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1) FEBUHELIE ONO-4538-52 il S 4t L7z

*611.1. 6 BERR. A&, REEEE. TR, BEMEER

BURERF 28 CBEEAREE. BUEAB) . A4 (0.1% A6, 0.1%H
i) AST 8. ALT 8 . y-GTPiﬁ h ALP# L, €Y v
YU BN E D) IF R RERE E (0.8%. 4.2%). BT % (0.3%.
1.5%). fiAfL e k(%ﬁﬁ‘?'ﬂ HIEAH) dbobh b
LB b, [85ZM]

11. 1. 7 FREREREREE
FUIRIRBEFEAS TE (7.6%. 124%). FURERBETE
6.2%). MRS (09%. 14%) 40 TR e
NopZeddbb, [865H]

11. 1. 8 TEAEKBERES
T (03%. 20%). FEARFERRE T 02%. 09%).
R R R o VeV RBE (0.1% A, 01%) 5o T mfih
BEREENH SDLNDLZ DL, [86 2]

11.1. 9 fEpEE
KM= 2 —18F — (13%. 186%). ¥ =2 —1,8F—
(01% ki, 03%). HORESE= 2 —a/8F— (01%£iH.
EARW), 5 2 - N —ERERE (01% A, 0.1% K. i
(01% A5, HEARH) SOMEEENDHHbNDEZENDH 5,

11.1. 10 BEE
A (06%. 20%). JRAE B MERE % (01%. 01%). %
BRAKE 9 CBEEARIE. 01% A1) SoBErdLbhL L
Bhbo [875M]

11.1. 11 BIBREE
FIEHREA 4 (06%. 30%) SDRIE
Hbo [86ZMH]

JEJ" (38%-
FEEDRH 5D

HhEEH b DL Z LA

FENL 12 B (0.1% A0, 02%) BEBER (0.1% A, BRI

1. 1. 13 EEDREREE
i M 5% Bz 38 96 Bl % 9iE  (Toxic Epidermal Necrolysis : TEN)
(BB, 0.1% A Bz &R AE B 8 (Stevens-Johnson
FEBERE) (0.1% Adi 0.1% Ad) . FRHER (0.1% K5, 0.1% kK
i) ZIALE (02%. 04%) FOREEDOEFREEN D SHbh
HIENHD,

11. 1. 14 gEiRIMARZEATE
R IR 0 A E (0.1 % A 0.3%). Wl ZE R dgE (0.1% o s
04%) SFOFRMAEED D SN, LD D,

11. 1. 15 Infusion reaction
TFT4TXT— . EE ZHHE. B, BIE, K
I W% PR 3 Hﬁ&f‘i’?’i’ ¢ Infusion reaction (3.2%-
70%) bbb ENH b, EED Infusion reaction A3
SN B IS 2k L CEY Z2LEEITH & &
DT, ETOMBER OERDPEEICMIET % F TREDRELY
FCEBT A2k, (882 H]

11. 1. 16 MEREBAERE (HEAH, BEAH)

1. 117 &% CBUEARW, BUEAD]) [9.14 2]

11.1. 18 B (0.3%. 0.7%)

**%11.1.19EEDER

FIERIGICERN T EEZ2 5N 2EEDH % (0.1% K,
01%) VBHOHbLNDLIENH L, REFRDLNI-HEITL
R B AV E YAl OB S-S5 0@ 2 Wi 2479 2 &,
11.1.20 RESEX (03%. 0.3%) [8.9 K]
W) TERZEIER ] OSBUBE L. FMPES K, B SR o I RL iR
L7z
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14. BRALOEE

14. 1 ZHZFARBOEE

14. 1.1 354 7VIEREE T, LB LARWZ &,

14.1. 2 KHFNZH B AR X3 5% 7 B 7 BT AR
5o 7B, 11 240mg. 360mg X id 480mg ¥ 5- W D #1131k
# 30kg DA B BEI213 150mL LAF . MR 30kg Ko #1211
100mL LT &3 %,
3mg/kg X5 WIS AL E AT 0.35mg/mL DLk & 72 B X 9 IZA R
T 5,

14. 1. 3 WIMAAITEP IR L, B RIRE LT 2 2 &,

14. 1. 4 FRBORIEESLPIHEHT L L, T2, HHEDEK
Wi, MIEBEROBZENDEDLDOTHH L 2w &,

14. 1. 5 7R O RAPLIE 0.35mg/mL A Tld, AH] D % i
HOZEEDSHER I N TR,

14. 1. 6 Ml & ORIFEF LW &,

14. 2 ZHEIBREEOEE
KHN OGNz TE A T4 74007 — (0215022
um) #HHTLZE,

15. ZODFEE

15. 1 BERR{ERICE D 15k

15. 1. 1 EIRAHI B TR A PR OE A A G ST b,
15. 1. 2 HEPMEE R ABRIC 3B\ Ty ARFNC X 2 i85 1S ) A 3% 1l i

_6_

MRS FE i S M7 JE BTy B 2 B 1 1 09 55 O R Al
B A BHIEDSTRD B 17z 29,

15. 2 FEERPREER (CE D < 153k
HOVATAH 50mg/kg 2 11, 4 B8 RSS2/, DR#
HNDY) VSR B T EMIBE AR b L OWEN D 5o

16. EMENEE
16. 1 MHiRE
16. 1. 1 BEKRSE
H AR NN 55 B3 A 1~20mg/kg & 1 IRE I L2 1 ~C 4l i
DR RGeS 5 U7z & & o Mg i EHER L OV SE B e N S 2 — &
EU TR, &8 2075 A (CL) E#%5 -5l Tl BB o/
R L. AR (Vss) I 3MAHED 720 o4tz (8 50mL/kg) <
EVERR LY,
(°F 34 fili+#2 % ff 7%, 1mg/kg :n=3. 3mg/kg:n=5. 10mg/kg: n=6.
20mg/kg : n=3)

(ug/ml) 1mg/kg o
1000 3meg/kg ®
10mg/kg &

20mg/kg A

b ANRURSE AN =)

1 T T T T T T 1
0 72 144 216 288 360 432 504

B (hr)
peha Img/kg 3mg/kg 10mg/kg 20mg/kg
(n=3) (n=5) (n=6) (n=3)
Cmax(ug/mL)| 244+45 | 688+109 192+36 214+ 68
Tmax (hr) 30(1.090) | 1.0(1.0-30) 3.0(1.09.0) 9.0(3.0-25)
( :\;ﬁ’;‘l’i) 4950580 | 123004500 | 4390027200 | 67400 = 15500
Tu/z(hr) 360+10 320+170 520 + 270 410+230
CL(mL/hr/kg) | 0.127+0.020 | 0210+0.152 | 0.126=0.027 | 0.206+0.143
Vss(mL/kg) | 646=67 | 697+102 | 836+274 | 968=121

I+ R S, Tmax : HJuE (§EpH)

16. 1. 2 RiEHRS
(BHRalR
H AN B 2 AH) 2me/kg & 3L 1 18] BSR4
FA5E L7z & & Ofe G TREO M T R O b 5 7 g O ER
ZUUTFISRY o G TIOMIETRE RO~ 7 7 R3S 1834
DBk — 2 IR L, 55 18 M e kI L9,

(ug/mL) CEI il + BEHEAR 2)

80+

104 & o BIRAIBEHE SR T B O ME Tl
0 o TTRE

LN B B B R N R

T T T T T T T T T
0 36 9121518212427303336394245485
B (GB)

