FAREI 1220 % 3 &
ST HE 12 A 20 B
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TV (B z) BFoOREFERHEET A K54 v (B
Bas) OERR R OREFEREET A RS54 2 (A7 AR o—
TRERIEIZ D\ T

REMBOEE & lEDOEAR #2016 (FrL 284 6 A 2 HREFRIRE) I8V T,
EFNEERLOERORBICHEZRD Z EBREVAENTZZI L 2T, &
FHEEGREZREICMNERBEICRMETI-DICRKEFEREET A FFA4 U %21E
RT3ZLELTVET,

SRE, BERIZOWT, BIRE LD LB Y HERR, REFTRET R UERRHIXO
BHAEFED B) B TEMLELEZOT, fTaNnEEL bz, BELE
~ORFIZHDETREELALIBBEVNLET,
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WAKES 1220051 5
ST E 12 8 20 R

n E N R
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BN K
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(& B &5 B )

TRV (BEFHEEL) BAOKRBEERMBEEST A T4V
(B DEREVOREFEREET A K74 (ANVFLVH
FaE) DO—EHWIEIT DWW T

BREMBEE CEDEERFT# 2016 (ER 2856 A 2 BEAZERE) I8
W EHFHERGROBERAORELHEELZ KA Z ERBEVIAENEZ L 2%
T EFNERLRZECVNELRBECRETAT-DICEBEFRHEET A F
TAVEERTDHZEELTWET,

Sk, TNV T (BiEFEBRZ) ®BE (RE4L AU FFRERE
200mg) IZOWT, BHIREBIZN L THERATIEROBEEELIHRDOLBY
REERHEETA FIA LV LTHRVELDELEZDOT . ZFOERICIY -
TIE.AETA FFAVIZOWTHEEIND LY, BEENOERIBEAROEKRF
Xt 3 BMmERBRBEVLET,
 E k. TN T (BfEFRBRL) BE REL ARV TF I RERE

200mg) %= ANV VHIRREBICS L THERATAROBEFRIZI DWW, [T
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K -AEFHEREELEESHRREN) KXV RLTEREZATT,
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DN L EITHENYETA FIA 2RO EBYVHENZLELED
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ODEBERMEETN A FF4 V1T, BIRESED LB Y T,
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1. XUz

EEROFE - ﬁéﬁ@%%@t ik, R XEZZESWIEEIERERNR
banécéak‘ﬂﬁwﬂ%ﬁmwéﬁuib MARERKR 2 & OEFW 28R E
FAMEFERLRERINATT, INO0ERRZEICLERBREICRETZZ LN
BEOREL 2o THY ., BEMBOEE L EDCEARS# 2016 (ERL 28468 2 B
BRE) TBVWTYH, EFNERMEOFEROKEMHEZRSZ L LshTWD,

HERAMFEER LI, BBRERCRZEM T 7 7 ANVEREFOERR LH LI
REBDZENDD, 0D, AR OCEZEEICETAIERR+SEETHIETO
M, UEXRGLOBELZHMZT A ENHFINIBEICHLTERAT S L L BIT,
BI/ERNRBR U LERSSZ & D N TEER—EOELH 2R T ERER T
ERTAIZENREETHS,

L=l oT, AHA RTA4 0T, BARERESCD hif KELNTWHESRES
B« RFHRMICESE | UTOERRORKERER ZHET S2BR 0 D BREREM,
EXFRVEEEEETRT,

RE. ATA FTA4 0%, WMATEIEAERMERESREHE,. AREHREANE
AEREEYS, —RIEHEAN B ARBRNBIES R OC—REFEAN B RBREFR O
wBhHDOL E1ER LTz,

WL RAERS  ARUF I RERE 200 mg (—ik4% : TV T GBI
Z))

B L RDWEXIHE « RIBERTESUIEBME O B AT _

HepLhARERVAR : 7TF v F =7 L OFRIIBVWT, 8%, RAKRETV<T
(BETE#z) L LT, 1H10 mgkg (KE) %2 BRFERT
1 ERRAPL BT CTARIRERET 2,

B E R EE  ANIALFTT 77— EH

(%)

AT FEE 1 mg, REES mg (—f&% : 7HFTF=7) OPREXIIBIR. BERUA

& ,

PHEE IR  ARIR TR RE UL 0 B s

FERVCHE : B8, FARETF I F=7L L C1ES mg® 1 B2REA#RET 3,
B, BEOREBICIVEEEBT 2, 1E10mg 1 B 2EE THE
TE 5%,



2. FR DR, 1EFBMFF

PN FA RFEEE200mg (—RE : 7T (BIEETFHEER). BT THRHD &
W5,) i, ANVI AN FT 7 —<RREHBFE Lzt b programmed cell death ligand
1 (BAF PD-L1] & 5,) x4 2 MGl €/ 7 u—F ARG TH 5,

PD-L1 id, £ENICBWTHRBTHRSICHER L TEY, EEb LY 2238k (T
#fE. B MRRR T F a7 A4x T —T Milg) SICHERTS5 CD279 (BLTF PD-1] &\
9.) BT CD80 (B7-1) ¢(fEAL, REREZAICHBETZEEZ 5 TVWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 %, 4 OEEMBIZLERALTWEZ L (Int
Immunol 2007; 19: 813-24) &M HEINTE Y, PD-L1 & PD-1 2 L7-RKIL. EE
MRATURRRIZ T AR»O ORBELRBETIMFO—2 L LTEZLATNS,
E7o. BHRRMBIZEWT, PD-LIBEBRLTWVWD I L ERMEEN TS (Cancer Res
2006; 66(7): 3381-5) ,

