver.4.03 1T 0%,

N ERRDZ2MT— I ZU/NELE. /N SDRE

H®ELTWD,

BECEDE. TS URED24I[ED. BEFE &16(WINMbEREREEESNL) 172810
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EfEESIHEGKTSE (ARASENS)ICHIFS
NWINHIPOBTHIRIS 1%L LD
EERASEER

[EREFRZEMDBEVER (F—I9Hy b7 7 :2021F108258)]

&=
&
~
2
B3
]

e 75 wRe
(AFl+ ADT+ RtE9+t)) (FStEKR+ ADT + RE9+1)L)
(n=652) (n=650)
MedDRA Ver.25.0 EAR EAR
ity 27L- K ity 27L- K
(100 A%) (100 A%)
FEVEIF ERRAME 40(6.1%) 2.3 39(6.0%) 3.2
SFPOREREUR A 18(2.8%) 1.0 10(1.5%) 0.8
Bk 16(2.5%) 0.9 21(3.2%) 1.7
SFRERIRIAME 12(1.8%) 0.7 14(2.2%) 1.2
FEh 9(1.4%) 0.5 15(2.3%) 1.2
PREGRRZ 7(1.1%) 0.4 7(1.1%) 0.6
COVID-19fixk 7(1.1%) 0.4 3(0.5%) 0.2
FPSZUTPZ/ NS VAT S—TEEN 6(0.9%) 0.3 8(1.2%) 0.7
BHE 2(0.3%) 0.1 7(1.1%) 0.6

EARR: EREBHIM CIRE UL HIREE
J'U—RIFNCI-CTCAE Ver.4.03IC# U %,




ZE2HERR

EFEITRNETHEEER
ERHESNMEIERE (ARAMIS)ICHS TS
ZFEINET/FEER

[HRBEFREMDIEVER. REHEAE (F—9Ay b4 7 :2019F118158)]

(n=954) (n=554)
MedDRA Ver.22.1 2TL—k  TL—K34 | AR 2L~k TU—K3/4 | R
n(%) n(%) (100 A%E) n(%) n(%) (100 AZE)

5 126(13.2%)  4(0.4%) 8.3 46(83%) | 5(0.9%) 7.4
Biff 2 52(55%) | 10(1.0%) 3.4 203.6%) | 5(0.9%) 3.2
T (FHESD) 50(5.2%) | 9(0.9%) 33 27(4.9%) | 4(0.7%) 43
FERD (AR N) 40(4.2%) 0 2.6 14(2.5%) 0 2.2
RERAE > 38(4.0%) | 2(0.2%) 25 17G1%) | 2(0.4%) 27
R 3031%) | 2(0.2%) 20 6(11%) | 1(0.2%) 1.0
WRERE (AR ) 200.2%) 0 0.1 102% = 0 0.2
AR o 192.0%) | 3(0.3%) 13 10(1.8%) = 0 16
5> DTSR 2122%) | 1(0.1%) 14 10(1.8%) = 0 16
=IME 74(7.8%) 33(3.5%) 4.9 36(6.5%) 13(2.3%) 5.8
[FThH 57(6.0%) 0 3.8 25(4.5%) 0 4.0
Rl 678 70(7.3%) | 17(1.8%) 46 24(43%) | 4(0.7%) 38
TEENARRE * 62 38(4.0%) 19(2.0%) 2.5 15(2.7%) 2(0.4%) 2.4
DR 610 181.9%) | 4(0.4%) 12 5(09%) | 0 0.8
* 1 _EERHEICBII2ESEREE. ARBEORSHBODREE. —E5HHPBDF 185 1B, —EEBRHREA -V SNIVHEEEDE -

HARE 25.8 nATCTH o1z,

FPSERBEOREHBODREIE. —_EEREN11.6 B ThHofc. 7ORST —/N—EOBRSHEOPREG. 47—V SNVHBHEFD 11.0 58

THolce
* 2 MedDEAFﬁEE@EB@%%?ﬁ?S&O“H}‘EEL MBS LUHE. BEEEIT. BEEEITS LUIRA. #ESITO KORENL OIS S LOHRA

HHHEhEERE.

*3: A%\iﬂdaégfﬁﬁﬁgaiﬁﬂjjﬁ%% BAES. HONOIRILF—DFEL. B BENOENEZBIE OB IZMHE.

* 4 BEABOEE. WWKEE. WEREZBIREZ . B EEERUREMRZ Z ST MedDRA D labeling grouping.

* 5 EERHEAIC. RRIBFD TANADEIERED S 2EE 1 HlISENDEEFEIEOEREN 1 thd SNz,

* 6 : MedDRA DEfI5E.

