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| oo |LER | D e g vr g o | B . e —n— |1 o
P e L Fa e e . AL ol
Y 35 0 A 7 1L LA
L B P L TS P LLES
i T P .
3381 . vf 14 BALDRR
5% (225 | Wi . op | PRI LIS, S5, 141 RAMBBOLE
oyt |9 e | g, e, |1 0BG B AR, 14. 1.1 34 7 VIZREE T, ML LAV L,
Jraiil gﬁﬂmm@ S 14.1. 2 KA1 B R4 AU 5% 7 1 w7 WS A RS
FREBR BT M 5o 73, 111240mg. 360mg X1 480mg % 5- I O ¥ i i 13 1k
T F AT %Oﬁ?&gﬁjﬁi}ﬂiﬂf 1 150mL LR, R 30kg A 0 EH# 12
Bk, Hoasdt SERERAAR
- i 14. 1. 3 RIMBZIEH» ISR L. 2WeREIH TS 8,
lzﬁri,\ ey /- B L EE IR 14.\ 1.4 ?ﬁ*ﬂfﬁ@z{”ﬂiﬁ%ﬁ‘élﬁﬂi?% Z &o i 72N ffﬁgf’% %) y%
o = :y/”;‘,_.:/;( '}Vﬂﬁﬁ*ﬁﬂg (&Li\ iﬂﬂ [ﬁ/(ﬁ%&f{%%ﬂ?)*ﬁ)é@f@ﬂ% Lti‘/‘ Z k o
%ﬁ,{g_ 14.4:.0)5 ﬁ$ﬁ§%ﬂifz(iio BEmg/mL R TIE AH O T ER
oA 3 g 2 W\,
O 14. 1. 6 LA L DRFF L B2 &,
LY GOl ke, 14. 2 ZRIREBHOEE
- e B M P e R ) KA OF G HTzoTE A VT 12 —
HRYeE i;fk B e e e, I s ’ff‘ PHER, ) BRI o & T Ay sz
e 5 e | T
_ %, Tk 15. ZDMBDEE
ijgf ]IE; 15. 1 ERER{ER ICE D 153k
AN > Ja - i~
o T 12 1 ; ?&cﬁgéﬁfﬁuLﬂf%h@@gﬂfﬁiénmxao
I |, BV V| MBI S <. BROBHA AL RS nEE
o fusme, SR oy v, i JAREHIASIEHS S A 1T TR B PR o % > B
ﬁ”,g.]‘&(} = A oL BN AL, BN | AR, R B A BE SRR S L7z 29,
g s, @5 |7 M e, sk, | 15,2 FERRBIES CIRE
3;7_,{: '; N ml ﬁ‘ Imﬁ\ Hﬁggﬁjﬂﬁ\ 1& ‘}‘/iél'l[] ‘H‘Jl/ 2’-‘?‘] 50mg/kg %iﬂl IEI 4LF3&%§*X§‘ Lf;'fjﬂ‘i H)Rfﬁ'
i ) S i i::l;mﬁ Rt WADY) ¥ SEHRB OB EANLR AR b7z & OWED D B
JE B sohp s aE
Al o, 1 i
. ==
ﬁg’%ffﬁﬁ\ 5 4 Hs 16.1. 1 BEBS
W BRI, . F A AP 5 A 32 A 1~ . il
%‘i@f . safg 5,15 | AFHEDIRIRES . WIS | > = —2L s ngﬁggﬁtﬁtgi%i;&?éﬁfﬁggiﬁé?&%@Z?fEi?
i | OO g D B | 5 DS RERE | TV 285075 Y R (CL) (SR TR AR
ol TR g MR il ER T BA 7 T 7 A (Gl i L MR o
A 7 i WL AR (Vss) EEED D ol () 50mL/kg) 12
B ) SRR L7, ¢
5 o
TR R E—— <»2T6 2] ?iw #_3 )ﬂ% 7. 1mg/kg:n=3. 3mg/kg:n=5. 10mg/kg:n=6,
. N N - \;u,\ mg/kg : n=
e — N (ug/mD)
B | B AN A = o =) I e 1000 1mg/kg o
UG | B AR g, 85 LR 3me/ke o
8. B AR Jome/ke ¢
RO M7 LT e R s i ¥ e
- 3 RIS b
jafeatry ;E%im‘ oviaeh | kit R u:p 1004
oo, iy | L, S © b
I R, Loy | W U, 7 1 v e
W . O Q. i, | TSI e 2 0
R 2 P TR S P i K 7R G B
PSS FE =775 T
U ar A HE |
EZ Jg 5%\ B’Z 0 T T T T T 1
FORERE | W 25 AL | BE P 3 R 95 W T e <hzr§38 oo
e g | (GLTO) | B 0 B ff, B i 5% 38 ), B
ool %95 (218 B’Z% S 3 | WA T B pEs lr(ng7/31<)g 3m%/kg 10mg/kg 20mg/kg
12 TR o), Fe e, 115 |, 5 B M T e T
=S P 15 VE 11 BE. B2 | oo Bt . i 1 I R 5 Cmax(ug/mL)| 244+45 688109 192 +36 21468
(et ﬁ jﬂé‘{ 5;% R TN A TArrlljag(hr) 3.0(1.0-9.0) 1.0(1.0-3.0) 3.0(1.0-9.0) 9.0(3.0-25)
0-504
P T R (ug+hr/mL) 4950580 | 123004500 | 43900 %7200 | 67400 = 15500
% = RS N =
(=4 e ML LIMIiNA e Ti2(hr) 360+10 320170 520+ 270 410 +230
CL(mL/hr/kg) | 0.127+0.020 | 0.210=0.152 | 0.126=0.027 | 0.206=0.143
Vss(mL/kg) 64.6 6.7 69.7+10.2 83.6*274 968 £12.1

Py = BRER S, Tmax @ dyefi (FEPH)



16. 1. 2 R1EHRS
(BHEalE)
H A A B B 5 I AH) 2me/kg % 3BT 1 ] SIS IR P
e 5 L7 b X QPG T RO IMLIE R EE RO N T 7 I O R
ZU TR T s G TREO M R RO b T 7835 18 8
DBt — g cER L, %5 18 B HICIZEHIRBIEL Y,

(ug/mL) CT32fil + PR 2)

80 -

o BEFRAIFF IR SR T RO MBERIRE
ol o IR

0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
R (B)
(UIBRARE B ETT - BR OB R jE)
AR N S fg s v Bz i R L A 240mg % 2 AL RS 1 Il BCAR DR P
PG L &, 5% 20, 48 LIS HOIME D N 5 7R
Ol R HE AR #5013, 2 F N 205+602ug/mL. 384*125u
g/mL } 18 609*272ug/mL Tdh -7z,
16. 1. 3 BEMEYENREMFIT
FEI NS D IR 24 3R THES N7 7 — % 2 o T REE RIS B e i
Wiz M L7ze & OIMTICE Tz HARNBE 420 BIS DV T, AH]
240mg % 2 AR HIRE (Q2W) X3 480mg % 4 HEE MG (Q4W) THH-
L7ZBROIMERE ST A —F (M) &, EOLBYTHo72,

