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o
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O fbZPRIER O 7 W EE K LR IERE O &
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1. IZC®IC

IR OB NE - BEVEOHERDT-DIZ1E, YA SCESIZ S e A 2 R
BND, 6T, IEOREREMOMESRIZ L0 | FUKEIRS 72 & OHH 72 J R 1E A%
FPEEMPERINDH T, 2RO OERMZ BICHLERBF RIS 5 2 & BB O
AL 2o TR Y RFEMBGEE & SO R T #2016 (% 28 45 6 A 2 A MRS E)
IZHRNWTH, FHNEELREOHHOREIHELZHDL Z L &SN TWD,

BRI ESR L, KEIEASCL 2N T e 7 7 A VBB OERS & D IR
MHZENBDDH, T, AINERNZEMEICET A IERNHERT S £ oM.
VHEIRMOBEEZRL ZIT 5 2 EBRHIFF SN EBFIC LTERT 5 & &bz, mIfE
HDRBL LT BRI LB kS 2 & D Z & DS AIBE7R — E O B 23 7 3 = A B CfE
THZLEREETHD,

L7edio T, RAA KT A4 Tl BFBRES 2L E TG LAV TV DRI -
BRI R S & | LT ORI O i 708 2 HEE T 280 b B2 Bk B 2
HROEEFRHEE T,

I, ABAA BT A %, MSIITBOE N ER G EFERA O, ARAEEANBAR
BRI s . —MRAERE N B ARER IR R 2 e OVARRAEFIE N B AR B SR O /)
Db EAER LT,

RG & IR DRI, - ATV — R A ERE 20 mg, A7V — R AR EE 100 mg (—fi%4
=R~ T GBIsTHHHEZ))

RELRDMEIHR - IR TIBRASRE 72 R SR A

HELROMEROHE « <[LPRIERIBROMRIRUIBR A RE 72 B R aE R H 056 >

WE . RAZIZ=R LT (BB L) & LT 1H 3 mgkg
(IRH) % 2 R CRMEET 5.

AU AT (BT EofFHIzRBWT, BH., A
=R~ 7 (GlfaFHHz) & LT, 1A 1 mgkg ((KE) % 3
[FIERRC 4 B #ET 5, 20%, =R~ 7 (B Z)
LT, 1E3mgkg (RE) % 2 MR CREFET 5,
<ALFFIEBER R ORI UIBR A RE e BBV R AR 056 >

WE L, RAZIE=R LT (BB L) & LT 1H 3 mgkg
(RE) % 2 BRI 1A 2 mgkg (KE) % 3 HFME TR
WEHET D,

s /NBRER A TR

E
(o
=
ot
M
o
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2. AANORE. TERBF

A7 — R HIRERE 20 mg KOV 100 mg (— x4 - =R~ T (Bl Z) . BUF,
(AR X, DS TERASE A Ly 7 23 BT VAL <A P —X R
7 A7 (BMS) 1) 2358% L7= & K PD-1 (Programmed cell death-1) (Z%}3" % & F [gG4
B 7a—F PR TH D,

PD-1 1%, ¥&MAL L7z Y 3Bk (TR, BMREK T F 27 0% 7 —T ) LKOVE
BRI R BT 5 CD28 7 7 X U — (T Al OIGMHAL Z i BhHIZ IE & BUSHIEE T2 2
TR ICBRT 2B AR TH D, PD-1 IFHURIR RAIIIZI LT % PD-1 U K (PD-LI
JOVPD-L2) EfEE L. U v SERICHIE S 7 v B ARiE L T VS EROIGHE IR EE &
BUTHET LT\, PD-1 U4 FIFHURSR MG b b Ok 2 22 SRR 2 585
LTy, BMERAMEE) SRR L IEEHEMICI T2 PD-L1 OFEL &% DEF
HIM & ORICADOFEREBSR & 5 Z & 3HiiE STV %  (Cancer 2010; 116: 1757-66)
F 7o B NE B CIXHRRTE TS EET DA v ¥ —T7 = a2 B~ (IFN-y)
125 > T PD-L1 OFRENFHE I, 58 LI BRI T 5 PD-L1 ORI L% O
A EOMICEOHBEBEERH L & OWE L H 5 (Sci Transl Med 2012: 28:
127ra37), 512, PD-L1 Z @B S S 23 AUHIIRIE, PURKR A CDS Btk T #ili
OGS ETE M 2 )55 S 523, L PD-L1 /KT PD-1 & PD-L1 L OfEAEZAET D &
Z OIS EFEMENEIET D Z LN RENTWD, %D Z LD PD-1/PD-1 U H > Ri%
FEI S AR S PURURF B 72 T IR & O BRS 2 FIEd HHFF D —2 L LTE XD
ncTuna,

ARFNL, SR OFE R 6 PD-1 Ol E (PD-1 U 7 FEEAHEIE) ITRA L.
PD-1 &£ PD-1 U 7> REDFEEZET S Z L2k 0  BAFURFFRA e T MR OTEM:
(LR OD AHIREZ %9~ D MRS B TE M & HE R 3 5 2 & CTRefc 2 uiEs s i 2 rd- 2
EMHER STV D,

ARANDVERBE I FD < B EE DRIERNC L DEWERSER & bbt, BEXIIIELIC
ELARMEND D, AROEEH R OREG%HIZIT, BFOBIEZ 012470, BE R
D BTG AT, BEL LIS U MR 2 ek & R A Fp O ERN &odds LTl
G172 88 RR2 M 2 ATV L D SIERONT K D RIER N B 2 55 101X, BB ECE AL
T UHIOEEEOEY) e B 1T O LERD D,
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3. BEREE
FRABYIBRANBE 7 B B4 Il D A GRIRF I Z R A &2 1T - 72 £ 72 BRI O pE &2 7~ 7,