* 77— R5DERIF. _ESHHIEPICAFIED 26, —EERHBRIC TS EREIFTHRIREL,

* 8 R—=2 T A VEDAEIREIFDIEE (LB TAIEN H SN,

*9: ' U—R5DEBRIF, —SEHRIBDPICAKEBE 3B, S ERE1 . RO T ORF—N—ED 1 fITRE U,

*10: U —RE5DERF. —EERNUIFERPREZELUTCABIB T A, _E5RIREDPIC TS ERBETIFFE L,

EAIR : IREEHIEI CIRE LI HIREIG
J'U—RIFNCI-CTCAE Ver.4.03IC# U %,

Fizazi K, et al. N Engl J Med 2020; 383(11): 1040-1049
Copyright ©2020 Massachusetts Medical Society. All rights reserved. Translated with permission.



NUBEQA

=
g
=
iR
EII%!’EI'.I%]]HEEK%&(ARASENS) ICEH TS g
e | ~
FEHIREEESER >
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| /ARASENSE%E (mCSPC)
%
- — . 5
[ARBEHRZRDIBEVWER(F—9Hy b4 T :2021F10H25H8)] iz
=
A3 TSR v
(AF|+ ADT + RE9+t)) (FStR+ADT + REI+t))
(n=652) (n=650)
MedDRA Ver.25.0
. N . . . N . EAIR N . N N . N N . EAIR _
2IL—R | JL—R3 JU—K4 TU—RS | 7 2TL—K | JL—K3 JU—R4 TL—R5 7 %iiélﬁj
0 Oo b Oo - Oo 0O o) Oc - 0)
n(%) n(%) n(%) n (%) (100 A%5) n(%) n(%) n(%) n(%) (100 A&) gf
&5 / RS IAE 320(49.1%)| 12 (1.8%) 0 0 18.5 322(49.5%)| 15 (2.3%) 0 0 26.8
B RBIFZRR<) *2 | 50 (7.7%)| 10 (1.5%) 0 0 29 33 (5.1%)| 15 (2.3%) 0 0 2.7
& 45 (6.9%) 2 (03%) | O 0 26 33 (5.1%) 2 (03%) | O 0 27
MEHER - $T3 137(21.0%)| O 0 0 7.9 141(21 7%)| 1 (0.2%) 0 0 11.7
AEBE/ T EAE*? | 21 (3.2%) 0 0 0 1.2 0 (1.5%) 0 0 0 0.8
HEEE 113(17.3%) 8 (1.2%) 1 (0.2%) | O 6.5 89(13.7%) 1 (0.2%) | 0 0 7.4
EME*>S 90(13.8%)| 42 (6.4%) = 1 (0.2%) | 1 (0.2%) 5.2 63 (9.7%) 22 (3.4%) | 1 (02%) O 5.2
DEEE 73(11.2%) 10 (1.5%) 3 (0.5%) 4 (0.6%) 4.2 77(11.8%) 15 (2.3%) 1 (0.2%) 3 (0.5%) 6.4 .
REERR* 3 53 (8.1%) 2 (0.3%) 2 (0.3%) 1 (0.2%) 3.1 56 (8.6%) 4 (0.6%) 0 2 (0.3%) 4.7 %
BEIREE > 21 (3.2%)| 7 (1.1%) | 1 (0.2%) | 2 (0.3%) 1.2 13 (20%) 7 (1.1%) | 0 0 1.1 _T
DR 4 (06%) 1 (0.2%) | 0 1 (0.2%) 0.2 3 (20%) 5 (0.8%) | 1 (0.2%) | 1 (0.2%) 1.1 9
HEFRAR - = IAE 100(15.3%) | 23 (3.5%) 1 (0.2%) 0 5.8 94(14.5%) 29 (4.5%) | 6 (0.9%) 0 7.8
TSR 26 (4.0%)| 0 0 0 15 15 (23%) 0 0 0 1.2
M3 OHTHEE3 23 (35%) 0 0 0 13 26 (4.0%) 0 0 0 2.2
fxEE I 9 (1.4%)| 3 (0.5%) 0 0 0.5 8 (1.2%)| 2 (0.3%) 0 1 (0.2%) 0.7
B - EEEPIHI 6 (0.9%)| 2 (0.3%) 2 (0.3%) 2 (0.3%) 0.3 1 (0.2%)| 1 (0.2%) 0 0 0.1
TEPFAE 4 (0.6%)| 0 0 0 0.2 1 (02%) 0 0 0 0.1
ARERD 24 (3.7%) 0 0 0 1.4 6 (5.5%)| 1 (0.2%) 0 0 3.0

* 1 BEBROTIL—FEICIE MedDRA SERIADFE (SOC) . &I )L—758 (HLGT) . &AIEE (HLT) R U'MedDRA SRU V749558 (MLG) ZRW .

* 2 :MedDRAFEBDH S B EINH LUHE. OEEITS LUHH. BRERSKLUNH. BESEIT. BESEINS LUHH. HEABTS XUBRALD
[CHIZBITS KUBREEEI SO EZAE.