. Cmax Cavg Cmin
L (ug/mL) (ug/mL) (ug/mL)
_ | 240mgQew | 726 (219) | 437 (206) | 378 (269)
BB T megQaW | 145 (219) | 529 @17) | 283 GL7)
e | 20meQ2W [ 161 @75) | 108 (47) [ 847 (409
R T I80mgQAW | 218 (243) | 108 (347) | 676 (467)
AT (ZEMREL%) . Cavg @ FIIMLEs i
16. 8 Z Dt

ARFN O A WL e O AR 5 % R 8 — SOS RN O f R, AHA
240mg % Q2W TH# 5 L 7z & AH# 480mg & QAW TH G- L 2B
BRIV ORI AR I 2w e Pl SR,
i) AAOKR S N2 MR 5 O ik RO [l AR =FRv
<~ 7 (EfETFAHR) & U< 1M240mg & 238 B R RS 31 ml
480mg % 4 MM TRUIHFHET 5.1 TH o

17. BRERRAE
17. 1 FIMRURLMICET 255
(BMEelE)

17. 1.1 ENEE I HHER (ONO-4538-02 55%)

FHNINY N & DACEREIE 2 A 5 BB R 2 T /1V I
AL T5E 0 A i 2B 35 B & RS, AH) 2mg/kg % 3 M
b ORI EHEEY Lz, REFMGEA TH 5 E%%E (RECIST 774
FI4 1IMICHED R Igef iz X 2 CRILIEPR) 13229%
(90% fEHEIX H] 1 134~362%*1) Th o7z B, FHICHEKZELR
B 12 125% TdH o 720 F 720 %2 4 P FF Al AF 523560 b 30 41
(85.7%) \ZRIMER (BRRMAMERE % &) 2RO LN F4H
M. Z ) FERE 1160 (314%). ik T334 861 (229%). Iy
TSH¥M 761 (200%). HIMEREIRA 661 (171%). e T4 6
B (17.1%). FABE6 6 (17.1%) Tdh o725, [51 2]

B (%)
554255 (CR) 1 (29
W% (PR) 7 (20.0)
% 5% (SD) 15 (42.9)
i# 17 (PD) 11 (314)
SR AS B 1 (29

#*1: Wilson D 2 27 {2 HW72EBEIC & ) R 2 EBKE. —75,
ZIHSA OWERFHEICIE D IEMERNIC X ) SR 7290 % 15 X I
11.9~375% Td - 72,

17.1. 2 ERE T B (ONO-4538-08 iER)

(b2 R TR B O MR YIRS BE 72 T / IV I S0 158 o B 8 4 [l
B 24 ) % % 502, AH) 3mg/kg % 2 3 [ B T AU EHEED L
720 EEFHBIEE TH HZ%h% (RECIST #' 4 FJ 4 ~ L1MICHE
S gkl EIZ X B CR LIZPR) 13292% (90% A5 HE X 1 : 16.7~
459%) ThHolzo B, FHICKE LZMMIZ60%THo720 F
7oy ARG 24 I 18 1 (75.0%) (ZRIVER (A HR A it 5
WEREGD) RO LNz, EaEIVEAIE. H IR R B G T AE 6 51
(250%). FABESBI (208%). & 9 FEHES B (208%). B I 4 Bl
(167%) THh-7:9, [51ZH]

B (%)
524%%) (CR) 0 (0.0)
R (PR) 7 (29.2)
% £ (SD) 9 (375)
# 47 (PD) 7 (29.2)
FEAIANBE 1 (42)

17. 1. 3 B4 55 MHHBR (CA209066 :X5%)

BRAF V600 2258 D 7 WALEHEE AR TG OBE Y BRAE 2 T / IV 4]
XTI OB R AANE B H 418 5 (RFIRE2106], FHNNT Vi
208 ) ZEXBRIC, FHNNY R E L CARA Smg/kg & 28
BIRIRE C Al EED Lz oA RO ReEn 2R Lz, &
PEEHNEH Cd 2 LA (P yufi [95% F X 1) o b EsT
L. RFBETNE*2 [NE~NE]l » H. # 7 VNT Y HET1084
[933~1209] » HTH . RAENTF A NINY 120F LFEFEHAIICH
BARMREE/R L OV — K042 [99.79% 12 FHIX [ - 0.25~0.73].
p<0.0001 [J& %) log-rank # 521, 20144E6 H24 H 7 — % # v b F
7)o F 7z HEVEFHIR 4 206 B 153 61 (74.3%) \ZEIVER (E
EMRAMERE 2 &) 29l bR EREIMEMNIE 957416
(199%). Z 9 FERE3SBI (17.0%). .0 3461 (165%). T #i 3341
(16.0%). %35 3161 (150%) TH-o727, [515MH]

1.0 s,
0.91 )
0.8 '
0.7 1 %

z ] R
Y

—A— KEIH
O FHIVINT LB

@D
-
0.3 o,
0.2 %0
0.1
0.01 5 e L L L B AL
0 3 6 9 12 15 18
at risk# 178 (B)
AEIEE 210 185 150 105 45 8 0
AHIVINTLEE 208 177 123 82 22 3 0

%2 NE e A e

17.1. 4 BHE MR (CA209037 HER)

A ¥Y A~ T (GEIEHELZ) 03 BRAF HEH 2 & T b ae it
AT B BRI Y BRANGE 20 A /IV I 30 F 38 o0 78k B4 i HE 7 405
Bl CRANEE 27260, ALSHE (FANND VLG AINRTTF 0k
RN F RN EDHM) BE1336]) 22X, ALk R L
L CAHI 3mg/kg % 2 B[ [ b COLEHEED Lz 2o fHM &
Otk Zima Lz, FEMIEE Th 52585 (RECIST #74 F
S 4 ¥ LIRS S IRl E 12 X B CR XIE PR) 12DV TAKIADS
e b ENT2 W) 0 120 B % FEAT o G B [ & U C o BIRAT 24T - 728
B FHIMECT3LT7% (95%FHAX M : 235~408%. 201443 A 10 H
F—=FH b FT) Thotze B, HIICEMROBMIZHEEL
TWnhhoize ) —D2OFEFMEH TH 2 4 EAANH (Fh gl
[95%EHHIX ) 122V TI2FD A N> b (BELL) Faio T [ fig
Hr 2 AT o 725 8, ARHIBET 1547 [12.39~NE*3] 5 ., (L@ E#T
1367 [11.50~NE*3] » HCTd b . ARANIALEFEL T LRt
AERILE 2R E otz O — FI0.93 [95% {2 X - 0.68~
1.26]. p=0.6299 [E 5l log-rank #5E]. 20144E 11 H 12HF =% % v
M 7)o F oy LAVEREAM S 268 B 199 B (74.3%) (EIVEH
(BEMAMRE 2 &) PRO SNz, EREIEHIE. 997 826l
(306%). &9 IFAESL B (19.0%). THI42H1 (15.7%). F95 34 4
(12.7%). HEL 3360 (123%) THo7239, [51 &)



