HEBERSE 200 5
SfM5% 28 17H

# BT IR S AT = H S R B R

H A& X # & &
Blak JIlE#—

TR~ 7 GEETFHEZ) EFloREFEREESSA F T4 v
(Ao Vi, BHkam Rk VIR ERE) ©—SBIEIc DWW T

FREIY, AERBICEo CakRe2E ) ECHLRL BT T,

BEiconwT, BEFBEEE - FIEFAERERLEEEHERL Y., B0t By
EEEREDIVELZDOTEMOEWELET,

SHCLHOL CARMERN D, BESBICAMNTE 2 X5 BEVHL LT E T,
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4 Ff1 5 £ 2 A 9 B

ZREREME  EHF

EAFBEEE -  AEFEREXLFEEER

TRV (BEFEBRZ) MEOKRBEEREETA KT A
(AT VRS, BMARER OREE EERE) O—EKIEICD
WT

L%, BRIZHOWT, BIRELO LB MENRE. REFTRET XK UHR
Ko@eEEE® (B) BECEMLELEZOT, #THO L, BREE~DH
MEIALIBBEVCLET,



FAIKER 02095515
A f 5 4% 2 8 9 H

EAESBHEEE - AENERERAFEERRE
(2 B oA K )

TANTT (BEFHEBZ) BAORBEEREET A T
(ANT VR, BHEER ORE ERE) O—HKEID
WT

REMBOGEE W EDOEARTE 2016 (FrL284E6 A 2 BEBRE) 0B
WT EFHNEERMOFEAOKENHELZRZ ZEREVATNEZZ L2
T EFHNEERLZ2EICLERBERICRET 22D CREFEAHEET A R
FA U EERTAIE ELTWVET,

TN T (BeFAERLZ) ®A (REA : AR F A ST 200 ng)
EANTVHEROCBMEEICS L TERT2BOBESFTEII OV T,
BREEREETA R4 LT (7R (BEFEEEZ) 8A0EE
FRHEET A N7 4 v (BHRE) OEREROREFEABEET A T4 (A
N VRREEE) O—FREIEDWT ] (ST 12 A 20 B i) EWA I E 3%
1220 1 SEAFBEEE - AEHLREELEEEHRERMN) . RKE L
BRI L THEATIEOBEEE L DW L. EREFEREEY A FF 14
LT 7" v<wT (BETHEEREZ) BAOKREFERMEES A FT74 v (R
B ERER) OFERRIZOWT) (SFf1342 A 24 AFHTERAREER 0224 1
SREEAGBEEE - AEFAREXLREEEHBREEN KXV RLTER
I ATY,

SR, TN T (B L) ®BEIIZOWT, EFH LI EBMATE
DYEFTR O s 4 FEZLERBMUE I REFERHEES A F74 0 DE
BNZHONT (FFn44E3 A 31 BRTEEER) Kk vEmEExN4E L2
W SR EFERAEET A R V20O EBVHRELELIZDOT,
EENOEREBEROCERICHTI2AMEZBEVLET, B, KEROK
BHERAWETA K74 03, BIlEBED LB T,



B ARKBHOBELIZHOWT, BIEEOBBRHAEE CIZRHT 5D T, &0
OB LEIBIET,
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1. XT®IT

EIR S OGHME « ZRMOREDT-DITIT, BT TESICESWEERERAK
HEND, ST, TEORFEMOELRIZL Y, FURERR 2 L OEHRILFTRE
FAMFERANEARZINIH T, ThHDOERBAZEICHERBEICEMT I LN
REROMRE L 2> THY ., BEMBOER L EDIEARSE 2016 (FRL2846 H 2 AR
BRE) ICBVWTYH, EHMERMEOFEHORENMMEELZNS Z L sh TN,

FHERAREEERSIT. EEERSZEE T u 7 7 AV BBREFEOEEGR EH LI
BRI enbb, 20D, AOERVOEZEEICET2REHRP+IERTLETO
M., YSEERGOBELZMIZTDH I EPEFINIBFICH L THEMAT D & L bIT,
BWEANRBR LI NERNIRE L2 2 LN AR —EDEH 2T T ERERT
ERATHZENEETHD,

LERoST, AHA RFA T, BEERESCINETIELN TV S EFEE
B - B RHICES X UTOEERORBRERZHET ZBA» D LELREMR,
E2 TR OEERHEZTT,

B, RHA RIA 0T, MMITBUEAERLERBSRAGHE, ARHEREAR
AEERIEEYS . —RAEFEA B ABEEARES R OAREMAEAN B KBEERERD
BHob EER LT,

AL AERKE,  ARUF A ST 200 mg (—i%4 TV T (B FER
zZ))

R RAMEINE  ABIBEIRAGEAR A V7 VARG

HELRAAEROEE : BE ., RAICIEIT <7 BaFfEkz) LT, 13 10
mgke (KE) % 2 @RI T 1 RIS B0 CRE#ET 5.