* 3 MedDRADENT)L— 58,

* 4 MedDRA 35 ZOFEZ. BRKEBIREE. B2, ZOEURS. fIBMEE. PREE. BEBMEE. BALURS. BEMEERUIKEEEZE IS
ez,

* 5 BREBITOT 973U,

EAIR: IREHAR CHE LI EIREG
J'U—RIFNCI-CTCAE Ver.4.031C#£ U %,



ZZE IS H

RS RICETIEM -SHBEDFHEIRIK]

| /ARAMISEEZ (nmCRPC)

O & - BREEEDEIERA

[FH/ TS5 EREDRARBRNBETERVER, B (Z—I9AHY b4 T :2018F9A3H)]

MedDRA Ver.21.0 (n=954) (n=554)
BAsE 27U—R  JU—R3 JU—R4 | JU—R5 2FIU—K JU—RK3 JU—R4 JU—RK5
n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)
EEEaE 1(0.1%) 0 0 0 0 0 0 0
BHRRE 1(0.1%) 0 0 0 0 0 0 0
J'— RIENCI-CTCAE Ver.4.03(C# 5%,
O B - BHEBEDEESR
[ARBFRZEBDIBEVER, FHEFEF(—9Hy b4 T :2018F9H3H)]
MedDRA Ver.21.0 (n=954) (n=554)
n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)
B 40(4.2%) | 9(0.9%) 0 0 20(3.6%) = 5(0.9%) 0 0
J=t=tid 11(1.2%) 0 0 0 8(1.4%) 0 0 0
FEIF 4(0.4%) 0 0 0 1(0.2%) | 1(0.2%) 0 0
SHEHET 4(0.4%) = 1(0.1%) 0 0 2(0.4%) 0 0 0
TERIERERE I 2(0.2%) = 1(0.1%) 0 0 0 0 0 0
KERBIRER BT 2(0.2%) = 2(0.2%) 0 0 0 0 0 0
KERB BT 2(0.2%) = 1(0.1%) 0 0 1(0.2%) | 1(0.2%) 0 0
B 2(0.2%) = 1(0.1%) 0 0 1(0.2%) 0 0 0
BEeaiR 2(0.2%) = 1(0.1%) 0 0 0 0 0
fEL=t=rr 2(0.2%) 0 0 0 0 0 0
EitEaER 2(0.2%) 0 0 0 1(0.2%) 0 0 0
FEBESIR 2(0.2%) 0 0 0 0 0 0 0
BT 1(0.1%) 0 0 0 0 0 0 0
HEB 1(0.1%) | 1(0.1%) 0 0 0 0 0 0
BEE B 1(0.1%) | 1(0.1%) 0 0 0 0 0 0
BB 1(0.1%) 0 0 0 2(0.4%) = 1(0.2%) 0 0
== 1(0.1%) 0 0 0 1(0.2%) 0 0 0
EEEEN 1(0.1%) | 1(0.1%) 0 0 0 0 0 0
BB 1(0.1%) 0 0 0 0 0 0 0
R&8# 1(0.1%) 0 0 0 0 0 0 0
ERE 1(0.1%) 0 0 0 1(0.2%) 0 0 0
HEESEIN 0 0 0 0 2(0.4%) | 1(0.2%) 0 0
RRBIERER BT 0 0 0 0 1(0.2%) | 1(0.2%) 0 0
BB 0 0 0 0 1(0.2%) 0 0 0
=== 0 0 0 0 1(0.2%) 0 0 0
BHRRE 4(0.4%) 0 0 0 2*(0.4%) 0 0 0

* DEEAME 1 Bl ES T,

J'U—RIFNCI-CTCAE Ver.4.03IC#£ U %,
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O B - BHEFREDEIER =

A/ S EREDARBFNEETCERVER (F—IHy 4T :20214E108258)] B
P =1]F::3 TS nEE o

| N St N

MedDRA Ver.25.0 ($m+A%L%;§9$tw) (77tT+€2L;5t9#tW) E

=5 e "