TEULSTHER 314292265247 226 221 209200 198 192 170 49
TEVLYTEMEF 315285254228205182164 149136129104 34 4 O

BIE (%)
5547285 (CR) 4 (33)
Wa%EE) (PR) 34 (283)
% & (SD) 28 (23.3)
# 47 (PD) 42 (35.0)
FHITA g 12 (10.0)

%3 : NEt @A hE

17.1. 5 ENEE IR (ONO-4538-17 &5&)

(b2 R B IR OAR BV R AN E 22 T / IV ) A& 758 0 BV HR 4 )i
BE0FERNRIC, RAE A Y 2~ 7 (EETHIRZ) Z200H%
HU7z% FEFMEH TH 5EMHT (RECIST #4 K54 11
W 3o & gl 12 & A CR LIEPR) 13333% (95% 2 X 1] :
17.3~528%) THh o7z HB. FHETIIHE L7zt 238% TH -
Too F 72y RAVEFEAMIN R 30 B 30 B (100%) (CEITEM (ERARRR
TR 20 RO O N £ 2IEH X EE180
(600%). FHI 1651 (533%). JE# 1261 (400%). V) /¥—EHhN
1241 (40.0%). ALT ¥4 hm 1161 (367%). AST #1141 (36.7%).
Z ) FEAE 106 (33.3%). FABRILE 8B (26.7%). HEIET B (23.3%).
FURIBRBE AR T 740 (23.3% ) BFBERESLH 761 (23.3%). WEIH-6 1
(200%) THo7219, [51%MH]

B (%)
562255 (CR) 1 (33)
%R (PR) 9 (30.0)
% & (SD) 12 (40.0)
# 17 (PD) 7 (233)
AHASBE 1 (33)

17.1. 6 BHLE M HHEFER (CA209067 55%)

(LR AR R ORI BRASAE 22 YT/ 1V 10 0 TV R K 945 4
LY A= 7 GEETHIRZ) PR (N+TBEAD *4BE 314 61, AH
HMBESI6 B, 4 ¥V A~ 7 (lfs#dz) Hah sk B 315
Bl) ARG, THMEE G 20/ & LT N+ 3% G & A H) ol
50K O EBET Lz, FEFHIEE T 5 A F N
(Hryefiti [95% 2 BHIX 1) (&, N+IffJH#E T NE*5 [NE~NE] » 1.
A K| Bl B C NE*5 [2008~NE] » . T3 4l # < 19.98 [17.08~
24611 » ATH 1Y N+ PG B OAHF) Hp 513 T A 5126
LRI EMICAEERIERE 2R L (N+LPRHES - Y — R 055
[98% 12 HE X [ : 0.42~0.72]. p<0.0001 [J& % log-rank ¥iE]. AFHH
FH G- N — NI 0.63 [98% 18 WX [ : 048~0.81]. p<0.0001 [} 51
log-rank #2521, 2016 4E8 H 1 HF—% 4 v b4+ 7)o N+IPFH& S
BETIR 2 MEETATR 4 313 61 300 1 (95.8%) ZRIVER (FRRMRAR
i 2 &) 200 5N, EARMEMIZ. TH 1426 (454%).
9 57 118 B (37.7%). < % FE4E 11261 (358%). J& 959161 (29.1
%)\ M. 88K (281%) THh-o7z1,

1.0 &

0.9 —A— AEIEIRE
-k TEULYTHERE

% @ AE W T BB

0.7 B

* 0.4 g,

0.3 s

0.2

0.1

0.0

T T T T T T T T T T T T T
0O 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk# 7788 (B)
AHK|BEHRBEE 316 292265244230213201 191 181175157 55 3
.

F 720 TEEAREIC B W TPD-L1 2 563 L 72 5K AT 5 30 2 &
(LUFTPD-L1 883 ]) BT 2o h —RoBE 07—
ZIZHED &, PD-L1 BN R IR %17 > 720 PD-L1 38
P (1% A e 1% VL L) D& EE MM oM R %2 T ICRY,
[51. 72%MH]

TEULT TR 123113102 91 82 82 79 74 74 72 66 18
TEULTTEIREE 113 96 87 79 71 61 57 50 44 43 32 10

PD-L1 S3R=E 1 %KiH

—A— AEIEIRE
- AEULT T AR
O AEYLTT B

L A AL LA I SN L BN IR L L B
0 3 6 9 12 15 18 21 24 27 30 33 36 39

at riskH 7R (B)

AF|EHREE 117103 86 76 73 65 62 59 57 55 50 16

- A~ DN
o O o

PD-L1 SR=E 1%L E

1.0 fas
0.9
0.8
0.7
. 0.6
g 0.54
0.4+
0.31 b0
0.2
0.1+

0.0+
LA I S N S S S B BLELES BN UL B B
0 3 6 9 12 15 18 21 24 27 30 33 36 39

—A— ANEIERE
-k AEULT TR
O AEYLTT R

at risk# H77HERE (B)

ABIEIREE 171 165 158 148139 131 122117112109 98 36 1 0
1EVLTTHtFIEE 155144 132127 116 112105102101 99 85 27 3 0
1EULTTBREE 164 155138126 115102 89 83 77 74 64 21 2 0

PD-L1 . IV
ok | B o B s | ot
<1% N-+I BT | 123 NE [2645~NE] 059

T MU 113 1856 [13.67~23.20] [0.42~0.83]
>1% N+ PR | 155 NE [NE~NE] 0.54

T HUE 164 2211 [17.08~29.67] [0.39~0.74]
e N-+I BT | 123 NE [2645~NE] 0.74

AR B | 117 2346 [13.01~NE] [0.52~1.06]
~10 N+ PR | 155 NE [NE~NE] 1.03
B AH AR | 171 NE [NE~NE] [0.72~1.48]

%4 0 KHI1 I Img/kg (AE) LA V) a<7 GEIETFHIRZ) 3mg/kg
(K E) % [A) 12358 0 R RE T4 o5 5% 3 L 2z B R AILIE
3mg/kg (fKHE) % 2N CRUEAHEED L7z, PEATGRICE
WTIE, AR ZRANHEG- L. A €Y AT GEETFHIZ) A
FlOF 54417 205 30 U Lo Ml % BT G- 2 Blah L 720

%5 @ NE3 e A e

17. 1. 7 EREERSE MR (ONO-4538-21/CA209238 55%)

