wmfEAHEET A KT 14>
=R<7 (Bin R %)

(BR7E4 + A7V — R A FHE 20 mg, A 7Y — A f{iFHE 100 mg, 47—
A R FFE 240 mg)

~ e BB i~

Va2 92 A (CFE3 041 1 AsT)
JE AT EE
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1. IZILHIZ

=3 DO F M - L RMEORER DT DIZIE, A SCEFITIE SV o IR RO
BND, S5, IHEORFEIFOMEAIC L0 | PURERKS 72 & OFH0 72 Rk
FPEEENEARINDH T, 2RO OERNLZBEICLERBE RS 5 2 &L B3BREO
FEE 7p o TRV RRFMBLE R & SCE O AT #2016 Ak 28 4F 6 H 2 H BRI E)
ICBWTH, EHERL SO OREHELZNS Z L LENTVD,

BORE A EIR A, B R R M T 0 7 7 A L SBEF O ESR S & B 5 MR
BRHZENBDDH, DD, AINERONRZEMEICET HIERNHERT D £ TORM,
VHEEGLOBEEZRZ T A ZEDBHFRFINLBFICH L THERT L &I, BIE
DB U TZBRIC Bkt S 2 & D 2 & PN AIRER — & O BF 23 7= T R B < H
THZENEETHD,

L7eRoT, KRUA RTA4 2 TlE, BB ZIVE TIZE LTV D [EFIK TR -
BHER RN FES & | LUT O =35 0 it 70 5 & HEtE 3 2 BLA 0 D B e i B %
Tl OB E R T,

B, RTA BT A %, MNTITBOE N E KGRI S HE, A EEANBAR
BRRRE s . — A E AN B AREER NEHE S K OVALRAEEE N B AR SR A O )
Db EAER LT,

WG & IR DEIRS, - AT VR AR 20 mg, A7V — R AEFERE 100mg, AT
— AN RIEFE 240 mg (— %4 - =R~ T7 GEIETH#Z))
RELRDMREIDR - e R A
MNELRDFERORE @, RAICIT=Rr~7 GG Z) & LT, 18] 240mg
Z 2 R CARMERET 5, 272 L, BRI T 2%
MBREOLEIX. BEHRIT 12 W AME TE 2,
VU RE M R AMEICK L TA Y AT GBS T
z) LOFRT 2561%, @E . MAZIZ=Rr~7 (BisFHk
Z) & LT, 1A 80mg % 3 MM T 4 B AHEHET 5, £D
%, =A~7 (BiafHE#z) & LT, 118240 mg % 2 #HEfH
[FIR CRIEFHET D,
B 3E Wk oe 3 NG TS
(%)
M BAANEIZBIT D v — R A SRR SOmg (— k4 A BV A~ GEB TR 2))
DREEXITBNR, MEA O &
e IE b R ARIRUIBRANRE R A R A
Ak & VA & @, A A~7 BEF#HEZ) & LT1E 3 mgkg
(RH) % 3 WREIFIRE T 4 BIAFEFET 5, 7ok, toHurENEREE
FEPERT 2L, =R~ 7 GRBE T Z) E0FRT 5 2 &,




2. AHIOFHE. 1EHEF

A7V — AR R 20 mg, [RLATEERE 100 mg K OVR SEERE 240 mg (— 4 - =
R~ 7 (BIEHE#Z) . LT, TARAL) 1, AR TERASE ALy 7 X
BTV AL e<w A Y —RX 2747 (BMS) t1) 23B8% L7= & I PD-1 (Programmed
cell death-1) (Zxf9 25t MMl IgG4 €/ 7 v —F LHUKTH 5,

PD-1 1%, I&MAL L7V 58k (T HIfE, BMIfAL O F 2 7 0% 7 —T M) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & BUSHIEE T 2% 2
THE) BT HZRERTH D, PD-1IIHURIE R %ﬁﬁépuluﬁyF<HnJ
JOVPD-L2) EFEA L. U U RERICHIRINE Y 7V B AREE L C U Vo ERDTIE L IREE
ﬁmﬁﬁbfwéom>1Uﬁy%iﬁﬁ%ﬁw@u%_t%@%ﬁ&@%ﬁﬁ_%ﬁ
LTHY, EMEREAELE DO L EGEMEICI TS PD-L1 OFRBL L itk DALE
WM & ORI ADOFEREBIRN & 5 2 & A ST % (Cancer 2010; 116: 1757-66)
F 7o R R fE B CIRARRE T N EET DA v X —T = H >~ (IFN=y)
IZX > T PD-L1 OFENFHE SN, 5B L7 EMEREICIS T D PD-L1 OREBL & itk D
ALEWIR & ORI EDOFBARRN 5 & OHE S & % (Sci Transl Med 2012; 28: 127-37)
I 5T, PD-L1 Al FE S 723 M, JuUsFFER CD8 [tk T Hiia ol s &
TEMEZ 59 S 54, H1 PD-L1 /KT PD-1 & PD-L1 & OfE&EEET 5 &2 OHIN
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U 2 REEEIX, 7
AKIBA TR R A7 T MM O OBREE A BT 5HFD—>2 L LTEX LT
Do

AFNL, SRR OFE R 6 PD-1 OfffasE (PD-1 U # o REEAREI) I2R5A L.
PD-1 & PD-1 U REDFEREIET S LICL 0, DATURRERNZ T MRS
PEAL K O AKIIENS %9 2 MBS =G VE 2 #9585 = & TRkt 2 PUEE2h 3 2 4
ZERHERINTWD

AREN OB I < B DS SOGIZ K ﬁ%ﬁ%ﬁ%%bhﬁi%ﬂi%tv
£ % HH ﬁﬂ%é AFN DB G- R O GRIIE, BE OB Z HoIATV . BREDPR
DO E I, FEB LI HF AU mbtﬁmmﬁﬂﬁ&&%%%OE%k@#LTﬁ
@Jfotﬁﬁﬁ%”%%ﬁ%ﬁb\ W DRIZSUSIZ & D REIER N gD 2581213, BIE R E RV
%‘/§U®J‘Q’€L%@i@@37‘£ﬂ?§%ﬁ5%%75}3@60



3. BRIRHGRR
HEME B A O AGRIRF AR 24T o 7o E 2R B IRRER O R 2 777,

[ 2]
OEMNE TR (ONO-4538-02 #5k)

AN (BUF, IDTIC)) 2K Db FRIERE 2 A3 2RI UIER AN GE 72 T / IV H]
SUTFEFE o EM R AJEERE (ECOG Performance Status 0 2 TN 1) 35 Bl & %512, AH 2
mg/kg % 3 JE IR CRMEHEE Lz, EEFHMIEE Th 28805 (RECIST A K7 A
> 11 RIC S < Rl K D CR UL PR) 13 22.9% (90%(SHEIX [ : 13.4~36.2%)
Thot, 72k, FANIHRE LI 125% Th o7,

