B AHET A FI A4 v
=R~ T7 (BEFEEZ)

(k74 « A7V —ARREE 20 mg, I 7V — RN RRFE 100mg, F7P—
AR R ERVE 240 mg)

~EMERAE~

YRk 2 942 A (FFnseE 6 HiksT)
R A G A
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1. XL P2
2. ARHNOFeE., 1ERET P3
3. ERIRHE P4
4. iRl HOWT P19
5. \EXG LD BH P21
6. HHICEEL THET XX HIA P23



1. IXC®IZ

=35 DH M « L RMEOHEROT-OIZIL, IR SCEEIZEE S W2 Ee 2R D
HID, I HIZ, WFEOREHERTOMESRZ LV | FUREILS 72 & OFHH 72 B
FPIESEMDPEBINDHF T, 2o OEELZ BICHLERBEITRMET 5 2 L EREO
MU L Tp o TR R M BGE R & SO AT #2016 Ak 28 4 6 H 2 H BB E)
IZBWTYH, EHMERLEOFEHORECHEELZXD Z L LI Tn5,

FORVERB PRI T, SREMESOZZ M7 0 7 7 A W RBEF O RIS & B 52 R
RHZENDHDH, T, AMELPLEMHICET HIERN+0EET 5 £ TO/R,
MHEREGOBEEZRZITHZEDBHFRFINLBFICH L THENT L &I, BIE
HDFEL LT BRIC Bt IS 2 & D 2 & DN AEE7R — 8 O BF 24 7= 7 Rtk B < H
THZENEETHS,

Lo T, KA KT A T, BAFBEESLZNE TILHE LA TWLEFIETH) -
By I S & | DU ORI O feid 725 2 HEE T 2 8LA 0 b MEE R R B %
F RO EFHE R~T,

B ARTA NI A A%, MNATBAE NEE G ERESR S, AARTEAN A
BRI o . — Mk E N B ARERIRNEL R 2 R VAR E N B AR EF P2 O W )
D EAER LT,

K L IR BEISL ATV — R S ERE 20mg, A Y — AR R ETE 100mg, A 7Y
—RERERE 240 mg (— R4 =R~ T (B Z))
REEBRDPMEIAR « VLR AN
KELRAMEROHE @E ., A=A r~7 GEia ¥ z) & LT, 1A 240mg
% 2 BN CREEET 5, 2720, BERAEICE T D1k
MEFE DAL, BEWRIT 12 W AMETET 2,
VBB AR R EME R A L TA Y A~ 7 (B
z) EOFHT 2581, @, RAIZIZ=Rr~7 (BE
%) & LT, 1[F80mg % 3 MMM T 4 BLAHEFET 5, D
%, =R~ 7 (Bicf#z) & LT, 118240 mg % 2 JH[H
b C R T 2,
w3k IR B 3 NI, T RIS AE
(235)
T BANE ISR 5 v — R A SRR 50 mg (— %4 A BV A~ T GBI R ))
DRIRESUTN R, HIER O &
2 RE XX 2h B IRIB IR AR R M R AR
Mk kOl & @, RACEAEY A~7 (B z) & LT3 mgkg
(RHE) % 3 IAMMIET 4 BT 2, 7236, MofrErkEg
FEPERAT 2581, =R~ 7 GBI z) 0T 52 L,




2. ARIORE. TERBF

7R AR ERE 20 mg. [FSIEERE 100 mg K& ONELSTE T 240 mg (— R4 =
R~ BB, IR, TRF Evvo.) i, B TERAASE 2 &
Ly 7 2t BTV AL ~AF7v—2 2747 (BMS) ) »B%¥L/-t k PD-1

(Programmed cell death-1) (ZX%f3 % MMl IgG4 £/ 7 m—F Ak TH D,

PD-1 1%, {&MEAL L2 Y o )Ek (T M, BAfL NV F 27 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T Afa G MEAL 2 # B IE & BUHIEE3 2 5>
T IR T 2R RTH D, PD-1 IFHURIRRMIIRIZRELT 2 PD-1 U 7 K (PD-L1
JONPD-L2) EfEA L. U o SERICHEINES 7L nE LT v R ERoiE AR EE %
AT L TW5, PD-1 U W RIZFURSRRMRLISNZ B N DRk~ 22 AR I 8 B
LTHY, EMEREAELEE LU L EGHEMKICI TS PD-L1 OFEL L1tk DAAF
HIM & OMICADOHBEBRR S 5 Z & AME S TWu%  (Cancer 2010; 116: 1757-66) ,
F 7o R R E B CIRARRTE TN EET DA v ¥ —T7 = a B~ (IFN-y)
IZX > T PD-L1 OFHENFHE SN, 858 LI EEERRICIIT 5 PD-L1 OFH L itk D
AL & ORNCIEOHBIRIR D & 5 & D S & 5 (Sci Transl Med 2012; 28: 127-37)
I 51T, PD-L1 ZJRiIFEBL S B 7= 8 AR, HURKERLAY CD8 Bk T e oo il e (555
TEMEZ 88 S ¥ 57235, HU PD-L1 HI/A T PD-1 & PD-L1 & OfEEZHET S & Z DAl
EEEENREIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U 7y REREIX, 7
AR TR R A7 T AR D OBEEZ BT 28 FD—2 & L TEZ LT
%,

ARFNL, SRR OFE R 6 PD-1 OfifasElk (PD-1 U 7 o FREAHEIE) TR A L.
PD-1 &£ PD-1 VW REDFREARZILET D Z LICE D, DAPURFRNZ T MifROTE
PEAL R O AR 63 2 A E ETEME 2 B99R 4 % 2 & CRikt A 2R Ui 2h B 2R+
ZEDPHER STV D,

AN VEFEFFIC 55 < HIE DRIER ST & B RIESEN S b b, R U
B AR B B, ARG OB ERICIE, BHEOBEE FYT, BEARE
0 AT ANT I, FEHR L7 BT T P72 Kk & RRBR & 5 IEAT & it U
ORI ATV B ORAERSIC & BRI B EDN 258101, RIB AL
LA P D LB A AT D B B B,



3. BREE
HEE LA Il O KGRI R 21T o 72 E R IR IR REBR O il 2 7R 9,

[H2htE]
OENE T AHRAER (ONO-4538-02 7R)

ZHINRYy (LR, IDTIC) £ 9 ,) I K DL FRIERE A2 AT D RIGUIBRAGE /2
H/IVEI ST 3 o B B A fE RS (ECOG Performance Status 0 K U8 1) 35 31 & %5212,
AF 2 molkg % 3 BEEIFRE CRMRNE Lo, FEFHMmEE Th 528%0% (RECIST H A