(UIBRTBE A ETT - BROBMMES K IE)
T AR N A i 2 o Bz e B3 LS AR A 240mg & 2 8 LS 1 ] RO IR I
Ffide G- Lz & &, 5% 28, 4:ARC18EILFE R & T 7
D3 H =R 22 1. TN 2052602ug/mL. 384+125u
g/mL LV 609+272ug/mL Th -7,
16. 1. 3 BEFZEYEN BT

[E| AL D GRS 24 3B TR H 77— & % o CRESE SR B RE A
MradFEhtil 7o SOMITICE TN HARNBE 20611200V T, AFH



240mg % 2 HMMHKE (Q2W) i 480mg % 4 E MG (Q4W) TG
L 7B 03 ERE N7 A— % (sEfl) 13, ROLBN THo7

- Cmax Cavg Cmin
i - R (ug/mL) (ug/mL) (ug/mL)

240mgQ2W | 726 (219) | 437 (206) | 378 (26.9)

AEEs# 480mgQ4W 145 (21.9) 529 (21.7) 283 (31.7)
R 240mgQ2W 161 (27.5) 108 (34.7) 84.7 (409)
T IRTE

480mgQ4W | 218 (24.3) 108 (34.7) | 676 (46.7)

AT (EEIRE %), Cavg @ FI M i

16. 6 WENEREF T 2HBE

16.6.1 /2
AARAND 1D 24 LT 0RO R Y F 20) o5 o/ ER
T OB E 14 00 708 o Bk T T B 55 JE LR Smg/kg & 2 I 1|
FAEH AR N Rt G- L7z & &, HL$ 515 O Cmax 12464+ 87 ug
/mL. AUCo3361% 7,224 +1,635ug-hr/mL &% O T1/21% 347 = 108hr T
Hotz (n=26), T/, H5H%2M, 48, 8E, 12AKVISHED
M b7 7HREO M £ FEH#EFEAIZ T EN156+34u
g/mL. 277x72ug/mL. 41.7%+127ug/mL., 511176 ug/mL J ¥
574+247ug/mL CTH-72 (n=7~24),

16. 8 ZDfth
ARHN O ARk B O AP R % B 85 — BOG AT 0 6 R AH
240mg % Q2W TH 5 L 72 B & A #l 480mg # Q4W T 5 L 72 o
B 222 =R I v e Pl gz,

) AFOKR S NI B G o R R REE T, AR =F
V=7 (BIETFHAEBEZ) & LT 10 240mg % 2 B0 RS0 1
480mg % 4 [ B T XGHEHE S 50 THbo

17. BRPRRAR
17.1 BRMERUOREMICEE T 555k
(BEMEalE)

17.1. 1 ERE 14185888 (ONO-4538-02 :E) (M 5)
FHNNY & BACEPRERE & AT 5 BIAYIBRANGE 2 Y /1IV 1
AT O B AL 3 35 B 2 xF RS, A 2mg/kg & 3 I
b TR L7z, REFMGEE TH 5 E%%FE (RECIST 74
FI4 Y11 HED ek iz X 5 CRILIEPR) 1£229%
(90% fEHEIX [ : 134~362%*1) Tho7ze KB, FHICHEKZELR
B 13 125% Td o 720 F 720 %2 4 Pk 5 Al A 5 35 61 b 30 1
(85.7%) \ZHEIMEH (BRI 2 &) 2R 6Nz, il
PEME. Z ) HEE 11680 (314%) . el T3 WA 8B (229%). I
TSH¥M 7B (200%). A IMEREIRA 66 (171%). ik T4 46
Bl (17.1%). FABE6H] (171%) TH o725, [51 5]

% (%)
554285 (CR) 1 (29
wazEE (PR) 7 (20.0)

% 5 (SD) 15 (429)
# 17 (PD) 11 (31.4)
AHIASEE 1 (29)

#*1: Wilson® 2 2 7 %2 H W 7EB0EIC & ) RO BRI . —75,
ZUHSA ORG-S RIS X D SR 7290 % 5 X I
11.9~375% Td - 72,

17.1. 2 ERE 148588 (ONO-4538-08 XE) (Bihi%5)

(b2 R TR O BUAYIBR A BE 22 T / IV I 3003 56 ) BBk B 42 i
B 24 B % w82, AHI 3mg/kg & 2 38 [ M BE T A EEED L
7oo TEFHEE TH 5285 (RECIST 74 FJ7 A4 ¥ L1RIZH
O Wkl 5E IS X B CR LI PR) 13292% (90% 15 HEIX [ : 16.7~
459%) T o720 BB, $HUV—“ELLF§T5@6O%T§)OLo ¥
7oy BAVEREMIR 5 24 B 18 0 (75.0%) \ZRITERT (BRI Al 52
WaREt) PRO LN, EREIEM . Wﬁﬂﬁvf& FEAL T iE 6 B
(250%). HBESB] (208%). & 9 FEAESHI (208%). B &4 Bl
(167%) T o729, [51ZH]

BIE (%)
542255 (CR) 0 (0.0
8525 (PR) 7 (29.2)
% i (SD) 9 (375)
# 47 (PD) 7 (29.2)
Al ASTE 1 (42)

17.1. 3 BHHE MAEHER (CA209066 H5R) (HMmi%5)

BRAF V600 22 5¢ O 72 WL AR IR O IGY) AR 72 T / IV 1)
XTI oS RAMEEBH 418 F CKRFBE 210061, ¥H VN Vi
208 Bl) EXZIZ, FHNNTY v EINIEE L CTARA 3Smg/kg % 238
B b TR Lz SR O Ret R R L, &
YEEHIIE H CTd 5 LA (thyefil [95% 1Z HHIX 1) o rp R fEAT
WEEIE. KA BETNE*2[NE~NE]l # H. # 7V 3Y ¥ #ET10.84
[933~1209] #» HTH Y. KHNEF A NNTY P12k LIREHFAICH
BAREREE/R L OV — FIE042[99.79% 12 #H X [ : 0.25~0.73].
p<0.0001 [E EU log—rank WE] 20144E6H24H 7T —% 7 v M *
7)o Tl % QHﬂﬁﬂ%lZOGﬁUEPISBM (74.3%) \ZEIVER (F
A He A il 5 ’#?%Fz.t) SRR bz, EREIER G 95741 6]
(199%). Z 9 FAE3SB (170%). 03461 (165%). T i 33 61
(160%). #5316 (150%) TH o727, [51ZMH]

1.0 P,
094
0.8
0.7

0.6 .
% 0.5 %%%
0.4+ ,

—A— AEIE
@ AN EE

@
0.3 o,
0.2 bo
0.1
o4~ ]
0 3 6 9 12 15 18
at risk# 78 (B)
A#B 210 185 150 105 45 8 0
LHVNUUEE 208 177 123 82 22 3 0

*2 ¢ NE 33 EARE

17.1. 4 BB M AE5KB8  (CA209037 58R) (Bihig5)