SE &Y E O Mb/c M1/ IV o JE vk 540 I % 906 1 (H AR A B
28 % Eriv, AKIBEAIHB, 4 YY) A~T GEHETHIRZ) 453
Bl) ExHIC, A ) AT GEIE TR Z) *0 25 e LCARA
3mg/kg % 2 [ MR CAHEEED Lz & S OEMIER OREEE
Mgt U7zo FEFHGEH ©d 2 MEFIE A (Fr gl [95% 15 18
X)) oW NS R, RFBECTNE*T [INE~NE] » . f €
A7 GEIET-HRZ) BECNE*T[1656~NE]l » HTH . KH|
A ) A~ 7 GlfE TR Z) S0 LREHAICH B R ER %2R
L7z (Ov¥— K065 [97.56 %15 #EIX [ - 0.51~0.83]. p<0.0001 [J&
W log-rank #5€]. 201746 H12HF—% A1 v b+ 7). T/ %
SVEETAI G 4 452 b 385 61 (85.2%) (ZEIVEM (AR M S %
) MR SNz F R 15661 (345%). T
1100 (24.3%). %9 FEAE 10561 (232%). 5895 90 B (199%). &
L6861 (150%) Tho7212, [515H]



1.048 17.1. 9 JERTLERE
0.9 —h— AEE (1) EREIHEHR (ONO-4538-06 HE)
084 O ARVLTTH 75 F F WA % B ACEIREIE 2 AT 5 SRR AR AE 2 B T / IV 3
074 W FIE DI P LR NI #E £ % (ECOG Performance Status
;o 0 KT8] 76 B % xf 502, AH 3mg/kg % 2 B 1 [ Fa C R ERETED
% 061 L7ze RBEFFMEHE Td %)% (RECIST 74 K54 ¥ L1ERIC
Z 054 #0 PR EIZ X B CRXIEPR) 13197% (95% fEHHIX [ - 123
7 04+ ~300%) Th oo B, FAITHEE L7 MIEIZ9.0% TH o 720
* 034 F 72, ARG 76 B 64 51 (84.2%) WCEIWEM (B Mo i
024 REgEET) PROLN/z, EREERIE. BEK11H (145%).
' FeBALB (145%). LRMMB 116 (145%). FB 116 145%).
0.11 P OB (118%). b8 (105%) Tdh o721,
0.0+ T T T 1 T T T 1 [ T T T T T T
0 3 6 9 12 15 18 21 24 27 B (%)
at riskE EBREFHR (B) Se47Z8%) (CR) 2 (26)
AEIB 453 399 353 332 311 291 249 71 5 0 #H5%%) (PR) 13 (17.1)
TEULYTH 453 364 314 269 252 225 184 56 2 0 4% £ (SD) 21 (27.6)
*¥6: 4 ¥V AR T GEETMIA) 3. A B TEMER @5 i 11 (PD) 38 (50.0)
T B M BRAMPFREORRE - R TIKR I TRV, RNz 1 (13)
%7 NE3HEEARE W2 v RERRZE 2 L 1 (13)

(YIBABE & 1T - BROIE/NARGE)
17.1. 8 RELEE
(1) ERE IR (ONO-4538-05 iER)
75 F A E E AR 2 AT A WA GE 2 TTB ]/ IV 3L

(2) BHMNEMMEER (CA209057 FBR)
77 FF B & O REIE 2 AT 2 WBRAE 2 B M/ IV S
T56 O Ik P R JE/NH B Bl 3% (ECOG Performance Status 0

X5 O R BRI/l B (ECOG Performance Status 0
e O81) 3560 % kf 512, KK 3mg/kg % 2 3 [ B T R EREED
L7z EERHliTHE T 2283 (RECIST #4 K4 » L1 MU
DL YR EIZ X S CRXIEPR) 12257% (95% 15 I IX [ - 14.2~
421%) Tholzo B, FHNCHRE LB 9.0% Th o7z F
7oy ARl S 35 I 24 B (686%) (ZEIVEM (KA i 5%
Wraot) PRDOLN ELRREIEME BRES6 (143%). J
#5060 (143%). £ KW B5H (143%). J& H56] (143%) T

B (%)
564285 (CR) 0 (0.0
oz (PR) 9 (25.7)

% £ (SD) 10 (286)
# 47 (PD) 16 (45.7)
FEATIASBE 0 (00)

(2) BHOEMHEHER (CA209017 FHER)

77 FFWH & GTAL IR A T A UBRAEE 2 B W]/ IV 3L
38 D - F Rz B /NI I 9% & (ECOG Performance Status 0 &
O°1) 27260 (RAIBE135 B, Nt s FLUBE1376]) Z#atfic, Mt
7 F BRI E U CAK 3mg/kg % 2 F R CriEiHEED Lz
& EDOAMMER O HET L. FESEIEE T 5 A Ar I
(Y Aiti [95% 15 BH DX 1) o o ) S AT #65 SR 1E. AHIBE € 9.23[7.33~
132717 H. P& FEUEET601[513~733]7» HTH Y. KANL K
Ly F VI LR FWICAR R ERZ /R L (O — FH 059
[96.85% 15 HF X [ : 0.43~0.81]. p=0.0002 [J& 51| log-rank # %], 2014
FIR2ABHT=% 7y b4+ 7)o F720 AV % 131 #1176
B (580%) ICRIVER (BRRMAMESEN 2 5T) FRO LNz, Tk
EIVEINE, 9857 2160 (16.0%). AR 1461 (107%) TH o721,

1.0
ool & —A— AHIB
D FeaXIVRE

0.84
0.7
0.6
17 0.5
: 0.4+
0.31
0.2
0.1

0.0+ T T T
0 3 6 9 12 15 18 21 24

at risk# 4178/ (B)
AFIB 135 113 86 69 52 31 15 7 0
FeaxtLB 137 103 68 45 30 14 7 2 0

TN 1) 58261 (AHIEE292 61, Pt 3L VEE206]) #3512, F
& F bV E R E L CTARK 3me/kg % 2 38 [ [ C A D L
7ol EOFRER R MR MG L 72e FEFIEA T 2 AR
M (e fit [95 % A5 HEIX 1) oo i BIRAT #G SRd. AR FI#E < 1219 [9.66
~1498]1 7 H. Ft ¥ FEIVEETI36[805~1068] » HTdH . AH
Ry R LREHHNICHE R RERAZ/R LA OVF—= N
0.73 [95.92% 13 #H IX [ : 0.59~0.89]. p=0.0015 [Ji% ¥l log-rank #% 51,
201543 18HT =% Ay b4 7). F7o. LAl 4 287 Fh
19961 (69.3%) WCEIMEM (BRMAEMRT % &5T) PR LM77z,
FEWERIE. 46 61 (160%). B34 61 (11.8%). AR 30
Bl (105%). #EFHE 2961 (101%) TH o710,

1.0

0ol % —A— AR
Q- FgkwIBE

0.81
0.7 4
0.6
EO.SA
0.4+
0.31
0.24
0.14
oo
0 3 6 9 12 15 18 21 24 27

at riskEx H17EARE (B)
AEIFE 292 232 194 169 146 123 62 32 9 0
Rte&¥%t/LE 290 244 194 150 111 88 34 10 5 0