RT4 v LIRRICHES < FHEIZ LD CR XL PR) 122.9% (90%(E#EIX [ : 13.4~
36.2%) Th o7, 7B, FANIHEE LIZFHMEIX 125% Th - 7=,

QENE TSR (ONO-4538-08 #H#)

b FVE RV O ARIGUIBR A RE 72 MUY/ IV ] SUIT AR o B R A E B (ECOG
Performance Status 0 &% U* 1) 24 51l 2 % 5212, A7 3mglkg % 2 3 AT HIRR C R EfE L7,
FEFHMIEHE Th 52885 (RECIST U4 K74 2 L1 JRIZE S FIefElIc L 5 CR
XIE PR) 1% 29.2% (90%(E4EX [ : 16.7~45.9%) THh -7z, 728, FHANIERE L7
fEIX 6.0%ThH -7,

@UEAEAHFER (CA209066 #5x) Y

v-raf ~ 7 ZREY )V ARG EY AT 7 Bl (LLF, IBRAF) 95 ,) V600
BB O I MEEERIERIRR ORIRYIBR A RE 72 AT/ IV ST s o B B fE R

(ECOG Performance Status 0 &% T 1) 418 il (A4II#F 210 {4, DTIC ¥ 208 i) A %F5:12,
DTIC Z %[ & L-CAKI 3 mglkg % 2 # I C Rl ifiE Lz & & O E & OV etk
FRRE L7, EEFHMEEA ThH2AFHM (BUF, Tos) Evo,) (hdfi [95%(F
FEXR]) OIS IT, AFIEEE NE” [NE~NE] # H., DTIC #C 10.84 [9.33~
12.09] WHATHY . AANX DTIC 1T LFFHFRICHAERIEEZ 7R LT (~F— Kb
0.42 [99.79%fZ#EX M : 0.25~0.73], p<0.0001 [J&5! log-rank K& ], 2014 456 H 24 H
T—=H v bAT),

. HEERRE (IR, AR



1.0
0.9 1

0.8 )
0.7

#® 0.6 1
1F 0.5
0.4+
0.3 :
0.2+ él:_1:>
0.1 1

0.0+ R S5 : o AR
0 3 6 ] 12 15 18

at risk 3 EENR (R)
*HE 210 185 150 105 45 8 0
dhNa LB 208 177 123 82 22 3 0

—&— FHE¥
. @ ﬁjﬂbifi;:/ﬁ-

X 1 OS ® Kaplan-Meier #hi#f (CA209066 3RER)

@Y/ EE I AHRER (CA209037 #ER) 2

AV AT (BaH#z) (BIF, MY AT EW)H,) Xik BRAF FHEH
T E T RIEIRE 2 A T 2 IR U BR A RE 72 I/ IV 1 S 73 %6 o B L 6o il FR

(ECOG Performance Status 0 J2 T~ 1) 405 5] (ARHIEE 272 i, {b7iE (DTIC XX v
RTTZF ey ) 2w EONH) B 133 1) & R50c, {LFEEEXRE L TR
# 3mglkg % 2 HFIFIRE CAEMEE L2 & S ORI R Vet Ma Uiz, TR
HHETHDHESE (RECIST A KT A4 > 1.1 MUTEES < HyfEic X% CR XX PR)
[ZDWTAREID G ST R 120 5l % fEHTRIGEER] & U CHIRET 217 - 72/ 5.
AHIEET 31.7% (95% S HHIX[H : 23.5~40.8%, 201443 H 10 HTF —¥ 1~ h47) T
Hot, B, FRNCEDHROMMEITRTE L W eholz, b9 — DO LEFMEE T
H5 0S (Pl [95%EFEXME]) TN T 182 FldA Xk (BET) i THMIfEYT
AT S TR, ARFIFET 15.47 [12.39~NE] # H .| (b7 #L#E T 13.67 [11.50~NE] 7
HThY ., RANEHRIEICH LR RICE B RIER 2 /RS ol (0N — R
0.93 [95%(SHAIX [ : 0.68~1.26], p=0.6299 [J&%5I| log-rank F7E], 2014411 A 12 HF
— X7y NAET),

O@EMNE M FHFER (ONO-4538-17 #lkR)

b FVE RV O ARIGUIBR A RE 72 MUY/ IV ] SUIT AR o B BB B (ECOG
Performance Status 0 &z Y1) 30 filZxf4ic, AFlE A Y A~T7 20 (LT, TARH
+tA BT LA=T] EWD,) WE Lz, FUERHMEEA TH 5 R%FE (RECIST A K7



A 2 LA RRICES < el Elc L D CR XX PR) 1% 33.3% (95%15 #E X [#] : 17.3~52.8%)

Thol-, 7B, FANIRE LML 23.8%THh 7=,
*: ARHKl Lmglkg (KE) &1 E Y A~7 3mglkg (KE) #[F HIZ 3 WM T 4 BLAGRHE L72%,
AH| 3mglkg (REE) % 2 RIS CAiiE L7z, PFRBGRICI W TIE, AF & KNP s L,
A Y L= T EABOFEGET D 30 Ll EOMEE BV TR 2 BtA Lz,

®MEs MRS (CA209067 #45R)
{LRRIERIBIR ORIRYIBRAGE 22 I/ IV o B LAl R3S (ECOG Performance
Status 0 & TN 1) 945 5l (ARA|+A B U A~ 7 RE 314 B, AFIRE3L6 B, A U AT
B 315 f5) 2 RIC, A B Y AT HREEZRRE UTAR+ A U A~ T8 KOKRA
B G- OBEIINER V22 A G LTz, FEFHMMIEE Thd 5 OS (H Jefi [95%(5 1 X [H])
BASRMNTRE R0, AAKI+ A BV A~ 78T NE [NE~NE] & A, AKI#ET NE [29.08
~NE] 7., A BV LA~7RET19.98 [17.08~2461] WA THY, AAI+A Y L~
B 5K OARFN 5134 BV A~ T G120 LRFHRNICHE B RIER 28 Lz (R +A4
B A7 N — R 0.55 [98%(EHHIX[H : 0.42~0.72], p<0.0001 [J&%!] log-rank
ME], ARFNIPE G~ — R 0.63 [98%(F X [H : 0.48~0.81], p<0.0001 [J&%!] log-rank

ME], 2006 4E8 H1 AT —F v "4 7),
1.0 7=

0.91
0.81
0.7 1
0.6
0.5

041 e FM+AEULTIR O
e

03 A EFH
0.21 = AEVLTFR

FtRtHF

0.1 x .  ABRUO : T8IY
0.0

o 3 6 9 12 15 18 M 24 27 2 33 35 39
at risk® TR (R)
FM+AEVLTTH 314 292 265 247 226 221 209 200 198 192 170 49

FME 316 292 265 244 230 213 201 191 181 175 157 55
AfEYLTTR 315 285 254 228 205 182 164 149 136 129 104 34

2 0OS @ Kaplan-Meier gi#f (CA209067 RER)

* AKI 1mglkg (KE) &1 Y A~ 7 3mglkg (KE) %[ HIC 38T 4 B iE L7z,
Al 3 mglkg (KH) % 2 AR CREEE Lz, IFHRERICEN T, A Z RIS
L. A Y AT IEAROREGET NG 30 n U EORMRE BV THRELBR LT,