L) A~ 7 GEETHIEZ) U BRAF RLEH % & G L0 L
2 AT B MBI BRANAE 2 T/ IV 0 5043 7458 o 5 B e i A 405
B (RANEE 27260, ALFHE (FANNT Y XEANKTFTF &
Ny EReN L) BE1336]) 23R, LBk e T E
L CAAI 3mg/kg % 2 M R FE C o) Lz & oF ML
e RN L. FEREIEE TH 52E%)%F (RECIST # 4 F
I A4 7 LIS S IR EIC & 5 CR LIE PR) 12DV TAHAID
B 5- S NI IRW D 120 B % fERT T LA & U RN %2 17 - 78
B RAIBET317% (95%A5HEIX [ - 235~408%. 20144E3 H 10 H
F=5 Y FT) Thole BB, FRNICENEOMMITEE L
TWhhoize b9 — 2O EEFMIEE Th 2 &AM (el
[95% EMX ) 1ICD2WTI82HID A X b (FEL) Eia T Hr
B &AT o 72k JE. ARFIBET 1547 [1239~NE*3] » A, {bgkle <
1367 [11.50~NE*3] » HTH V. ARANIALFHEDNTHK LIRETFE0IC
HAERIEREZRE o7z OV — FH093 [95% 12X : 0.68~
1261, p=0.6299 [J@ 5l logrank 5], 20144E 11 H12HF—% 71 v
M 7)o F . RAVEFFMIR G 268 B 199 61 (74.3%) ZEIVE
(FRBRAMBE T 2 &) 2RO SN, EAREWERIE. JE57 82 6l
(306%). & 5 ¥AESLBI (190%). THI424H1 (15.7%). F595 34 1
(127%). B0 3360 (123%) TH-o7289, [51 5]

BB (%)
443 (CR) 4 (33)
#8525 (PR) 34 (283)

% E (SD) 28 (23.3)
&t 17 (PD) 42 (35.0)
ERIEN 12 (10.0)

*3 0 NEI3fE @A HE

17.1. 5 EINEE T 48552 (ONO-4538-17 &{ER) (HFHRS)

L2 R B DO BUAR YIBRAS B 22 Y/ IV J0 303 11358 00 A% 8 e i
BEOWENGIS, AFE A ) Ax T (EIATFHIRZ) % PIHE
HU7* REEHiHE CH 5 ERF RECIST 74 F7 4 ¥ 11
Iz Heo < ekl g2 & % CR LIE PR) 1333.3% (95% 13 HHIX H] -
173~528%) THhoize =B, FHNIHE L72BItX 23.8% Tdh -
7oo F oy AVERTAN S 30 U 3040 (100%) (ZHIMEH (AR
TR Z &) RO O N ELEIMEMNE JEH 184
(60.0%) T 1661 (533%). FEH 1261 (400%). V) 7$—EHi
1245 (40.0%). ALT 3 m 1151 (36.7%). AST #1151 (36.7%).



TEVLTTHER 314292265247 226 221 209 200 198 192 170 49
TEULSTEIREE 315285254228 205 182 164 149 136 129 104 34

TEVLTTHAER 123113102 91 82 82 79 74 74 72 66 18
AEVLTTEMRE 113 96 87 79 71 61 57 50 44 43 32 10

ZHFEAE 1091 (33.3%). AR 8BI (267%). IBRET B (233%).
RSB BB T 7 61 (23.3%) ITHERESLH 7 61 (23.3%). Mant: 6 1
(200%) TH-721, [51 K]

BIE (%)
5e4225%) (CR) 1 (33)
W25 (PR) 9 (30.0)
% % (SD) 12 (40.0)
# 17 (PD) 7 (23.3)
RN 1 (33

17.1. 6 ESMSE MHEEABR (CA209067 5488) (BrRIRE)
AL ZEFE ARG B O BUE I BRASHE 70 T / IV 3] o0 Bk B £ i R 945 1)
(A ¥ AxT (BEETHIRZ) OEH (NHLBER) *4 3 314 ), AH]
B 31660, A ¥V a~7 (E{zFHIRZ) B M) 315
) AxFGIC, THARR G- 253 L UC N+LBR %5 & A7) Bl
L-OH R O REME R Lz REFIEE T 5 24711
(e fili [95% FE X 1) 1. N+ 6t BT NE*5 [NE~NE] » J.
A K B T NE*® [29.08~NE] » H. THL il fiF T 19.98 [17.08~
24611 # HTo Y N+LPERIR G- T OAHK] Hphd 5-13 T MR 51200
LRI FMICH BRI R 2R Lz (NHIBEH G - v — R0 055
[98% 15 HEIX [H] : 0.42~0.72]. p<0.0001 [J& % log-rank ¥ 58], ASHl H.
A4 N — FH 063 [98% 15 X [ £ 0.48~0.81]. p<0.0001 [J& 51
log-rank #5321, 20164E8 H1 HT7—% % v M4+ 7)o N+IPEHF 5
TECIX LA TERHNIR % 313 61 300 61 (95.8%) \CHIMEM (BRRMeA
R 2 &) RO LN, EREIERIE. TH 14260 (454%).
W 57118 B (37.7%) Z 9 FEHE 11261 (358%). F & 91 B (29.1
%), HL83F1 (281%) TdH -7z,

1.0 Pug
0.9
0.84
0.7
0.6
17 0.5
0.4+
0.3
0.24
0.1
O'OAY"Y"T"Y"Y"Y"Y"T"T"Y"Y"Y" T
0 3 6 9 12 15 18 21 24 27 30 33 36 39

at risk% 477HE (B)

AFNBESEE 316292265244 230213201 191 181175157 55 3
2

—A— AREIEMRE
-k AEVULY TR
O ALY T BIREE

F 72, IS AR BV T PD-L1 2 583 L 22 IR S5 M 2% 15 o % E &
(LUF. TPD-LL 8] 1Sl 2 WA E S W —foBHED 7 —
ZIHD &, PD-L1 SEHERBIICIRZE W AT 2 1T > 720 PD-L1 88
P (1% K e 1% LU L) D4 B oM FE%2 L TICRT,
[51. 7.2ZH]

PD-L1 33 1 %Rim

1.0
0.94
0.81
0.7+
0.6
T;O.S*
0.4
0.31
0.24
0.14
00
0 3 6 9 12 15 18 21 24 27 30 33 36 39

at risk#% 4178 (B)
AF|BIEE 117103 86 76 73 65 62 59 57 55 50 16

—A— AREIEMRE
-k AEVU LY TR
O A LT BB

- a N
o oo

PD-L1 #R=E 1%L E

1.04
094 —A— AR
05 ke AEULTTOEE
O AU LT T B hEE
o074 T eI
.
® 0.6 1
% 051
" 0.4+ Q)%x%
0.3 bo
0.2
0.11
00—
0 3 6 9 12 15 18 21 24 27 30 33 36 39
ot risk EAEERR (R)

AF|BEHEE 171 165158 148 139 131 122 117 112109 98 36 1 0
MU LTTHAEE 155144132127 116 112105102101 99 85 27 3 O
MY LYTEME 164 155138126115102 89 83 77 74 64 21 2 0

PD-L1 . AS N
g | IR BIR [95%@;1;;@1 (5H)*5 [95%%%%1
<1% N+ BEHI#E | 123 NE [2645~NE] 0.59
1 il 113 1856 [13.67~23.20] [0.42~0.83]
~10 N+I B % | 155 NE [NE~NE] 0.54
T HiphE 164 22.11 [17.08~29.67] [0.39~0.74]
<1% N+ PRAHE | 123 NE [2645~NE] 0.74
ARF)HAEE | 117 2346 [13.01~NE] [0.52~1.06]
Loy | NHLOEIEE | 155 NE [NE~NE] 103
ARHF AT | 171 NE [NE~NE] [0.72~1.48]

%40 AFI 1 1mg/kg (KE) &4 €Y A< 7 GEETFHIEZ) 3mg/kg
(R ) % [ H 358 R RS T4 a5 56 B L2z B AR AR
3mg/kg (KE) % 2 BEIMIFECRIEHNEED L7z, PRG-I E
WTIE, AR ZRONIEG L, A €Y A< T GEETHIEZ) 3K
HIOPGHET 205 3050 DL L OMME & BTG & Bk L7z,