AHF1% PD-L1 OFEREAERICHEA L. PD-L1 & PD-1 & DA ZFE L TR AFES
Ei)72 T MBROMIREESEYZEMRT L%k, BEOMBESIMET3 L£2
bhTw3,

FHRIOERBFICESBENRERNC L 2BHERAS R bbh, EEXRET
CELFREEYRH D, FROREPRURER L, BEOBELZ /T, BE
PR bNIHEITIE, BE L ERIZR U B2 Mm% L R 2 /R L Eis
L CEEZERNBH 21TV, BEORERISNIZ L 2BIEARRDN S HAIIT. BT
BEBNVE AROREEOBE LB LT O LERD B,



3. BRPRAUR
IS EIER TR BB ST EE R I 0D B A oD AR SRR BT 24T - 7= E R ERREBR O RBAR &
/j_:\"j—o

[BE%hiE]

ERFEESMAERER (89991003 RER)

IL2ERERE D 72\, ARIGEIRRRRE TR OB I B B M e B 886 4 (H
ANBE 67 Hl2ah) 2B LT, FHLTXFLF=7LOHARE (UT [FH
JTEF=T] nH,) ML R=F=T ) U IBE (UT [R=F=7) v
5.) 2 OEMMR ESENRN SN, TEFFMEE T PD-L1 B BEICRBIT S
R A CITF TPFS] W9, ) RULSAREHHE (LT Tos] &vwd, ) T
HY . BRTEER & LT PD-L1 OB EZMbARWVWEREICEIT 2 PFS R 0S 23%
Ry (Y e

RSN ORER (018620 AF—F Iy A7) | AR/ 7 X F =7 #iLPD-
L1 BHAEEMRE O PD-L1 OXKHRLZBbRVWEBHEITRIT 5 PFS OWTFIZ2NTH
R =F = TR L TR FENICERRERZ R LT

*1 : AF)T 10 mg/kg % 2 BB CARBE L, 7XVF=71X 1H 5 mg ZFBAREL LT, 1R

2EBEREE Lz,

¥ A=F=Fit. 6BEEZ 1V AL LT, S0mg# 1 A 1H4BERAKRE Lk, 2BRMKRERT

LR AREShE,
3 SANBIChRBRERBEIC Ty - FAT T ) AT 4 97 Ak® [ ZF OptiView PD-LI1

(SP263) | %A\t b e RaEic X v B s, BBARICIIT 5 PD-L1 2 R Lk
RS 5 B BEAMN 1%L EDE-AIT PD-L1 B L Hr s h i,

#1 AR (B9991003 FHER)

PD-L1[514+ BEEH 2REEH
EE/TXVF| o e |BAR/TEVT| L
e B Al e S et
(270%1) (44251)
PFS™ | i (H) 13.8 72 13.8 8.4
[95%CI] [11.1, NE] [5.7,9.7] [11.1,NE] [6.9,11.1]
NHP— R 0.61 0.69
[95%CI] [0.47, 0.79] [0.56, 0.84]
F RIpfE™ <0.0001 0.0001
oS FRfE (A) NE NE NE NE
[95%CI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
NP — R 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
FRIpfE™ 0.1911 0.0679

Cl: EHEKRE. NE: #EARR., *1 : MIAIFEHEICE S, *2 : ECOG performance
status (0. 1) RUMIE CRE, 7FF -BIa—myX ZOMOHIE) KX5EH!
Cox Hefil Y — FEF VR OVER) log-rank 1 iE




0-
9-
P L
& _
B HF/T % F = TR
F 5- '
=
3
2] A=F=TRE
01-
0.0 | T 3 T T T T T T T D
0 2 4 6 8 10 12 416 18 0 2 2
|IEAEIRNT OO (B)
At risk #
FR/THYF=T a0 2 205 134 120 7% 53 32 23 13 3 1 0
A=F=27 0 om0 1w me s 4 35 16 13 5 0
0-
]
.9'|
|
|
R
£ AR/ T HF =T
7 5‘|
R®,.
34
2-
. A=F= TR
T o e
0 2 4 6 8 10 12 14 16 18 20 2 x4
EIEAZIMIT 26 0HE (B)
At risk ¥ '
AR/ T EF=T 42 36 3 B0 193 1M 9 5T 42 8 1 0
A=F=T g a0 W 102 44 60 64 2 20 8 A 0

1 PFS O HEAZHTR D Kaplan-Meier B3R (89991003 $R2)
(kX : PD-L1 Bt BERR, TH : £B8H£R)



(PD-L1 ZERBBI DR L)

EEs RIS MARE (B9991003 BER) ICHAANONEZREDOT —ZITES X,
PD-L1 RIREANCIERO T 21T o LAPRER R EEORRIIUTOLEEY TH
27, :

BHMEICOWT, WTho PD-Ll BHREOV v bATETH I v A T7HEUERTR
BOEM L bICRA=F =T BEE B LI AH/ 7 ¥ F =T HITB T D PFS DIERZIRDH
» b, PD-L1 BRERF WV LIEENRPKEWVEABRD b,