[ 2hE]
OEWNF DFHER (ONO-4538-02 7k)
Z I3 (LR, [DTICY) (2 X Db RERE 2 A3 2 RIGUIBR N RE 72 I/ TV H XX
VL3 O HEME B i FE S (ECOG Performance Status 0 5 ON 1) 35 il 2 x4 4212, AHl 2 mg/kg
Z 3 HEREIMRCRFEHE Lz, EERHMIEE Th 528205 (RECIST 14 K7 A > 1.1
RIS < FIHIEIZ L D CR UL PR) 1% 22.9% (90%[FHE X @ 13.4~36.2%) Th
ST, Ik, FANIRE LIZBEIX 125% Th - 7=,

@EWNF TFHRER (ONO-4538-08 7kEk)

b2 FVERIG I O RIR VIR R RE 72 WA/ IV ST fR % o M B AERE (ECOG
Performance Status 0 & T 1) 24 51 2 %52 AF 3 mg/kg 2 2 #8 # R C AR iRE Lz,
FHEEMEEE Th 5 2%0% (RECIST A4 KT 4 > 1.1 ICHES S FREEIZE D CR
UE PR) 1% 29.2% (90%[EHEX M : 16.7~45.9%) ThH o7z, 728, FANIHRE L7
EIX 6.0%TH -7,

OUEAMHIAIFRER (CA209066 #&5xR)

v-raf ~ 7 AWIEY 4 LV AEBG TEYSRER Y Bl (LLF, TBRAF)) V600 R 7%
B TFIRVE R TR IR O RIA BIBR AN R 72 I/ IV I SO 58 o B R A iR (ECOG
Performance Status 0 X OV 1) 418 5l (AHAIRE 210 5], DTIC £ 208 f5]) % %52, DTIC
Zext & U ORI 3 mg/kg % 2 18 fIFIRR C AR EfHE L7z & & DA MR OV 2 2 fG
L7z, FEFHMMEE Th o 24 (BUTF, T0S)) (il [95%EHXHE]) 1. &
HIBEIX NE [NE~NE] % A, DTIC B£T 10.84 [9.33~12.09] # A TH v . KAl DTIC
X LR IS A BRI R 2 s LTe (O — R 0.42[99.79%(5 #5IX [ : 0.25~0.73]
p<0.0001 [J&H!| log-rank fR7E])
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—A— AHIRE
S IR

7F 0.5

0.2 ko
0.1

0.0 1 , . , , —
0 3 ] 9 12 15 18
at risk# H175AMR (B)
FEIE 210 185 150 105 45 a 0
FhIIN B 208 177 123 82 22 3 0

X1 OS ® Kaplan-Meier Hi%R

@yEH B IAHRER (CA209037 #5R) 2

AU LA~T (BEETHEEZ) (LUF, T4V A~7)) Xid BRAF [EAZ &b
IR 2 BT 2B U BRARE 2 WM/ IV O3 B2 o B B alEEE (ECOG
Performance Status 0 &2 (N 1) 405 1] (ARANRE 272 1], {b59#E (DTIC XX VR 75 T
YERT Y EXRLEOHR) BE133 6) XA, bRk A xR & L CARAI 3 mg/kg
Z 2 W CAREERE L & S OFMER L2 Lz, ZEFHMIEE Th 5
Zh# (RECIST HA KT A > 1.1 BUCH-S < e EI2 L% CR XX PR) 1%, AAIA
B 5 SHVIZ IO 120 BUAMENT R GEER & S, ARAIBET 31.7% (95%EHHIXH : 23.5
~40.8%) ThoTc, 2B, FANIEDROBEITHRE L TW2hoTe, I —DDFE
PRI E Th D 0S (FRAE [95%EHEXM]) 1o\ T I8 FlDA <> b FEL)
(2 CHIFIEAT 24T o 7oA S ARFIBRIE 15.47[12.39~NE] 7 A ALFHIERET 13.67[11.50
~NE] BZATHY, RENIMEFRIEK URHEMICAE B R TR 2 RS otz (0
P— R 0.93 [95%(ZHEX [ : 0.68~1.26], p=0.6299 [J&%] log-rank Fi7E]),

@EMNF DFFER (ONO-4538-17 #lR)

b PEE ARG ORI IR R BE 72 I/ IV S i o B R A fE A (ECOG
Performance Status 0 &2 OV 1) 30 Bl & x4z, AFlEA U A~T720H (LLF, [TARKA
+A Y AT ) EE L, FEFHMEEE CTHDHEMHE (RECIST A4 K712 1.1
RIS < FIHIEIZ L D CR UL PR) 13 33.3% (95%[F#EH XM : 17.3~52.8%) Th
ST, ek, FANIRE L-BEIL 23.8% Th - 7=,



@AM MR (CA209067 #5k)

{LZRIIERIG IR OARIGYUIBR A RE 22 A/ IV o B B A JE B (ECOG Performance
Status 0 &2 (V1) 945 6] (RAI+A &Y A~ 7B 314 i, AAFE3166], A BV L~T
BE3ISf) ZXIRIC, A BV A TEEERRE UTARA+ A BV A~ T EHKOARHA
B G- DO NER VM A R LT, EEFHIEE ThH 5 0S (A [95%F X M ]1)
DIAENTRERIL, AAKI+ A1 ¥V L~ T7HET NE [NE~NE] » A, AZI#HET NE [NE
~NE] ZH, AV A~TET 19.98 [17.08~24.61] ZHTHY, KA+ EV L~
TEE R ORFIE G134 BV A~ 75 LRGP B RIE R 2o LTz (R +
A Y L= THEE P — R 0.55 [98%(E /X [H] : 0.42~0.72]. p<0.0001 [& ! log-rank
BoE], ARG« A~ — R 0.63 [98%IEHEHX[H] : 0.48~0.81], p<0.0001 [J&}! log-rank
BED,