QEMNE T AHFRER (ONO-4538-08 #Hk)

LSRR IERIB R O ARIRYIBR A HE 72 WL/ IV I SO %6 o B B Al B3 (ECOG
Performance Status 0 }2 U8 1) 24 il 256t 512, AHl 3 mg/kg 2 2 3 i fHI R C A eE L7z,
FERHEE TH 58305 (RECIST HA K74 > 1.1 MUZHES g EIz L% CR
UE PR) 1% 29.2% (90%(EHEX M : 16.7~45.9%) ThH o7z, 728, FHANIHRE LM
E1E 6.0% CTH -7,

OVEA AR (CA209066 #ER)

v-raf ~ 7 AREY L AR EY AT 7 Bl (LLF, TBRAF]) V600 A H 073
B SRR IE R TR O ARTE BIBRANRE 7 I / IV ] ST F 36 oo MR B AR E (ECOG
Performance Status 0 &2 OV 1) 418 i (CAAFIEE 210 51, DTIC £ 208 i) % %52, DTIC
ZxfHR & U CARAI 3 mg/kg % 2 WM RIFE T A EHE Lz & & OF MR L 22 R
L7c, FERHMIEE Th 224 HME (LLF, T0S)) (PRl [95%EHXH]) D
FEMTHE B, AKIEEX NE® [NE~NE] % A, DTIC #C 10.84 [9.33~12.09] 7 H TH
V. AANL DTIC 1Tk LHEHFRNCH B RIER 2R LT (O — REE 0.42 [99.79%15 48
X[ :0.25~0.73], p<0.0001 [J&H!] log-rank HE], 2014 &£ 6 A 24 BT —X 1 v A
7)o

*HEEREE (LLF. [FER)



1.0F
0.9- - —A— FEIH
0.8- _ - A AHIVINS B
0.7 1 . B Y
0.6 .
7 0.5- N
0.4 ‘.@%}
0.3 o,
0.2 @0
0.1
L0 — ' S
0 3 6 9 12 15 18
at riskE 7R (B)
AFIE 210 185 150 105 45 8 0
AHhIVINT VB 208 177 123 82 22 3 0

1 OS @ Kaplan-Meier i

@YFESHIAEER (CA209037 #BR) 2

AV A~T (@EfsriHez) (LR, T4 U A~7)) XL BRAF BLERZ &b
PR 2 AT HARIGUIBR A RE 22 W1/ IV 1 S35 o B tE B E B (ECOG
Performance Status 0 &z OV 1) 405 5] CARAIRE 272 #il, fb5290% (DTIC XX NVR T Z F
Py ENRT Y ZER L OB BE 133 B) 2RI, fLEEREE IR & L OARH] 3 mg/kg
Z 2 TG CARMEE Lz & 2 OFMMER O ZEEZ R Ui, EEFHMEEE Th 5
ZE% (RECIST A KT A > 1.1 fRICHES < 7212 X % CR XX PR) ITOWWTA
BRI E STl WD 120 B 2 fRAT RN & U CHRRIfRT 217 - 7o R, AHIEET
31.7% (95%(EHEIXH] : 23.5~40.8%., 201443 H 10 HF—4% 1> b4 7) ThoTo,
B, FRNCEDROMMITRE L TR oTz, b9 — 2O EHEFHEE TH 5 0S

(hJefil [95%IF XA (2D T I8 DA~ b (FEL) FUZ THIMMNT 217> 7
TR ARHFIRET 15.47 [12.39~NE] 7 H | {LZBERET 13.67 [11.50~NE] 7 H TH |
ARANIACFFIE K LR P B RIER 2R S e o fe (O — RE0.93 [95%15
FEIX M : 0.68~1.26], p=0.6299 [J&H! log-rank ¥/E], 2014 4E 11 H 12 BF—4Z B v k
F7)s

OENE T FHRER (ONO-4538-17 i)

(LSRR IERIB R O ARIRYIBR A RE 72 T/ IV I SO % o B B AfE A (ECOG
Performance Status 0 TN 1) 30 ffilz x4, Al A Y A~T7 %0 (LLT. TAA
+A Y LA~vT ) Fh Lo, FEFHMEEE Th 528205 (RECIST HA K7 A > 1.1 IR



W2 hfulEIlc XD CR XX PR) 1 33.3% (95%(EHEX [ : 17.3~52.8%) Tk -

770 728, FHICHRE LT-HEEIX 23.8% CTH - 7=,
*: KAl Img/kg ((RE) & A BV A~7 3mgkeg ((KE) ZI[F B2 3 BREMET 4 BATEGTE L%,
A 3 mg/kg ((KEE) % 2 @ B RIBR CAflEE Uiz, PR GRS WTIE, ARl 2RI 5L,
A Y A= TIEAFOBREE TG 30 5L EoBEEZ BV TS 2Bk LT,

©uEshE IAERER (CA209067 #AER)

(LA RTIG IR ORIGUIFRARGE 22 N/ IVH o Bk B il 835 (ECOG Performance
Status 0 & TN 1) 945 ] (ORAI+A &V L~ 78 314 B, AFFE3166], A Y A~T
FE3I5 ) 2 RIT, A BV AxTREEARRE LTAF+ 1 B Y A~ THEE KO
B G- OAIE R VM2 BET L, EERMBEE T 5 0S (HFRAH [95%E X M 1)
D IAEMFNTRERIL, AFI+ A Y A~ THETNE [NE~NE] # H, AAI#ET NE [29.08
~NE] A, A BV LA~T7HETI1998 [17.08~24.61] ZWATHY, KA+ Y L~T
B 5K OARFNFE 5134 BV A~ T G120 LEFHRICH B RIERE 2R Lz (REI+ A
U A~ Tih o — N 0.55 [98%(EHEIX[H : 0.42~0.72], p<0.0001 [f&H! log-rank
RE], AE G~ Y — R 0.63 [98%[FHHX[H : 0.48~0.81], p<0.0001 [J&%! log-rank

MiE], 20064E8 A 1 BT —% v "4 7).
1.0

0.9
0.8
0.7
0.6
0.5

0.4 Sk AKF+AEY LT TR ” e
03 %%m

A REIE
0.2 O AEVLTTH

BHRHF

0.1 *  ARUO : iT81Y
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk3 S£EHM (B)
AA+AMEYLTTEE 314 292 265 247 226 221 209 200 198 192 170 49
AHBE 316 292 265 244 230 213 201 191 181 175 157 55

A1EVLTTE# 315 285 254 228 205 182 164 149 136 129 104 34

2 0S ® Kaplan-Meier fif

* KK 1 mgkg ((KHE) & A ©'Y A~ 7 3mgkg ((KE) Z[F FIZ 3 EH R T 4 BURGEHHE L2k,
AHI 3 mgkg (KH) %z 2 BEEMRECTRFEHE Lz, PRSI T, ARz micks
L. A AR TIEAKOREGK T 25 30 oL EOREZ BTG 2R LI,