23, PD-L1 ORBRRIZL 5T, AFOREMET w7 7 A VIZRIRTH -7,

2 B9991003 RERIZ 1) 5 PD-L1 ZE3EH| D PFS

PFS
PD-L1 %3 BE8 Figx HR{E [95%CI] AP — R
AR 2 =R
(7 A) [95%CI] REMREZ0 pHE
TEF=F 132 16.1 [9.7, NE
<1% A/ a?/f‘ [ 1 0.89 [0.609, 1.308]
A=F =T 120 11.1 [6.9,17.3]
- 0.2406
AH/THFF=F 270 13.8 [11.1, NE]
=1% . 0.61 [0.475, 0.790]
A=F=F 290 72 [5.7,9.7]
AR/ TxXVF=7 293 16.1 [11.1, NE] ;
<5% ) 0.73 [0.566, 0.943]
RS 271 9.8 [7.1, 12.6]
, = 0.6238
FE/ T HVF=T 109 12.5 [8.4,NE]
=5% ) 0.63 [0.432,0.913]
R=F= 139 5.7 [4.4,9.4]
FXLF=F 363 14.7 [11.1, NE
<10% A/ 7 X L ] 0.73 [0.581, 0.909]
REEFET 359 9.1 [7.1,12.5] R
S R/ THF=F 39 13.8 [5.6,NE] ke '
i PV EV 51 42 [28,69] R |

Cl: Z#KXME. NE : #ER7A., *1: ECOG performance status (0, 1) KUK CKE, 4 F¥F -BI—ny
R, FOMOMR) 2BRET L LBRCxAINT— FEFIL, 2 OR5H., @PD-LIFEILRALT
@58 L PD-LIRHERR L OREEREZHER YL LizCoxtbBINF— FEF NV

0 v 10 ey
(4] 1\_,‘_ 09 i
an , ’ _‘_‘i
., LR N m []:] = .
® . Sy S8 AE) T R F =T & - it KET X F =T
R gy "\ . ™ = EE P b :L—,.__ -
?:‘_ 04 '“'_"——-‘___‘ Jr? 04 A __'l_"ll_-____'
% 03 i s wniie $ 03
o A=F=T# 0z AR=F=TH T o
el (3]
1] 00
0 2 4 6 8 10 12 14 16 18 20 22 24 0 2 4 6 8 10 12 14 16 18 20 22 24
At risk$% EAEBBMTHLOHE (A) Atrisk¥ EEAEIT B ORIB (A)
*E|/THLF=S 270 227 205154 120 76 53 32 23 13 3 1 0 AF/7xvF=7 132 105 90 72 54 40 31 18 14 6 2 O
Z=F=7 290 210174119 85 49 35 16 13 5 0 A=F=7,120 97 78 61 50 35 25 10 5 2 1 0

2 B9991003 RERIZ 1317 5 PD-L1 R ELHRE D PFS M Kaplan-Meier Hif#
(R : PD-L1 §ﬁ$zl%®ﬁ%‘§l§l AHX : PD-L1 HHRE<1% D AELR)



(2]
EpRLFEEIHERR (B9991003 3RER)
BFEBRIT, AR/ 7TV F=TBE 432/434 6] (99.5%) . A=F =78 436/439 4|
(99.3%) ZBD LI, BREL ORRBRFEZEETERVEESESR EWER) 1, %
NEN 414/434 6] (95.4%) KTF423/439 ] (96.4%) 258D bz, WFhh0RkEa
THRARN 10%U LOBHERIXITRO LB Tholk,

#3 VPROORCHERR 10% ORI
(B9991003 BAER) (ZREMEARATHBREM)

- Bld (%)
HENKRSE/EXE - = =
(MedDRA v21.0/J v21.0) ARV T X F=TRE A=F=TH
434 %) 439 51
4> Grade Grade3-4 Grade5 .4 Grade Grade3-4 Grade$5
2RIER 414 (95.4) 241(555) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
BBEE
TR 235(54.1) 22(5.1) 0 196 (44.6) 11 (2.5) 0
B 107 (24.7)  3(0.7) 0 148 (33.7)  5(L1) 0
N 96(22.1) 8(1.8) 0 100 (22.8) 4(0.9) 0
WG 207 102 0 68 (15.5)  7(1.6) 0
HIERR 24 (5.5) 0 0 74 (16.9) 0 0
—f% - EHFEER L UCBREEMORE
e 156 (35.9) 13 (3.0) 0 159(36.2) 16 (3.6) 0
HEe 62(143)  1(0.2) 0 16 (3.6) 0 0
4 S 41094) 5.2 0 54(12.3)  8(1.8) 0
FEIE D S HE 58(13.4) 5(L.2) 0 60(13.7)  4(0.9) ]
RELRR. BOERIS K UMRERRRES
BEEE 116 (26.7)  2(0.5) 0 12(2.7) 0 0
IR, PR 53(122) 6(1.4) 0 24(55)  1(0.2) 0
BB L O THRES
F¥ . RERROEASERR 144(332) 25(5.8) 0 148 (33.7) 19 (4.3) 0
®% 54(124)  2(0.5) 0 206  2(0.5) 0
CZopEm 53 (12.2) 0 0 19 (4.3) 0 0
BRRRE
KBRS 49 (11.3)  7(1.6) 0 1739  1(0.2) 0
ALT 880 57(13.1) 21(4.8) 0 43(98) 91 0
AST M 49 (11.3)  12(2.8) 0 48(10.9) 6@1.4) 0
/MRS 7(1.6) 0 0 61(13.9) 22(5.0) 0
RSB 1(0.2) 0 0 44 (10.0) 25(5.7) 0
mEEE :
& E 208 (47.9) 106 (24.4) 0 142 (323) 67(15.3) 0
Rt L USEES
BERBAR 86 (19.8)  7(1.6) 0 115(26.2) 4(0.9) 0
HEREE
RERY 56(129) 0 0 141 (32.1) 0 0
HEBRRABLUEAERES
EOEhTAE 52(12.0)  1(0.2) 0 24 (5.5) 0 0