EAE £JU—R | JU—R3 JU—R4 JU—R5 2JU—R JU—R3 JU—R4  JU—RS L

n(%) n (%) n(%) n(%) n(%) n(%) n(%) n (%)
ST 1(0.2%) 0 0 0 0 0 0 0

BHEOEH 0 0 0 0 1(0.2%) | 1(0.2%) 0 0 -
SHEFRAE 10(1.5%) 0 0 0 3(0.5%) 0 0 0 ggg
R &

* REBHTZRR <,
J'LU—RIFNCI-CTCAE Ver.4.03IC# U %,

0 Bif* - BESEOEEER z

[ARBEHRZRDIBEVWER (F—9Hhy b4 T :2021F10H25H8)] j{%

o z:sﬁuaxrt . - TFStRE -

+ADT + R SR+ ADT + R

MedDRA Y:r_ 250 =11 (n:6|5\2) IEt)0) (FSth (n=650|;t9#—t)b) i

i £2JU—R | FU—R3 | JL—R4 | JU—R5  2JU—R | JU—R3 FL—R4  JU—R5 =

n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%) T

B 50(7.7%) | 10(1.5%) 0 0 33(5.1%) | 15(2.3%) 0 0 g
SHEMBIR 1(0.2%) = 1(0.2%) 0 0 0 0 0 0
2 MU ZBIR 0 0 0 0 1(0.2%) 0 0 0
BB 4(0.6%) 0 0 0 2(0.3%) 0 0 0
LR e 3(0.5%) = 3(0.5%) 0 0 4(0.6%) = 3(0.5%) 0 0
Jid=t=bos 3(0.5%) | 2(0.3%) 0 0 2(0.3%) | 2(0.3%) 0 0
el Ti=t=t 3(0.5%) = 1(0.2%) 0 0 1(0.2%) | 1(0.2%) 0 0
JFla=t=grd 3(0.5%) | 2(0.3%) 0 0 0 0 0 0
ARBIETERE 2(0.3%) | 1(0.2%) 0 0 1(0.2%) | 1(0.2%) 0 0
EEEIR 2(0.3%) = 1(0.2%) 0 0 1(0.2%) 0 0 0
HEEH 2(0.3%) 0 0 0 0 0 0 0
ABEBTELEH 2(0.3%) = 1(0.2%) 0 0 0 0 0 0
FBIF 2(0.3%) 0 0 0 0 0 0 0
EEBIR 1(0.2%) 0 0 0 2(0.3%) | 1(0.2%) 0 0
BIBIEN 1(0.2%) 0 0 0 1(0.2%) 0 0 0
RE8H 1(0.2%) 0 0 0 1(0.2%) 0 0 0
FEEHEH 1(0.2%) 0 0 0 1(0.2%) 0 0 0
KBRB BT 1(0.2%) | 1(0.2%) 0 0 0 0 0 0
BREEH 1(0.2%) 0 0 0 0 0 0 0
TREH 0 0 0 0 1(0.2%) | 1(0.2%) 0 0
BB 2(0.3%) 0 0 0 0 0 0 0
el t=g 0 0 0 0 1(0.2%) 0 0 0
BHEEET 8(1.2%) 0 0 0 7(1.1%) | 4(0.6%) 0 0
b =en 3(0.5%) | 1(0.2%) 0 0 0 0 0 0
=t=ein 2(0.3%) 0 0 0 1(0.2%) 0 0 0
MBI 1(0.2%) 0 0 0 3(0.5%) 0 0 0
BHEBIR 1(0.2%) 0 0 0 2(0.3%) | 2(0.3%) 0 0
nl=t=en 15(2.3%) 0 0 0 5(0.8%) 0 0 0
BARRIE 16(2.5%) 0 0 0 7(1.1%) 0 0 0

* RNE R <o
9“D{§E,I]\“TSEN7§F—$C<TCAE Ver.4.03(CEU %,



ZZE IS H

R RICH I I EBEEREDHIRRK
/ARAMISHER (nmCRPC)

O EEREORIER
[#H#|/ 7S LR E OERERNEE TEBVER, EHMEF (F—I Ny b4 7 :201859830)]

maFEBICHRERU

O EERFEOFESER
[EREREMDGENER, TR (F—Ih vy b4 T:2018%9F38)]

AHIBE FSERE
MedDRA Ver.21.0 (n=954) (n=554)
A 27U—R | JU—R3 JU—R4 JU—R5 27U—R JLU—R3 JU—R4 JL—RK5
n(%) n (%) n(%) n(%) n(%) n(%) n(%) n(%)
TR FEAE 1(0.1%) 0 0 0 1(0.2%) 0 0 0
BRI FENE 1(0.1%) 0 0 0 0 0 0 0

' L— RIENCI-CTCAE Ver.4.03[C# L%,

ARAMIS EHER T IF, BEFIEDBIEREDH 2 BEFRAMR TR L, 12FI0EHFANSNE LIH,
EFEMBCINOSDRETIF. BERFORERIFRDOSNFEFBATUT

RICENTIE. FFERBOARFFECSVNT, TAIADBIEREZE T 3EE 1 6lIC. BREFEORIREN
mHHENF LT

| /ARASENS§#E2 (mCSPC)

O TR EIEDEIER

[FF/ TS EREDEARBEFRIBECETBRVER(F—9 Ay b4 T :2021F10825H)]
MRS BICHRERL

O EEREOREER
[ERBEFRZMDIEVER(F—IAHY b1 T :2021F 108 258)]
AAIEE TFSERE
(A&l+ ADT + FEI+EIL) (FStR+ADT + REIFEI)
MedDRA Ver.25.0 (n=652) (G =110))
=R
HAE 27—k JU—R3 JUL—F4 JU—KR5 | 2JU—RKR | JU—R3 | JUb—R4 JUL—K5
n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)
REFIE 3(0.5%) 0 0 0 0 0 0 0
RRFEEFEE 1(0.2%) 0 0 0 0 0 0 0
Thhh 0 0 0 0 1(0.2%) 0 0 0

' L—RIENCI-CTCAE Ver.4.03[C# L%,

ARASENSiHER Tl BEFRIEDEHEREDH 2 EERIRAVR TIF L AEBFTAHIHEHFANSN
F LD EEARICINSDEE TR RERIEDRRIFBDSNEBATUL.