72X RIBUIBR AR RE A R A E AR A R RICAK+ A BV A~ T EHIZOWTRE
L7=vgsh g 1 FHakBR (CA209004 #85R) D 7k— b 8 12BIF 5E4hZ (modified WHO %&
#EIZFS < CR XUE PR) 1%, (bRIERTRIRAETFS T 46.4% (13/28 15, 95%(S5HAEX[H :



27.5~66.1%) . {LFHREERETE RS T 38.5% (5/13 51, 95%[Z#EX W : 13.9~68.4%) T
»HoT,

(PD-L1 FEBLIRTLA DA 2hiH Mo OV 4 4)
WAL B AR AR (CA2090675 %) ICHLA AN DT BHE OT — X IZHED & | JEEHHR
\ZBUWTPD-L1Z R BL L - S iass o 2515 (LR, TPD-LLREBLER] Lwvvo,) Bl
ZIRRANIRIT ZAT o To B IE R O L EEOFRERIZLL TO LB Th o7z,

HEMEIZB LT, PD-LIFBLEN 1% A (PD-L1<1%) OHBEFEEM & ik L T1%ll =

(PD-L1=1%) D BEHFHEMTA U L~ 7 O _EREZNEMEMER SRR S 7= (FH),
BEB, KA+ A Y AT HOLRENT 1 7 7 A VITPD-L1<1% D BE LN & PD-L1=
1% D BEEM TR CTH -T2,

POLIETH %N POLTRREISLLE
10 f 10 ey,
“k | -‘\:\""‘..
[5: 1 B =1} P, Y
Tn S
[T} '\._n.-. d 289 e -
or gt Lot b R
5 B P R o5 o S——
% o l‘"'_"'-. _.'h.--_ i a5
Il s G Ry, ol ’ T
WM EBM+EULTIN iy | o Em+seuLTIR 5
03l A gmm e 231 A zmm e
B2 - AEVLIIN 22| B AEJLTTIR
[ ooaRO: Ty a1 o RO WY
&0 | | L PSS
0 3 8 ©® 12 1B W B M T W W W W 003 & 0 % WM MO W R BB
gkl (A alrisk MM (A
EMEAEULTIR 23 M wE W L ) W2 'l 4 T4 (r} 86 1.1 i o FMtAEULTIE 155 144 132 127 Vi@ 12 05 v w1 @ a5 IT k] a
EME N7 MO M Y6 71 A5 A3 S0 5 S S50 W 3 0 MW 17t 185 158 W4E 1FM 131 122 MT U2 W00 98 3E 1 @
AEYALTIR 113 B85 BT T T BT S S0 & 43 3 0 01 0 AEULTFE 184 155 {38 126 115 102 B0 BF 77 T4 B4 M 2 @

X3 CA209067 ERD PD-L1 FERR|TD OS D Kaplan-Meier i
(£ : PD-L1<1%MDBFEEH. A : PD-L1=1%0DREFEH)



@EBE RS AR (ONO-4538-21/CA2092387:57)
eI O Mb/c H1/ IV oo HEM: AR R 906 ] (A ANBE 28 il Z&de, AHIRE

45341, A ) L~ (EiFHHZ) BE4B3 M) 2RI, A ) LA~T 25 RE LT
AH 3mg/kg % 2 ¥ G CAREEHE Lz & & OFMER OREMEEZ R LTn, FEREHE
HH T 2 MR AFYIM (hfE [95%EHEIXKM] ) O RISHT#EFIE. AAIFET NE

[NE~NE] # A, A &) A~T7ETNE [1656~NE] A THY ., AHIA Y L~
W2k USRS A BRI R 2R LTz (O3 — REE 0.65 [97.56% 5 #H X fH : 0.561~0.83] .
p<0.0001 [J&H! log-rank HE], 2017 4£6 H 12 HF—4 1w b A7)

*: AJCC (American Joint Committee on Cancer) JRH4MEH (55 7 i) (2355 < FHih,

1.0 .
hq_\‘-‘:‘\-"
09{ A= - EFIB
—©— — AEVLITH
0.8 \\_
0.71 o Bme—ag
= TN e ——
B o e
? 0.5 M-———-
F o4
%=
0.3
0.2
0.1
U'Or T T T T T T T T T
1] 3 B g 12 15 18 21 24 27
at riskﬁ EEE4FHEMA)

AH|BE 453 399 353 332 3 291 249 A 5 0
AEVLITTE#H 453 364 314 269 252 225 184 56 2 0

X 4 EEFEAFHIE O Kaplan-Meier Bt (ONO-4538-21/CA209238 #RER)



[Z41]
OEMNE T FFER (ONO-4538-02 #l5kR)
BHEFRITIAE (100%) (2RO HiL, KHE OREERNPEETERVAEFRIT
30/35 # (85.7%) IZ#B® LTz, FHHEN 5%l EOFRIERIZTROLEBY THhoTz,
#Fz1 HBBH 5% EOEIVEA (ONO-4538-02 3ER)

B A3 Bi% (%)
HARGE 35 {3
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL F
AEIER 30 (85.7) 9 (25.7)
o3 WAk
FOR AR REAR T E 5 (14.3) 0
H e
T 4 (11.4) 1 (2.9
L 2 (5.7) 1 (2.9
AN 2 (5.7) 0
—i% - EEREER X OB SR Ok
I I7 5 (14.3) 0
B 2 (5.7) 0
HEEN 3 (8.6) 0
JHENEE R P
JiF B 2 (5.7) 2 (5.7)
i R AR AT
ALT #4Hn 4 (11.4) 1 (2.9
AST #ahn 5 (14.3) 2 (5.7)
M7 LTI 2 (5.7) 0
1 CK #En 5 (14.3) 3 (8.6)
g7 L7 F =890 2 (5.7) 0
17 R o BN 2 (5.7) 0
1L LDH #4n 5 (14.3) 1 (2.9)
1L TSH 4 3 (8.6) 0
1 TSH #50 7 (20.0) 0
CRP #4/0 5 (14.3) 1 (2.9
I ER BRI N 4 (11.4) 0
y-GTP #3410 4 (11.4) 4 (11.4)
PR R o bR 2 (5.7) 0
~NEZ BV 3 (8.6) 1 (2.9
U o SERER D 5 (14.3) 1 (2.9
I FREREORD 2 (5.7) 1 (2.9
fERAFI IR T 2 (5.7) 0
i IR 2 (5.7) 1 (2.9
7R ifn ERER ) 2 (5.7) 1 (2.9
i R 6 (17.1) 0
WEBE T3 HE0 2 (5.7) 0
WERE T3 P 8 (22.9) 0
WERE T4 v 6 (17.1) 0
WEBE T4 B8N 2 (5.7) 0
U v~ F R 3 (8.6) 0
1 ALP #500 5 (14.3) 1 (2.9
LR R A 3 (8.6) 0
A~ — 2 —88hn 2 (5.7) 0
FUZHUAREE N 2 (5.7) 0
=TI B T aTA N 4 (11.4) 0
1 CK e 2 (5.7) 0
kSRR & O%E ARk
R 2 (5.7) 0
PR SRR
W P 2 (5.7) 0
KM= 22— RF— 2 (5.7) 0
g ¥ KO PR ARREE