1.0
0.9 B
0.8 Iy
0.7 o e s

0.6 >\_\\ ﬁm'*‘

0.5 Y

HRHHF

041 o FH+AEULTTH
031 A FHI
02{ -©& AEULTTH

0.1 * . ARUO : $T81Y
00

0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk3t £FHE (A)
FHA+AEYVLTTHE 314 292 265 247 226 221 209 200 198 192 170 49 7 0
AHBE 316 292 265 244 230 213 201 191 181 175 157 55

1EYLTTEH 315 285 254 228 205 182 164 149 136 129 104 34

2 OS @ Kaplan-Meier Hif

*: AKHKI 1A 1 mgkg (KE) & A BV A~7 3 mgkg (KE) ZFHIC3 BT 4 B85
HEL7et, AH 1 E 3 mgke (KE) 4 2 HEEMRECRFBHE L, PFHEERHZB VT,
AEN RN E L, A ) A TIEIARFOEERKET H 5 30 7L, EOMREZ BT 5 %4 5
HL 7z,

[ 4]
OEMNE TSR (ONO-4538-02 #ER)
AFFLITEH] (100%) (25880 B, AH| & ORERERAGE TE RWAFFRIL 30/35
Bl (85.7%) IZ§BD BTz, FEEMN S%LLEORWERIZ FEDO LB THHoT-,

MC-9
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#F1 REERE 5% EORIER

BRI A3 B (%)
HEARGE 35
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL I-
A2EIER 30 (85.7) 9 (25.7)
o WAk
FOIR AR B B T 5 (14.3) 0
H ke
T 4 (11.4) 1 (2.9
L 2 (5.7) 1 (2.9)
AN 2 (5.7) 0
—i% - EEREEER X OS5 O REE
95 J7 5 (14.3) 0
B 2 (57) 0
FEEN 3 (8.6) 0
N R P
fFpEsE 2 (5.7) 2 (5.7)
i R AR A
ALT #4/n 4 (11.4) 1 (2.9)
AST #4n 5 (14.3) 2 (5.7)
A7 /L7 2 R 2 (5.7) 0
1A CK H#En 5 (14.3) 3 (8.6)
M7 L7 F =8 2 (5.7) 0
M7 Ko g 2 (5.7) 0
1" LDH #4n 5 (14.3) 1 (2.9)
1 TSH sk 3 (8.6) 0
1A TSH HE N 7 (20.0) 0
CRP #5/ 5 (14.3) 1 (2.9)
I ER BRI N 4 (11.4) 0
y-GTP #4101 4 (11.4) 4 (11.4)
JRAET R oG 2 (57) 0
~NES a v 3 (8.6) 1 (2.9)
Y o SERER D 5 (14.3) 1 (2.9
I R ER B 2 (5.7) 1 (2.9
[ZESERIER N 2 (57) 0
M MR 2 (57) 1 (2.9
IR BRE D> 2 (5.7) 1 (2.9
M ifn BRFE D 6 (17.1) 0
WEBE T3 H80 2 (5.7) 0
WEHE T3 B 8 (22.9) 0
WERE T4 Wb 6 (17.1) 0
WEBE T4 H50 2 (5.7) 0
U v~ F R 3 (8.6) 0
M ALP H#0 5 (14.3) 1 (2.9)
LR RS 3 (8.6) 0
A~ — 2 —8g8hn 2 (5.7) 0
FUZHUAREE N 2 (5.7) 0
Y=y s NTaTA HEM 4 (11.4) 0
A CK e 2 (5.7) 0
Bk R L O ARk E
R 2 (5.7) 0
TR R IR
W P 2 (57) 0
K= 2 — /3 F— 2 (5.7) 0
g F KO PR RRBEE
M B 6 (17.1) 0
& D PEIE 11 (31.4) 0
B2 2 (5.7) 0
iR INRZSING A 2 (5.7) 0
NEIRPERZ & % 2 (5.7) 0
F & (s 4 (11.4) 0
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. MR 1 F (2.9%) . KK - HEOTH 1l (2.9%) . #RfEE
B (11.4%) . FFHERERET S 1 (14.3%) . BEHEREREE 2 4] (5.7%) . HUIRIMERERE S 8
B (22.9%) . RIBEE 161 (2.9%) . BEOKEREE 1H] (2.9%) KOS E D ER 1
il (2.9%) TROH LN, F/=, FEMAHEEERE ., infusion reaction, 1 BUREIRIF, LK,
HIEMEJRE, MM - BEIEESE. DO, Ak, IS, BERBUTIREARIE X A ST — KUV
PN /NS PSR BEIR IXRR D B IR o 2, AREIERRBURILIT, M FROEE
% (RRREMERETEZET) 280EHERERT,

@EWNF TFHER (ONO-4538-08 7kEk)
BEFLIL 2224 Bl 91.7%) (T8O L, 1RBREE & ORIRBERA G E TERWEESF
L03 1824 1] (75.0%) (2338 Tz, FHRED 5% EOEWEHIETRD LB ThH-
776

#z2 FEBBN 5%LL EORIER

ZRE RIS B (%)
HEARGE 24 %
(MedDRA/J ver.18.0) 4> Grade Grade 3 UL 1

AFEIEH 18 (75.0) 2 (83)

o WAk
R RS REIR T 6 (25.0) 0

Elles
BITIN 2 (8.3) 0

—i% - EEEER L O SEA RS
e B 4 (16.7) 0

ER RIS
R EJF 2 (8.3) 0

P KOsk EE
RBRIEE 2 (8.3) 0

M as. MsREs K ORI
H 2 (8.3) 0

g F KO PR fRREE
M BE 5 (20.8) 0
& D PEIE 5 (20.8) 0
RN I 2 (8.3) 0

I, KK - HEOTH 2 #] (8.3%) . IFHRelESE 1 61 (4.2%) . TEAEHKERE
16 (4.2%) K OFHARIREEREREE 7 1 (29.2%) T Bz, £7=, RHIEMEMiREE,
PRRRIESE (67 v« N U—EERES) | BRREEEE URME M EMER RS | RIEEE,
infusion reaction, 1 BUBEFRIN, BB D PEIETE (BEREEIREMRE, ZIALEE, KA
B . WER. BIEMIEE, MO - BERZE. S &0 K. DR, ik, g, BRAC
AR RAENE / < A /X T — B OV ML OB PSR BRI 1XR8 80 B v ie o 7o, REIWEH 3
BRI, YUEZFEROBEFRS (BRAREEETZ50) 23 0EHERE =T,