NUBEQA

BRREERICH T DEREI DRI

O R OBIHER
[/ TS tEREDEREFRDBECEIRVER, @A (—9Hv b4 T:2018F9H3H)]
mEEBICHRERL

O GEOBFESER
[ARBEFRZERDBRVER. A (F—9Hy 47 :20185F9H3H)]
B TS RE
MedDRA Ver.21.0 (n=954) (n=554)
BAsE 2IU—R JU—R3 | JU—RK4 | JU—R5 £JU—R | JU—R3 JU—R4 FLU—R5
n(%) n(%) n(%) n (%) n(%) n(%) n(%) n(%)
L] 36(3.8%)  8(0.8%) 0 0 23(4.2%) = 4(0.7%) 0 0
Big 4(0.4%) 0 0 0 3(0.5%) 0 0 0
7'U—RIENCI-CTCAE Ver.4.03 (C# U %,
| /ARASENSE (mCSPC)
© EEORIER
[##/ 75 R EDEREHFNITECEBVER (F—Ihy 47 :20214£10H258)]
A FIE TS uRE
(&H|+ ADT + REIF1)L) (FStER+ADT + REI+EI)
MedDRA \_/er.25.0 (n=652) (n=650)
EAE 27U—R | JU—R3 JU—R4 | JU—R5 | 2IL—R JU—R3 JL—R4 | FL—R5
n(%) n (%) n(%) n(%) n(%) n(%) n(%) n(%)
L] 5(0.8%) 0 0 0 3(0.5%) 0 0 0

J'U—RIFNCI-CTCAE Ver.4.031C# U %,

O GRIOFESFR

[ERBFRZMDIEVER(F—I Ay bF T :12021F 108 25H)]

AAEIEE TSRE
(A&l+ ADT + FE5I+EIL) (FStR+ADT + REIFEI)
MedDRA Ver.25.0 (n=652) (n=650)
=R
A 27—k JU—R3 JU—K4 JU—KR5 | 2JU—R | JU—R3 | JUb—R4 JU—KR5

n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)

Enc] 44(6.7%) | 2(0.3%) 0 0 32(4.9%) | 2(0.3%) 0 0

S 1(0.2%) 0 0 0 1(0.2%) 0 0 0

7'U— RIFNCI-CTCAE Ver.4.03(C#U %,

ol okt

FHS D ke

HBESO N
(o Bl

e bt

2 — MLt



ZZE IS H

R RICH IIREERESDREIR

| /ARAMISEEZ (nmCRPC)

O REEZEDEIEHA

[FF/ PS5 EREDARBFHNBETERBVER, EHEAF(T—IHy 4T :2018F9AH3H)]
MedDRA Ver.21.0 (n=954) (n=554)

B 2IU—R JU—R3 | JU—RK4 | FU—R5 £JU—R | JU—R3 JU—K4 FU—K5
n (%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)

R 5(0.5%) 0 0 0 0 0 0 0
BERRZE 1(0.1%) 0 0 0 0 0 0 0
BERFEREE 1(0.1%) 0 0 0 0 0 0 0
BEtRE 1(0.1%) 0 0 0 0 0 0 0

J'LU— R(&NCI-CTCAE Ver.4.03(C# 0%,

O REERZEDHEESER

[(ARBEFRZMDIGVER, EFIFEF (F—9Hy 47T :20185F9H83H)]
MedDRA Ver.21.0 (n=954) (n=554)

BAsE 2IU—R JU—R3 | JU—R4 | JU—R5 £JU—R | JU—R3 JU—K4 FLU—R5
n (%) n (%) n(%) n(%) n(%) n(%) n(%) n(%)

R 17(1.8%)  1(0.1%) 0 0 4(0.7%) 0 0 0
BER RS 4(0.4%) 0 0 0 0 0 0 0
KB 3(0.3%) 0 0 0 1(0.2%) 0 0 0
58 3(0.3%) 0 0 0 1(0.2%) 0 0 0
BERE 1(0.1%) 0 0 0 0 0 0 0
BERRZE 1(0.1%) 0 0 0 0 0 0 0
EBHRE 1(0.1%) 0 0 0 0 0 0 0

7'L— RIENC-CTCAE Ver.4.03 (L0,



| /ARASENSEtE (mCSPC)

© KEEES0EIER
[AF]/ 75 tREORRBENEETETBVNER (F—9Hy b4 T :12021£108258)]