BRI Bl% (%)

HATE 35 {3

(MedDRA/J ver.16.0) 4> Grade Grade 3 LI I+
EES 6 (17.1) 0

Z 9 FEIE 11 (31.4) 0
F95 2 (5.7) 0

iR INGRZSING A 2 (5.7) 0
REIRME R G 2% 2 (5.7) 0

B o 3 4 (11.4) 0

¥, HVEMEMSE 16 (2.9%) . K%K - HEO THR 1H] (2.9%) | MfkkE=E 4 4]
(11.4%) . T#snebaEs 5 61 (14.3%) . BEERERETE 2 61 (5.7%) . HARIRBEREREE 8 4
(22.9%) . RIEBEE L6 (2.9%) . EEOREESE 146 (2.9%) KOS E S HEK 14
(2.9%) NRO BNz, Fio, FEMAHEEERED, infusion reaction, 1 BUBEIRIFE, FE,
HIEMMESJAE, MM - BEEEAE. (DR, Ak, S, BERBUTREARIE/ X A 3T — KUV
PN /NS PE SR BEIR 138D B LR o 72, AREIERRBURILIZBI#H HESR (AR
EREEET) 2 E0EIKRE =T,

@ENE T AHRER (ONO-4538-08 7R)

AFFRIT 22124 5] (91.7%) (ZRBO Hiv, AHE ORPBBRNPGETERVNAFSR
503 18/24 1] (75.0%) (2338 Tz, FHHRED BB LOEWEHILTRD LB TH-
72

#2 IR 5%LL EDORIVER (ONO-4538-08 35k)

FRE RIS B (%)

FEARGE 24 15

(MedDRAV/J ver.18.0) 4> Grade Grade 3 1 I

RITEH 18 (75.0) 2 (8.3)
o akEsE

RO IR RE AR T 6 (25.0) 0
Bl

ML 2 (8.3) 0
— % - EEEEERS KOS OIREE

[i=9R3 4 (16.7) 0
AR AR A

IR EJD 2 (8.3) 0
Rt L Ok REE

AARIR 2 (8.3) 0
Mk gs. MEREs K OViEhRREE

P8 7 i 2 (8.3) 0
R x5 L O FRRkRE

= 5 (20.8) 0

& D FEIE 5 (20.8) 0

RN Y N 2 (8.3) 0

B, KIBHK - HEO TR 241 (8.3%) . FHEREREE 161 (4.2%) . FEAHAERS
161 (4.2%) M OVHDIRGHSREREE 7 41 (29.2%) 73388 Bz, £7-. BIEMEMREER,
PRRRRE T (367 v« NL—REERESE) | BT (RMEHEEERE) | AlEFEE,
infusion reaction, 1 BUHEPRIT, EHEEDREREE (REAEIRARIERRE, AL, BRE

10



B R, BEIERBEE, AR - SR, SE I IRR, LR, MR, ITR. B
RRMRIE / < AT — R O e e /MR PESE B 13580 B e v o 7o, ARINEM %8
BURTLIIBE SR (RRMAER T 2 Et) 2B EZ =T,

@UEA M EAHFER (CA209066 #5R) Y

B EFLIIAFIRE 192/206 1] (93.2%). DTIC £ 194/205 5] (94.6%) (2388 HiL, 1A
Bk & ORI FBIR G E T & 70 \WA EFRITAFKIR: 153/206 1] (74.3%) . DTIC £ 155/205
Bl (75.6%) 258D BTz, W ORECRBLEN 5%LL EORWEMIZTEDO LBY T
Hol,

~~ o~

F3 DTN OBTRIER) 5062 EDOEWER (CA209066 35R)

T
wBBIRGE A S DTIC 7T
=h
%(ﬁ/EDRA/J ver.17.0) 206 1 205 41
o 4= Grade Grade 3 UL E 4= Grade Grade 3 UL E

AEIER 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
MiRE LY 3 REE

I FRERIE 0 0 23 (11.2) 9 (4.4)

1/ RIS E 0 0 21 (10.2) 10 (4.9)
H I he

(s 22 (10.7) 0 25 (12.2) 0

T 33 (16.0) 2 (1.0) 32 (15.6) 1 (0.5)

BTN 34 (16.5) 0 85 (41.5) 0

Mg - 13 (6.3) 1 (0.5) 43 (21.0) 1 (0.5)
—i% - DEEEER X O SEA RS

HESIE 21 (10.2) 0 25 (12.2) 1 (0.5)

97 41 (19.9) 0 30 (14.6) 2 (1.0)

HEEN 15 (7.3) 0 10 (4.9) 1 (0.5)
Rt KOsk s

BARIEE 11 (5.3) 0 19 (9.3) 0
E R BRI L O A MRk E

EANEN 12 (5.8) 0 3 (1.5) 0
TR R P

SHIR 9 (4.4) 0 14 (6.8) 0
R R X O Pk

HLBE 13 (6.3) 0 4 (2.0) 0

SRR SOS 3 (1.5) 0 11 (5.4) 0

& 9 FEAE 35 (17.0) 1 (0.5) 11 (5.4) 0

b2 31 (15.0) 1 (0.5) 6 (2.9) 0

=M E B 22 (10.7) 0 1 (0.5) 0

728, ARV CTHRVE MM R 3 41 (1.5%) . KBS - O THI6 6] (2.9%) |
MREREE (F7 2 - NU—ERRES) 28 f1 (13.6%) . FTHERERETE 7 61 (3.4%) . Bk
REFETE 4 B (1.9%) . THEEMAHERERET 4 41 (1.9%) . HUARIREERERET 13 6 (6.3%) .
infusion reaction 15 {4 (7.3%) . 1 UBEIRS N 1 61 (0.5%) . EE D ZJEREE 3 #] (1.5%)
KOS E IR LB (05%) MFEe b, Eio, BIBESE, Wk, BIEMREIE, MK
% - BERIE, DRI, AR, TSR, BERUTIRLARIE/ X A/ ST — K OVt fs NRs A 4
BRI b o T, ARIEHARBURGUIBEE RS (BRRAEMEEE L2 50) %
BUOEINERE R T,

11



@Y/ AHRER (CA209037 #5R) 2

A EFRITAHIRE 265/268 41 (98.9%) . {b FhEIERE 98/102 151 (96.1%) (Z#D 5
A, TREREE & DK RBIRDEE T & RWE FEFRITAAIRE 199/268 5] (74.3%) . b7+
WRIERE 85/102 151 (83.3%) (238D AL, WL DRE TRERN 5%, EoRITERIX