* (3) ERRHFFEMAEHER (ONO-4538-52 #ER)

(LER RGN O EGFR #fn T 2R, ALK @G #is T Bk
O ROST e AR L D Y BAS e 2 47 - T 38 DI~ L BE I/
MG £ 550 1 (HARNEH 7L Bl & &te AR L 7T FF3A|
FONNY X327 (BIETFHIRZ) 2 &Rk ol (N+C
PERD *$BE2T5 61, 77K T I F FRANJINNY A3 7 (HiB
TR Z) 2 ECLFREE OGFH P+C M) BE27560) 2%
2y PHCHEHZ A & LT N+C BB O RIE J OV 4tk 2 st
L7co EREHliEH T 5 MEAAAE (T Jufi [95% 15 BIX 1)
3. N+COF f#E T 1212 [9.76~14.00] » H. P+C f Fi#E T 811 [6.97
~854] » A T& V. N+C 513 P+C B I $ 5120 Ltat <~ my
CHBRERZR L O — FH056 [96.37 % 5 FHIX [ : 043~
0.71]. p<0.0001 [f& 3 log-rank #5E]. 202042 10 HF—4 7 v b
F 7)o F 7. A VEREAM A 4 273 90 Hh 269 B (985%) 12 B E
(BRARARAAE IR 2 &) AR bz TAREWERIZ, BB 143
Bl (524%). KMPEEE = 2 —1 85— 12061 (44.0%). GFHERE
WA 116 B (425%). EMERBERA 931 (34.1%). L85 (31.1
%) FHGRIB 8L B (29.7%). J695 8141 (29.7%). #1785 (286
%) BAHIE 69 B (253%) TH-o7e17. [525MH]



—A— AEIRG(LZREN AR
O TR RUME AN AR

0 4 é 1é 1Y6 2b é4 28 32

at riskE IR BT (H)
AEIRV
LB R
T5ERRY
et

275 231 163 88 48 16 6 0 0

275 225 127 53 27 5 2 0 0

%8 1 A1 360mg. # VAT 5 F »1HAUC6 (mg/mL - min), /¥
7 % F £V 1H200mg/m2, NNV AT GHEiZTHELZ) 10
15mg/kg % 3R B TRAK6H A 7V ISibE Lz, AH 1
360mg L NN Y X< 7 (GEE TR Z) 110 15mg/kg % 338 [
I bR C mi i L 7o
PEAIR BRI BV Cld, AR & RIS L, LR E AR o
B HRT 5 305U EoRMEE BV TG % R L7z,

17.1.10 EFE£RFE MHEER (ONO-4538-27/CA209227 54ER)
(LSRG D EGFR #5122 REME R O ALK @A #E T B
DY BRARE 72 HEAT - T3S 0 /NI B E 1,166 61 (H AR A BE
43 B % Gtee A €AY T GEETHIRZ) BEA (N+IBRH) *9 8
5831, 7T F F WA & G L ALF LRSS H) A AFRIC, L
PaRMEE LT NHIHHBEOEME R R a2 e Lz, 2%
SHMiE H Td % PD-L1 HEA 1% UL Lo BF  (N+1HF I 396 641,
AL 2 BE 397 B) (BT B Az AE I (rh e fili (95 % 15 BE X [1])
&, N+Iff 8 T17.08 [14.95~2007]1 » H. 1t % % i # T 14.88
[1271~16.721 » AT Y. N+IHHPEG IALFF R URER#
WCHEBRIEEZR L2 OV — FH079 [97.72% 15 HE X [ - 0.65~
0.96]. p=0.0066 [& 5 log-rank #E]. 20194E7H2H F— % & »
b 7)o F A ARG 391 Bk 302 61 (77.2%) W HEIEH
(BRMAEMERE 2 &0) PRO SN2, EREEHIE. 5895 736
(187%). FHI70B] (17.9%). Z 9 FEHE 6241 (159%). 9% 57 56 Bl
(14.3%). HIRBRBEREAC T RES3 B (136%). A EKIE 36 (136
%) HL 4260 (107%) THo7219,

#9 0 AH 1 3mg/kg (KHE) % 2HEIHEED T F €Y a~7 (B
R z) 10 Img/kg (RTE) % [H] H 12 6 38 [ 15 B C 3 i
L7z PR GIEIC BV TIE, RAZRgikb5 L, f1 €Y A
7 GEETHIRZ) IARKORGH#T 253050 EoBREE Bw»
THG%RMG L7z,

AL LRGP T PD-L1 R 1% Rili O EGFR #5128 B a
B O ALK @& i i1 B O YIBRANRE 72 4T - 58 0 J/ NI 3 22
#3630 (HARNBEAGEE L, 75 F F WA % &L bR kbt
I (N+C PR #0177 61, 7 5 F F 8K % & &b 22 9% 1 15 186
Bl) ZRRIC, ALFEE AR E LT N+C OB AR 2 072
PR L. RRBORIKGHEEE O —2Tdh 1 BEIE W 2 He
DG T 5 WHTEAAFIIH (R yefii [95% BHX 1) 1&. N+C Pk
FI#ET 555 [463~6.90] » H. b8 < 4.70 [421~559] » A T
. N+C I 5 13RO LA A B R EE 2R L
72 (VY — FIE0.73 [97.72% 15 HEIX [ 0 0.56~0.95]. p=0.0070 [J& 51
log-rank #5E]. 20194E7H2HF—% A v b4+ 7). B, Riklk
ORKFHEH O—2>TH Y B e ME DX TH 5 271
(e [95% B IX 1) &, N+C ff BT 15.21 [12.29~19.78] #
H. AbEPERET 1219 [9.17~1432]1 » HTH ), N+C iS5 12
(LR LIRFH RIS R IER 2 RS o 7o (N — Rk
0.78 [97.72% 13 #HIX 1] : 0.60~1.02]. p=0.0352 [J& Bl log-rank # &1
0194E7H2HTF=%h v b+ 7)o Tz, LAEMFIN L 172 Hh
15950 (924%) WCEIVE (BRMAMEER % &) 2550 bhiz,
F R EIE . B 706 (407%). M. 6761 (39.0%). 9 95 43
Bl (25.0%) &F o BRI A 5E 41 B (23.8% ). £ Ak R 3961 (227
%) FEFL38 B (221%). WF P ERBORA 27 B (15.7%) . Wi 26 1
(151%). 58952661 (151%). M/MREGRD 21 61 (122%). 1))
it 1861 (105%) THo7218, [562, 745MH]