%5 NE AR
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7T T FE &S DAL FHEIRE & AT 2 WBRAEZ B W]/ IV i
T O 1Bz JE/ N R i % (ECOG Performance Status 0 &
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S0k 52 35 B vh 24 B (68.6%) \ZEIMEM (B RMRA L% 2 & &)
HRD LNz EREIEAIE. BRESH (143%). JE#5 6] (143
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O°1) 27241 (RAIBE13560. Rty RV BE137TH) #6510, Nt
5 %L % AR b UCAH 3me/kg % 2 38R BINSC gD L7 0.21
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014 0711, p<0.0001 L3 log-rank #5E), 20204£2 H10 H7—% % » b

F 7)o F 72 %A VE A A G 273 0 R 260 B (985%) 1< I I

00+ T 1 (BRI % B ds) A0 b7, EREIEMIL. BEHE 143

e L B (524%) RASTEBIE= 2 —0/8F — 12061 (440%), KFhakBC

at risk# AR WA 116 B (425%) FIIERERA 93 B (34.1%). fHF4 85 %1 (31.1

AHB¥ 136 113 86 69 52 31 15 7 0 %), EAIGR LB (207%). 5635 8140 (29.7%). £ 11784 (286
FesxwlB 137 103 68 45 30 14 7 2 O %), B 694 (253%) THho7=17, [62LMH]

o

17.1. 9 FRFLERE 1.0 Pay,,
(1) EREI#EER (ONO-4538-06 HE) (HMIE5) 09 —A— FARVIEFRAH AR
775 F Wl & GO B 2 AT B O RRASAE 2 TIB Y / IV I XL 08 O TTER RV RALG AR
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*11 0 R B LTk, AHI L 360me % 3 MME, f1 €Y A<
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F 4 11200 mg/m?, A VKT 5 F »1HAUC6 (mg/mL -
min) % 3FAMEKE T2 A4 7 v piiliE L7z %, A# 11 360mg
Z3MEEEREL A Y A~ 7 B THIRZ) 18 1Img/kg (1R
) % 60 I T R EE L 72,
P B R RS L Cid, A1 360mg = 3B HIFE. 1 € A
<7 GEETHIEZ) 1 1mg/kg (KE) % 68, ~<x ML
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FREIARA I E) A~ T GRETFHIRZ) () A3 TD
BH52TFELTVWRHE) ORGH#T 5305 Loz B
THG-EMME L7z,

GENRBaRhRE IC 3 (T 2 WRTHBIEE)
17.1.12 EEH#£FESFE MHKER (ONO-4538-55/CA209816 X&) (fFA%
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. O (LR AEATE I (FP et [95 % 18 FHIX 1) oo v B FgR AT il SR, A ©
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LAY F LA 7V HE RO H B HIREEHE L 720
FERF LB L L Cid, &A1 360mg, XA M L ¥k K1
500mg/m? ¥ A 75 F >~ 118l 75mg/m? % 3 W [ FE TR 3 W A
7V B ENE. SOEARA 1M 360mg. 7827 ) ¥ TRV 117545 L
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INOULZEE 26 26 24 24 24 24 20 15 9 3 0

*14 : NEHEEA6E

17.1.14 EEHERIE M4HER (ONO-4538-16/CA209214 KER) (A%

5)

ALE R L ARG R O HEAT I SRR 1 o0 3 WA B 280 BB A 3 1,096
B (HANBERAZ &L, A ¥ a~<7 GEIEFHIEL) B
(N+IBERD) *BBES50 B, A =F = 7HES46 ) ZRFHI, A=F =
TR E LT NHFHBEOANER e mET Lz, B35
FEAMGIE H T3 % IMDC*161) 2 7 43¥i intermediate 2 U poor V) A 7
BE (N+HIOFHRE425 B, A=F =7 HE4226)) oA E bk
i [95% 15 #HIX 1) 1%, N+IBF T NE*!7 [2816~NE] » H. A
=F =TT 2595[2208~NE*1"] » HTH Y, N+ KL 1EA =
FZ T LM FWICAE B EREEZ R L7 OV — FH063
[99.8% 1& % IX 1] : 0.44~0.89]. p<0.0001 [J& 3] log-rank #% %21, 2017
ESHTHT =% hy b4 7)o Tz aVEFF 5 547 B 509



Bl (931%) WCHITER (BRRBAEMERE 2 &) PSROON. £k
BIVEANE, 9857 20261 (36.9% ). € 9 HEAE 154 41 (282%). T 145
Bl (265%). JE5 11861 (216%). EL 1096 (199%), V) 78— ¥
Mmool (165%). HHRBEAEEEIK TIESS B (155%) TH o722,
(5.7 2]

1.0 By
0.9
0.81
0.7 4
I_:EO.G*
gO.SA
0.4+
0.3+
0.2+
0.1+
oo
0 3 6 9 12 15 18 21 24 27 30 33
at risk% £77HR (R)

—A— A1EVLTTHAE

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

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

*15: AF 1M 3mg/kg (kHE) &4 ¥ A< 7 Gz THHZ) 10
Img/kg (REE) 7 [ H\Z 308 [ B C 4 8] s i L 7214, AL
[fl3mg/kg (RM) % 2R MR CRUEREEY Lz, PERPCS-REC
BTt RAERICES L, A ) A~7 (EzEz) &
RANOGHET 55 3055 L L ORI % B TS 2 HIG L7z,

#*16 : International Metastatic RCC Database Consortium

%17 @ NEZEEATE

17.1.15 B FEFNHEKER (ONO-4538-81/CA2099ER = Er) (ff H
#5)

AL FRE AT O HEAT P ST A 1 o 1 IR 28 i e 3 651 51
(AARNBE A6 % Etse HRF Y F =T U (N+C B ) *18 5
3236, A=F = THE328H) XGRS, A=F =T R E LT,
N+C BB AR Ok 2 Biat L7ze FEFHliEE T 2 it
A AL (il [95% 15 B IX 1) o % Sk, N+CHEHBET
1659[1245~24941 % H. A =F = 7B T831[697~9.69]1 » 1 T
O N+CHHHBFIZ A =F = 7B LGRS B LR 2R L
7o N — K H051095% 15 8 X [ :041~0.64]. p<0.0001 [JE %1
log-rank #5E]. 20204E2 H12HT—% A v b4 7). F7o. BEVEGE
fili %) 52 320 171 309 51 (96.6% ) CEIMEH (Hi R M AAE S % & )
D NIz ERFEEMIE. THRI182H] (569%). T4 - RIKTEHK
VA EAEGERE 12261 (38.1%) HURMRARAEAS T 5E 107 50 (334% ).
I 97 51 (30.3 %) JE 57 8651 (269 %), ALT 3 hig0 Bl (250
%) AST 7551 (234%). WA 26961 (21.6%). L6351
(21.3%). ARIEE 65 6] (203%) THo72D, [57 5]

1.0 e

—A— HERFLF TR
O RZFTB

T T T T T
0 3 6 9 12 15 18 21 24 27
at risk# EIMEEFHR (B)

HRYLFTHER 323 279 234 196 144 77 35 11 4 0

ZAZFZTJR 328 228 159 122 79 3 10 4 1 0

18+ A 11 240mg % 2 - M I FE C RGEFHE L. 2R ¥ F = 740mg
2 1H 1M L 72.