TEOEEBY TH-oT-,
F4 WDTNHLOBETREERN 5% EORIER (CA209037 3ABR)
BE (%)
L YAN'S
ﬁgiﬁgmﬁ AR o IRETE
(MedDRA/J ver.17.1) 268 #1 102 71
4= Grade Grade 3 UL E 4= Grade Grade 3 UL E
AEIER 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
MiRE LY L REE
2 1fn. 18 (6.7) 3 (1.1) 24 (23.5) 5 (4.9)
M BRI i 1 (0.4) 0 8 (7.8) 2 (2.0
i H BRI E 0 0 20 (19.6) 16 (15.7)
i/ MRS E 1 (0.4) 1 (0.4) 12 (11.8) 6 (5.9)
W UEE
R RS REAR T 18 (6.7) 0 0 0
H ik
(XN 11 (4.1) 0 15 (14.7) 1 (1.0)
T 42 (15.7) 1 (0.4) 16 (15.7) 2 (2.0)
i 33 (12.3) 0 39 (38.2) 2 (2.0)
Mg L= 12 (4.5) 1 (0.4) 21 (20.6) 3 (2.9
—f - EHEER X OGN OREE
4% 7 14 (5.2) 0 7 (6.9) 0
I 97 82 (30.6) 3 (1.1 41 (40.2) 4 (3.9)
BE hER L OWLEAIHE
HEANTHED RS 4 (15 1 (0.4) 9 (8.8) 0
R AR S
ALT #4n 14 (5.2) 3 (11D 1 (1.0 0
AST H#4/n 15 (5.6) 2 (0.7) 2 (2.0 0
B ER AR 0 0 7 (6.9) 3 (2.9
I/ D 1 (0.4) 0 8 (7.8) 3 (2.9
[ i BREsi 3 (1.1) 0 8 (7.8) 2 (2.0)
R L OseagpEE
RBRIEE 18 (6.7) 0 17 (16.7) 0
W B R KON A Lk
RAHR 15 (5.6) 0 13 (12.7) 1 (1.0
5 AR 11 (4.1) 0 8 (7.8) 0
R
KM= 2 — a8 F— 1 (0.4) 0 10 (9.8) 1 (1.0
BERCH 3 (1.1) 0 10 (9.8) 0
MEas. MoERIs X OWthm
- ) 13 (4.9) 0 8 (7.8) 0
R KO T sk
EEYTE 2 (0.7) 0 28 (27.5) 0
5 FEIE 51 (19.0) 0 2 (2.0 0
R 34 (12.7) 1 (0.4) 5 (4.9) 0
BEIR BIBIRE 5 16 (6.0) 0 2 (2.0 0
=M A BE 24 (9.0) 0 0 0

¥ ARFIBZ I TRVE MR 8 41 (3.0%) . KM - EEED THI 4 4] (1.5%) .
PRREE S 33 451 (12.3%) . JHFBEREFETE 22 f5] (8.2%) . EFHERERETE (JRMNE MIRMER 2
25) 541 (1.9%) . HURARERERSE S 23 1 (8.6%) . Bl 1 41 (0.4%) . infusion reaction
10 Bl (3.7%) . HEDKEREE 161 (0.4%) . K 2 61 (0.7%) KOS E I %K 3 il

12



(11%) 3@ biviz, £z, TIPS, 1R, BEEREEIE, B - 3l
fge, DERR. FER. AT, BUBUHRBMRLE / X /3T — K O M /M s A 1 S8 DA
TR0 bR o Tz, KREIERFEBRR IR EFS (FAREERERE 2 aT) 2508
GiR T Seae

GEMNE T AHRER (ONO-4538-1757Kk)
BEFZITEH (100%) (258D Hiv, AHlE ORREABRPEGE TELRVWAEFHFRL LR
fiil (100%) 1ZFBD bz, B NEWLL EORWERHIZI TRDO LB ThHhoT-,
£5 FBEH 5%LL EOEIER (ONO-4538-17 3ER)

FRE RIS % (%)

FEAGE 30 f3i

(MedDRA/J ver.20.0) 4> Grade Grade 3 ULk
RIEH 30 (100) 23 (76.7)
MiEFR LY o GREE

i 2 (6.7) 0
aPan A

LI A BE T 2 (6.7) 0

R AR REAR T 7 (23.3) 0

BRIV 2 (6.7) 2 (6.7)
El e

(BE7A 5 (16.7) 1 (3.3

T 16 (53.3) 1 (3.3)

] 2 (6.7) 0

L 4 (13.3) 0

AN 3 (10.0) 0

M - 6 (20.0) 1 (3.3
— % - EEEEER X OB OIREE

I FT 5 (16.7) 0

R 7 (23.3) 1 (3.3

ARG PR 2 (6.7) 0

FEEN 12 (40.0) 1 (3.3)
JFRELTE A e

AR e S 5 7 (233) 4 (13.3)

JHFBE 2 (6.7) 0
AR AR A

ALT #4n 11 (36.7) 3 (10.0)

75 —EHIN 5 (16.7) 1 (3.3)

AST #a4h0 11 (36.7) 2 (6.7)

v-GTP 40 5 (16.7) 3 (10.0)

U —BHIN 12 (40.0) 7 (233)

IR EWD 2 (6.7) 0

M7 AA Y RRT 7 Z—BE 4 (13.3) 0
R KOS

U T A fLfE 2 (6.7) 0

&7 7 2 e 2 (6.7) 1 (3.3)

K b U U A E 5 (16.7) 4 (13.3)

BAEGR 8 (26.7) 1 (3.3)
BRI L O A r Rk E

RA HiiR 5 (16.7) 0
TR R

ST Y 2 (6.7) 0

SHYR 5 (16.7) 1 (3.3
M. MEREs K OviehRRE S

R e i € 2 (6.7) 0

11 eI SF R 2 (6.7) 0
FRGx KO FRRkRE

13



B BIRE Bl% (%)

N 30 fi
(MedDRA/J ver.20.0) 4> Grade Grade 3 L I
& 9 FEIE 10 (33.3) 0
F95 18 (60.0) 2 (6.7)
I INIRZ SN S 4 (13.3) 1 (3.3)

72, FIRIESE M (30.0%) | ITHEREREE 1401 (46.7%) . FURIREEREREET7H] (23.3%) |
R T A J. 381 (10.0%) | KIBZ% « BEE 0 T #1345 (10.0%) | FEJE oD Bz i P 55 345 (10.0%)
T EREEREMEE 201 (6.7%) . 5 & 9 I 1651 (3.3%) MR lARIE/ < A/~ F — 24 (6.7%)
M OEFlRImAR ZERRIE LR (3.3%) 235B8 Hiviz, F7-. BHEREREE . mIBHGemE, 13
PERIE, e, BIEAEEAE, MZ - Bl infusionreaction, /OMiidk. Mk, oyt
i NI PESRBESS I O R ITFRD S 7o 7z, ARRIVEARBURILIZB#E S (kK
REERT 2 E5T) 2ETOEIERE =T,