1055
094 % —A— (PR

O (LA

T

r—~rrrrrrrrrrrrrrrrorrr e re T
0O 3 6 9 12 15 18 21 24 27 30 33 36 39

at risk#§ EIMEEFHR (B)

b AR 177135 73 48 37 29 19 15 10 10 7 4 1 O

;:g: . A P L TR {bseiARE 186121 57 22 18 13 8 6 5 3 0 0 0 O

08 O LEEARE %10 0 P BB ISR L Tid. ARAI1 M 360mg. 74 ¥ & €~ 1111000

# L < 131250mg/m?,. ¥ A 75 F 10 75mg/m? 3 iZ A # 17|

077 360mg. 74 % ¥ ¥ 1E1000mg/m2 % VKT S5 > 1 AUCS

= 0.6 (mg/mL - min) % 38 [ B FE T K444 27 v sl s L 72 1%,

17 054 ARFHI 11 360mg % 3 [ IR C R EE L7z 7 A Y 8 ¥ IRy
£ 4] 47V 1H B RO H HIC Sl L7z,

03 IR BRI LCid. AAHI1 M 360mg. XA b L ¥t K1

' 500mg/m2, ¥ A7 JF ¥ 1 75mg/m2XiEH VKT T F v 1M

021 AUC5# L < 136 (mg/mL - min) % 3R TRA4H 4 7 0

0.1+ PR L 2 R ARAILMI360mg K VR A b L F & Rl
o 500mg/m? % 3 SHM N C ALY L 72

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 PG RIS BT, A 2 RIS Ly AL REEARA O

at risk2 774905 (B) BT 05 305 Bh OIS & 5\ TR % B L7
‘E':;’;% 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0 17.1.11 EFEHFE MAAHER (ONO-4538-77/CA2099LA 5{5%)

2o gge S MBI T2 R o N | AN e oY |40 i
LS EiERF 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0 LSRRI D EGFR BRI R O ALK ey s 1Rtk

Mg xt g & S 2o 72 PD-L1 S BIEEA 1% A o B #H  (N+IBEH
TE187 B, AL EERE 186 B) (284TSR (Fhyefi [95%13
FHIX 1) (&, N+LBEBE T 17.15 [12.85~22.05] # J. 1Lk
T1219[917~14321 » HTH . N — FH 062 [95% 15X 1] :
048~078] TH -7 (0194ETH2HF—=5h v v+ 7). F/o &
ZVEETAM G 5 185 b 140 61 (75.7%) \CEIVEM (BRMAE 2 %
i) RO LNz, EAREMENIE. TR 2861 (151%). 957 27
Bl (146%). 3895 2581 (135%). R 2361 (124%). HEIJIE
2161 (114%). ALT#m21 6 (114%). YV /s—¥Hihm21 61 (114
%)\ F ) FESE 201 (108%). AST Hehn20 %1 (10.8%). HUARNEAR
BEITHE 1961 (103%) TH o729,

DOYIBRAHE 2 AEAT - FEEE O I/ R B 719 61 (H AR N 50
BlE&Et. 1) A~T BIZTHIRZ) ROT5F F8H % &
AL (NHI+C BED) * 1L 8 361 ). 75 F F B % & &b
PEHE 358 1) A b g, fbFEARE AR E LT, N+I+C i EE D
BV R OV 4k 2 Wi U7z EESHMIEE T 5 4445 (b
YL fili [95% 12 M X 1) 13, N+I+C §f JH 3 < 14.13 [13.24~16.16] »
Ho ALZEREERE T 1074 [946~1245] » H T& Y. N+I+C B $ 5
WAL R LIRETFIICH B AR ERZ /R L7 (O — FIE0.69
[96.71 % fZ HHIX [ : 0.55~0.87]. p=0.0006 [J& 4 log-rank H5&]. 2019
FEIOHSHFT =% Hy bF 7)o T/ M5 358 Bl 322
Bl (89.9%) \CEIVEH (MiRMAMER % &) v bNhz, £
ZEIE R, B 946 (263%). B8O BI (223%). 9 73 )
(204%). HEJIHE 7361 (204%). & ) FEAE 66 B (184%). 595 64
Bl (179%). 95759 B (165%) FEAKIHIE 56 61 (156%). HUIRMRE



BEREAC T AES2 61 (145%). MEIH: 4761 (131%) T - 7219, [52
]

1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2
0.14
0.0+ : . .

0 3 6 9 12 15 18 21 24

at riskZ 1R (B)

VLT TRY
(b F ARG R

b2 EEAE 358 318 259 183 94 39 12 0 0

110 P LRI LTk, AHI 10 360mg % 3B M MME. [ E) A<
7 (BIZTHIRZ) 1M 1mg/kg (fKE) % 6HMME, <2710 %
¥ & L1200 mg/m2. # V&K 7S 5 F »1HAUC6 (mg/mL -
min) % 3B T2Y A4 7V SEEE L 72 %. ARFH11H 360mg
ZIWEBREL A ) A~ 7 GRIEFHEIRZ) 11 1mg/kg (&
) % 60 [ [ R C RO R L7z,

IR R L Cld, ARHI 10 360mg % 3 M HkE. 4 €Y A
<7 (EfzTHR ) 1 1lmg/kg (FE) % 6:EH MM, ~x b
L ¥+t F1H500mg/m?. ¥ A7 FF 10 75mg/m? XiEH VRS
7 F 71 AUC5#7 L < 1¥6 (mg/mL - min) % 338 [ k& CT24
A 7V IIREE L7, K10 360mg % 3B I FE K O ) A
~7 (Efz7HE2) 10 1mg/kg (PRIE) % 638 [ [ FE < L
L7

BERSE GRS B VTR, ARAZ RIS L. A ) A~ T (i
ETHIEZ) (A E) A To5 %2 FEL TV 25E) EARAO
BHRTH 505U LEOMEZEZ BTG 2B L. 2. 1L
PRI ARK A C) Ax T (@R EY A To
Beh5 a2 TFELTWDHE) ORG#TH5 305U EolEE Bw»
THYG &R L7z,

(IRAYIBRAAE R 12 Er i1 D B RE)

17.1.12 ERRHFEFE M55 (ONO-4538-03/CA209025 sHER)

M AEEEN 28T 2B (733 F=27, A=F=
T VT T =T NN TE) BEGALFEREREE AT LT
PSSR R 0 PR WA R 200 R i s 821 61 (H AN B3 63 Bl %
Fleo AFIBEA106, =X ) A ZAWAILF) #xRIC, =Xy
LA ZR IR E U CAHK 3mg/kg % 2 38 [ HIBE T RS HEEED L2k
X OHMYER MR RE L, FEMEEE Th 5 kM
(et [95% 15 HEIX 1) o> v ST 5 2R 1k, ARHIBE C 25.00 [21.75
~NE*12] » H, =T A A T1955[1764~2306] » HTH Y.
AFNTZART ) 22K LFREFHFEICHE B R ERE /R L2 (O —
I 0.73 [98.52% 12 61X [ : 0.57~0.93]. p=0.0018 [J& ] log-rank #
€1, 20154E6 HISHF— % h vy M4 7)o F72. RAEVEFG T
406 I 319 B (786%) \CREIMEM (BRMAEMERE 2 &) 2380
Size EREWEAIE. 9897 13461 (33.0%). L5761 (14.0%).
Z D FERESTH (140%). FHIS0 B (123%), LRkHGE 4861 (11.8
%), FBA1H (101%) TH-7220, [56SH]