BENASR /EXE bk (%)

(MedDRA v21.0/ v21.0) A 7:: 4/5"‘7# o 4 ”‘Z;;Jjﬁ
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
NS
FR MRS ARIE T 105(24.2) 1(0.2) 0 50(134) 1(0.2) 0
BE, hEBICLESHE
PEAITRE S RS 52(12.0)  7(1.6) 0 0 0 0
KB IO R EE
2l 9(2.1) 1(0.2) 0 73 (16.6) 22(5.0) 0
AR 12 (2.8) 1(0.2) 0 78 (17.8) 24 (5.5) 0
PRk E 6(1.4) 1(0.2) 0 79 (18.0) 34(7.7) 0

BB, B/ T XTI HICB O CRIEERERR 6 61 (14%). BEK 26 (0.5%).
FFHsEERE = 88 5] (20.3%). KEB% - EEOTHIZLH (7.1%) ., FRIREERERESE 122 61
(28.1%) . BIEHSEEREE 9 # (2.1%). TRAEHAERESE 2 41 (0.5%). 1 BUFERIR 2§l
(0.5%) . DFL 26 (05%). FIREE (X7 - NU—EEHEZET) 186 (4.1%).
R 55 (1.2%). EEGENE 18] (02%) KO infusion reaction 112 #] (25.8%)
WERD b, Fio. Bk - EEGRAER MK - HERESED A RN -T. &
BIEARBERIIEESS BRREERE2EL) 2BDHEABRETT.



4, HERRIZOWT

ARBEMFE L THERABRERE (L) SBELRTWAZ Ehb, Y¥HFEES
BYNCEETE IR THOILNERH D, TOLT, ARORENENREE L2
B - BEL. RROREICLVERLBEAZREA LEBICHIE T2 2 L B8SER
H. UTFTOO~Q@DF X TEMHLTRRICEWTERT A RETH S,

O HERIZOWT

D-1TED (1) ~ (5) ODVTHNICHEYTIHRTHDZ &,

a)EE%@kE#%ETé#A 2R RS (BB R A RE L AR

e, MU AR RREENL SRR, HIBRAARERER YY) (AfiTE 7 H 1 AR

FX 1 436 EER

() FFEMAERE (ER314E48 1 BEEE - 86 fisk

() FERRMBFIIEET 20XABREERER (BAREREER SRR, NADERE
WL, DA DREE R L)

(4) SFRACFEREELRBE L, SARCEREME 1 USSP RENE 2 Ot L1
WCHRDEHZITo TWAHEER (ERK294 7 A 1 BRFA @ 2531 HesR

(5) MEMEERAOGFEEMEOHREEIRIBHETo TWAKER (Fik 29 £ 7
H 1 BR&E 1287 HERR)

@ 2 WHIKIE DAL R OBUE R RRR ORI 4 0k - R E R SER (T
ROVTPRBIHLT SER) 5. SHBDRHORMICET BRROREH L L TR
BEInTWnWaZ L,

=

o ERMGHFIEE 2EOTBMIMERET L2 RBIT 5 £ EON ISEOBEENE %
ToTNBZE, 56, 2 FELUER, BAEYRELZ T E LEBFREEZOWE
PIToTWBA I L,

o ERIAFEES 2FEOPBHERZET L RIT 4E L OWRBRZOBRIHE 51T
STEY, 56, 2 FUEE, BHRBORNAEDEELSLNABKROBKEWE Y
ToTWABRZ &,

@ BRAOERLFREBROKEIZONT

ERXRGFRERIEFTIECENRB SN, BECENLOFEREBD, HHE -
REESEENFROEERVCEMEICHT 2 HHRIBH., AEEENRELLEEO
BEER, ERECNITONIHRHINE->TWE L,




® EBIfERDORIFITONT
@-1 BWERREEF O el iz B8 5 B

MEMRRBZEOEERBIERNREE LB, 24 BERRERIOT, HREHiRX
ICEERIRRIC VT, BB LUBER IS U TABREERR U CT EDORIER OB
EAREOKRENY BPICE LN, EDICHSAERERBEoTWS I L,

@-2 ERFEEEIC X A ESRAIGICET 2B

RABEICEED 2 EMN 2 MBROEELE T 2EREEESBWERT =5 V7
REDEERDRY ) —=r FEITVERBE L BRE{F TE LT — LAERFHINE
BENTVWBZ L, 2B, BEERICOVWT, BABELZOFRICHITAMS L
TnWaZ L,

®-3 BIER oMo RITEI L T

BIFER (RIEMAEBICZ ., FrgemEE, KBk - BEEOTH., NHwESE (7
IR . BIRMARREE . TEAKERE). 1 BERKE. OHR. HE - B
BRI, fEREE (X5« AV—EERE2ET) . BEE. infusion reaction, SR,
BZs - BEMEZs. EREASEEES) X LT, YHERSULEBERBEOFMEEZA
FTREMEEEL @EUEROBZERCE L THRERUIEEZ T OhEEMHCH
A L), EHICHEHURMENTE DEHINES>TVWDSZ &,
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5. BEXMNFLRHBE

[BahiEic BB+ 5 EH]