®EsFEMAHFER  (CA2090677K5R)

BEFGIIARA+ A BV L~ 7 RE312/31361 (99.7%) . AFIFE312/31361 (99.7%) . A
B U A~ 7 RE308/311%1 (99.0%) IZFEO HAL, 1RBREE & ORRBENEE TE RWEE
FLRIIAAI+ A VU L~ 7 HE300/313%1 (95.8%) . AAIRE270/3136%1 (86.3%), A U A
~ 7 HE268/311%1 (86.2%) (238 LTz, WO ORE TRELRNE%LL EORIERIZ T
HDOELEBY Th-oT,

£6 LTNHLOBTHEERL 5%LL EOEIEM (CA209067 3ER)

% (%)
oL A<
T FA LA E D D TR IR UL TR
(MeuanR A/Iver.19.0) _ 313 44l 313 4 311 4
4 Grade Grade 3 UL E 4> Grade Grade 3 UL E 4= Grade Grade 3 UL |-
AEIER 300 (95.8) 183 (58.5) 270 (86.3) 65 (20.8) 268 (86.2) 87 (28.0)
PN IR
FOIR AR e L E 34 (10.9) 3 (1.0) 15 (4.8) 0 3 (1.0 0
R RS REIR T 51 (16.3) 1 (0.3) 32 (10.2) 0 14 (4.5) 0
BRI 23 (7.3) 5 (1.6) 2 (0.6) 2 (0.6) 12 (3.9) 5 (1.6)
H ke
iz 28 (8.9) 1 (0.3) 18 (5.8) 0 28 (9.0) 2 (0.6)
PN TS 40 (12.8) 26 (8.3) 7 (22) 3 (1.0) 35 (11.3) 24 (1.7)
5 12 (3.8) 0 19 (6.1) 0 17 (5.5) 0
T 142 (45.4) 30 (9.6) 67 (21.4) 9 (29) 105 (33.8) 18 (5.8)
PN R 19 (6.1) 0 13 (4.2) 0 7 (2.3) 0
L 88 (28.1) 7 (2.2) 41 (13.2) 0 51 (16.4) 2 (0.6)
Mg - 50 (16.0) 8 (2.6) 22 (7.0) 1 (0.3) 24 (1.7) 1 (0.3
— % - EHREER O 5
ALK TE
0TI 0E 31 (9.9) 1 (0.3) 25 (8.0) 1 (0.3) 17 (5.5) 2 (0.6)
EE 22 (7.0) 0 12 (3.8) 0 10 (3.2) 0
I J7 118 (37.7) 13 (4.2) 111 (35.5) 3 (1.0) 89 (28.6) 3 (1.0
FEEN 60 (19.2) 2 (0.6) 21 (6.7) 0 21 (6.8) 1 (0.3)
R R AR S
ALT #4 59 (18.8) 27 (8.6) 12 (3.8) 3 (1.0) 12 (3.9) 5 (1.6)
735 —E N 23 (7.3) 9 (2.9) 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
AST #4n 51 (16.3) 19 (6.1) 13 (4.2) 3 (1.0) 12 (3.9) 2 (0.6)
U o—EHn 43 (13.7) 34 (10.9) 24 (1.7) 12 (3.8) 18 (5.8) 12 (3.9

14



Bi%x (%)

B |
T AT ALV S TR R eV LT

(ME"SDR AlJ ver.19.0) 313 #i| 313 {4l 311 f4

4= Grade Grade 3 UL 1= 4 Grade Grade 3 UL 1= 4= Grade Grade 3 UL 1

TRE %D 19 (6.1) 0 10 (3.2) 0 4 (1.3) T (0.3)
R L OseagpEE

BARIHEE 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 (0.3)
W B R KON A Lk

BAEIR 42 (13.4) 1 (0.3) 29 (9.3) 1 (0.3) 21 (6.8) 0

5 AR 17 (5.4) 1 (0.3) 15 (4.8) 1 (0.3) 9 (2.9) 0
PR SRR

FEMED E W 17 (5.4) 0 15 (4.8) 0 11 (3.5) 0

LR Sw 14 (4.5) 0 18 (5.8) 0 9 (2.9 0

SHIR 34 (10.9) 2 (0.6) 24 (1.7) 0 25 (8.0) 1 (0.3)
MEas. MoERIs X OWthm R

W%k 24 (1.7) 0 20 (6.4) 2 (0.6) 15 (4.8) 0

I (K] 36 (11.5) 3 (1.0) 20 (6.4) 1 (0.3) 12 (3.9) 0

fififi 2 21 (6.7) 3 (1.0) 4 (1.3) 1 (0.3) 5 (1.6) 1 (0.3)
28R KO PRk E

R g 15 (4.8) 0 17 (5.4) 0 11 (3.5) 0

& 9 FEAE 112 (35.8) 6 (1.9) 67 (21.4) 1 (0.3) 113 (36.3) 1 (0.3)

¥ 91 (29.1) 10 (3.2) 72 (23.0) 1 (0.3) 68 (21.9) 5 (1.6)

iR INRZSING A 38 (12.1) 6 (1.9 14 (4.5) 2 (0.6) 38 (12.2) 1 (0.3)

=M E B 27 (8.6) 0 28 (8.9) 1 (0.3) 16 (5.1) 0

BB, AEI+AEY A TR W TR REESSH] (27.5%) | JFHRE R 1024
(32.6%) . HUIRNIRHEREFEF8THI (27.8%) . EHEREREE21%1 (6.7%) . B MR 25
B (8.0%) . KiFse « HEEED FHI60%H] (19.2%) . BEEDOKEREE221H (6.7%) . FiE
REERERE 2761 (8.6%) | FITEHERERE 14051 (4.5%) | FER3M (1.0%) . fidse - Bl
201 (0.6%) . infusion reaction 13f31 (4.2%) . 5 & 9 525341 (1.0%) . fh 4341 (1.0%) .
RERL R REAE /) X A3 F—5011 (16.0%) | ITF 514451 (4.5%) S OVE Ak ifi 4 ZE 42 i 2451 (0.6%)
MERO LTz, Flo, VRERE, EIE AR, OAhR & OVasE M i MRS 1 S5 5E
IERR D B AVIR Do To, RAIFEIC I W) TR E 6601 (21.1%) | IFHEREREE 2445 (7.7%) |
FOR IR RERE 4761 (15.0%) . BFEREMRE3M] (1.0%) | MIEMENEESE (1.6%) .
RRG5% - B D T #1161 (5.1%) | F1EE 0 KRR 581 (2.6%) . N (AR RERE 3641 (1.0%) |
BB HERERE 305 (1.0%) . WEA3HI (1.0%) . infusion reaction 1445 (4.5%) . 5 & 9 s
20 (0.6%) . BERUHRMEIE/ S A/ 3F—2801 (8.9%) . ATF4c2/ (0.6%) M OERRIML
FRZERRELE] (0.3%) MR8 DTz, F7o, VRUBEIRSSE, BAEMME, Mk - Bk,
O A S O MR i/ M PSR BER 13RO DAL 0o 7o, REIMVERZEBLIRI X
Bl ES (KRR 251 2308 RE =T,