A {EULT T RO RN AR
@ (iR

BARHHF

361 3256 292 230 129 46 16 1 0

1.0 fa,
0.9
0.8
0.7 4
0.6
EO.SA
0.4+
0.34
0.24
0.1+
00 ]
0O 3 6 9 12 15 18 21 24 27 30 33

at risk% 178 (B)
AHIB 410 389 359 337 305 275213 139 73 29 3 O
INOYLZEE 411 366 324 287 265 241 187 115 61 20 2 O

—A— AR
Qe INOYLREE

T, HRNIBGHEBI 636 (RHIRE37H, =) ZATE2660) O
AR (A e [95 % (5 MHIX D) o v BT AT % SR &, ARHITET
2737[2362~NE*12] » H, =1 &4 AR TNE*2 [NE~NE] » H
Tholz OV — NI 150 [95% 15 HEHIX 1 : 049~4.54], 201546 A
BHF—=%hy M+ 7),
1.0
0.9
0.8
0.7
= 0.6 —A— KEIE
%054 e IANAYLREE
=

-GOAED --Om®-O

:;0.4*
0.3
0.2
0.1
O'OA"x"x"x"x"x"x"x"x"x"x
0 3 6 12 15 18 21 24 27 30

at risk$ 4778 (R)
AEIRF 37 37 36 35 35 34 24 16 8 4 0
INAOULZE 26 26 24 24 24 24 20 15 9 3 0

%12 © NEIZEEARE

17.1.13 EEERFE MExER (ONO-4538-16/CA209214 5XER)

AL T AR T O HEA TP S B R 1 0 4% WA e 260 T I o S 1,096
Bl (HAENBERWEZED. A E) A~ T BEZTFHIRZ) B
(N+IPEH) *BHES50 B, A =F = 7 HES46 ) 2t Bic, A=F =
TR E LT, NHIPFHBEOE R R et 2 el Lz, £%
G E EH TdH 5 IMDC*1 ) Z 7 45 ¥ intermediate } U poor V) A 7
B (N+IOFHBE425 61, A =F =7 #4226)) OLEARR (hi
fiti [95% 15 $E X 1]) 1%, N+IfF I #ECNE*1 [2816~NE] » A, A
= F =T HET2595[2208~NE*5] » HTH 0, N+IBEAESIEA =
F= 7 LA FNICAHABEREREZ R L2 OV — NI 063
[99.8% 12 #H X [ : 044~0.89]. p<0.0001 [} 31l log-rank ¥t 1. 2017
ESHIAF =%y A 7)o F 72, WAV 4 547 6th 509
Bl (931%) CEITEH (BRMAMERE 2 58) SRz, ¥4
BRI, 9557 20261 (36.9%). Z 9 FEAE 1541 (282%). T i 145
Bl (265%). F&35 11861 (21.6%). HE.L 10961 (199%). V) /¥ —+
B0 B (165%). HARBRFRFEAC T HESS B (155%) Tdh - 722,
(5.6 2]

—A— 1EVLTT AR

Trrrrrrrrrrrrrrrrrrrrrrrrrrrrr— 71
0 3 6 9 12 15 18 21 24 27 30 33
at risk# 47788 (R)

AEVLTT AR 425 399 372 348 332 318 300 241 119 44 2 0

Z=F=TJE 422 387 352 315 288 253 225 179 89 34 3 O

#13 A F 1M 3mg/kg (RHE) & A ¥ A< 7 s FHHEZ) 1
Img/kg (REE) 7 [ H\Z 30 [ B 0 C 4 0] i s L 7214, ARHI L
[M3mg/kg (fKE) % 28 M MBS CHREHHETRY Lz, PR S-RHIC
BT, A ZEDICHEG L. A €Y A< T GEEFHIIEZ) &
KHNOF G4 T 05 3050 UL Lok % BTG 2 Bk L7z

%14 : International Metastatic RCC Database Consortium

*15 : NE 13w ARt

*%17. 1. 14 EEHEFESE DHEHER (ONO-4538-81/CA2099ER 55%)

AL s A i 00 AT S s 8 1 o R I 80 BRI o AE % 651
Bl (HARNBEZGB 2 &, hRYFYF =70 N+CHHE)
*IOPE23BI, A=F=THE328B)) #HRIC, A=F=TERE
LC. N+CBHHBEO AR R O a2 et Lz FERHGEAE T
H B WERTEAAF N (PPl [95% EBHEIX ) o5, N+C PR
T T1659[1245~2494] » H. A =F = 7T 831[6.97~9.69] »
HTHY, N+CHHERIE A =F = 7S LREF RIS H SR IE



HARYLFTHER 323 279 234 196

R L7z ¥ — FH051095% 15 ##6 X 1 0 041~0.64]. p<0.0001
U Bl log-rank BE]. 202042 HI2HF—% #» b4+ 7). 72,
B4R R0 5 320 B 309 51 (96.6%) \ZEIMERT (PR MR it B
EEL) PROOLN, EREIER . TH 18261 (569%). T
B JLEFSRAMEASIEGER 12260 (38.1%). HURBRFEFEAL T E 107
B (334%). w5 I 97 B (30.3%). 9% 97 86 %1 (269%). ALT 4
8o Bl (250%). AST 7561 (234%). WKEAR 46961 (216
%), ML 686 (21.3%). AR B 654 (203%) TH - 722,
(5.6 ]

1.0 B

—A— HEYLFTHHER
O AZFZTR

T T T T

0O 3 6 9 12 15 18 21 24 27
EEBEFHE (A)

144 77 35 11 4 0

122 79 31 10 4 1 0

at risk#

ZA=F=TJE 328 228 159

%16 A1 240mg % 2 B I bE T riliE L. 7 AY v F = 7 40mg
% 1H LRS- L7z,

(BRUSHAMOHENKT XU 2 NE)

17.1. 15 ERE T HHER (ONO-4538-15 55R)

HREMBHEBH LS T LYY F <27 XREF v GEE T Z)
VARG I AT A O T3 U HER RO IR D % ) oS B
(ECOG Performance Status 0 & ON1) 1761 % %} %12, A& #l 3mg/kg
% 2RI C A EEED L7z, REFHITEE CTh 528503 (KET
IWG criteria (2007) 1242 < I HEIZ & %5 CR XIE PR) 12750
% (5% ISHEX [ :47.6~927%) TdHo72o B, FHHIIEEL
B 1 200% CTdH - 720 F 720 BAEVEFFMix 5 17 6% 17 61 (100
%) WZEIER (BRRMAEMRE 2 &) 250 bNhiz. EREEM
. BTH (412%). & 9 FEHESH (294%). % E 46 (235
%) FURBRASAEAS TAE 3B (17.6%). 957 200 (11.8%). HERIK2
B (118%). B 2# (118%) Tho722, [57ZM]