O ALFRIEED 2 WRIGYIRFREIIEBEO BB AE BV TARI L 7%
F=T L OFRBREDEREINREIATNS,

@ TRICEET2BEF AT AR ORERMERGFEICOWTIL. AR OB
MEINTELT, FRORERRLERL2,
+  IRBRmBIRE
o AH|OBAIRE
«  OTHFAOHIENTR S TWRWOFUEEEER & OB E

[Z2Mic B+ 5 EE]

O TRICEYTIBREFIESDVWTHEHAFOBRENERLINTWEZ Ehb, 5%
Tholanz &,
o FHIORSITH LIBBUEDOBEFERED H 5 BE

@ BEMOFEMBVTTRICEETIBEFIL O VTR, AFORSIIHBILZR
WA, OTEEEREN 2 WHAIBRY . EEICAK2ERTI L 2EE TS
28

s MEMMEBOSHIIBKEDOH D BE

o REGRE CHEREZRD 5 BE R UTREIME O S BRI 0 R Ytk i 2%
ZEOMICREMELR LN D BE

s HOERERBOAM, JITBMHRZE L IIEREED B CRERBDERR
D% BE

e ECOG Performance Status 3-4 #1 D ¥

&1 ECOG O Performance Status (PS)

Score EH

0

E{HERLFEHTE S, WAL FU R EERSHRRIITLS.

RERIZE LVEENIHIR S W 528, HITHRET, BIEESE - TORKIIITI 2R TE 3,
Fl: BORE, EHEE

BITRIRE TS DR DR O Z L 3T RCARELMMEERRTE 2, BHHRED 50%L Eix<y FATR T,

RONEESOEDEY DI L LHATERY, BHO 50%U L2y FOABFTIRIT,

lWiN

2BV, BOOEDREY DI LiEEL TERY, BRIy FIRF TR,
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6. BEIZRLUTERTNEEH

O HACESICMZ, BUEIRFEENRMT 2 EBHE I 25 & A O FFH K O IE
EROEDICHLERERE HPCEBRL THLERT S L,

@ BEBBICEY L. BEXRXZOFKRICASERVEREEZ+SHAL, AEL
BThoBETHZ L,

® ERBWERO<wXRXT AV MZOWT

BEERERR S bbNEZ EBHDDT, AROEREIZH > T, @@
ER (B, WEREEE. ) ORFEERUET X BREOCERS, #E
ST o 2L, £, BHEGE U THE CT, ME~—I1—S0RELHE
i A RPN

FFRL, FFSREREE, AR b5 Z L XH 50T, EHMICIHEER
7 (AST. ALT, y-GTP, B U A EVHEORIE) ZiTV. BEOREEZ+IIC
BRI L,

AR IRESEEREE ., BIBBERERVC TRRREESE NHOONDZLBHD
DT, EHECHSWHSEERE (TSH, b8 T3, #EHE T4, ACTH, M=V
F—NVEORE) ITHOZ L

AMBEE, ROE %EE%%%wﬁﬁ%ﬁ%anécaﬁhéwf\E
HAYICBREERE 21TV, BEOREZTHICBE T L,

1 BRI (BIE 1 BERB 2 S bbb, ERFEES F TV F—v R
WELZZEBHHOT, OB, B, BHZOEROFERLMBEDS LFIT
+S5EBT AL, | BERFREDNEACIERELZPLEL, A RD
AR DOBELEDOWE RLEEITIZ L, .

T4 TF VR, BE, BE, WREEES % E T infusion reaction 738
LbhbNAZLRHBEDOT, AFOHEIIEED infusion reaction (2 2 THR
BRSO T AR E T LCHMET A2, k72, 2EBLUED
K| EHFIT infusion reaction 3% HONAZ b HBHD T, BEDOREEZ T
SICEET BT L, 721, infusion reaction MBFR D GNZHBEITIL, HEEIRL
BEITH L L b, ERBEET I ETEEORREEZ+SICEETHZ L,
AFIOBREIZLY, BECHRERIGICEET 2 L& X b A1RL REBOH
EBRHbbhaZ b 5s, EENBDOLNHEAITIEK. BALEERIIN
U7-BEMRmE e BRBREFOEM & EE L CGEYSRERNRZE 21TV, BE
DHRBERIGIC X 3BEERARREDLN B BEITIE. AFIOKRFEIF I, RUE!
BRERNVEVRORESEZEZETEZ L, 2B, BIBRREFLVEVORE
WXV EWERORERRD bN2VHBEICE. BIBERERNVEVUNDEE
HFOBMLERETSZ &,

BEKRTHR, BOAR» OB ARB L TrLEMERARRER TR R3S
B, AFOBREKRTRICHLEWERORRIZ+LICERTHZ L,
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@ FRIOBERBICBNT, EESE0 M50 187 AL 6EES L. ZRLlE
. 12 B2 L A DT AT o TN e o b R BE . ARIEE LR
ZThERDFEREZITH Z &,
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EEEHEET A o4V
7)< (BiFHE#Z)
(B4 : SR F F R TEERE 200 mg)

~ R VA VR RS ~

T2 9E1 1A (SFREL 2 AKET)
A



Bk

A U KW =

IXC®Iiz

AH|ORER. 1ERBT

ER PR PR

RIZDONT
BExtRL 25 B%
BEIBLTHET NS FE

P2
P3
P4
P6
P8
P9



1. IXLDIT

EIEE DG - BAPEOREEO DI, R TESICE SN EEERERRK
b%néoéEK\ﬁﬁwﬂéﬁﬁmﬁﬁmib\ﬁ%%%%&&@iﬁ%&%ﬁw
g EEEARERBRINIT T, ChbNEXRZRCLERBECRET I
BREROEE L o TRY ., REMBOEE L WEDEARKSE 2016 (T 284 6H 2B
BHE) WBWThH, BFMERREOERAOREHEZRSZ s TWVWD,