N

OUEEIFHRER (CA209066 AER) Y
HEREGIIARFIEE 192/206 4 (93.2%) . DTIC & 194/205 il (94.6%) (238 B, 165
3L DREEIREE T E 72V EFRITAAKIRE 153/206 41 (74.3%) . DTIC £ 155/205
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] (75.6%) IZFBD HILTZe WTIUDDEETHRIIEN 5%LL EORIERIZTTEO LEELBD
Thot-,
#Z3 WTFNOFTHEERN 5% EOREIER

. N B (%)
o gi@jﬁj = AKITE DTIC B
(M;gDRA/J ver.17.0) 206 1 205 1
4= Grade Grade 3 UL | 4= Grade Grade 3 UL |
AEIEA 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
IMiEE LV R REE
I R ER IS E 0 0 23 (11.2) 9 (4.4)
i/ MR E 0 0 21 (10.2) 10 (4.9)
H Ik
15K 22 (10.7) 0 25 (12.2) 0
T 33 (16.0) 2 (1.0) 32 (15.6) 1 (0.5)
N 34 (16.5) 0 85 (41.5) 0
M M- 13 (6.3) 1 (0.5) 43 (21.0) 1 (0.5)
— % - EEEEER X OB OIREE
WS 21 (10.2) 0 25 (12.2) 1 (0.5)
7 41 (19.9) 0 30 (14.6) 2 (1.0)
FEEL 15 (7.3) 0 10 (4.9) 1 (0.5)
Rtk L OSFHEREE
BAEGR 11 (5.3) 0 19 (9.3) 0
BRI L O A Rk E
RAHiR 12 (5.8) 0 3 (1.5) 0
TR R
SHR 9 (4.4) 0 14 (6.8) 0
G5 KO kAR
HLBE 13 (6.3) 0 4 (2.0) 0
SeAR BN SOG 3 (1.5) 0 11 (5.4) 0
& O FEIE 35 (17.0) 1 (0.5) 11 (5.4) 0
FIB 31 (15.0) 1 (0.5) 6 (2.9) 0
M EBE 22 (10.7) 0 1 (0.5) 0

¥, AAIFIZ BV THBEMERMZEE 3 61 (1.5%) . KIBK - EEDO TF 6 4 (2.9%) .
MRERET (57 >« NU—IEIES) 28 6 (13.6%) . ITHERERRTE 761 (3.4%) . EHE
REFEE 4 1] (1.9%) . TEMAEREERTE 4 61 (1.9%) . FARERHRERESE 13 61 (6.3%) .
infusion reaction 15 51 (7.3%) . 1 ZUBERRIE 1 61 (0.5%) . HEEDORRERET 3 41 (1.5%)
KOS E IR 16 (0.5%) TROLINT, 7o, BIRESE, BR., BEMGEDIE, K
% - BERSE, DFRSe. AR, TSR, BERUTIRLARIE/ < A/ ST — K OVt i RsA 4
EER ITFE O B o o, ARRIEHZFBURGUL, YZES0OEFS (AR MR A
Waate) 2O UERRET T,

@RS MAERER (CA209037 7BR) 2

B EFGIIARAIRE 265/268 B (98.9%) . (L FHEIERE 98/102 5l (96.1%) (2788 B AL, 1R
BREE & OREBRNEE TERWA FHEGIIAHFIRE 199268 il (74.3%) . (L7 RIER
85/102 B (83.3%) TR BTz, WTNDORETRIEN 5%LL EORIWERIZ TED
LBy Thol,
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#Z4 WDWTNOOFETHEERN 5% EORIER

B (%)

o s VAS Y
Rt AT TEAIERE

(MedDRA/J ver.17.1) 268 B 102 41

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

AFEIEA 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
IMiEE LV v RfEE

=il 18 (6.7) 3 (1.1) 24 (23.5) 5 (4.9)

M i BRI i 1 (0.4) 0 8 (7.8) 2 (2.0

I P ERIBVE 0 0 20 (19.6) 16 (15.7)

M/ SRRk i 1 (0.4) 1 (0.4) 12 (11.8) 6 (5.9)
aPan A

RO IR R AR T 18 (6.7) 0 0 0
H Ik

{EFE 11 (4.1) 0 15 (14.7) 1 (1.0)

T 42 (15.7) 1 (0.4) 16 (15.7) 2 (2.0)

B, 33 (12.3) 0 39 (38.2) 2 (2.0)

M M- 12 (4.5) 1 (0.4) 21 (20.6) 3 (29)
—f% - EEREER X O SEOREE

WS 14 (5.2) 0 7 (6.9) 0

I 57 82 (30.6) 3 (1.1) 41 (40.2) 4 (3.9)
B, R L OWE A GHE

FEANTLE D RS 4 (1.5) 1 (0.4) 9 (8.8) 0
AR AR A

ALT #40 14 (5.2) 3 (1.1) 1 (1.0) 0

AST H4/n 15 (5.6) 2 (0.7) 2 (2.0) 0

i HPERE R 0 0 7 (6.9) 3 (2.9)

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

I i BR s 3 (1.1) 0 8 (7.8) 2 (2.0)
R L e E

AARIRGE 18 (6.7) 0 17 (16.7) 0
T EH SR L O ARk

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

7 Vs 11 (4.1) 0 8 (7.8) 0
TR R B

KM= 2 — 1 8F— 1 (0.4) 0 10 (9.8) 1 (1.0)