Bl IR B ¥ E AN FT 7 —v RS




2. ARIORE, /ERBF

NRUF A RFEFHE200mg (—i%4 : TIv<7 (W Flsz), UT &% &
WH,) IE, Astr— 7 #0REER Lzt M programmed cell death ligand 1 (BATF

PD-L1] & 9,) 1T 5 MMlIgGl &/ 7 n—F LHETH B,

PD-L1 i, EFERNIZBWTHERSMIEBSICERA LT, EEELEZY voEk (T
Mg, B MK CTF2I0F 5 —T M) FCRBET S Cb279 (LT TPD-1) &0
7o) BV CD80 (B7-1) &#A L. MBEISERAICHIEY D EEZ 5 T35 (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 i, 4 OEEMRICLEHR L5 2 & (Int
Immunol 2007; 19: 813-24) EMRWMEINTHE Y, PD-L1 & PD-1 24 L= RKIZ. BB
HRASTURAF R T ML 0RBEZET AMFO—2 L LTEZLN TV,
T, AT VHIREIZB W T, PD-L1 8RB L TW\Wab Z & (Cancer Immunol Res
2013; 1: 54-63 }2 U Clin Cancer Res 2013; 19: 5351-60) ZNHE LTV 5,

AKX PD-L1 OHIREAMEIRIZ#ES L. PD-L1 & PD-1 & O#EA % PHLE L TR AFURE
By T MBROMREEFEEZHEMTI L%k, BEOHMES»MET5 &2
LT3,

AR OERBEFICES BEOREINC L 2BERSR S bbh, EEXIIRET
WCEDREEDRH D, FROREFROEEZICIT, BEOBEL+HHITTV., &%
HFRD DNTHAITIE, FE L7=F RIS U B 7 ik & R & Fr D ERT & B
LU CEg) 2 EABE 21TV BEOCRERISIC X 2BWEAR DN HEITIL. BT
BB R VE R DB EEDOBE IR ILEEIT O LB D B,



3. BRERHRSE
BILTIBREETR A V7 VIR O AR IS 21T - - ERBEARRBROBEEZ =T,

[B%hE]
EFRILR S T AERER (EMR100070-003 #UR)

EFRER A AT A RIBEIRREER AN VHERED S L, X—F A TIHLFEE
EEOH D BE 88 Fl (ARKANBRE 3FI2ET). /¢ b B TIHMEHRIEEORVEE
29 EREHE LT, &K 10 mgkg % 2 WM CARBEE L, 73— h A DTEFHH
IEHE ChHEPET L, 31.8% (95.9% XM : 21.9~43.1%, 2016 F3 A 3 A7 —
AHy hAT) Tholz, 2B, FANCHKE LEBERDRIT 2060 TH- 7, 73— h
B OFIKFMIEE ThHEHER O FMANITER? 1T 62.5% (95%EEXM : 354~

84.8%. 2016E 12 H30 BT —F by +47) Tholz,
*] : RECIST H A NS4 > L1RRICES S MM HEIZ X D CR XX PR,
¥) . ARERTIIENESME B L L-PRBINER SN TR Y., Al 0.025 25 HEEFRBITIC
BiF B4 E EOBEZAEE0.0045 #Z LAV EEKERR 0.0205 % AT, 959%FHERMEHE
HizrzZdeahiz,
*3 . ERMERRITRIBER O > b, AR EEKE 13 BUEEESN: 16 flORER.

#1 AR (EMR100070-003 3AER)

SR— kA ~R— 1B

BilE (%) FlER (%)
52455 (CR) 8 (9.1) 3 (18.8)
HoEZ (PR) 20 (22.7) 7 (43.8)
&E (SD) 9 (10.2) 2 (12.5)
#1717 (PD) 32 (36.4) 3 (18.8)
RN 19 (21.6) 1 (63)




[Z 4]
EFRELREIZE OB (EMR100070-003 335R)

EEFRIIS— 1 AB6/B8 il (97.7%). ~%— b B 28/29 1 (96.6%) 1Z3B®H b, A
FEDRRBENEETERVWAFEERII N— 1 A 62/88 il (70.5%). »S— ~ B 23/29
il (79.3%) WZRBD BN, WTNNO/— N TRRAEN 5% EORERIZT TR &