NUBEQA

A TS mE
(A&l+ ADT + FEI+TIL) (FStR+ADT + REIFEI)
MedDRA Ver.25.0 (n=652) (n=650)
n(%) n(%) n(%) n(%) n(%) n(%) n(%) n (%)

i 15(2.3%) = 1(0.2%) 0 0 7(1.1%) 0 0 0
BHREZINE 12(1.8%) | 3(0.5%) 0 0 7(1.1%) 0 0 0
HIDE 4(0.6%) 0 0 0 2(0.3%) 0 0 0
g2 2(0.3%) | 1(0.2%) | 1(0.2%) 0 1(0.2%) 0 0 0
ZOFEMRE 2(0.3%) 0 0 0 1(0.2%) 0 0 0
BREZE 1(0.2%) 0 0 0 1(0.2%) 0 0 0

J'U—RIFNCI-CTCAE Ver.4.03IC#£ U %,

0 KEEEDEESER

[HRBEFREEDBEVER (F—Ihy 4T :2021F108258)]

ZNE TS e
(&l+ ADT + RFEIFEIL) (FStR+ADT + REIFEI)
MedDRA Ver.25.0 (=) (n=650)
HAS 2JU—K | JU—R3 JU—R4  JU—R5 2JU—K | JU—R3 JUL—K4 JU—R5
n(%) n (%) n(%) n (%) n (%) n(%) n(%) n (%)

2 52(8.0%) | 2(0.3%) 0 0 46(7.1%) | 1(0.2%) 0 0
BHREBINEZ 23(3.5%) = 4(0.6%) 0 0 19(2.9%) 0 0 0
T SFEMRE 5(0.8%) 0 0 0 1(0.2%) 0 0 0
2 4(0.6%) | 2(0.3%) | 1(0.2%) 0 1(0.2%) 0 0 0
BREZE 3(0.5%) 0 0 0 3(0.5%) 0 0 0
FIRER 2 3(0.5%) 0 0 0 2(0.3%) 0 0 0
EuRE 1(0.2%) 0 0 0 1(0.2%) 0 0 0
EAERE 1(0.2%) 0 0 0 0 0 0 0
Rt 1(0.2%) 0 0 0 0 0 0 0
NKFEIERE 1(0.2%) 0 0 0 0 0 0 0
HIbE 21(3.2%) 0 0 0 20(3.1%) 0 0 0
BZRER 10(1.5%) 0 0 0 5(0.8%) 0 0 0

7'U— RIFNCI-CTCAE Ver.4.03[C#U %,
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ZE2HERR

BRARGASRICHBIIDAIF > (BCRP BE ) (# RS
EHIFZBEEROERRRNR

| /ARAMISEEZ (nmCRPC)

@ A9F 2 (BCRPEEX) *DHADICHIREL I BEEER
(AR R ERIDENER, I (F—IH vy 4T :20185£9838)]

BCRPEE LTINS
AIFv*EDHAB

MedDRA Ver.21.0 &R

BERIXDIE BAFE AR FSERE
(n=280) (n=171)
FrIBEREE
BEUILE Y ME O 3(11%) 0 . 6(0.6%) 0
ERpRiRES
meho L7 F = 8 10(3.6%) 5(2.9%) 22(2.3%) 14(2.5%)
FRNSEVBT I/ NSYRTTS—BIEN 8(2.9%) 0 13(1.4%) 1(0.2%)
mepEU )L E 480 5(1.8%) 0 12(1.3%) 0
FSZVYFE/RSYRTTS—EEN 4(1.4%) 0 7(0.7%) 1(0.2%)
ML ESRH K RBER IS 2(0.7%) 0 5(0.5%) 0
meh7)LA UK T 79— L1l 1(0.4%) 0 1(0.1%) 3(0.5%)
NSYZ7=F—E18H 0 0 1(0.1%) 0
BBERRS SUBOHERES
FHIET 1(0.4%) 1(06%) | 10(1.0%) 5(0.9%)
BB L URBES
BEEs 1(0.4%) 0 3(0.3%) 0
Br2 0 0 7(0.7%) 5(0.9%)
* 1P NUNRIFV TIVNRIFY ORNRIFU I YNRIFY
* % I 29 FVDEWERICE DV TERIICER LILEEER
| /ARASENSE%E (mCSPC)
O RA9F 2 (BCRPEEE) *DHAPICRIRLBEEER
[AREFRZRDBVWER(T—I Dy b4T:2021F10A258)1
&
2555 Lo 24550
MedDRA Ver.25.0 AHIBE FS e AHIBE FS e
BERIADER BAGE (XE|+ADT + |((FSEBIR+ADT+| (FFI+ADT+ ((FSER+ADT+
REg+EIL) REg+IL) Res+tl) REgFI)
(n=166) (n=152) (n=652) (n=650)
BRpRiRES
PSZVUFI/NSYRTTS—EHEN 12(7.2%) 13(8.6%) 103(15.8%) 84(12.9%)
FRNSEVBPI/NSYRTIS—CEM | 12(7.2%) 14(9.2%) 91(14.0%) 68(10.5%)
meh7 )L A UKD 79— L1l 5(3.0%) 8(5.3%) 45(6.9%) 43(6.6%)
meho L7 F = V8 5(3.0%) 6(3.9%) 25(3.8%) 28(4.3%)
mep U )L E 40 4(2.4%) 5(3.3%) 32(4.9%) 19(2.9%)
M EERH K RBERIEN 0 3(2.0%) 13(2.0%) 19(2.9%)
FEERS L ORBOHMES
BHET 14.(8.4%) 14(9.2%) 52(8.0%) 51(7.8%)
BB L URBES
BHaEES 2(1.2%) 3(2.0%) 5(0.8%) 6(0.9%)
Br2 1(0.6%) 1(0.7%) 7(1.1%) 8(1.2%)