SEIR 3 (1.1) 0 10 (9.8) 0
R 2. BEREs & ONiEhR R

% ] 13 (4.9) 0 8 (7.8) 0
F2 &8 KO TG E

Wi B 2 (0.7) 0 28 (27.5) 0

& 5 FERE 51 (19.0) 0 2 (2.0 0

95 34 (12.7) 1 (0.4) 5 (4.9) 0

RN INA 16 (6.0) 0 2 (2.0 0

=M ABE 24 (9.0) 0 0 0

7k AFIBER O CRIEMERIZER 8 61 (3.0%) . KAFZ - EED TH 4 61 (1.5%) |
PRREE S 33 451 (12.3%) . HFEERERETE 22 f5] (8.2%) . "ErHmERESE (JRMNE MIRMER 2
22) 51 (1.9%) . FRIRFSRERR 2 23 61 (8.6%) | BB FEE 1 6 (0.4%) . infusion reaction
1061 (3.7%) . BHEEORREREE 1 4] (0.4%) . BER 261 (0.7%) KOS E SIS 3 4
(1.1%) TRO LTz, F£lo, TEREMREREE, | BUGERE, EIEMHEJE, WK - §f
e, . Wik, IFS. BRBUTEARAE/ X A /ST — K OV e M if/ N P SR B 7
XD bR o Tz, RREIWERFBURDUL, U FROMERSR (R REMRET 25
t2) ZEUDEIERERT,

10



MC-14

G®EWNF IFHER (ONO-4538-17:5)
BEFRIIAHE (100%) (RO LI, RREL OREBEENREETERVWEERERD
26 (100%) (28D bz, FERNS%U LORIERIZITED LY THo Tz,

#z5 FEBBRN 5%LLEORIER

RE BRI IE B (%)

HARGE 30 {3l

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

Zrifn. 2 (6.7) 0
oy h R

IR IR RE TUEE 2 (6.7) 0

FOPR IRAEREAR T E 7 (23.3) 0

TR 2 (6.7) 2 (6.7)
H ke

(s 5 (16.7) 1 (3.3)

T 16 (53.3) 1 (3.3)

WAL 2RE 2 (6.7) 0

WL 4 (13.3) 0

AN 3 (10.0) 0

Mg i 6 (20.0) 1 (3.3)
—i% - EEEEER L O SEA R

I J7 5 (16.7) 0

(Es¥R 7 (23.3) 1 (3.3)

PRl REA 2 (6.7) 0

FEEN 12 (40.0) 1 (3.3)
SR R P

JHERE B 5 7 (23.3) 4 (13.3)

JH R 2 (6.7) 0
e R A AT

TI=T ) NI UAT =T —EE 11 (36.7) 3 (10.0)

72 7= 5 (16.7) 1 (33)

TARTGX VBT I T AT =T —BHN 11 (36.7) 2 (6.7)

y =T NEINNT AT =T —EHN 5 (16.7) 3 (10.0)

U S—B RN 12 (40.0) 7 (23.3)

R 2 (6.7) 0

M7/ H Y RAT 7 2 —B N 4 (13.3) 0
g KOsk EE

SV RNk 2 (6.7) 0

&7 VT 2 e 2 (6.7) 1 (33)

[l VRN it 5 (16.7) 4 (13.3)

BARIHER 8 (26.7) 1 (3.3)
B R R L O ARk E

EANEN 5 (16.7) 0
TR R P

R 2 (6.7) 0

SHIR 5 (16.7) 1 (3.3)
MR g, MOERds X OVithR IR

TR P T2 £ 2 (6.7) 0

1 PENA R 2 (6.7) 0
g F KO PR RBEE

5 FEIE 10 (33.3) 0

B2 18 (60.0) 2 (6.7)

LIRS IN A 4 (13.3) 1 (33)

7B, ARREEEIE] (30.0%) | ITHEREREE 1441 (46.7%) . HUIRIREERERE 2701 (23.3%) .
R PR AR EB 3451 (10.0%) . KIS - EFE D T34 (10.0%) | BEJE D 2 JE R =341 (10.0%) |
TEAEREREE2] (6.7%) . 5 E I IEEIH (3.3%) . BERUHBARIE/ 2 A/ F—2/4
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MC-15

(6.7%) M OFARMARIERIELF] (3.3%) TRD Oz, Fiz, BHREREE, FIRkE
PR IROBEPRIA . BESC. EESEANEEJAE, MK - BEIRZE. infusion reaction, LK. i
2%, S PRI MR D PSR BES  OF R ITRRD b ive o 7o, REWERZEBLIRILIE, 4
FELOMEES (BRAMEERTZE5T) 250EERE =T,

©MEsFEIAFHFER  (CA20906775R)
BEFRGIIARA+ A BV L~ 7 HE312/31361 (99.7%) . AAIEE312/31341 (99.7%) . A &
U L~ 7 HE308/311641 (99.0%) IZ788 B, RBREE & ORIRBEMA G E TERWEESF
LUIARAI+ A Y A~ T7HE300/31361 (95.8%) . AAIRE270/313651] (86.3%). A BV AL~
THE268/31161 (86.2%) TR HiLiz, WTIUNORETIHELRN5% L, EORIERILT
HOLEBY Th-oT,