IR EIBRA e 7o M AR BT 2 Xt RICAAK+ A U A~ TG 2 LI sh e
I fH7ABR (CA209004 7kBR) R — b 812\ TC, fLFRRIERIBHEE 28 ] & (LA
ERERIR B 13 6 & DT, ZetEIcHfE R 2RI b7,
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@EBE RS AR (ONO-4538-21/CA2092387:57)

B EFLIIAKIREA38/4521% (96.9%) . A &' U L~ 7 EEA46/45301 (98.5%) (Z780D 5
Ao, 1RBRIE & DREBIRNEE TE RV FFHRITIAFIEBS/4520%1] (85.2%) . A £
I~ 7 REA34145301 (95.8%) IZFRD BT, W ORECTRIVRNE%LL EORIVER X
THROELEEBY ThHoT,

#£7 DT OBE THIBHI5%L EOEIVER (ONO-4538-21/CA20923838k)

HH ik AEYLRTE
Grade 4= Grade Grade 3 LA |- 4= Grade Grade 3 L4 |-
RIVEHTE A FEEL B | B IR | BB IR | EI EIER
(MedDRA 12 k. % SOC-PT %y48) (%) ¥ (W) () ()
KRB 452 452 453 453
ESL 385 (852)| 65  (144) | 434 (958) | 208 (45.9)
W HE R B KOS AR Rk S
RAER 57  (12.6) 1 (02 49 (10.8) 2 (04
i PR 3B (77 1 (02 19 ( 42) 1 ( 02
H ks
T 110 (24.3) 7 (15| 208 (459)| 43 ( 95)
L 68  (15.0) 1 (02 91  (20.1)
-8 29 ( 6.4) 46 (10.2) 1 (02
gt 12 (27 1 (02 4 (97 2 (04
(IR 24 ( 5.3) 14 ( 31)
KGR 9 (20 3 (07 45 (99 34 (75
— - RHBEERB IO GO REE
I JTRE 57  (12.6) 1 (02 53  (11.7) 4 (09
95 156  (34.5) 2 ( 04)| 149 (329) 4 (09
FEEN 7 ( 15) 54 (11.9) 2 ( 04)
R IR AR A
Y S—P N 30 ( 6.6) 19 ( 42 26 ( 5.7) 16 ( 35)
ALT #5n 28 ( 6.2) 5 (11 66  (14.6) 26 ( 57)
AST #8/0 25 ( 55) 2 (04 60 (132 19 (42
TIT—EHIN 25 ( 5.5) 9 (20 14 ( 31) 5 ( 11)
RFtBL O FRERE
AARIBOE 18 ( 4.0) 39 ( 8.6) 1 (02
PR R PR
SER 44 ( 9.7) 1 ( 02 79 (17.4) 7 ( 15)
BB LU MRS
BLIR Bk 5 24 ( 5.3) 50  (11.0) 9 (20
EOFERE 105 (23.2) 152 (33.6) 5 (11
it 90  (19.9) 5 ( 11)| 133  (294)| 14 ( 31
RO B, MEREs KONGRS
M- R e 15 ( 3.3) 2 ( 04) 24 ( 53)
W Wb E
FHR IR BEAE (R T E 49  (10.8) 1 (02 31 ( 6.8) 2 (04
FR R RE TT IS 36 ( 80) 1 ( 02 18 ( 4.0 1 (02
ERS 7 ( 15) 2 (04 48  (10.6) 11 ( 24)

B, AFFEZB O THEEMEMZEE 11 6] (2.4%) | BEEUTBARIE/ X 4/ F—48 fi
(10.6%) . NTRERERES 40 51 (8.8%) . HUIRMRFEREFETE 91 5] (20.1%) . Fhikk&E 83
B (18.4%) | BHEREREDE 6 1 (1.3%) . RIEHEREREDE 6 # (1.3%) . TELHERERE
8 1 (1.8%) . infusion reaction1l f5 (2.4%) . KB - EEO T 21 ] (4.6%) . &
FED R fEREE 5 F (1.1%) . 1 AUBEIR 161 (0.2%) . BER 361 (0.7%) . S& D%
2 5l (0.4%) . FF2e 341 (0.7%) MRD BN, F/o, BHIEMEIIE, LK. k.
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o M M/ IS D VESR BRI . A2k - Bl AR AR FE AR E M OMBEALMERRAE 2013580 B
nipinoie, RREWEHSEIURILIIREE SR (BRRAER T 2 &) 2Btz
Y,

1) Robert C.etal. : N.Engl.J.Med., 372 : 320, 2015 (CA2090665:%#)
2) Weber J.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 #tfR)
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URiE - i&]

ARAFNOREMIEYBREET T L EZFIH L2Y 2 2 L— 3 2L v AHKI 3mglkg Xk
240 mg % 2 BN CTHE LIZBROAH O MG HiRE P RET S, ZORER. AFH
240 mg Z 5 L7 BEOMEEERIL, AA] 3 molkg & 425 L7CBROMERE & L i L CEfE
AT ETHE N bO0, AARNBEIZEW TARMEDN MR S TW5 ik A& (10
molkg % 2 AR THRE) TAKIZ &S LI BROREE L i U CIRMEZ <3 & T
Ehiz (F#), Mz T, BEOBEIZBIT 5T —ZI12H-3& | AH| 3mglkg 1% 240 mg
% 2 WHRE TG LBROARKI OBREE & & AT 2 e & OB 2 a2 5%
BLUGET VDR S, SEBEIC O W TREM TR, ERRO M - H&ED
B CHMMER OZRIEC R 2 2RI e TRIS s, Fio, BERAHREEICBT
DT — A HSE . AHI 1 mglkg Xt 80mg &1 U A~ 3mglkg % 3 HHMHIRE T
5 LT BROARFI OIRFEf & 2t & o Bl 2 i3 2 REGEROSE 7 AR S, 2%
B ICSOWTHRE A TR R, LML - RO TLatkic B R 2813720
ETHEnT,

#8 AFDOEMBRRNT A —F

}Eﬁ{f . )EHE Crnax Chind14 Cavgdl4 Cmax,ss Cmin,ss Cavg,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
3 ke O2W 516 16.6 243 113 62.1 776
kg Q (35.2,70.8) | (10.7,245) | (17.1,33.9) | (75.0,171) | (27.1,107) | (42.1,127)
727 235 341 159 878 109
240mgQ2W 1 (59 1°103) | (152,346) | (25.1,47.8) | (102,254) | (41.5,158) | (62.1,187)
191 613 90.8 398 217 278
10malkg Q2W | 147 219) | (51.2,79.2) | (79.0,114) | (331,532) | (184,313) | (237,386)