(BRUSHAMOHHENKT XU 2 NE)

17. 1. 16 ERE I #H58% (ONO-4538-15 5HER) (BIHRS5)
HEEMBHBHE 7L Yy F <27 XFF v GEEHIERR)
VARG IR A O 5 U HEREO W Iy R 2 % ) ol
(ECOG Performance Status 0 }¢ O°1) 17 61 % xf 12, A #| 3mg/kg
% 2 EHI RIS T A EETS Lz, BB E TH 2 E50E (KET
IWG criteria (2007) 12360 < HyefE 2 X %5 CR XIE PR) 1% 75.0

% (95% 12 HHIX [ : 47.6~92.7%) Th o720 B, HMICHELL
B2 200% TH o 720 F 720 AVEFEMRT R 17615 1761 (100
%) WCEIEH (BRRMIEMERY 2 &) 50 bz, E2RIEN
. FEETH (412%). & ) FEAESHI (294%). FE 4B (235
%) HUIRIEESREAC T RE 3B (176%). 957260 (11.8%). A2
Bl (11.8%). MR 261 (11.8%) Tho722, [58FM]

BB (%)
sc&%ift (CR) 4 (25.0)
ko tift (PR) 8 (50.0)
% JE (SD) 2 (125)
# 41 (PD) 1 (63)
AHIIANRE 1 (63)

AR PERFA G5 16 51 0 GRBRR T 2 7R L 720

17.1.17 B E THEER (CA209205 :HER) (Hi%E)

HRE MBS BREITRICT LYY F <7 X FF Y GlIET#
Bez) 12X D00 %E 2T 723 USRI A Y F ) V8
i % (25— » B, ECOG Performance Status 0} 0N1) 80 il %
TR, AH 3mg/kg & 2 3 15 [H B C A TS U7z, 3 SRR
HHTH HERE (KETIWG criteria (2007) 12350 { L] %12
£ % CRXIZPR) 1366.3% (95% 15 #H X [H] : 54.8~764%) TdH >
7o BBy FHNCHEE L BIMEIZ 200% CTH o 720 T 72, RAMT
ik} 5 80 Bl 72 1 (90.0%) WZEIER (BRRMAMEY 2 &) 2%
ooz, EREIERI. 572060 (25.0%). HAIHESD G
1661 (200%). J&95 1361 (163%). F& #1161 (138%). B8 &
1161 (138%). HE.L 1061 (125%). < 9 FEIES B (100%). T Hi
8% (100%) ThH-7:-2, [58&M]

BB (%)
A (CR) 7 (83)
B 3ef# (PR) 46 (575)

% E (SD) 18 (225)
# 17 (PD) 6 (75)
AHIARE 3 (38

17.1. 18 A% 1 485888 (NCCH1606 (58) (B3R 5)

2L VAV EOEEEERA L, 2o ARG R RIS X 2%
PERED 72 iDL B 24 3% LT ORI R ¥ % ) v 23l OV EE
T /N AR, B3 10 2 RIS, AH 3mg/kg & 2 JA R HFE
TRIMENE L7 RRBICEFSNZ26009 B, WK Y F
VUyNRBBIRIFAMAANS N, TOREBEDE LEFTIWG
criteria (2007) (230  {RBRITE RN &) (324 EM (CR) T
Hotze Tl RAVEFFMIX S 26 B 2351 (885%) ZRIEM (R
R R 2 o) RO 5N, FAREWEHIZ. V) ¥/ SEREOK
A 1460 (538%). £ L1214 (462%). 11 1L Bk % 9% 4 8 61 (308
%) M/NER A 8B (308%). 7T ANGFVET I/ bI v A
77 —EWines (231%). kFEkEIRA 661 (23.1%). BEIKE
BIRLEIE 66 (231%). FEE5H (192%). K7 )V 7 3 ¥ IiLfE 5 Bl
(192%). 79=v73I 7 I A7 27 —FHMN3H (115%).
ZIHHERESH (115%). HEAR3IH (115%) TH- 722, 585
1]

*19 @ KA OKR S N7z SOI R R [5OGO WL R 2

Fy U] THD.

(BRIIERESEE T 2EENE

17.1.19 B £ FE MEHE (ONO-4538-11/CA209141 (BR) (B ¥k
#5)
75 F FBH & G UL O R T B2 S 6 H LIPS EELT L
BHEESED SN, BB HMORIHREDEIG & % 5 2w
/IV IR TS R - b Bz e+ 2 R 361 B (H AR N 27 6l % & s
ARFTE 240 B0, HFIATE 121 61) 2 KRS, RERIH Y ERMIATRIN L 72
B (AP ILFF—F, FEZFEVLT LY F IS T) 2R
& LTARH 3 mg/kg % 2 M MR CRLEEHEED L2k oMk
BOZEM 2 ME Uiz, EEFMIEE T 5 &EA MM (ol
[95% 15 W IX BI1) o> o [ AT A6 2R &k, A& Al B T 7.49 [5.49~
9.101 » H. X MBEET5.06 [4.04~6.05] » ATH V. AHNIHEERE
MERIAGRIN L 22 B H o LIRET W ICHF R ER 2R L (N
#— NI 0.70 [97.73% 18 JHIX 4] : 051~0.961. p=0.0101 [}& % log-rank
WrEl, 20154E 12 R I8BHF—% A1y M4 7)o $ 72, R4aMEHx
% 236 B0 139490 (589%) \ZHEIVEM (BRRMAMEE 2 &) 2558
O oMz, EREIEMIE. 98573360 (14.0%). L 20 B (85%).
FE95 1801 (76%). Z 9 ¥EAE 1761 (72%). ERIRE 1761 (7.2%).
THI16 B (68%). Al 1261 (5.1%) TH-722, [511 BH]



O R

at risk# L£7HE (R)
AEIEE 240 167 109 52 24 7 0
JTEREE 121 87 42 17 5 1 0
%20 @ ARG B IS B oL RO SR % &,
21 0 AR E SNZFIEERA I, IR, A R IREE K OSMEER

GREYIRABE R T - BROBE)

17. 1. 20 EREFRE DBk (ONO-4538-12 5iER) (B 5)

2 DL L OALFHREIE & A 5 A BRER SIS AT OB S RS
REZREAT - P60 B Ll H A (o oAl HHe
&Y ETF5emPANICHLE 3 2 W) B 49360 (H A NEBH 226
Bl%&ir. ARHIFE3Z0H, 77 L XRFEL63H) MRS, TILKRE
xR & L CARA 3mg/kg % 2 B R B bE C R EHEED Lz Z0FR)
PR O E M L7z, FEFHIEE T 2 2AAF MM (i
[95% [ HEIX #]) 1&. ARHFIH#ET526[460~637]7 H. 7 R#ET
414[342~4861 7 ATH V. KA 7T £ RIK UHEHFICH &
HREEEZER L7 O — FH063095% 15 HE X [ :051~0.78].
p<0.0001 [J& %) log-rank Bt E]. 20164E8 H13HF—% v b+ 7)s
F 720 AR A G 330 B v 141 B (42.7%) WCRIVER (ERR M
iR % &) RO LN, AEMEMNE. 25 HAE30H (9.1
%)+ T 2361 (70%). F& & 1961 (58%). & 571861 (55%) T
Hol®,

—A— FHH
O TIuAR

T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22
at risk#§ £7HE (B)
AK|BE 330 275 192 141 94 56 38 19 10 5 3 0