£6 WTNLOFETHEEDR 5% EORIER

B (%)
o e AS
el R E) A ey TEV L TR
(M;’EDRA/J ver.19.0) _ 313 44l 313 4 311
4 Grade Grade3 Ll 4 Grade Grade3 Ll 4 Grade Grade3 !l
AEIER 300 (95.8) 183 (58.5) 270 (86.3) 65 (20.8) 268 (86.2) 87 (28.0)
oy hRE
FROIR AR p e T E 34 (10.9) 3 (1.0) 15 (4.8) 0 3 (1.0) 0
FOPR IRAEREAR 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)
H ke
iy 28 (8.9) 1 (0.3) 18 (5.8) 0 28 (9.0) 2 (0.6)
KI5 40 (12.8) 26 (8.3) 7 (2.2) 3 (1.0) 35 (11.3) 24 (7.7)
R 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)
(ERT- 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)
Mg = 50 (16.0) 8 (2.6) 22 (7.0) 1 (0.3) 24 (7.7) 1 (0.3)
— % A fEE X O 558
IWARYIN
A7) i 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
95 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)
Fife PR A AT
TI7=vT I M7 A 59 (18.8) 27 (8.6) 12 (3.8) 3 (1.0) 12 (3.9) 5 (1.6)
7 = 7 —¥ N
77— 23 (7.3) 9 (2.9) 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
TANRTEUET I/ b 51 (163) 19 (6.1) 13 (4.2) 3 (1.0) 12 (3.9) 2 (0.6)
TV RT = T —PHIN
U S—HIN 43 (13.7) 34 (10.9) 24 (1.7) 12 (3.8) 18 (5.8) 12 (3.9)
R 19 (6.1) 0 10 (3.2) 0 4 (1.3) 1 (0.3)
g KOsk EE
BARIHER 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 (0.3)
TR # R JS & OV & Rk
EANEN 42 (13.4) 1 (0.3) 29 (9.3) 1 (0.3) 21 (6.8) 0
7 A 17 (5.4) 1 (0.3) 15 (4.8) 1 (0.3) 9 (2.9) 0
TR R IR
FREMED F 17 (5.4) 0 15 (4.8) 0 11 (3.5) 0
VSTt 14 (4.5) 0 18 (5.8) 0 9 (2.9) 0
SHIR 34 (10.9) 2 (0.6) 24 (7.7) 0 25 (8.0) 1 (0.3)
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MC-16

B% (%)
AE+A Y b~ TRE AFHE A Y LwTRE
313 #i 313 f 311
4 Grade Grade3 LLl 4 Grade Grade3Lll 4 Grade Grade3 Dl Lk
MRz BERFs & ONERm e &

ZRE RIS
FEAGE
(MedDRA/J ver.19.0)

%K 24 (7.7) 0 20 (6.4) 2 (0.6) 15 (4.8) 0
% R 36 (11.5) 3 (1.0) 20 (6.4) 1 (0.3) 12 (3.9) 0
Jitiflig 2% 21 (6.7) 3 (1.0) 4 (1.3) 1 (0.3) 5 (1.6) 1 (0.3)
g F KO PR RRREE
R g 15 (4.8) 0 17 (5.4) 0 11 (3.5) 0
& D PEIE 112 (35.8) 6 (1.9) 67 (21.4) 1 (0.3) 113 (36.3) 1 (0.3)
B2 91 (29.1) 10 (3.2) 72 (23.0) 1 (0.3) 68 (21.9) 5 (1.6)
iR INGRZSING A 38 (12.1) 6 (1.9) 14 (4.5) 2 (0.6) 38 (12.2) 1 (0.3)
= B 27 (8.6) 0 28 (8.9) 1 (0.3) 16 (5.1) 0

B, RH+A Y A THIZB W TMREES6H (27.5%) | IFHEREREE 1024
(32.6%) . HURIRHEREREESTH] (27.8%) . BHEREREF2141 (6.7%) . [IEMEMGZEE
2561 (8.0%) . KAiFZ « HED THI60H] (19.2%) . BEOLEREE21H] (6.7%) . F
MRFEREREE27H] (8.6%) . EIBHEREREE 1461 (4.5%) . WEAR3BI (1.0%) . fkse - B
f5:9¢ 2451 (0.6%) . infusion reaction 13 (4.2%) . .5 & 9 4341 (1.0%) . H2¢341 (1.0%) .
BRI RRAE /) X A3 F—5001 (16.0%) | TS 14451 (4.5%) S OBk ifn A 2R iE 2451 (0.6%)
TRO O, F£7z, VEERE, BEREMHEIIE, OFR & O Ve i MRS ME S 5T
JEILRRD BV T, RAIFEIZ W TR 661 (21.1%) | FFEERERE 2461 (7.7%) |
FOR IR RERE 4761 (15.0%) . BRERERE3R (1.0%) . FEMEMEESE (1.6%) .
KGR - HEO THI6H (5.1%) . BEEOZERESH (2.6%) . T EAEHEEREE3IH]
(1.0%) . EIEHEEREE3E] (1.0%) . FER3HI (1.0%) . infusion reaction 14451 (4.5%) .
SE IR (0.6%) . BREUHREMELE/ X AT —28%1 (8.9%) . FFZ261 (0.6%) &
OFFIRIMAR FEARE 16 (0.3%) Tiled Hivlz, F7z. 1RBERF, HEIEMHEME, MK -
BERESE . D2, A& B O i B SEBEIR 1 L3R D B IV hr o T, ARIVERFS
BURIIE, UEFEROBMEFES (MRAREEETEZ50) 23 0EHERL =T,

1) Robert C.etal. : N.Engl.J.Med., 372 : 320, 2015 (CA209066585%)
2) Weber J.S. et al. : Lancet Oncol., 16 : 375, 2015 (CA209037 #f#%)
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(ZB1EHR)

PD-L1ZEHLIR LB DA M K OVZE 21

AN E TAHFER (CA20906738k) ICHHAAN DNT-BEOT —ZIZHKS X JEEHER
2BV TCPD-L1 &2 38 L7 G AIRu S 5 251G (LA, TPD-LIZEBLIER]) RBINTERIRM
(ZRHT 2 AT o T2 PE R OV BVEDFRERITILL T O L B0 TH -T2,

AEEIZB LT, PD-LIFB RN 1%AN (PD-L1<1%) OBEHELEN L L T1% E
(PD-L1=1%) D HBFEMATA v A~ 7 O ERELEIMEMER A RIE S 72 (T,
BB, A+ A Y AT HOLEN T 1T 7 A )VIIPD-L1 <1%0 BEEHEN L PD-L1 =
1% D BFEM TRIETH - 72,