7B IRIBUIBR AN BE 7o P A Il B & P RICAH + A B Y A~ T B EIZHOW TR
U7-1E5NeE T FHEBR (CA209004 3458) D =— b 8 1281 5 ERE (modified WHO %
HEIZ -5 < CR XX PR) 13, fLEIERIBEEE T 46.4% (13/28 i, 95%5 HEIXH -



27.5~66.1%) . {L2FEEREIRIREE T 38.5% (5/13 B, 95%(EHEIX M : 13.9~68.4%) T
HoTm,

(PD-L1 FBLIRBLE DA 2 Je OVZ2 424)

WA MAHRER (CA20906755R) (THEAAN B2 BEOT — 2 TS | EEHM
IZ3 W CPD-L1 2588 U 7= MR S b 2 %G (BLF, TPD-LIZEEIEE]) BINCHRERM
(ZHRAT 24T - T2 OV B DR RIZLL T LB Y Th o7,

BB LT, PD-LIZEE RN 1%AIN (PD-L1<1%) OMBEEMN & i L T1% E
(PD-L1=1%) ODEBRFHEMTA Y A~7 O _EFREEMEME 2R S - (F),
BB, AH+A Y A~ TROREMET 0 T 7 A JWIFPD-L1 <1%0 BEHEM L PD-L1=
1%D BFER TR TH - 72,

PD-L1SEHRE1%KH PD-L1RHE1%L L
1.0 fg, 10 1o
09 0.9 O
08 0.8
07 0.7
0.6
g O 3 el
& 05 7 05 el
® 04 e ® 0.4 . e W
K KA EULTTH i W Sk KA+ EYLITH &
031 A AE s 031 A A o
02{ -& AEYLTTH 021 -© AEVLTTHR
0.1 * ARUO : $T81Y 0.1 * ARUO : #1919
00 T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk3 &HFME (A) at risk# EFHM (A)
AA+HAEYLTTR 123 113 102 91 82 82 79 74 74 72 66 18 4 0 AKA+AEYLITH 155 144 132 127 116 112 105 102 101 99 8 27 3 0
FHIB 117 103 8 76 73 65 62 59 57 55 50 16 2 0 AHBE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
AEYLITE 113 96 87 79 71 61 57 50 44 43 32 10 1 0 AEYLTTH 164 155 138 126 115 102 89 83 77 74 64 21 2 0

3 CA209067 &5 D PD-L1 % H 5| TD OS @ Kaplan-Meier Hi#i
(ZEX : PD-L1<1%DEFEHER. HX : PD-L1=1%D BF L)



@IEFE LR MAHFRER (ONO-4538-21/CA209238757)

SERYIFRE O Mb/c 1/ IV O MR ANEBRE 906 1] (HARNEFE 28 il a2 Eie, AAIRE
453, A BV A~ (GEETHfZ) BE453 ) 22X, A BV A~TExRE LT
AFH) 3 mg/keg % 2 MR CEMEHE L7 & & OFMER R EMEEZ R Uiz, EERHM
HHH T 5 MM (P IE [95%EHEXMH] ) O RIFTRERIE. AFEET NE

[NE~NE] # A, A U A~THEETNE [16.56~NE] A THY ., AFNIA Y L~T
(2 UHERH PRI B AL R 2R LT (O — RH0.65 [97.56% 548 X[ : 0.51~0.83] |
p<0.0001 [J&H log-rank #E]. 20174E6 H 12 AT —X v b4 7)

* 1 AJCC (American Joint Committee on Cancer) JR#038E (55 7 hi) 1253 < 5,

10
00{ W - - KFIE

. —S— . (EYLITE
0.81
0.71

0.6

0.5

0.4

4 Rt HE B¢ 38

0.3

0.2

0.1

0.0

T — T T T — T L T T L T
0 3 6 9 12 15 18 21 24 27

at riskﬁ mBERAEFEAR(B)
AFIEE 453 399 353 332 311 291 249 71 5 0
AEYLTIE 453 364 314 269 252 225 184 56 2 0

4 JEFRS LTI O Kaplan-Meier B



[ 414]
OENE TR (ONO-4538-02 #5k)
AEFRITEE (100%) (ZRD B, AH L DRRERPEE TERVAEFEFRIT
30/35 B (85.7%) IZ#B®H LTz, FHHEN 5% EORIERIZTRO LBY ThoTz,
F1 FEHEN 5%, EORIE

Y PNy B (%)
FEARGE 35 {3l
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL |-
AEIER 30 (85.7) 9 (25.7)
o WhkEE
FOIR IR EEREAR T E 5 (14.3) 0
Bl
T 4 (11.4) 1 (29
B 2 (5.7) 1 (29
RIS 2 (5.7) 0
—i% - REEER X O SR OIREE
I I7 5 (14.3) 0
[EsVRY 2 (5.7) 0
HEE 3 (8.6) 0
FR A R P
S b 2 (5.7) 2 (5.7)
NN
ALT #4/0 4 (11.4) 1 (2.9)
AST #4hn 5 (14.3) 2 (5.7)
M7 T 2 A 2 (57) 0
1T CK #an 5 (14.3) 3 (8.6)
Mg 7 L7 F =8 2 (5.7) 0
fHr > R o RN 2 (57) 0
1fi.7 LDH #50 5 (14.3) 1 (2.9
1L/ TSH J8i/0 3 (8.6) 0
M TSH #4h0 7 (20.0) 0
CRP #4/0 5 (14.3) 1 (2.9
I BREREHE N 4 (11.4) 0
v-GTP H#4/1 4 (11.4) 4 (11.4)
R R o B 2 (5.7) 0
~ET 1R 3 (8.6) 1 (29)
U 2 REREE D 5 (14.3) 1 (2.9
I R ER B 2 (5.7) 1 (2.9
fife S fafn AR T 2 (5.7) 0
1/ SR E 2 (5.7) 1 (2.9
R ERE 2 (5.7) 1 (29
H i ERE 6 (17.1) 0
SHERE T3 H50 2 (57) 0
Wit T3 W 8 (22.9) 0
Wit T4 W 6 (17.1) 0
SWERfE T4 H50 2 (57) 0
U v~ F R 3 (8.6) 0
1A ALP 50 5 (14.3) 1 (2.9
PR BRI R 3 (8.6) 0
HAE~ — A —HEhn 2 (5.7) 0
EAEZAR LNy 2 (5.7) 0
Y—T 7B T aT A N 4 (11.4) 0
1 CK s 2 (5.7) 0
BRI L O A MRk E
AR 2 (5.7) 0
PR E
R b 2 (5.7) 0
K= 2 — R XF— 2 (5.7) 0
FREF KO FRRRREE