75+wKRE 163 121 82 53 32 16 10 4 3 3 1 0

17. 1. 21 EREH£FISE M4HKE2 (ONO-4538-44/CA209649 KER) (HFF#%
5)
AL 235 B O 72 HER2 B2 *22 0 i VI BR AN Bk 70 AT - 158 0
i, U AT (EE oLl H AT L D LT 5em LUA
WALIE S 5 M) BE S BI581H (HANEH 109 6% &, 1t
ZPRE O (N+C B ) * 24 BE 789 1, (LS L RE 792 61) % xh %
Wy AL A IR L LT N+C B oG R & O 2tk %2 Biat L
7oo LEFHMIEH T3 % CPS=5 4 M B 1 % ME3g A A7 W ) Je O
CPS=5 M2 BT 2 & EFMBIC DWW, N+C HF I ke
BECH LA EMICE B R ER 2R Lz, 512, HElCHESh
T2ME TN O K HEEDE Y T - THREMT bR, &l
WEHIEH & 8172 CPS= 1 £ K O ITT £MIC B0 2 AW
1Z2WT . N+CBEHBEIAL BB o0k LRI # A R 7 B
F2RL7 (202045 H2THF =%y b+ 7),

. el
A pem | mem| (95% REEM] | - KE
el (1)
N+C 7.69
N+C | yr3 N 068
prs | S L DPIR OS]  rosn i :
| fEmEEE | 482 | (555 600) 036081
N+C 1439
NIC | s 13 071
crs | bR HBULAOST | rag 40 fr il
[ TEHHREE | 482 | 10051007 | 0097086
N+C 13.96
NtC | ea 59 077
os | S L IUAE M2 I8 19039 i :
T | ALERERE | 655 | (a0 Tin0s) | 0647092
N+C 1383
NIC | 79 8 080
oy PR 2SN rog.30 b
fernasm | 792 | oo, o | 068~09]
CPSZ5MEHIC 511 5 MEBAIE
1.04
004 N L
0s ] % O AR
w071
1 0.6 %@
% i
?:: 0.5 %
7 041 ?
0.3 o
0.2
%0"%970”,
0.1 BOP-.5.0-
0.04

0 é é é 12 1Y5 15 21 24 27 3b 53 ?;6 39

at risk# EIEEEFHRE (B)
1L R GFBF 473384258181132 89 60 39 23 10 8 1 0 O
bHARE 482325200109 72 41 25 18 12 7 4 0 0 O

ITTERIC &+ 3 24 1FHE

—A— fermEaR
O ALERAR

0 é é é 12 1‘5 1%; 21 24 27 sb §3 56 39

at risk# 178/ (B)
1L EAG RS 789 731 621 506 420 308226 147 100 49 34 14 2 O
1L AR 792697 586 469359239160 94 59 35 15 7 2 0

7y M RECE A R R 0N A AR RIS 0w T PD-L g B
(CPS) BUNICHRHERIIRHT 24T o 7o 2 LT IR

BN O

: = R
PD-L1 N . WL N
Py T I L L TS ) O

(# H)
N C | o 867
e [693~9.69) 093
Cps<l1 : 811 [0.69~1.26]
TR | 125 | oo olh o
N +C 168 7.16
|<cps<s | T [683~838] 093
[ 815 [0.73~1.20]
ferpasn | 173 | 808
NAC | s 769
BERE [7.03~9.17] 069
CPS=5
U 6.05 [059~0.80]
b2l | 482 (555~ 6.90]




Eveaiiliilo)

_ AN —A— FHIE
reml IS e [95% fF 099 L@k & OBEE
TE B [95% 131X 1] S H 08 _
) i : ~O TIHAE
N+C 1308 0.7 (bmE & iR
NEC 140 :
CpPs<l m:Ziﬂ 125 [9'8212;86'66] [0.78321‘23] %2'2:
il [10.12~13383) s
N+C 168 12.29 0.44
AR [10.87~13.90] :
N<C | 4o 14.39 017
CPs=5 e FERE [1311~16.23] 0.70 oo
= [ peseee | 452 1110 [0.60~0.81] 0 3 6 9 12 15 18 21 24 27 30 33 36
TR [10.02~12.09] at risk® H17HR (A)
N . N AEIAL 2R
%22 1 HER2 5 R I35 0 BH SHLA N TR E S 7, cofgpa 962 346 318 269 232 193 169 150 102 88 23 2 0
%23 0 IS O RO H IO BE HHAAN TR L 7z, TSR e b
%24 1 AKH 110 360mg % OF 4 1) 75 F > 110 130mg/m? (kE TR Bneoptme 062 342 301 250 219 192 167 141 67 48 16 5 0

% 3RS CRUEFHE L, XY ¥ ¥ ¥ 1000mg/m? (FREKIfT)
Z1H2, 28 B855I B ARSE, SU3IARH 11 240mg.
FFH) S F 2 1m8bmeg/m? (REHEM) . &) F—PHvT
2 111400mg/m? (RLHH) K7 v+ urF v 1H400mg/m?
(REWR) Z28H BB CRE®HIEL 7vray 72
2400mg/m? (FREWELD) % 2 HF A CHIRPIFEER G- 12 H
RIEL 720 DER GRS BV TR, ARAIZ RIS L L5k
FARKI O GHT H 6 3050 L ORIEZ BTS2 MG L7z

LA MEREA ok 5 782 B 738 1 (94.4%) R (RR R AL Ml L4
EE) PROLNI. BRI 032360 (41.3%). T
25361 (324%). KM= 2 —w,8F— 221 61 (283%). #1203 Bl
(260%). 9%57 20241 (258%). WiI: 19551 (249%). f P ERIRA i
19141 (244%). 35 EREGR A 158 61 (20.2%) . ML/ AE 157 61
(20.1%) ERKKE 157 61 (201%) THo7=2, [711. 712ZMH]

17.1. 22 ER#£FESE T/ MHHEER (ONO-4538-37 HER) (HAIRE)
L2 O 70\ HER2 Bt O WY BRAS i 72 HEAT - FEFE 0 B L
FEEHEATE EEOP Ol EEEEAMEY L F5em N
WA S 2 M) B 72480 (HARNEE 395 Bl % & . AH) &1L
IR L OB (N+CHR) *B 836281, 75 & R LAbEdEL
DOHH P+CHM) BE36261) Zxt5ic, P+CHEMHZ M E LT
N+CHHH OGN R O a2 Mad Lz, BREFFIIEHE Th 5 I
WAL (il [95% B M) & N+CHFHHET 1045
[844~14.75] » A. P+CHf B T834[697~940] » HTH Y. N
+CPFMBEIXP+CHEBE IS LIRAT IS B2 EEZ R L2
(N — F 1068 [9851 % 15 #H X i : 051~0.901. p=0.0007 [J& 51
log-rank tE]. 20184F10H3IHF—% v b+ 7). 720 B9
— OO EEFMIEH TDH 5 AWM (Il [95% 15 11X #1)
&, N+COf H BE T 1745 [1567~2083]1 » H. P+CP:H #E T17.15
[1518~19.651 % HT& . N+CHH#E L P+C BEH A LK
FEMICHERERE RS 2o 7z OV — FI090 [95% f5HHX 1 -
0.75~1.08]. p=0.257 [} log-rank #E]. 202041 31 HF— %
Ay NF 7)o AR5 359 1 b 351 61 (97.8%) 2 ®IE
(B RMAE R 2 &) 25380 57z EAREIWEMIE, RRMEEE
Za—uNF — 20160 (56.0%). FARHEGE 187 B (521%). .l
18140 (50.4%). &Frh BREGR A 157 1 (43.7% ) ML /NECIR A 144
B (40.1%). T 12560 (34.8%). 1L Bk B 4> 77 0 (214 %) .
N 72 60 (20.1%). 98597 7261 (201%) TdH-o7230, [712 5]