FHREAMFER NI, KRERSCEEM T 7 7 A VRBEFEOERR LA LN
RARHILE™HB, 20D, ANERVEEHICET 2FRP+LSERTLETO
. OUHERLOBREYR SIS DL AE SN BFICALTERTS L & bIT,
BVERANRE LB LERR R &5 2 BARRR—BOEMFE R T ERBET
FERTAIENEETHD,

LEERoT, BAHA T4V TIE, BRBBLINETEBONTVWIEERSY
8 - BIRE EHICESE . UTOEESORERERZHET 280 0 BERER,
EZFROEEEELTT,

i, AHA RS54 ik, MiTREAERLERBBRAOME. ARdHEAR
FEEEESS  —BEEEARBEEARESROARERAEA B EARERFEEO
Bhob LER LT,

Rt b ip BEE D « AR F A EEERE 200 mg (—R% TV T (BiaTFHESR
z))

HE LR AMERUIDE | BIGEIRTRER A V& VRO

HELRARERVAR : BH. BARIEE TNV (EfcTFM#BEL) & LT, 1E 10
mgkg (KE) % 2 BREIFRT 1 R LT TRRHFET S,

RMERTEE  ANVIATT 7 —HERAEH




2. A O, (ERBF

NRUFFRFHE200mg (—RE - T_IV~7 (BEFEBZ), UT T&H) &
WH,) k. AT Eu— BB L b programmed cell death ligand 1 (ML F
PD-L1] &\ 5,) T2k MlIgGlE/ 7 u—F A HiETH 5,

PD-L1 iZ, £FENICBWTHERTFHEEICHER LT, B LY vk (T
AR, B MRk T F 27 4% 7 —T M) SICRHFE TS CD279 (BLTF PD-1] &
5.,) BT CD80 (B7-1) AL, AFSEZAHBETZLEZLNATVS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, 4 OJEBEMRICLRER L TWBHZ & (Int
Immunol 2007; 19: 813-24) ENW|EINTE Y, PD-L1 & PD-1 2/ L 7RI IX. [EE
FRRBSHTURAERN T AR» L OWEE2ERET A2HFO—2 L LTEXL LR TS,
Elo, ANVTNVHERBIZBWT, PDL1 BRFEHRALTWSZ L (Cancer Inmunol Res
2013; 1: 54-63 J2 TX Clin Cancer Res 2013; 19: 5351-60) ZENH|E XL TV B,

AFNX PD-L1 O#IRSGEIRIZHEA L. PD-L1 & PD-1 & OfEE ZRE L THAHER
Bz T MROMREEEEZEM T LEIC kY., EEOMBELZMET5EL
bhTW3,

AR OERABFICESSBEORERIGCLZBIERER D bbb, BENIIFEE
WELWEENRDH D, FROBREFRUERERITIT, BEOEELZOIITV. BF
PO OLNAEEITE, BRLUEBRIZGUEMN2AHE BRI OEN LBk
L CEEZERRZE 21TV, BEORBERISIC L 2BERARRDN I HAITIE, BIF
BEFRNVERORESEOBE2AEEIT O BERD B,



3. BRERR
RISEIREAR B2 A VA AABBRE O RS E 21T - Io E R BERBRBR OB L 77,

(FhiE]
EpsILFE T HRAE (EMR100070-003 FUER)

BEREBEZET ARIETRTER ANV NVERERED S H, /S—F A TIHMLFR
EEOH B ERE 88 6l (BARNBRE 328, /—F B TIMLFERERORVEE
29 FlEst&E LT, A% 10 mgkg % 2 BREIME TRIFHE L, 23— A DX
B Ch AEHETE, 31.8% (95.9%FREM : 21.9~43.1%, 2016 £ 3 A 3 BT —
BFHy vET) Thote, B, BRNCRE LZBRERZHRIL 20%THo7, /S—F
B ORIKREMER Th 5 EHRT O PRMITFERT 1X 62.5% (5S%ERXF : 354~

84.8%. 20164 12 B30 BT —F v vF7) Thole,
*] : RECIST HA T4 v L1RRICE-S S MI¥EIZ L 5 CR XL PR,
¥ . AR CILEMSE Y B & L= hRER A ER S TR Y, Al 0.025 2> 5 Y% EAFITIC
BT 54 B EOBEKE0.0045 23 LB A BAKEER A 0.0205 Z VT, SI%EBEXMEE
Hezz e lahi,
*3 . MR RIRER D 5 b, AFIHRE5BEAE 138U LBEShic 16 BI0ORR,

#1 AiHEEHE (EMR100070-003 3RE)

N—bF A NX—F+B

B (%) ¥ (%)
se&s=% (CR) 8 (9.1) 3 (18.8)
HsrEL (PR) 20 (22.7). 7 (43.8)
RE (SD) 9 (10.2) 2 (12.5)
#17 (PD) 32 (36.4) 3 (18.8)
PR 19 (21.6) 1 (6.3)




[Z&H]
EPRILFESE O HHRER (EMR100070-003 5RER)

BEEZII—F A86/88 Bl (97.7%). »3— b B 28/29 ] (96.6%) 1Z:BH b, &
RLEORRBERBPEETERVWEEEZII/N—F A 62/88 4] (70.5%). 7S— + B 23/29
Bl (79.3%) ICR/RD bz, WTNHO — F THEHARDE S%ULOBRHWERIITED &
BYThotz,