XY Chol,

#£2 VWThhro A — N TRERRN 5% E0RIER (EMR100070-003 335R)

BEMKHE Bl (%)
EARE R— KA — KB
(MedDRA/J ver.19.0/19.1) 88 131 29 43
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5

£RIER 62 (705) 7 (8.0) 0 23 (793) 5 (17.2) 0
BIBEE

TH 9 (10.2) 0 0 2 (6.9) 0 0
Ei 9 (10.2) 0 0 1 (3.4) 0 0
—fi% - EEEER L URERA
DIRRE

B 21 (23.9) 0 0 8 (27.6) 0 0
&m0 7 (8.0) 0 0 0 0 0
FFRRE R EE

ALT 3850 3 34 1 (L) 0 2 (6.9) 1 (34) 0
BE, YERBIUCAESHHE

BEAEE S /& 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
RFB LI OREEE

BABHE 6 (6.8) 0 0 0 0 0

Y —E 0 0 0 3 (10.3) 0 0
EERD 0 0 0 2 (6.9) 0 0
& bV o AMAE 0 0 0 2 (6.9) 0 0
EEB X UE FRGgESE

323 8 (9.1) 0 0 0 0
% 5 FEIE 5 (5.7) 0 0 2 (6.9) 0 0
BEIR IR B 5 (5.7 0 0 1 (34) 0 0

B, N—h AROUN— R BlZBWTZENTh, FEMERER 16 (1.1%) KU0
B, ATHSREREE 8 A (9.1%) K241 (6.9%). KiGHK - EEDO TR 1 (1.1%) K
0 . FREEREREE S Bl (5.7%) ROV 0 Fl, 1 BUEERA 161 (1.1%) KBOC0 B,
K- *ﬁfﬁ(‘%ﬁﬂﬁww (3.4%) KU1 (3.4%), #MRESE (¥F7 2 « AL —fEEHE
Zie) 1141 (12.5%) B2 (6.9%)., BEEF 246 23%) EUO146] 3.4%), N
infusion reaction 19 {8 (21. 6%) pAGEE ! (17 2%) DR LT, F-. BIBHEERESE.,
DR EOMESR - BEERIIRD DN roT-, AEVERAXRBERMIIEESES (BER

EERE %EU)%EH%JF%%TT



4. HEFRITHOWT

AFNOF G NE 2BEEZZH - BEL, AFOTRSICIVEERBERZREIL
RIS T A Z ENRMERED, UTOO~QD T TR HmERIZBWTHEA
THERNEXTH S,

@ Rz oOVT

@JT%®(Uﬂv6)®%fﬂb:i%#émﬂf%é*k

() EAFSBRENEET S BADEEER SRS EEMRS AZRESILRR
h HUIE S A S RE L SRR, HURSARERRZ E) (FfxdE 7 A 1 B
436 HER)

(2) BEHEERE (EAL31F4 A 1 AR : 86 MiR)

() FTEMFBRMENBETHINABREEFRE (BABDREERERPT. 25 ARFE
Wb, BASEEENEERRE R L)

4) S RAGFRIEEZHFE L. SREBLEREDEE 1 ISRIERCFRED
Bl OWEREEICEDRHEITo Q0 2% (ERK2947 A 1 BRFR © 2531 feg )

(5) PLEMREEAILS EEME OMXELEIRDEHEIT> TODHERR (K 29 4 7
A1 BEEA 1287 %)

@ -2 HEEMEERE O ERE R ORIERRBRF ORI 5 72k & i8R & FF-OEAD
(FROWTNICEY T HERM) 25, SE2ERORRICET 2IBRORMEA L L

TEBEINTWDL I L,

B

o  [EMMGEEUER 2 FEOWEIRHERET L1-1%I2 5 FULEOR AIBEDOERIHEZ
ToTWAZE, 595, 2 U EIT. PAEDEEZE L LEBERIEEFZONE
BITHoTWAHZ L,

o  [EMGIFREE 2 EOEPHERET L% 5 £ O GEEEGZEOR
EEBREZAEL TS T &,

@ BRENOEEMFREBEOEKHICONT

EER GBI H T 2 EEAEE S, BEAE, D OFRED. A
AP SELEROTER CEMSIN T 5 IEHRY, AEFRERE LLHED
MEERE, ERFEOHIITONEEHIBESTWNEZ L,

® BHERODOXRITONT
@-1 BIVERI R O bkl iz B9~ 25 B

BEMEMR RSO EERBIEANRE LTZERIZ, 24 FFEZEERIOT, Hikhiax X
IEEMESR TV T, BB LZBIERIDES U TAREER O CTEDORIWER DERNIZ L
ERREOKERNY A FICE LI, BELICKHIRFRZRERIES>TNWD I L,