BRI Bi%% (%)

FEAGE 35 f5i]

(MedDRA/J ver.16.0) 4> Grade Grade 3 UL |k
EEH 6 (17.1) 0

& D FEIE 11 (31.4) 0
F5 2 (5.7) 0

iR INGRZSIN A 2 (5.7) 0

HE TR R J& 2% 2 (5.7) 0
FRE (R 4 (11.4) 0

k. HEVEMZRE 16 (2.9%) . KIBK - HEDO TR 1B (2.9%) . #fEEE 4 4
(11.4%) | T#snebsEs 5 61 (14.3%) . BEERERETE 2 1 (5.7%) . AURIRBERERE T 8 41
(22.9%) . EIEEEE 16 (2.9%) . EEOKEEE 1 6] (2.9%) KOS E I EE 14
(2.9%) NRO BNz, Tz, FEMAHEERES, infusion reaction, 1 BIFEIRIE, BESK .
HIEFEETAE, IMo% - BEIEEAR. DOR. Wik, PSR, MERURAARIE/ X A/ TF— KOV
P i IR SR BRI 1 LR D DAL Dy o 7o, REIMWERRSBUR DT B E S 4 (B R A
R 2 &) 2B RZ R,

QEMNE M AHFEER (ONO-4538-08 #5k)

BEFGIL 2224 Bl 91.7%) (2D BV, KAl ORRERPEE TERVWAFH
503 1824 1] (75.0%) (2780 Tz, FHLED 5%LL EORWERNLTRD LBV ThH-
770

# 2 RHED 5%LL EORIVE

FREBIR ¥ % (%)

FEARGE 24 15

(MedDRA/J ver.18.0) 4= Grade Grade 3 UL

ARITER 18 (75.0) 2 (8.3)
APAR A

FOPR IR BE AR T 6 (25.0) 0
B

L 2 (83) 0
—i% - BEREER X O SELOREE

[y 4 (16.7) 0
AR AR A

R ER D 2 (8.3) 0
gt KOsk REE

AABOR 2 (8.3) 0
e as, MERR & OWtRkEE

il 2 (8.3) 0
KRR X OB FRERkRE S

HEBE 5 (20.8) 0

% 5 FERE 5 (20.8) 0

iR NR I 2 (8.3) 0

¥, KRGk - EEO TH 2 6] (8.3%) . FFHERERET 1 6] (4.2%) . FEEHEAERE
1 61 (4.2%) K OWFRDIRAEREREE 7 5] (29.2%) MWERD BT, F7-. MBI HE,
PRRFEE (77 o« NU—EGRRESE) | BHRERES RE I EMERRE) | BT EE,
infusion reaction, 1 BUHERIA, FEEDRWIEE (K ERLEERREMRE, SIALEE, BRE

10



BE) | ek, BEIERBEIIE, A - R, SE I IRR. DR, Bk, TR, B
RRRERIE / < AT — R O e ML /MR PESE B 13580 B e o 7o, ARINEF5E
SURPLIIBE RS (RARMAER T zate) 2Bt e =T,

OUEAFEMAERER (CA209066 RABxR) V
BEFGIIAFIRE 192/206 6] (93.2%) . DTIC £ 194/205 1] (94.6%) (238D S, IR
BRE L DK RBIFR N IE T 2R2WA FEFRIIARAIRE 153/206 41 (74.3%) . DTIC £ 155/205
B (75.6%) \ZFH BTz, WT N DOEETHELFEN 5% EORIERIZTRO LBV T
HoT,
#3 WITNHOFETHRIEDN 5% EOFEIEM

1|22 00
BEIRH A S DTIC #f
-Sh.
%(I\A/I;(?DRA/J ver.17.0) 206 205 1
o 4= Grade Grade 3 UL E 4 Grade Grade 3 UL |

2RIEH] 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
MiEdR T R RfEE

I BRI E 0 0 23 (11.2) 9 (4.4)

1 MRS E 0 0 21 (10.2) 10 (4.9)
I

{5 22 (10.7) 0 25 (12.2) 0

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

L 34 (16.5) 0 85 (41.5) 0

Mg I 13 (6.3) 1 (0.5) 43 (21.0) 1 (0.5)
—i% - BEEER L OGN OREE

S IE 21 (10.2) 0 25 (12.2) 1 (0.5)

I I7 41 (19.9) 0 30 (14.6) 2 (1.0)

HEE 15 (7.3) 0 10 (4.9) 1 (0.5)
R L Ok E

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

B3NS 12 (5.8) 0 3 (1.5) 0
PR

SEFE 9 (4.4) 0 14 (6.8) 0
R F KO PR RkREE

RLBE 13 (6.3) 0 4 (2.0) 0

e B S 3 (1.5) 0 11 (5.4) 0

7 5 FERE 35 (17.0) 1 (0.5) 11 (5.4) 0

B2 31 (15.0) 1 (0.5 6 (2.9) 0

A BE 22 (10.7) 0 1 (0.5) 0

7Rk ARFIBEZ RO CRIE MR 3 61 (1.5%) . KIFZ - EEO TH 6 6 (2.9%) |
MRS (FT 0« NU—IEERE) 2861 (13.6%) . ITHEREREE 7 61 (3.4%) . &
REREE 4 1 (1.9%) . TFEMAEREEETE 4 # (1.9%) . FRIREEGERET 13 61 (6.3%) .
infusion reaction 15 %1 (7.3%) . 1 BUBEIRIE 1 51 (0.5%) . BEED L [EEE 3 6] (1.5%)
KOSEIER 1B (0.5%) NRO BT, £z, RBIBREE, FE., EEMHEIE, X
% - BEMESE . DERSE. AR, IFOE. BT RLARIE / X A /3T — R OV M ./ MO
BBURITRR O bR o 7o, ARIWERBEBUR LI EES (BAREERT +5T) %
BUEFHERE T,

11



@yFAEIFERER (CA209037 #BR) 2

A EFRITAAIRE 265/268 B (98.9%) . ALFHEIERE 98/102 5] (96.1%) 1Z3RD 5
AU, TREREE & DR RBIRDEE TE RWE FFRITAAIRE 199268 5] (74.3%) . (b5
FRIERE 85/102 1] (83.3%) T3R8 BTz, WFNDRETRILERN 5%LL EOREWERIX

TEROELEEBY ThoT,
#4 WTROORETRELERD 5% EORITEM
B (%)

[Slap=] YA =
ke AT TR

<M§§DRA/J ver.17.1) 268 B 102 1

o 4= Grade Grade 3 UL | 4> Grade Grade 3 UL |

AEIER 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
g3 L R FRfEE

E=qin 18 (6.7) 3 (1.1) 24 (23.5) 5 (4.9)

[ i BR e 9 1 (0.4) 0 8 (7.8) 2 (2.0)