#£2 WO N— P TRERN 5% EOBHWER (EMR100070-003 BR8)

BERSR BE (%)

EARFE NR—F A X—FB

(MedDRA/T ver.19.0/19.1) 88 29 4

4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

2RIER 62 (70.5) 7 (8.0) 0 23 (79.3) 5 (17.2) 0
BBES

TH 9 (10.2) 0 0 2 (6.9) 0 0

i 9 (10.2) 0 0 1 (3.4) 0 0
—fE - REEER L UER SN
DIRAR

w3 21 (23.9) 0 0 8 (27.6) 0 0

|HAE 7 (8.0) 0 0 0 0 0
FFIRERESE

ALT M 3 (3.4) 1 (1) 0 . 2(69 1 3.4) 0
BEE. PEBIULEAGE -

EARES JKE 13 (14.8) 0 0 4 (138) 1 (3.4) 0
REBILURERER :

BARIBE 6 (6.8) 0 0 0 0 0

U R—E g 0 0 0 3 (10.3) 0 0

TEBD 0 0 0 2 (6.9) 0 0

ol RN Eii 0 0 0 2 (6.9) 0 0
R LU THGRES

Bz 8 (9.1) ] 0 0 0 0

& 5 EERE 5 (5.7 0 0 2 (6.9) 0 0

BRIk R RS 5 (5.7) 0 0 1 (3.4) 0 0

RE, 7= F ARV — P BRBWTENEN., MEEERSR 16 (1.1%) RUo
B, FreEEE 841 (9.1%) RO 2B (6.9%), KB#% - BEEOTA 14 (1.1%) KW
0 f7l, FUIRRRHEEERESE 5 B (5.7%) ROV 0 #l. 1 BUERE 1 (1.1%) RO 0 B, %
R« BRIERARIE 31 (3.4%) RNl (3.4%), #REE (¥5L - NV —EERY
i) 1161 (12.5%) RO28 (6.9%), BEEF26 23%) RO146 (3.4%). FN
infusion reaction 19 ] (21.6%) RO 54 (17.2%) AR/ LIz, £, BIBHIEREE,
DR B UMK - HIERIIFRO b2 olz, AEHERARTRILIZEESS (BRKR
EERELZED) 250EERETRT,



4. HEERRIZHOWT
%%%#abfﬁmﬁ%%E(QW%ﬁ)ﬁﬁﬁ%hfmé:&ma\ﬁﬁﬁﬁ&
BOCEMCTXAMBTHALER DD, FOLT, AFOBRENEN2BELD

l*’ﬁ-.
&b\

@

L. AFOREC LD BEREZBIERERER LLBICRET 5 2 L NGB
UTFOO~@0F T 2Tl BV THERT 5 & Th 3,

RiRRIZOUVT

D1 FED (1) ~ ) OVPhLICHEETIHRTHE T L,

0 R

@

€)

)

©)

B R ERE NI ET 5 B ASECEEILARRS EEFRSABREEILSR
B, MRS A ROEEEILAURRS, MRS AR Y) (ffieE 7 A 1 B
A : 436 HiaR)

K ERSEERRE (ERR314E4 A | BERR @ 86 JERR)

EE R EAMENEET AN AREEERRE (BADRESEERPL. 23ABHRE
B R, BARREEEERRER L)

AL EREZEFREB L. SSRCERIENE 1 35 bSZRIEIE 2 OWERREELE
TR B BHZATo TV SR (FR294 7 A 1 ARER © 2531 HiaR)
FAEMEERAS EERNE ORREEICRIBHEITo TV SR (PR 29 4 7
B 1 BEEA ;1287 fERR)

@ 2 HEEEEEO(LERER CRBIEARBRBEORIRIC R0 L BT OB
(FROWVWTRNICHLTAEM) 2. UHBERBOFAICEToEROBREEL L
TEEINTWD Z &,

&

E B FRE% 2 EOPETHELET L=%I1Z 5 £ OB AIRROBRKRIHE %
[TFoTWBZ L, 5b, 2 L EIT, PAEYREEZE L LZBRIBEFOHE
PIToTWAR T &,

E e RES 2 EOMBFELET L-RIC 5 E L0 R EEMIEEZROE
FRBREALTWAZ &,

@

B D E 3R A T E B O &I OV T

EXLEREERICRETIECENRBEIN, HESCENLOERED, Ao
LAMEELHEROTEROEMS IO 5 EHREL. AEERRRELLBEED
speedge A AGERNTITON A EEIRESTNA D L,



® EBUWEROMIRIZONWT
®-1 BHER BRI R ORI B3 5 Bk

MEHERRBSEOER2BIERANRAE LRI, 24 FEZDREH OT, Ykt X
EEHERICBW T, BERLUZBERIIE U TARERR O CTEORIER ORI
ERREOCHERNVY BFIIELIL. EBITHIGFRERERNESTND Z Ly

@2 ERREEEIC L 2 A FES NN 5B

BABIRICHED 5 EMNRMBR CRELET 5 ERAEENEERT=F )
REDEERDORY Y — =V FERTOVEBE L Bl E £ TE 55— AEREH &
BEhTWnWaZ e, B, BEFEICOWT, BABRELFOFEIZ+SICASMSR
TWAZ &,