PD-L1SEBE1%KH PD-L1FEHE1%LLE
1.0
1.0 ‘-\ﬁ_‘,\:\\_\
09 09 RN
08 08 TN
07 07 .. ﬂ"vM
06 BN 2
" 0.6 %® M
# 05 7 05 i TS
* 04 e ; * 0.4 e
K AH+A LT TH . S e KA+ EYLITH &
0.3 —A—Kﬁlﬁ WS B 03 —A—Kﬁ‘]ﬁ b—9
02{ -© AEYLTTH 021 -© AEVLRTH
01 *  ARUO : 11419 01 * ARUO : 4TH1Y
0.0 B A B e ey e
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 risk# £HME (A) at risk# £ (A)
AR+HAEYLTIH 123 113 102 91 82 82 79 74 74 72 66 18 4 0 AM+HAEULTTE 155 144 132 127 116 112 105 102 101 99 85 27 3 0O
A#IB 117 103 8 76 73 65 62 59 57 55 50 16 2 0 AHIBE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
AEYLITB 13 96 8 79 71 61 57 50 44 43 32 10 1 0 AEYLITB 164 155 138 126 115 102 89 83 77 74 64 21 2 0

X4 CA209067 BERD PD-L1 FEHEH]TD OS D Kaplan-Meier HfR
(K : PD-L1<1%DBELMH, FK : PD-L1=1%0D BEELMH)
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MC-18

4. HEFRIZHOWT

KRS L LT A EAE (&R PAEEon WA Z enb, Yt 2 Ey)
(2 ENiE T E D Rk T%éﬂ%#%é ZD LT, REIOE G 3w e BE Z W - FEE
L. AR OFEIZ X EEARRWER 2R LIZBHIxET 2 2 EBMERTZD, LLFD
®~@®¢&T%ﬁt¢Mm_kwfﬁmﬁéméﬁaéo

O MERRIZOWVT

D1 Fid (1) ~ 5) OWVWTINIHEY T IR THD Z &,

() JEAEFBRENSIEET 503 RIS RRESE ERE TR 2S A SR B SRR
Higl 23 A B2 eI RUR e . kS AU BHRRRE e &) CERR 30 45 4 H 1 A IR : 437
fiiF%)

(2) HrEksrembe CERR294E 6 A 1 B BS « 85 ik

(3) HRENFELENFDEE T D 03 A2 EEFRRT (D3 AR BB, 03 A2
B 1IEBE. 23 AR HEE R L /e &)

(4) SRAILTFHEE LT %L.%%m%%ﬁm%lxi%%m%%@m%zmm%
R DR Z T > TV D lEaR (CEAK28 47 A 1 HIREA - %mm )

(5) #Eﬁﬂ@“ﬁﬂ&&ﬁ@f?&m%@m RILYEIAR D R &2 1T > TV Bl (CERR 28 4 7
H 1 BEEA : 1290 fitigk)

O-2 EMERAEOFRE K ORIWEH FEBLRE O3 57 72 ik & R BR 4 FFD E Al
(FROWTINITEEY T DIERM) 2, BYEZEROARANCET HI5MOEME L LT
BlEINTWbHZ &,

*

o [ERMSEFFESE 2 FEOWEINHE 28K T L721%12 SELL EOD AIBEDEGRENHE 21T
STWDHZ L, 96, 2L R, BDASREYEELEZF & LEBKRES FOUHE 217
RoTNAHIZ &,

o [EREFESE 2 FEOPIHHME 2 T LI2121C 5 4ELL oo i & BRI IS 22 R D BRI
BERAZHA LTS Z &,

@ BENOEEBFEREEOMEHIZOVT

= 5K %mﬁﬁﬁ CHEFT L2 HER VR E S, EREN O OFHRERD, A - 24
PR FHIE RO B OERME T 2GRt FEFRPBAE LG E OS2
B, ERERLNATONLIRHINE > TS Z L,
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MC-19

® EWEA DR OUT

@1 BIfEARBIRE DXL EHIZ BT 2 B

MR B O BREARRIWERA S RAE LB, 24 RERIBIEIRTHI O T, 2%k X%
HHEESi BT, FH LZRIERNICG U T ABRRE B Y CT 20 BIVEH ORI S5
RRAEOFER S B I S, B HICRHG ATREA R 3B > T\ D 2 &y,

@-2 ERIEFEEFIC L 2AFFRAINCHET D EMS

8 ARSIRIC I 0 5 B 70 ik e OB RE A 4 D IERIEFA NEWENE=2 1 v 7 %
BOTEIRDOA L Y —= 0 T 2ATWERE LIFHa A TE 5 F— LERIRH 23 HE A6
SNTVDZ L, ok, BEAEHIZHOWT, DABE L TOFEEITHZITAm ST
52k,

@-3 BIEROZKCRINICE LT
BIVER (FUEMERZR BN 2 . BEIEFE G, Ok, k. BEUHMEE, KIBK.
HEO TR, 1 RINEIRA, ITHERERETE . HURIREERERE S, AR, BEE (BFrae -
PRADE BB R Z ETe) . RIS, Mk, BEEOKLERE, FIRAQIERSE, infusion
reaction, FRSEVEML/ MBI PESRBER (ITP) . WAL DS fESOn, e R EME, OIRE
(L EAME) - 4RIR - O MEEINGHES) . PR M AE) 2k LT, Mk I3k
EREEA DR M2 A3 2 ERM &l L (BEROZE-O S IZE L THRER U RE %
ZTONLFRMECH D Z L), EHITEUZRAENTE DIKHR8ESTND Z L,

I
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MC-20

5.