I R ERIBE 0 0 20 (19.6) 16 (15.7)

M/ IR E 1 (0.4) 1 (04) 12 (11.8) 6 (5.9)
P RE E

FOPR IRAEREAR T E 18 (6.7) 0 0 0
B I

A 11 (4.1) 0 15 (14.7) 1 (1.0)

T 42 (15.7) 1 (04) 16 (15.7) 2 (2.0)

Y 33 (12.3) 0 39 (38.2) 2 (2.0)

Mg L 12 (4.5) 1 (04) 21 (20.6) 3 (29)
—i% - EEEER L OGN OREE

T IE 14 (5.2) 0 7 (6.9) 0

I I7 82 (30.6) 3 (1.1) 41 (40.2) 4 (3.9
5, R L OWE A GHE

HEANZEE S BSOS 4 (1.5) 1 (0.4) 9 (8.8) 0
Fife PR AR AT

ALT ¥4 14 (5.2) 3 (1.1) 1 (1.0) 0

AST 0 15 (5.6) 2 (0.7) 2 (2.0) 0

I EREO 0 0 7 (6.9) 3 (2.9

1 MR 1 (0.4) 0 8 (7.8) 3 (2.9

M i ERE 3 (1.1) 0 8 (7.8) 2 (2.0)
R kO sElEE

BARIGR 18 (6.7) 0 17 (16.7) 0
BRI L O ARk E

B 15 (5.6) 0 13 (12.7) 1 (1.0)

15 P9 11 (4.1) 0 8 (7.8) 0
PR PR

K= a2 —a F— 1 (0.4) 0 10 (9.8) 1 (1.0)

BEIEE 3 (1.1 0 10 (9.8) 0
IR 2. MOEREs X ONHERR R =

I ] 13 (4.9) 0 8 (7.8) 0
FRER X O PRk E

W 2 (0.7) 0 28 (27.5) 0

& D FEIE 51 (19.0) 0 2 (2.0) 0

2 34 (12.7) 1 (0.4) 5 (4.9) 0

iR INGRZ SN R 16 (6.0) 0 2 (2.0 0

= EEEE 24 (9.0) 0 0 0

¥, AAIFEIZ BV THEMEMZEE 8 B (3.0%)  RIBK - EHEED T4 41 (1.5%) .
PR 33 451 (12.3%) . JFHSEERESE 22 5] (8.2%) . TEFMERERET (RN B IR 2%
52) S (1.9%) . HIR IR RERE 3 23 151] (8.6%) . EIEFFEE 1 41 (0.4%) . infusion reaction
10 5l (3.7%) . EEORERE 16 (04%) . BFER 261 (0.7%) KOS E D EEHK 3 4
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(L1%) #8D DI, Fio, FERAMIERE, | IR, BEmEE, Bk -
Bk, LY. FK. HFA. BERUBRARIE/ S 435 — R OV RERE L INROR D PSR BES
D DIV T, RRMERRBLRLBIES S (REREMRT2ET) a0
FHER 2T

OEWNE DR (ONO-4538-1735R)
BEFEGIIEH (100%) IZRD BV, AAE OREEENTE T ALRVWEERER LA
Bl (100%) 123D BTz, FHEHENRS%L LORWERIITED LB Th oz,
#5 FEEN 5% EORIE

EEY: PN | B (%)

FEAEE 30 f31

(MedDRA/J ver.20.0) 4 Grade Grade 3 UL b
RITER 30 (100) 23 (76.7)
MgFR LY R EE

S=yiig 2 (6.7) 0
3 IARE TS

IR R R T 2 (6.7) 0

FOPR IR BE AR T 7 (23.3) 0

BEELTS 2 (6.7) 2 (6.7)
H Ik

5K 5 (16.7) 1 (3.3)

T 16 (53.3) 1 (3.3)

] 2 (6.7) 0

TEL 4 (13.3) 0

BERPS 3 (10.0) 0

- 6 (20.0) 1 (3.3)
—i% - BEREER X O SEOREE

it 5 (16.7) 0

li=Y3 7 (23.3) 1 (3.3)

KRR 2 (6.7) 0

FEEL 12 (40.0) 1 (33)
JHEREE R f

e B 7 (23.3) 4 (13.3)

i 2 (6.7) 0
AR AR A

ALT #4710 11 (36.7) 3 (10.0)

72 T —B 5 (16.7) 1 (33)

AST #4/n 11 (36.7) 2 (6.7)

y-GTP #41 5 (16.7) 3 (10.0)

Y X—P BN 12 (40.0) 7 (23.3)

IRERD 2 (6.7) 0

M7 v Uk A 7 7 2 —EHiN 4 (13.3) 0
Rt L OseEEE

E U T A E 2 (6.7) 0

&7 V7 R e 2 (6.7) 1 (3.3)

) b U 7 A ffE 5 (16.7) 4 (13.3)

BRI 8 (26.7) 1 (3.3)
R R K OV A MLk

RAEiiR 5 (16.7) 0
R

R 2 (6.7) 0

SHYF 5 (16.7) 1 (3.3)
MEas. MERR X OWthpkEE

R 2 R 2 (6.7) 0

Wy 2 (6.7) 0
KRR L O PRk

13



B BIRIH Bitx (%)

FLAGE 30 141

(MedDRA/T ver.20.0) 4 Grade Grade 3 U |-
9 FEIE 10 (33.3) 0
(2 18 (60.0) 2 (6.7)
BEWR LEIR 5 4 (13.3) 1 (3.3)

7RE, APRREEEIR (30.0%) | AFHEREREE 1461 (46.7%) . HURIREEREREE T (23.3%) |
[HE MR R3] (10.0%)  RAZ A - T D R 13451 (10.0%) . B oD B2 e 3451 (10.0%)
TR 201 (6.7%) . 5 & D 141 (3.3%) BB REARIE/ X A3 F—261 (6.7%)
R OFFlRIMAR ZERRIE 1] (3.3%) 23ERO LTz, F7-, BHEREREE, FIBMeERSE, 17
PEPRIG ., BEse, BIEANEE, MK - #ilBEJ%. infusionreaction, /Laidc. Midk. itk
1/ NI PSR BESR K OFF 1338 D 7e o 7=, ARIVERARBURDUIBhEHE S (K
AR E 2 5T) 5 0EERE =T,

@A EIARRER (CA209067:57k)

BEFGIIARA+ A BV A~ T7RE312/31361 (99.7%) . AFIEE312/31361 (99.7%) . 1
B U A~ 7 HE308/31141 (99.0%) (25RO HAL, 1RERIE L DRBEBEBNEE CE WA
FGUIARK+ A BV L~ THE300/313061] (95.8%) . AHKIEE270/313%1 (86.3%), A U A
~ 7 HE268/31161 (86.2%) (27 L LT, WIT N ORECTHELEN 5%, EORIEMAILT
EHDOELBY ThH-oT,