* 1P NUNRIFV TIVNRIFY ORNRIFU I YNRIFY

* % I A FVDEWERICE DV TERIICER LIEEEER
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| /ARAMISE£ER (nmCRPC)

ﬁ
ALL
v
y
L4 B

o %m*ﬂnﬁﬁﬁ (ARAMIS)

AERT YAV

BERIL - —EBR - S5 iR - S MAEEER

Bt
S
:"I':i:

4 — o 2018% 201845 20195
— BN =207 coome [ el
BRI PRERE - +
1,509 " ADT air B
(BFAEEISHESD) ] : -
i = MRS | || s
® PSADT=1018 —— TOMD | | gz OS fth
o PSAfEZ 2ng/ml it TSR CRRSAAT
® ECOG PS 0-1 > 182ER8#%&RS 173
o KBRS IKER & W FICHBT S . +
2cmFHOBBAY > /NEES | ADT -
EEEs,
N '%i"gif 5546 % ERIERESIC S BRI S AL TU
(2618 vs >6 1 H) FSERE 170 fIDERZEPILEL. Z0
» R—2SA VD 2EHF =TV SRV TDERDBEE
BIEMERS ZF=(O0RF—N—8),
(@) vs & L)

=\ UR T DIEERB I EBIRMMSAITIRERE ZNRE U T, BEBEEHE (MFS) [COVWTHFFHD TS ERICHT S
Bt ZIRETT D,

PO 1L EOEE DRV PSA EINEFRE (PSADT) H' 10 1 AU T OIFERR I BRI R RE SRS

AEIBNF TS EREEIC 211 DEIESTRIEAL L, 7Y ROS VIERMEE (ADT) fi##t FCTERICTIRS LT
[ Z:N-kE 1 AAl600mg Z 1 B 2 @B IR OIS+ ADT

@S uME : PS5z 1 H2OREICROKRS + ADT

ERERIERINDE T, NERBTETRLEETERNIRDH SNB X TR Z T LT,

[(EZFFHIER] BIRTPETFHAR (MFS) %2 (RREERV /R AT IER)

[BIRFHEIRE] SEFHR(0S) . ERREEX TOHRM. {LFEEDYILRIEE TOHAR”. AERIESESER (SSE) 5
IRETOHAR

[ZDftbDFHIEIEE] HIBREFHR (PFS). PSAIBR X TOHAR. PSAZME, RIIIIRERIEDEENGEMIIGE COH
. FIERERE(IC L 3 EEEMAIEE COM/E. QOL 16 &

[(ZEMEOFHEIEE] BEER. N1 5ILY 4 2 DER. BFIRE. RREE

@ MFS DfFHTH1 385 HDA XY MO EREINIIR CERE L. EVRPREMTIIEE L TLED o T,

OEEFHMHIEE - BIRFHEIEE DR EIE. BRNEEFZRAW BRI log-rank test (FREIK%E : Ml 0.05) [CK W AT U
oo F 1z Kaplan-MeieriE 7z W THRIE (95%Cl 2 S D) ZHE U, /\P'— R (95%Cl 2 ZT) Z &R Cox tfil/ N\ H'—
REFILICEWEH U,

OMFS & OSICDVTF BEESFIOY T I IV —THEITZITS T ENBIIHEESN TV,

OEEHBIER 3. MFS FRATEFCPRIFIT 21TV, ZNLIRICRIGEINZ1T D C S A BRIICRES Nz, PRIFTOXEE
[Cf# S SE—TEDBERFERDFHIEIC (&, rho-family spending function (rho=10) ZRBU\fz. BRKEFH RS (DRIAE
R OB MR Tfl] 0.05 & RE U BRIEETIER 0.0498 E5587E Ule. RIS #9240 FDIFETHERR I NI
BFR CEMY 2 Z &N ERIICETEINT LI,

OEREHTEIEE (F. FRIS' — hF—EV TEZRAWVTEF Uz (B : OS ~REERF COME~ L2 EEDYORHSE
F TOHAR—~ SSEHIRE TOHAM) .