#25 1 AH) 1 360mg fe US4 F41) 75 F >~ 11H130mg/m? (R i %)
ZIHEME M CTHEEEEL, 7 7=V - FRAFINV - FTTY
V) LA A40mg/m? (R RWER) Xig Ry vy
1,000mg/m? (fRZKiifE) 21 H 20, 28MRZEOTHES L. 1EBAK
L7z PR GRICBWTIE, KR 2 R hSL. 345
7T F VIIERKNOLEG T H 5 305U EolEE BTGS2
Bz

(EIRRTNRE 1 ETT - BROBERIE S RIE)

17.1. 23 EAE 1188 (ONO-4538-41 i5R) (BI%5)

TIFFHHERANLFRE NS YLK E OBEHBEGCA
I A AN o 3k AT A s B P o Tk i IS b Rz iR R % (ECOG
Performance Status 0 L T'1) 34 1 & 5 512, A FH 240mg % 2 8 [H
[P C R R L 7ze EEFFAGIEE Tdh 5 5% (Modified
RECIST criteria (2004) (2820 < yefl w12 X 5 CR LI PR) &
294% (95%EHEIX [ 1 168~462%) TH o720 B, FHTIZHKE
L72BE350% TdH o 720 F 72, 404V SEA %) 5 34 61 v 23 1)
(67.6%) \CEIWEM (BRMAMER 2 &) 2580 5z, 5
TERE. FHi46] (11.8%). F8& 461 (11.8%). V73— 144 )
(118%) TH 730,

Bk (%)
5242285 (CR) 0 (00)
Wz (PR) 10 (29.4)
%"

: (SD) 13 (382)
# 47 (PD) 9 (265)
FPAAS B 2 (59)

17.1.24 EBR#EE MHHEER (ONO-4538-48/CA209743 :5R) (R

5)

AL TR DY) AN B 72 BRI v iz I R 605 B (H AR A BRH
6061 % & tee A ¥ A~ T GHEETHIZ) 1 (N+IHEH) *26 8
3031, fbFFER3026)) 2RI, RA M LFELFF MY 7Lk
A ROT 5 FF8H (VATFF LI HANRTTF ) BRI
ZRERE LTy N+ BEHBEO AR B OV 4tk 2 Wit U7z BRI
HHTH 5 a0 (gl (95% E X E]) & N+IgEH#ET
1807 [16.82~21.45] » H. b5 # 8 < 14.09 [1245~1623] » H TH
0\ N+TBEHIPE G LB o LRI M ICF B R 2R L2

1.0 . (N — F 1074 (96,6 % 13 # X [ 0.60~091]. p=0.002 [J@ 5l log-
0.9+ ﬂ:?ﬁfﬁ&aﬂ#ﬁﬁﬁ rank *ﬁi}\ 20204133 H 25 El ?'_ y 7‘7 V4 ]‘ j‘ 7)0 i f:\ %%‘[ﬂ:%{!‘ﬁﬁ
08- O ot 150300 B4 240 61 (80.0%) (WA (TR AEAl JE % ) ¢
074 bk £ O Wb oA, LRI TR62H (207%), 7 O i 49 6
o (163%). %35 4361 (14.3%). #5741 B (137%). HUKBAEREL F
= I 328 (107%) Tl 301 (100%) Th-722,
% 054
=
%:T 0.4+ %
0.3 .y
0.2
o1 e q
0.01 e e e |
0 3 6 9 12 15 18
at risk# EEEAFHE (A)
fﬁ%;g:;iﬁ& 362 274 168 94 46 13 0
%;zg&g; 362 259 160 80 30 5 0



0P ] SRR PERIHIE IS & 5 CR IZPR) OFEH13. 546% (95% 15X
091 R, —A— AU LT IHAR :452~638%. 20174E7TH6HF— % h v b *7) Tho iz
084 . O LR F 7o, AR 119 B 87 61 (73.1%) (CEIEH (HRkHAE
074 T ERF &) RO ONT. ERBEWERIX. TH 2661 (21.8%).
' P57 21 00 (17.6%) 2 9 HEHE 2000 (16.8%). 58 1861 (151%).
# 067 ASTHM 1761 (14.3%). FURIRHE AR T2 16 61 (134%). Hl
fg 0.5 1560 (126%). ALT 3001460 (11.8%). HHRHGBE §E JT A 13 1
* 044 (109%). %35 1361 (109%) TH-72% . [516 K]
03 BB (%)
02 Sh %A (CR) | 4 (34)
0.1 W% (PR) | 61 (513)
O'OA"x"x"x"x"x"x"x"x"x"x"x"x"x ﬁ i(SD) 37(311)
0 3 6 9 12 15 18 21 24 27 30 33 36 39 - oy
at riskE Eﬁkﬁﬁsﬁ (H) A 17 (PD) 14 (118)
(=UIN ) FHIASRE 3 (25)

e 303 273 251 226 200 173 143 124 101 65 30 11 2 0 %27 A1 3me/ke (KE) E 4 €Y 4  GEET M £) 10
JU : mg/kg (I 7 Al 1R 2
b FAR 302 268 233 190 162 136 113 95 62 38 20 11 1 0 Img/kg ((KTE) % 71 F 12 3 38 1 P A I A A L 7= . A 1

%26 1 KA1 M 3mg/kg (KE) % 2B, 4 ¥V A~7 GRETHR 6 3mg/kg (TKE) % 238 [ B C il Y L7zo DRI 51
%) 1l1mg/kg (1K) % 638 FIRINEC AGEIEES L7zo BRI BT, A EROIEG L A E) AT GRIEFAIRR)
BHI BT, AR RIS L. A ¥ ) A= T GRZFHIEL) ﬂ‘%'@ GHT D5 3055 L OB E B TEG & L7

EARHOPGHT 205 305 UL OB BV THLS-2BA L7z,
(RGBT ET - BROBER)

wx (B RE (ENEERRELGEC)) 17.1. 27 BB FE TR (ONO-4538-24/BMS CA209473 F5R)
+%17.1. 25 EAIS TR (HCM-002 B88) (ki 5) Crisia’5)

7 v AL¥ Y 3T RGUETEIESEH K O 7 T F B 2 S D DR
VARSI A O AR ) BRASE 2 4T - FiE o> £TiE A 2 3 * 28388 1
(HARNEH 27400 % & oo ARFTE193 60, X IEBE 195 61) % 0 %
W2 Z XY UREH (FEy VI 870 7 X2 0) Z2RtiRe
L TAH 240mg % 2 B B B T rififiid: L7z & X oAk e 0V 4
PERMRE L7zo EUFFMGIHE Td 2 AW (h Jufil [95 % 15 51

S g S v 7 B e B SRR rp Rz B R 20 B & iF 1S, ARH 240mg
% 2 JA T P FE IR EE Uz BEAMIIEE & Sh/zoh e gic X
HHETREREZZ AT 5 EHE 146) 2B 5%%% (RECIST 4
4 854 Y 11MICH S L CRXIEPR) 1&357% (95% 12 M IX 4 :
128~649%) TdH - 70