£6 WITIOORETREERD 5%U EORIEMH

B (%)
el pre YA
et RATAEY L TR IR TEU LT
*(M;';'DRA/J ver.19.0) _ 313 4 313 4 311 43
4> Grade Grade 3 UL | 4 Grade Grade 3 UL | 4 Grade Grade 3 UL E
EEIEN 300 (95.8) 183 (58.5) 270 (86.3) 65 (20.8) 268 (86.2) 87 (28.0)
3 WA RS
FOIR AR RE TLEE 34 (10.9) 3 (1.0) 15 (4.8) 0 3 (1.0) 0
FOIR B B T E 51 (16.3) 1 (0.3) 32 (10.2) 0 14 (4.5) 0
TR 23 (7.3) 5 (1.6) 2 (0.6) 2 (0.6) 12 (3.9) 5 (1.6)
B Ik
[ii:200 28 (8.9) 1 (0.3) 18 (5.8) 0 28 (9.0) 2 (0.6)
PN 40 (12.8) 26 (8.3) 7 (2.2) 3 (1.0) 35 (11.3) 24 (7.7)
15351 12 (3.8) 0 19 (6.1) 0 17 (5.5) 0
T 142 (45.4) 30 (9.6) 67 (21.4) 9 (2.9) 105 (33.8) 18 (5.8)
1N RL 19 (6.1) 0 13 (4.2) 0 7 (2.3) 0
L 88 (28.1) 7 (2.2) 41 (13.1) 0 51 (16.4) 2 (0.6)
Mgt 50 (16.0) 8 (2.6) 22 (7.0) 1 (0.3) 24 (7.7) 1 (0.3)
—i% - RHEERIO®RS
RO RAE
I e 31 (9.9) 1 (0.3) 25 (8.0) 1 (0.3) 17 (5.5) 2 (0.6)
B 22 (7.0) 0 12 (3.8) 0 10 (3.2) 0
55 118 (37.7) 13 (4.2) 111 (35.5) 3 (1.0) 89 (28.6) 3 (1.0)
FEEL 60 (19.2) 2 (0.6) 21 (6.7) 0 21 (6.8) 1 (0.3)
AR AR A
ALT ¥4 59 (18.8) 27 (8.6) 12 (3.8) 3 (1.0) 12 (3.9) 5 (1.6)
77— 23 (7.3) 9 (2.9) 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
AST #81 51 (16.3) 19 (6.1) 13 (4.2) 3 (1.0) 12 (3.9) 2 (0.6)
Y R—E N 43 (13.7) 34 (10.9) 24 (7.7) 12 (3.8) 18 (5.8) 12 (3.9
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BiEx (%)

ﬁ*g’;ﬂﬁﬁiﬂ KA+ A Y b TR RFIRE 1Y LeTHE

(M;;'DRM ver.19.0) 313 4 313 44 311 %

4= Grade Grade 3 UL E 4> Grade Grade 3 VA k- 4> Grade Grade 3 UL 1

R > 19 (6.1) 0 10 (3.2) 0 4 (13) T (03)
R L OsesEEE

BAEGE 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 (0.3)
B X O AR AR

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

ik 17 (5.4) 1 (0.3) 15 (4.8) 1 (0.3) 9 (2.9) 0
TR

FEMED F 17 (5.4) 0 15 (4.8) 0 11 (3.5) 0

ST 14 (4.5) 0 18 (5.8) 0 9 (2.9) 0

SR 34 (10.9) 2 (0.6) 24 (7.7) 0 25 (8.0) 1 (0.3)
MR s BER IS K OMERR e

AL 24 (7.7) 0 20 (6.4) 2 (0.6) 15 (4.8) 0

I R i 36 (11.5) 3 (1.0) 20 (6.4) 1 (0.3) 12 (3.9) 0

il 2¢ 21 (6.7) 3 (1.0) 4 (1.3) 1 (0.3) 5 (1.6) 1 (0.3)
F2 &8 KO FHLGREEE

2 & WA 15 (4.8) 0 17 (5.4) 0 11 (3.5) 0

& 5 FEIE 112 (35.8) 6 (1.9) 67 (21.4) 1 (0.3) 113 (36.3) 1 (0.3)

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

iRV ZYN A2 38 (12.1) 6 (1.9) 14 (4.5) 2 (0.6) 38 (12.2) 1 (0.3)

= FIEE 27 (8.6) 0 28 (8.9) 1 (0.3) 16 (5.1) 0

B, RH+HA Y L THIZB WD THRIEE86H] (27.5%) | ITHEREFREE 10241
(32.6%) . HURIRHEREREZRTH] (27.8%) . BH&RElE2161 (6.7%) . W MEMZEHE25
Bl (8.0%) . KAFZE « HEED FHI60HF] (19.2%) . BEEDOREEE2H] (6.7%) . FiE
RBEREFEE 2701 (8.6%) . WITHERERE 1401 (4.5%) . BER3GI (1.0%) . Mk - B
22241 (0.6%) . infusion reaction 1351 (4.2%) . 5 & 5 FER3HBI (1.0%) . B R361 (1.0%) .
BRI BARIE/ < AT —5001 (16.0%) | AT 91461 (4.5%) K& ONFRIR AR 2848 E 2451 (0.6%)
MERO BTz, Flo, VBERIE, BEIEFERE, OAhR & OV s MRS S5 5T
ERR O BALIR Do T, AFIBEIZ B W TR 66 (21.1%) | IFHEREREE24641 (7.7%) |
FR IR REFE F4761 (15.0%) | EHERERE3F (1.0%) | MEMEMEESH (1.6%) |
KRG - BEREED FHFI1661 (5.1%) | BEE O R i FEE-F] (2.6%) . T HEAHEREREZ 341 (1.0%) |
BB SRR E 3B (1.0%) . 28341 (1.0%) . infusionreaction 14f1 (4.5%) . 5 & 9
K261 (0.6%) . BERUHBMRIE/ X A /3F—28%1 (8.9%) . FF&261 (0.6%) K OEFARIL
FRFEARIELH] (0.3%) RO O, £io, VRIBERWE, HEAEMMEE, MK - Bk,
DA AR S OV PR i MR PESRBE 1 3GR 8 B AL 0o 7o, REIMEFZE BRI X
BliEES (RMAMEET 25T 2308 RE =T,

RIREIERA e 7 B RAJEEE 250 RICAA+ A © U b~ TG ARG Uit s
I #H5ABR (CA209004 #kER) D =7k — b 8 IR\ T, (LFIRIERIGHRBE 28 ] & (L2
BB AEE 13 6 & O T, ZaMtIcUfE 2RI oo ol
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DIE B MFHFAER (ONO-4538-21/CA209238545%)