O BRI SHAD SHBRER S TRI0BF CICRIBELAESR ZHBRER S T CRIEVICEEER (TEAE) & U,

N EBRR SRR 42 BUARICRIR UCE®R (BY Y F IS5 7« —. CT/MRI) CRATIBEREBHITEET 288, NIFEBOBEDD 2 BEFHRAS

Nz (22U, KERD IER T DR 2cm KmD JEEN U //\ﬁ’rﬁﬁﬂ"(atﬁe) B

T2 BIERILESRN 5. MBS NcBXNEEFETH GERIFRD T) DLVITNHRNESRE COBB EER U,
PIRHEICKDEERBFHHICHVTRN—R 51 VEDERBEE DR U 895 IC DNV TIE EEREIN IR TDA Y M Uz,

MFS: Metastasis-Free Survival ~ PSADT: PSA Doubling Time  SSE: Symptomatic Skeletal Event

RE575E

HRATEHE

NA TIVERAHNER PRGBS EZIENTETIRERE ZNR E U EREESE MBIRREER GE5R 17712) ] RIS TEE s

NA TIVEBHAER 5817712 E3ETHIEE] AR HEE R

NA TIVEBHAER PR EESENERIIRERE MR E U ERHERSE MBIRAREER (GR5% 17712) (RICHEIN) ] ASRISHmER

Fizazi K, et al.: N Engl J Med., 380; 1235-1246 (2019) Af3R(&/V1 )L, HEFEF U7z Orion Corporation Orion Pharma (Oriontt) D&®
[CKWRES NIz, ZBEITIF. /N I)L, Oriontth S5EER - VPV Y MIEEZEUIEE,. BLU/NA IILDO#E 24, Orion#tDHE 28
FEND,

Fizazi K, et al.: N Engl J Med., 383; 1040-1049 (2020) AHZRI%/ V1 T)U. #EBIF ULz Orion Corporation Orion Pharma (Oriontt) D&
[CKWEBES NIz, BEITE. /N IIU, Orion#th SHEER - IV TILI Y MRIEEZEUIEE, BIU/NA IILD#E 342, OrionitD#E 280
2FNB,




BEER

FEIRREE DT 1,509 PIDFBEBRIF. ATDEHBYUTT,

BH. 7 IT7RXFFFED 186 HID S5 HEANFISHIT LT,

ZAEIB# (n = 955) TS EME#(n="554)

SFlim ShIRfE [EEE]

Hbisg JexK
IV KEE
ZDfth*!

747%[48~95]
108 (11%)
119 (12%)
728 (76%)

NUBEQA

74m%[50~92]
76 (14%)
67 (12%)
411 (74%)

IEBHN S DRI chiR{E (465 86.2B[2.6~337.5] 8427 10.5~344.7]
S2BIE D Gleason 2 17 217 (22.7%) 142 (25.6%)
711 (74.5%) 395 (71.3%)
27 (2.8%) 17 (3.1%)
DU DRI 132(13.8%) 67 (12.1%)
58 294 (30.8%) 195 (35.2%)
415 (43.5%) 216 (39.0%)
T4 42 (4.4%) 26 (4.7%)
X 46 (4.8%) 35 (6.3%)
B8 26 (2.7%) 15 (2.7%)
R—25 A VB &Y 100 (10.5%) 66 (11.9%)
AL 5L 855 (89.5%) 488 (88.1%)

N—2Z A VEFDPSAE PRIE [EEE] 9.0ng/mL[0.3~858.3] 9.7ng/mL[1.5~885.2]

N—25 A VEFDPSADT thaR i [E5E] 4.41A100.7~11.0] 4.71H1[0.7~13.2]
=61AH 667 (70%) 371 (67%)
>6h1H 288 (30%) 183 (33%)

MET X bR T OVME PRIE [EE] *2 0.6nmol/L[0.2~25.9] 0.6nmol/L[0.2~7.3]
ECOG PS 0 650 (68%) 391 (71%)
1 305 (32%) 163 (29%)
N—2R5 A VBFD &Y 31 (3%) 32 (6%)
N 924 (97%) 522 (94%)
TIVEVEEDRLEEE "3 TLIXY 177 (19%) 103 (19%)
Z2UIAY 727 (76%) 420 (76%)
ZER L4 51 (5%) 31 (6%)

* 1 ECHNEENZEND EUNEELSNDOEDEZEF 15%) .

*2: 20 U—Z"VJBXEDayl [SAELIET A MR T OVEZER INTORETT A ST OV 1.7nmol/L Fi CEIREEER G U,

* 3 FEREENBVRILEVEEA (EBED 10%ULEIER) F. Ua—O00 U > (52%). TELUV(32%). triptorelin (29% - ERERESR) . £ AL
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