BENR LI DBE

(2B % HIH]

@

@

TRAUCHEU T HEFICOWTIIARORENED L SN TWDL 2 Enn, 5 21T
F oA AN
o KRAIDRSITx LiaUE DB ERE D & 5 BE

TBIRETOFHIIZ BT FREICEE Y T 2 BE IOV TR, AR OFGIIHELE S e

D, A OTRFEIIE DN e WIGAIZIRY | HEICAFZEHN T2 L 2BETE D,

o MEMMEEDOAH IO H 5 BE

o JRER I AR A CRVE S 258 6 D B K ONE B 0 Sl i i 2 <0 i e it 2%
LEOMICRIEMEE A DD B

o HORERBOAI, XUTEMRZE L < ITZHERMED B O im B OB RO
b5 EE

o EERBEE (E MBI A 5 Te) Db 5B

e ECOG Performance Status 3-4 " o @B

SRl tlE Sh PR ) |

o)

(LEIERIERE D 70 VDB R O SHRIERE O 5 A BB 1B W TAKI OB MR R
Tb\éo
728, BRAFEG AR EZ AT HHEFITRB W TIL, BRAFIREANZ L 518E L E BT
AHZ L,

TRCISRZN T 2 BB KT D AAN OG- K O TIEZ SV T RAIOF D
WESLSNTELY, AAORLGHR LRG0,
o IRFRABN LI,

(£ ECOG & Performance Status (PS)

Score EFe

0 | &<MERIEHTX 5, BFaiE A U H & ATERIHIRZR /T2 5,

1 AARIICIE LUWEENIHIIE S D23, BITAlHEC, BRIEESCE > TOERIFITO Z &N TE D,
B OWF S, FEIEE

5 BATRRECTH YD DEIY O Z LITT R THAREEDMERIZ TE 2V, B o 50%LL LT~y FAT
&,

3 RONTZHSOHDEY DZ L LnTERN, HFO 50%LL EE2 Xy RpvF7- Tl 24,

4 | &<ENT RV, BOOHOEIY DOZ LITE TERY, BRIy ROFFTHIT,
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MC-21

@ KA+ A B ) b~ 7 FEIEAFIERIBRORIGUIR A e 2 BV R A EEH 2 65

& LAV EIARRER (CA20906738R) B\ T, MR E ShA B Y a~THE
I L CAEBMEDRGES N TV D, 7272 L, AFI+A B A~ TG & ARF B
5% bl U 72 RBRA 72 REHZ BV TR, PD-LIBBURIIZE D A B Y A~ T D L3
HRNRDERR DB RIE SN DRERPBELNTND (14p2H) . 2D, {bF
PAEARIE R OIRIBUIBRARE R B RAEEF BN T, AAlL A EY A~vT7 L Off
MG ORI 2k 586 PD-LIFBREZMERT 52 ENEE LV, PD-LIFEE
K%L ETHD Z LR S BRE BT, BRI AFIEME S 2804
Do
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MC-22

6. BEIBELTHETREEH

O WA SCEFITIN A, RIERIEEE DRI D ERME IS & ARHI O Re K OV
RO DI E R ERE IR L T BRI 52 &y

@ RRBIAICIENL B, BE I OFRICHE IR a2 Hasi L, FEE25
TobEhET5Z L,

@ ALFHRIERIBFEOBIRUIBR RRE I RARBE ICB VT, AAlE A B AvT &
OOFRBEE- DTS Z W+ 5854, PD-L1 BEHEREHRT L2 LN E LAY,
PD-L1 BERN R TERWIGEITIE, AFl LA B Y A~ T L OO S A )
(HIBF L2 BT BTS2 L,

@ EREWEHO~FRY AL MZOWT

WEMEEER S LoD Z ERNHDDOT, AFOEEIZHT--> L, BEE
M (PRI R EE, nmk, FEENE) ORER K O X MRiRd O LM%, Bigx 1+
IZAT9 2 &, Fo, LEIG U THEE CT. i~ — 7 —F0RE%x FEiiT 2
ek,

AFNOPe 51X EEE O infusion reaction (Z4if X CTEARFIZ 43725t D T 5 U
i ZAT o7 LTG5 2 &, F72.2 [BIH LA DA HI$ 5-FFIZ infusion reaction
WHHONDZEbHDDT, KFIERE R OERFEGHHE THRIT A Z A
ERAET D%, BEOWREBELH2ICBIET 52 L, 728, infusion reaction %
FHLLTEGA TR, 2 TOMBE R OER D ERIEE T 5 £ THRE 2 +08l4
THZ L,

RIS REREE N S Db d 2 L3 D DT, ARFOF 5-BA kT K OB 51411
HTEHIEC RIS RERR AT (TSH. 7B T3, 0ERE T4 FOHE) ZEhid 2
ek,

AR OEHIZ XY | BEORPEESINTER T 5 L& 2 SN DIk~ 7B R
DHOLDONDZ EndD, BENEDLNEEAITIE, BELEFRIIS U
B 72 NGk & AR BR A FEO PR AT & L U Cl bl 22 BRI M 2 1T IR O
BOGIZ £ 2 EWER D B b 23581213, ARIORIE T 1L, R OEIE RE R
NECHOBRGEEBRT L2 L, 2B, BIFKEARVEOREICLY EIE
M OYEEDRFRD BN WAL, B BB R VE LSO sz il o8 n
bLEET DL,

BeHR TR, BOAMNSE ARGE L T ORIERNRET D Z 08B D70,
AR OEERETHRIZHBRWEH ORI I EET L 2 L,

1 BUBEPRI (BIE 1 BUBE IR 2 & Te) b Db, RS 7o F—v &
CEDZLBRHLOT, HiE, HEol MEHSEDORER O FEE S mAEE D _EF (21
SEET D&, 1 BERFEN DN -GS G ERIEL, AR il
F O 55 OME) LB AT H 2 &,
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B AFNOEEFRHABRICBWNT, &GS 3 7 HUN., T lBiL, 5B 1
FEMIL 6 B Z B IMEDFAMZLT - TV Z & 2B E I, AFIEG T E R
IR OMEREIT O Z &,
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