B EFELIIAKIRE438/45201] (96.9%) . A BV L~ T EE446/4535) (98.5%) 2380 5
U, TRBREE & OREBURDEE T X WA EFRIIARFIREI85/452%1] (85.2%) . A &V
L~ 7 FEA34/4534] (95.8%) ITERD BALTZ. WAL DORETHRELERN5%LL FORIVEMIX
THROELEED ThHoT,

T WTHOFETRIENS%LL EOREIEM

! ik AEYLTTE
Grade 4= Grade Grade 3 L/ |- 4= Grade Grade 3 UL |-
BIEHEE FEBL JEBAR | JEEL R | EE O HR | EH FHR
(MedDRA 2 & % SOC-PT 4y3H) (%) FH . (%) R (%) FH . (%)
ESEN 452 452 453 453
ERZS 385  (852)| 65 (144) | 434 (958) | 208  (459)
B R d KOS G LR
RAHiR 57 (12.6) 1 ( 02 49 (10.8) 2 (04
i PO 35 (17 1 ( 02 19 ( 42) 1 (02
B IS
T 110 (24.3) 7 (15| 208 (459)| 43 ( 95)
TR 68  (15.0) 1 ( 02 91 (20.1)
20 29 ( 64) 46 (10.2) 1 (02
Wt 12 (27 1 (02 4 (97 2 (04
M PN Rz 24 ( 53) 14 (3.1
PN 9 ( 20) 3 ( 0.7) 45 ( 9.9) 34 ( 15)
— - RHBEERBL OGO REE
1 7 5E 57 (12.6) 1 ( 02) 53 (11.7) 4 (09
95 57 156 (34.5) 2 (04 1499 (329 4 (09
FEEN 7 ( 15) 54 (11.9) 2 (04
R AT
U R—PHINN 30 ( 6.6) 19 ( 42) 260 ( 5.7) 16 ( 3.5)
ALT #4010 28 ( 6.2) 5 (LD 66  (14.6) 26 (5.7)
AST 40 25 (55 2 (04 60  (13.2) 19 ( 42)
7T —EHN 25 ( 55) 9 ( 20) 14 ( 3.1 5 ( L)
RFtB RO E
AR 18  ( 4.0) 39 (86 1 ( 02)
PR R PR E
GV 4 ( 9.7) 1 (02 79 (17.4) 7 (15
FEIE R KO TR RkREE
B NITRZ SN 22 24 ( 53) 50 (11.0) 9 (20
EHFEIE 105 (23.2) 152 (33.6) 5 (LD
95 90  (19.9) 5 (L) | 133 (294) 14 (3.1
MRz . M5B 3 KO bR
EF-)% R 15  ( 33) 2 ( 04) 24 ( 53)
P IR
R BB AR IR T AE 49 (10.8) 1 ( 02) 31 ( 6.8) 2 (04
FOR IR RE TOE T 36 ( 8.0) 1 ( 0.2) 18 ( 4.0) 1 ( 02)
IERLYS 7 ( 15) 2 (04 48 (10.6) 11 ( 24

I, AAFEIZIB O THEMERMZEE 11 6] (2.4%) . BEHSHREARIE/ X 43T —48 i
(10.6%) . NTRERERETE 40 5 (8.8%) . FVRMRBEREFETE 91 5] (20.1%) . FRELFET 83
Bl (18.4%) . BHEREREE 6 1 (1.3%) . RITHRERE 6 ] (1.3%) . NEAEMEGERE
8 15 (1.8%) . infusion reactionll 5] (2.4%) . KAEZ - HED T 21 5] (4.6%) . &
FEDRZIEREE S B (1.1%) . 1 BUERIE 161 (0.2%) | BER 361 (0.7%) . 5 E 9 R%
2 1 (0.4%) . HF2 3 6l (0.7%) A Hilz, £z, FIEMIEEE, DK, k.
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o M L/ ISR D PESRBE . AR - Bl AR MAR FERRE M OMBALMERRAE 2013580 &
Nnipinoie, RREWEHIZESURILIIBEIE SR (RARAERT 2 E5t) 2o Bt
Y,

1) Robert C.cetal. : N.Engl.J.Med., 372 : 320, 2015 (CA209066:85%)
2) WeberJ.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 :&5R%)
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[k - HE]

AEIORHER Y EIEE T V2RI L2 I 2 b—3a 2k, KAl 3mgkg i
240 mg % 2 B TG L 7ZBROAK O Mg PR E G S vz, £ ORER, AH
240 mg %5 LB EIL. AK 3 mgkg 25 L BROBRGEE & ik LRl
Rt ETRISRZb00, AANBE B CEAMENHGE STV Ak A& (0
mg/kg & 2 EMMERCTHRE) TARAIZ#E L BOgE R L i U2 R & T3
Shie (TR, M T, BEOFENEIZIB T 27 —ZIZHSE | AH 3 mgkg X% 240 mg
Z 2 TR TR L7z BROARFI OB & & G0 T2 e & ORE A a2 18
BRSET AIPER S, YEBEIZOWTRFDMTh R, Eito Mk - AED
W CAHZE R VE PRI ZRIT e E PRIS N, £, EBERaEEE ICBT
HT —HITHADE | KA1 mgkg XX 80mg &1 BV A~ 7 3mgkg & 3 MR T
5 UT2BEOARKN OMEE & & 24t & OS2 M3 2 BB LUSE T L S L, M
BIEZ DWW TIREI DM TN iR, Eito Ak - HEROM CRaMIc R 2= RIT e
ETRIE T,

%8 KHIOIEMRE T A—4

M B Crmax Chind14 Cavedi4 Cmax,ss Chin,ss Cavgss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)
3 meke Q2W (352 7608) <10-;?§4-5) (17-21‘,"333.9) (75.}){3171) (27.612,'107) (42.717,.?27)
240 me Q2W 61.712,?03) <15-22?'354-6) (25-31‘}'4:7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)
10 mgkg Q2W (14;,9;19) (51.6; '739.2) (79.9(?,'51;14) (33?,9232) (18421,1 ;13) (23$,7§86)

OB (5%47, 95%50) . Q2W @ 238 ] [EIME. Crmax @ #5192 O fc i@ MG F IR . Cminaia : PRI 51414
A BB D RARMIE P, Capns : MIEHEG%140 B TOVHMIETEE . Cras : EFIRIEICE
VB eI R EE . Crmings @ EFOIRREIZI 1T B EARIIE FIRIE . Cavess : EFIRREIZI T 2 ¥ Mg
R
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4. figklz>W\TC

IR UG 72 M R AE BT ICHER T 256101, EKEEEE L CHEARBGERE (26
PE) DL TVDE Z Enb, élmuﬂﬁ??@@ ’%ﬁmf%éﬁm X ChHUNENDD, £
O BT, EHELY R 7 ERGHE (RMP) ([ZHDE | RH O EHE M ZEMEESIE B~ i ) K
Hll23d B fiigk T o T, AR OE G EHE) 72 BF Z2W - F5E L, AR O EIC X HER
BIER 2R LBICH T 2 2 A0, ULFOO~@D T T &ili7=d hiakic
BOWTHERT22RRETH D,