BIEL (%)
e (CR) 4 (250)
iR (PR) 8 (50.0)
% 5 (SD) 2 (125)
# 47 (PD) 1 (6.3)
S AS B 1 (6.3)

AN TERFANG 5 16 61 0 RS 2 7R L 720

17. 1. 16 #5158 T +HEB& (CA209205 i5&)

AR EMSHBREITRIC T L Y 33 =7 R FF Y GEETH
¥ z) W2k 2W0EWE 2 2R UTEREO NI R Y 2) VX
i 8% (24 — b B. ECOG Performance Status 0 2 U81) 80 i %
TGS, AH Smg/kg & 2 B B T AL EHEED L7z, E GG
WHHTHLEME (LETIWG criteria (2007) 1230 < Hryep] 212
£ % CRXIZPR) 13663% (95% 15 X [ : 54.8~764%) TdH >
7oo BBy FHNCHE LBMIZ200% TH o720 Tz, BT
filixk 5 80 BIF 72450 (90.0%) \ZEIVEM (BRRMAMERT 2 &) 28
B bz, EaEIERIZ. ST 2060 (25.0%). FEAICHED BOS
1661 (200%). F&9& 1361 (163%). FE #1161 (138%). B i
1160 (138%). ML 1061 (125%). Z 9 FEFESBI (10.0%). FHi
8B (100%) THo72, [575MH]

(BRXISERGSEHF T 5HANE)
17.1. 17 ERH#FS MAEHER (ONO-4538-11/CA209141 5{5R)

75 F F AR GO TR T B2 5 6 ISR EELT
EHFEAED Sz, WEHWORFTEEDO RIS & % 5 7% WY
/I o SESEFRIE P LR *18 B3 361 1 (HARNEH 27 0% &
ARFIHE 240 B, RFIREE 121 61) 2 K500, RERIH M EMiARIN L 72
B (AP MLFY—b, FEyFVLEEyF v ~7) 250
& LCARA 3 mg/kg % 2 BB TR RHEED L2 S ofN%
B0 aetk % et Ul FEFHIEH CTd 2 a7 WM (b gefi
[95% A5 HEIX []) o> v BIFEAT &5 3213, ARAIHE T 7.49[5.49~9.10] »
H. % IEEET5.06[4.04~6.05] % HTH 0. AHNL A ERIH Y LAl A
IR 72 0HE BN LREHERICHEERER 2R L2 OV — Kl
0.70 [97.73% 15 #E X 1 : 0.51~0.96]. p=0.0101 [J§ Bl log-rank # 5]+
20154E 12 H18 HF =% v b4 7)o T/, RN R 236 1
13960 (589%) CEIMEM (BRMAEMET 2&5L) RO
T2o EREWEANZ. 573361 (14.0%). H.L20 6] (85%). F695 18
Bl (76%) &9 FEAE 1T B (7.2%) ERBGR 1760 (7.2%). T 16
Bl (6.8%). Hin126] (51%) THo72%, [510 5]

1.0 B
0od —A— AHE
O AR

0.8
0.7
0.6
17 0.5
0.4
0.3
0.2
0.1 O-0-0
oo
0 3 6 9 12 15 18

at risk# 47788 (R)
AHFIBE 240 167 109 52 24 7 0
SERRE 121 87 42 17 5 1 0

17 BA H U3t o bt i 2 & o

*18 0 B L SNAFIEEAE. TIE w - TFIRHEEUR OWEDH,

(DPALEEEB ICHEE L FARYBRTEE A ET - BROS®E)
17. 1. 18 EEEFFE NHHKE (ONO-4538-12 ER)

2DV FOALSAEIE A A T A BRI AIG UIART OB Y R
HE 7 AT - RSO B UL AE H AT (EREom.OrEEE %S
WL Y LTS em BLPICHLE 2 M) B 493 61 (H AR A B 226
Bl % Grtee AFIBESZ0BI, 75 L REEL63HI) ZHSRIC, TILEK%E
I & L CARH 3me/kg % 2 B [ B CAGERHEED L2 Z0f%)
PR O A 2 MG L7z, FEHIEE Td 2 &40 (bl
[95%Z X 1) &, AHIBET526[460~6371 4 H. 77 KT
414[342~4861» ATH V. AHNZ T T LR ITH LHFEHEERIHE
HIEE %R L7z OvH — FH063095% 18 ¥ X [ :051~0.781.
p<0.0001 [J& 3 log-rank M &1, 2016 4E8 HI3HF—% A1 v b4 7)o
F 7o, RAVEFEMR % 330 FIrb 141 61 (42.7%) \ZRIVEM (R A
R E &G BEO SN2, FalfERIZ. £ 9 FERE306 (9.1
%), T #2361 (70%). J& & 1961 (58%). % 571861 (55%) T

1.0 &,
S —A— FEH
O TR

0.8
0.7
& 0.6
7£ 0.5
* 041
0.3
0.2
0.1

O.OA T
0 2 4 6 8

T T T T T T T
10 12 14 16 18 20 22

Bl (%)
5T (CR) 7 (88)
o vif# (PR) 46 (575)
% € (SD) 18 (225)
# 47 (PD) 6 (75)
FHAS B 3 (38)

at risk# 47780 (B)
AF|B 330 275 192 141 94 56 38 19 10 5 0
77t KE 163 121 82 53 32 16 10 4 3 3 0



(GIBRTBE B ST - RO BRI R i) B (%)
17.1.19 ENE T4H5ER (ONO-4538-41 EER) =275 (CR) 0 (00)
TIFFREAERRX LI T MYy LKA E OB L% (PR) 23 3L1)
AF AT o o 47 303 5 A Pk oo Tk i I v i R (ECOG i :

Performance Status 0 2 U¥1) 34 B % 5t 512, A #l 240mg % 2 3# [ % f (SD) 29 (392)
P W G ORI M E L 72 BRI A TH 2 B4 (Modified # 47 (PD) | 18 (243)
RECIST criteria (2004) 12355 < st 5612 & 5 CR LI PR) & SEAAE 1 (54)
294% (95% WX :168~462%) T o7z LB, FHIIkE . . . . .
L7 B IX50%Tdh o 720 F 72 ﬂ@ﬁmﬁﬂ%swmm D7 ALYV 3 V¥ RIERIES A R O@F 5 755 > i3 A
(676%) (RN (HAMAMRSE 2 at) 2500 5hr, T2 ‘) /T v SRR & & GALEAREIE O & 2 il YR AN iE 2
TR, FHRIAB (11.8%). 5635451 (118%). U /S— ¥Rl 4 6] CHROBBLY A 7 0T T 4 PALEME (MSLHigh) i 3
(118%) TH o720, 7\7 v FIEERIE (AMMR) %45 %8B - 155 B 119 6 2 &
BRI, RAEAE) A= T (B TFHIRZ) 20 L0, 3
BI% (%) B H TH BB (RECIST 714 FI4 ¥ L1 HESL ié
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