B (%) K1) (&, AFIBECT 1117 [999~1373] » . AR 854 [7.20~
ey 9891 » AT V. AHNEZ 4 > RIHN0F UREEHERAT B 70 1
ffiiﬁ I . R EaRLZ (O — FI079 [95% (S HIX 1 : 063~099], p=0.0381
i%s OR) | 4 (286) [ 5 log-rank ), 20184 11 1 12 H7— 5 71 v b+ 7)., %72,
% € (SD) 8 (57.1) GeAPERRA R B2 192 B 120 B (67.2%) (CRIAERT (BipRMAefi s
# 17 (PD) 1 (7D Eols) LNz, EREIENIZ. 5236 (120%). TH#
SIS HE 0 (0.0 2050 (104%). HCIRBRBEGEAS TAE 1760 (89%). Z 9 F4E 17 Hl
(899%). & Rk W B 1561 (78%). % #1541 (78%). & 57 141
F 7o, RBRICBWTEIE SN BB E S N2 RICE SN A%) (7.3%) T o730, [518%BMK]
P — & ZIRAT D SBRIL L 723 A O RERNIC BT 5 e E1c X
BEHIE 200% (5% EHEIXM :57~437%) Th o720 ot 1098 .
SR 52 20 BE 16 61 (80.0%) - BIFERT (b HeAef B35 % o) 091 Ay e AR
B BNz, EREEIE. 55501 (250%), HARIA BT 08+ O MR
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17.1. 26 BB THHER (CA209142 3ER) (BMiR5. KRS 0.3
D7 LYY 3 VY RPUEMMGA L 0@ ¥4 77 F ¥ kA 024
VT YRR KR % o T AL EREIE O & 2 IRV RN R e
- FROBMHE~ A 7 057 4 FA%EN (MSLHigh) i 3 017
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12, ARK) 3mg/kg & 2 3 KR C A EETED LA, TR A 0 2 4 6 810121416 18 20 22 24 26 28 30 32 34 36
CHHEIE (RECIST # 4 K54 > 11 Bl 65 < i B L 1 i at risk# £ (F)
flfﬂﬁCZiZ)CRXﬂiPR) 0){%‘%@1\ 311% (95%1%%&[2]’5]:20_8*» ZAHIB 193170158139120105 89 77 65 55 38 20 13 10 6 4 3 0 O
429%. 20164E8 HI1I0HF—% v v+ 7) Tholze T2, W4 XfHRE¥ 195182157 116100 79 66 55 48 39 26 16 11 6 2 1 1 1 0
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(21.6%) Z I 105 (135%). V7 Ss—ERnofl (122%). %
B8H (108%) ThH-72%, 17.1. 28 ER#FEFE MR (ONO-4538-50/CA209648 K E8) (6 F
B (%) &) S o
e (LR R B O BRIG Y RASTE 2 MEAT - FEIE O A * 29 [ 970
EEZH (CR) | 0 (00 (HARNBE 394 Bl % s, AR EAE Y AT GREZTHIEZ) B
#5525 (PR) | 23 BLD) JIOONL P %30 BE 325 B, AH L AL (A F a5 YLk
% s (SD) 29 (39.2) YATTF YO P (N+CBEF) *30 5 321 B, b2
# 47 (PD) 18 (24.3) 324 1) ZFTGIC, bk AR E LT N+ PR BE R O N+C PF
SEAlARE 4 (54) HREDATRVE S O Ak 2 MRS L 7zo REFHIIEH Td 5 TPS=1
%A BT 2 WA AEHI IO W T, N+ C PEF R L
D7 v LE Y 2 ¥ ¥ RPEMIER L O+ F 9 755 ¥ Lt 4 FELCK LAT R R IERE 2R L $720 b9 —D O EEF
) 5 ARSI % G G LRI O & % IS IR AN 7 o i H T 5 TPS=1% &M B 2 &AM IZOWT, N+
T-FsoEmEE~ A 7 0% 554 MA%EME (MSLHigh) X3 JARER O N+ COFAREZ I AL AR I Ly fEt s
22y FEERIE (AMMR) 245 % %505 - I3 B 119 51 % & BAREEER Lz S 510, FHANCHE SN HoE PR O 5K
L2, KAl A ) =T GRIZTHIRZ) ZOFAHS L2+, & HEDE Y TIZHE > THREDIT b N2, BIKGEMEH & S hi:
SELEENIE H Td 5 25h% (RECIST 4 F5 4 ¥ L1IUICHEO L #H ITT M BT 5 A EHIZOWT, N+IBEHEE RSN +C
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(» 1)
1.02
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=1% o 158 [98.5% 15 T IX 14 -
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J 444 _
flepsik | 157 | o0t o
0.64
N+I 1370 -
N 158 [98.6% fZHHIX [H] -
BB [11.24~17.02] 046090
TPS 054
N+C 1544 -~
=1% . 158 [99.5% {5 X [H] -
BB [11.93~1952] 037080
T 9.07 _
fespspisdt | 157 | o 00
0S 078
N+I 1275 o
N e | 325 “! [98.2% 2 HHIX ] :
BB [11.27~1547] 0.62~0.98]
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ITTERICH T2 2E77HRE
(A EY LY THABRCALSEABE S OLE)
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09 —A— (EY LT THER
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0.8
0.7
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O O-00 o0
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TEULTT
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il A= FH
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S 575 _
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[ 1216 —
ALZHERRE | 166 | 110711400

%29 ¢ R HALRR S M MAC B W CORF ERE OI RS B (R
SRR A L) LB S KEIR, AESEANOWE S 2R
RO BEHEIHR L Sz,

%30 : AFI 10 3mg/kg (fKE) % 2BEBFEED, 4 ) a<T (BIZTF
AR Z) 10 Img/kg (RIE) % 6 8 BB C Rl e L 7z. BRI
BHMIZBV TR, AAZ RIS L. A €Y A<T (5T
I Z) IEARFOFGHT 25 305 EORIEE BTG % B
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17.1. 30 EAEE I HHER (NM-K2002 5458) (Bihis)
S AR T D B & & DHERFE MM TR S v, 2D Kl
# CT. FDG-PET. L TF#BIHILAE ARSI SE O WG ER B O L %
WIS U7 B M 2 (FUBREL e AR R R OH B8 12
X0, IO EMEREERL 7 L CTOERESEE SN o7
R VEEENES CEMERANE, B OB RO WIEIRR ) BE S
56 B % %F 502 AKI 240mg % 2 I B B B C A EE L7ze EER
HHTh b REEL2 G 5 8% (U56) 0% (RECIST 4
4847 1LIBICHEED Y@l X 5 CR XIEPR) OfEF1E,
222% (95% fE X [ : 11.2~37.1%. FHTZi%E L7211 5.0%)
TH o720 B, ALFHREREO 2 VEF (1161) ORWFOHE
1. 182% (95%EHHIX R 1 23~51.8%) Th o720 T/ RAVERT
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17.1. 31 EEEFEE MHEHER (ONO-4538-33/CA209274 5488) (B
#5)
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teo AHIEE3SIBI, 75 L RBE3S6H]) ZxtBIc, 75 KRE
& L CARA 240mg % 2 M R W& CREEE OkE12 2 ) L7z
EXDOFMM RO RE MG Lz EEMEEH TH 5 LS
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H:3) ARH DHKGE S NI BRAHE 2 AEAT - THFE O IR/ NI 1k L <
M DB A & bR 3 25 A O HE L O R [EE. A
IIE=R V<7 Gifa-HlIRz) & LT, 11 240mg % 28 [ FFE
XA 11 360mg % 38 [ [ b C i EHE T %] TH Do
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TE8) ARH DK S N7 B BT BB 0 JH % e O H R
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m%?ékkﬁk AR ORENER BT 57— 5 % 5]
VU L. AH ORI B R AR LB Tk,
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At (FLPEEL
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