O Mgz >WT

O-1 Fio (1) ~ (5) OWTNNITHEY T LM THDH Z &,

(1) EAGBRENSFEET 205 A2 B EERLIRBTSE (BRE T IS A2 L SR B
HIE S AR B EE L R e . MBS AU RSIEIRRE 7R &) (R 30 42 4 A 1 HIRFAL - 437
Ji5%)

(2) FrErgREmbE CERL29 4 6 H 1 HEEA © 85 fifiak)

(3) FEAFIRENFFEE T D 08 A BT (DS U2 REEEIE EIRPbL. 25 A iais
W I19PBE. D3 ARSI EEHEE R 72 &)

(4) ARACFIIEE 2R E L. %ﬂ%{t%ﬁﬁﬁgmﬁ12&%%45%55@1[1%2@5@ X L
(AR DR 21T > T Dfiax (AL 28 427 A 1 AR 1 2540 figk

Q) #E@Efﬁlﬁ&ﬁ@fimﬁwﬁm HHMEIAR D AT > TV D litiax (Rl 28 4 7
A 1 BEER 1290 gk

O-2  EERAEOACFERRIE K ORIERIFEBLRG OIS 443 72 0k & R 2 Ff O EEf
(FROWTINITIEE T DER) 23, YEZEBOAFICET IGROBMEE L LT

BESNTNDZ &,

*

o [EEMFFESE 2 FOUIMIMHEZ K T L7212 5 L LD D AT DB IRIHE 2
{ToTCWAHZ &, 95, 28D R, BAREMIRIEAS I & LIZBRRIEREFONHE %
IToTCWVWHZ L,

o [ERRFFIGER 2 FOPMWIHEZ KT L7cRIZ 5 FLL Lo BRI 25 O i
IR Z AT LTV DH Z &,

@ BRNOEFESEHRE BOKHNZ DN T

PR E A BT 2 L N E S, BRSO OFmE D, Ao - &%
YRR TR MO S B ONERE KT 2 Mgt AEFLNRE LG EoRE
EH, ERHEONIATONDIEHIRESTNWDE Z &,
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@ BHWEH ORI DN T
@-1 EIEHFEBURE O xHIARENZ B3 2 2

VR MR R D BB 7R BIE R 3 3842 LT2BRIC. 24 BEREISIRIAHIO T, Mi%hiak X
IR AR 23 T FEBL L2 BIPERNICIS U CABE B KON CT ZOFIVER ORI 4
FAREOR RN Y A I L, BEHICRHG TR AR 23> TN D Z &y

-2 EFEMEEFICL DA EFRISITET 2 21

AR 2 M2 G L OB e 2 AT H EREFEEDEER =4V > 7/
HEOIERD ATV —=0 T fTWEIRE LE R LA TE 5 F — AERES
SN TWBZ L, B, BEEHICHOWT, DAERE L ZTOFRICHSICEmEnT
WnHZ &,

@-3 FIEHOZBCxISIZE LT

RIVER (RYE MR BTN 2 | EAEMEEAE, O R, Mk, B RARE . RIBXK.
BEO TR, 1 RBERA, ITHERERETE . HURIRE e S, Midlas . BiEE (A -
PRADE MEMEB R A2 Ee) . RIS, Mk, BEEO LGRS, FIRMSZERSE, infusion
reaction, SoEME ML/ B PESEBER (ITP) | 8B DS SO, MR R 3, Ol (O
TEAE) - ARAR - ODEMEHISMGHES) . WM M) 12t L, Mikask T B R
BERA D REFIPE 23 2 EEAT &l U (BHWER OB Mok ls B L THRE R OS2 1T
ODNOEHICH D Z L), EHITHEEIRENTE KGN ESTWL 2 L,

«

i

=
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5.

BhGXRR LD EBAE

(2B %5 4 1H]

@

@

TREDBEHEIZBOTARADOFMER R EN TN D,

o ALFIRIERTGR K OBLER OARIGEIRANRE 72 TUHT/ IV ] SO L8 o v R iE
B

o SERUIRFZOIb/c M/ IVH 0 oM BAEERF BT DI R L

723, BRAFEE AR 26T 5 BEIZHE W TL, BRAFBAFEANC X 210K LB ET

HZk,

AKHF+A Y b~ T EREIICFRIERIDIEORIGUISR AN e 7 M R A S 2 55
& LAV E IARRER (CA209067388R) 1B W T, MR E S A v ) A~THKE
IZxt L CAMEDRRRES TV D, 7272 L, AREI+A B A~ TG & ARA
Gzl U7 BRI e BV T, PD-LIEBRMIC LIV A Y A~vT D L3
WNRP B DD RIRENDERPI GO TND (Tp2R) . 207D, Rk
UIBR AR e R AEEE 2B N T, AFlE A B Y A~ T L OPFREL- O E %)
Wrd 23545, PD-LIEEE 2RI 52 ENEE LV, PD-LIBEEN1%LL ETH
D EDHER SN BEITRBWTL, JRHL AARIEMER LS 2B T S, k. HBiIG
BIBRARE 72 B LA R 2 )R & U7y ah a1 FEEBR (CA20900438Rk) D =2 74—
FBIZHRW T, (L PRIERIGIEBE AL FRIEEREE &L OB TAAI+ A B Y A
~ 7B O NECIE R ZRITIRD TR,

kARKIOBWF E LT, fi5e4 : PD-L1 THC 28-8 pharmDx [ 4 =1 | NAR ST 5,

(1)

AJCC (American Joint Committee on Cancer) J&I55HE (55 7 ) 1032 < 3l
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(%

EPECBY % ]

O TRICHEYT H2EFIZOVTIEAFOEBRENEZE SN TWDH Z Enn, B AT
bz &,
o ARHIDITIZHRT LIBBEUE DOBEERE O & 5 BE

@ WRERTOFHIMIZB W T IRRICIEY T D EBEF IOV T, AA OB GIIHELE I L0
D3, MOTEREEIRIE A R WIGAICIR Y HEICARZHERT L L E2ZETE 5,
o MEMMEEDOEI I ED H 5 EE
o SR A C RV R 2 78 D D A K ONE B D U A i i 2% 0 Jek e M it 2%

LD RIEMEL DA BN 5 BE
o HOEHREEREOAE UTEMEMZE L ITFHRMED B E R EOBERD
&) é /%‘%‘
o eI (GEMERRBAIE 2 5de) O b DHEHE
e ECOG Performance Status 3-4 2 0B
(2 ECOG @ Performance Status (PS)
Score EF
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