@-3 BWER OREr-oXIICBI LT

BIfER (MEMMERICML, FEEES. XKBE -  EEOTH., AoWESE (F
WA REREE . BIBHEREE. TEABERES). 1 BIERRF. OHE. BHx - B
RAARE. RREE (X7 v - NV —EEHE2ETr) . BEE. infusion reaction, .,
B - BERESR., BEEMENES) T LT, YRERUDEBERSBEOEMEEHF
THEMEEEL BIERORZECHRIGICE L THRERVXEZZITONAIEHITH
L), EBICHEYIRAEN TE 2 EHBESTNWDET L,



5. RERRLRDBE

(BB 2 FER]

O (EABEIED 2V R OMEEREIED 3 5 RIA IR A /L /LRI B3

WTAROEDENTINTNS,

® TFTRIEYUTIBREZFICHTIEFORERMERFIEIZOWTIX, AFIOFZE

DL ENTELT, FROEE[RLRDLR,
o  fhoMEMEERLHAL REINDBE

[Z2tkic B3 58E]

O TRICEYTIBAFLCOVTHAFOBRERERLINTVD I 2D, 5%

1Tholhnz &,
o AFIORSITH LBEREDCEERO S 5 BE

@ BREIOFMICBWTTRICKET2BZIC o VLTI, FHlOREIHER S h2

WA, fLOIBEERIRER R WIRAITRY . EEICARZFERTIZLEBETE

B,

o BEMMERBOASHIIBFFEOHDBHE.

o MIWEBRE CRIERE LR 5 BE R OVEENE OB R ITIR IR M i
LOMICKEEEILR A LN D BE

s HTUREREBROASHH. IBMALRE L IIERED B DAEEBRDOBEREE
DHBHBE

ECOG Performance Status 3-4 ®0 0 3%

1) ECOG ? Performance Status (PS)

Score

=

0

< MR EHTE S, HRALALBEEFEFHIRRITXS,

1

PRI L WEBNIRIR S h 28, SITRIEET, BEERE > TOERITI Z LR TE 5,
Bl BVWFE, BHIEXE

HITAHECHESDOEDEY O Z L IXT S THEEEREEIITE R, B0 50%2 EizNy FATIBIT,

HlwiN

RoNTESOZFDOEY D & LMTERY, BPD 50%8 Ea -~y F2AEFTIRIT,

2L BTV, BOOFORED DI L TERY, B2y FIFFTBIT,




6. REIZBRLTHEHETREER

O W™IXEFITMZ, MERFGERENRET 2GRS ICESE AR OBER ONEE
FEROEDITHNEREFRE+SICHEBE L THhLERTIZ L,

@ BEBARICESDL, BEXIIZOFRCAEDIERVERELZ +S0BAL. AEL
BTrbRETHIL,

@ FERBEMEROEXY AV MEZ2OWT

MEMREBRRS ObNDZ EBHEZDT, AFDOREITHZ>Tit. ¥IH
R (B8, PRPREEE, BE) OmREUCEN X BREOEES, #i8
EHScATO 2, £, BEIZSUTHE CT, hiE~—r—%okEsrE
T DTk,

FFRE, FFSREEE, FABLLDLNE Z LR HDZ 0T, EHRICITEEE
Z (AST. ALT, y-GTP, E ULV E L EDRIE) 217V, BEOREZ 4T
BETDIZ L,

FIRIRHEREEE . BIEMEERERVU TERBERERNL Db Z XL 5
DT, EHRICHNZWEERE (TSH, 8k T3, 58 T4, ACTH, fih =L
FY—NVEOREIE) 21T5Z L,

AHEEREE. RATHEEBRSEOEEENHOLRIZZERHHDT, &
I CBEHREREZITV. BEOREBZTSICBERTH 2L,

1 BUBEIRA (BIRE 1 BUERE 2 5T) B bbb, ERFES, P 7Y F—T X
WEDZLRHBHOT, BiE, BL, EHZECEROEFALMIEED LHIZ
THERT A, 1 BERBEREDNZBACEIREEZPIEL, A VR
RIA OB E5ZEOFENRMBEITH Z &,

TFT7 4 7% —KIh, RE, BE, PREEELEL ST Infusion reaction 235
HNDZ ERHEDT, FROEEILIEED Infusion reaction IZ{# 2 TEA
BRIZ 720D TE 2 ¥EEEITo - ECHETH 2 L, k7=, 2BBEUED
AF|H 5-FFIC Infusion reaction BHLONA I L HHBDT, BEORELX T+
SIZERT BT L, 7238, Infusion reaction 23F2H S /-BEITIL, BE) 724
BEITH & &b, ERBEHET S TREOREL+SICEETSZ &,
AFNOREIZLY, BEOHRERISGICERTS L E 2 bh31x RERSR
BRbLbNDZLRHD, BENRODONZHAICIR, BHRLEFRIIL
U7 EM25me L IRBRE O EM &8 L CEEI BRI 21T\, BE
DHRBRIGIZ EHRIERBEOLONABEITIT, AFOREIFIE, RUE
BRESNVEVRIORESEEREZRTAZ L, 2B, BIBRKESLVE L ORE
RV BEEROHENRRD bNLRBRWVFEITIT, BIBRERNVE VUNDORE
HIFOBMLERTHZ &,

BEKRTER, AR LEIARB L CHLEERRRER T R8H 5
B, AEOBEHRTRIZOBIERORRIZ+SITERTEZ &,



AR OBERERRIZINT, RERB»H 1 EMIT 6 BRIZLE, ThIEL, 128
L ICEEDTE R ITo TV Z & 2B BT, AAREFILEMRICTHIROME
BEATH T L, '
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