UL (5%.5, 95%5) . Q2W @ 23 RIMINE. Cmax : FIEIEE5-1% O fe ) ML IR EE . Crinaaa : FIEIEE 51414
HBIZH T D EARMIE P IRE . Cagas : PIRIEE G140 B £ TOTFHIMIEFIRE, Crass : EFIRIEIZE
T B MG IR Cminss : EFIRFEIZE T 2 F i R, Cavg,ss : EFARTEIZ B T 5 EH g+
TR

18



4. FEERIZOWT

IR U 72 R AE BT I T 256 1C1E, AR E U CHEARRERE (261
PE) DELNTNDHZ Enb, émﬁﬁ%@@’%hf%ém X CHOLLENRDD, *
O T, EEE Y A7 EHGEHE (RMP) (23S & | AFIOE RG2S BN~ 71k
Hill 238 B fiigk Tl o T, AR OE G EHY) 72 BHE Z2Wr - F5E L, AFIOEEIC L HER
BIVER 2R LIS T 2 2 AR E -0, LFOO~@D T T &= 3 hiakic
BOTHERT2XETH D,

O MERITOWNT

D1 T (1) ~ B) OVWTINIHEYT IR THD Z &,

(1) JEAEFBRKEDEE T 03 AR EEILS RS (BRE TR0 A SR B SRR
Hitel A3 A B2 e IL RURBE . kS AR e &) (CFERK 30 4 4 H 1 AR - 437
fiiFx)

(2) HrEtERERERE (CERR 294 6 A 1 H IS - 85 Jifiik

(3) FENFEAFENIEET 203 VP EEFPT (D3 AR EWPL, 3 A2 HH
W 1EBE. 23 AR HEE R L /e &)

(4) ShRAbFRIE=EAF %L.%%M%%ﬁm%lﬂi%%m%%&m%2®m%
IR DR EIT> TV DlieR (CEAK 2847 A 1 HIKEA - 2@0% >

6)#ﬁﬁﬁfﬂ%ﬁ£ﬁm%®m R AR D R &2 1T > TV D faak CERE 28 4E 7
H 1 BEEA ;1290 fitigk)

®-2 EMERAREO TR E & ORIWEH FEBLRE O IR 57 72 ik & R 4 FFD E Al
(FROWNT NS T DIER) 2, BYEZEROARFNCET H15EOEME L LT
BlE SN TWnWbZ &,

*

o [ERiREFEIG% 2 FEOVHIIHEZME T L2112 5 DL EO D ATER D BRRIHE %
fToTWBZ &, 95, 2FEL RIT, RARYIREE L LRSS OHHE 2
T TCWNWAZ L,

o ERIGRFFIGFE 2 FOYMEINHEZAE T L721%IZ 5 FLL Lo B IR 2 5 O i
IR Z R L TWDH Z &,

@ BEHNOEELFREBERDMEHITOVT

Eﬁﬁﬁﬁﬁﬁ*%iﬁéﬁﬁﬁﬁﬁﬁéﬂ\@%ﬁ%#%@%ﬁ%ﬂ\ﬁ@ﬁ'ﬁ
AMEEIPRFROE L REMFEICHT SRR, AFFELRBE LG E0ORE
HEH, EDRESHITTONDIEREIRFE S TND Z &,

19




® EBIERA DRIV T
@1 BIfEARBIRE DXL EHIZ BT 2 B

W PERTR BRSSO B 2 BITEA N AE LB, 24 BERSIRIEHIO T, Mikhaak X
MR (23T B L2 BIERNICIS U CABEE B L N CT ZOFIVER ORIz 4
PFRMRAEOR RN L AIE O, EHITRISATREZRARI N > Tnd Z &y

®-2 BEREFEIC L 2FFFRMNCET 28 S

DS AR\ 0 D B I ik M O R 2 A3 o IR E DNEEH =421 v 7/
EBFOTERDOA TV —=0 7 2TV ERE Ll 2 G TE 2 F — L ERA 235
SN TnBZ L, ek, BREAFIZOWT, BABRE LEZOFBRICHSIZEAmIT
W5nHZ &,

@-3 BIEROZWCRINICE LT

RIVER (RIEMERZE BTN 2 | EREAG B AE, DAR ., AR, BB RMIRAE . KIBA.
BEOTH, LRBEIRSG, AL, IFHREREE . IFR. s kMR E &, FURIRESRERE 5
TEARRERET, MPRREE, BEE (BAL - RMEMEMEREZET) . RITEE,
fds. EEED R REREE . FIRMARZEMRE, infusion reaction, BE 7 MiklEE, MmEKER
SEGERE, f5Z, B ORESOG, IR, DIREEE (L EME) - 1Rk - DS
IAESE) 45) 1Tk LT, MRk U B E R O RME 2 9 5 Al & s L (E
TER OBWCRISIZE L CTHRER OB Z T O 5&MEICH D 2 L), BEHIZEY2R
WUENRTE DIEFIRES>TND Z &,

20



5.

BENB LI DBE

(A2 B9 2 FIH]

o)

@

TROBEIZBOTAROEMEN RSN TS,

o ALFIRIERIGR K OBEIER OARTGEIER AN RE 72 TLHT/ IV 3 SOV o0 S R o i
BE

o ERYIFR%OIb/c #H/IVH Y oM BAEEE ST DN ABIEIE

728, BRAFEG T AR Z AT 5 BEIZHE WO TL, BRAFLEANC L 2 1RE L B ET

LTk,

KA+ A Y AT i{lﬁ%ﬁﬁﬁiﬂ%“(“%@*&?“@%T“focﬁ'fiiéﬂiﬁ;%%%ﬂ%%
& Lo g B IAEEER (CA20906730R) 12 W T, xflRE SN/ B AT &G
R U TEIMEPHRES LTV D, 7275 L, AAl+A BV A~ 7G5 & ARKIHh
5 b UT- B e Mz B8 W CiE, PD-LIBEBLIRPLIZL VA B Y A~ 7 O L3
IR PERDERDPRRENDERPIGELNLTND (Tp2R) . 207D, Rin
@JE%T%?ZCE'@EEH%%% IZBWNWT, AFlE A Y A~ T7 OB O
Wrd 556, PD-LIBR*Z AT HZ ENEE L, PD-LIEEEN1%LL ETH
HZ &73%%; SNTBE TN TR, JRAL ARIEMEREAERET S, ok, R
UIbR AR RE 2 B R A E AR 2 x5 & L7y as T AHRER (CA2090045805R) 0 =27k —
FBIZHRW T, (b PRIERIGIEEE AL P RIEMEREE L OB TAAI+ A B U A
~ 7 &G OFGNEICAMRZRITFRD DTV,
kARFIOBWIF L L, 524 : PD-L1IHC 28-8 pharmDx [# =1 | 23/KR ST\ 5

(1)

AJCC (American Joint Committee on Cancer) JRHIZHE (85 7 hR) (23 < 3
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