@2 ERHUFE T L A FERAINICET 2B H:

PNABEICED DEMNZMRE CREEZE T 2EREFENBIERE=2Y v 7
EEDICERDA Y J—=0 T E2TVERE L EREZER TE 55 — L EREHINE
fHEINTWBZ L&, 2B, BREEHICOVWT, BABE LZORERICHHICAM S
TWaHZ &,

@-3 BHEH 0ZIr-Cx B LT

BIVER (MEMMERBICINZ, IFHEERE, KBX - EEOTH., AowEE (B
WIRSREEE . BIBHRREES. TERAMERS), 1 BFERKF., OHR. Bk - B
RUMRIE, MIREFEE (X5 v - AL—EEHEZETe) . BEE, infusion reaction, M,
M % - BERRZE, EEMENES) 1oxt LT, YR TR EEMEOEMME2H
THEMEEEL EERAOZEMRICE L THERUVCXELZITONALMEITH
L), EBITERAEN TE BEHNESTWSD I &,



5. BREXNRLLRHBE

(B A5 2 %EH]

D (bLFEERO2WRUMEREIERE O H 2 IRIGUIBRTEER A V7 Vil BE 2B
WTAFOBEDENR RIS TV D,

@ TRICEYTIRECKTHERFOFBEROERGEICOWTIE, FAIOHE
PRELINTELT, FFOTRERRL R LRV,
o hOTIEMEESH AL TIRESNSBE

(Z2MicB+ 5 FH]

D FTRIREYTABFIZOVWTIIAFOBRENEZEEINTVWEZ b, 5%
TNz b,
o AH ORI LBBIEDBEERO H 5 BE

@ BEMOFMIBNTTRICEYTIEREF IO VTR, AFOREIHES LR
WS, LDOTARRBREFEA L WGEEICRY , EEICAFEFER T LeBETE
%o
o MIEMRERBOAMHUIBEDH D BE
o WEEGRE CREE 2R 5 BEE K OVEEME O KA R O Rt ik
LD RIERE B H b DBE

o HACAEERBROAM. UTEBMNLRE LIIERED B CRERBOBRER
D DEE

e  ECOG Performance Status 3-4 =V DBE

(X1 ECOG ¢ Performance Status (PS)

Score E

0 |&<FBER<EHTED, BRI AL AEAEIHRRZ TR D,

AERICE LWEBIIIFIR SN 328, SITARET, BIEXERE> TOERIITI 28 TE S,
Bl BORE, EHEXE

2 |BATAETAYOEOEY O Z F 3T TAREEMEEITERY., BFD S0%U LRy FATEZT,

3 BoNFTFESOEOEIOZE LITERY, BFEO 50%LL EE~y FARFTRIT,

4 (£ iFiv, BEOEOEY DI LiTe TERY, B2y FARFTERIT,




6. BERZBELTHE TR

PR XEFICONZ, MERGEEDRET 2EEEICE S & RF O feM R ONE IE
ER DI DITLERERE T HICEBMB L TrLERTRZ L,
IBRFAMBICHELD, BEXIZOREICHEIERVEREEZ +OBHAL, RAE%
BThoEETHZ &,

EFREMERDOwR AL MTHONT

@

@

MEMMRER D LbNSZ LNRHLDOT, RAMOEBEIZSH - Tit, I
FER (BEliv, MPIREEE, %) OMREOEE X BREOERS, 82
BT 2k, Fin, HBEIIEUTHE CT, mMF~—b—%S0ORELE
wTaZ &,

FRe, IFREES. AR H oD ERH 20T, EHMOICIFEEER
& (AST. ALT, y-GTP, B U NEVZFOWE) 21TV, BEOREEZ 2T
BeTsz L,

RIS EREE, AIRMBEEERVOTERBERERHbDOND - b5
DT, EHAITHNWHERERE (TSH, &EHBE T3, BEHE T4, ACTH, M =v
FY—NVEDORE) #IT5 T &,

AEEEE, REETHEEBREOBEERH LMD ENRHEDOT, &
I BRERE LTV, BEORBETAICBIRTDZ L,

1 BUBERR (BUE 1 BERA 2 E5T) bbb, ERREMES b7 F—2 R
WCEDILEMBHDOT, BB, Bl, BHEOERORERLMEEMED LFIC
+HEETSHZ L, 1 BERFENEDNZHAICEIREEFIEL, f XY v
KA OB EZEDOBORAEEZITH Z &,

TT747F 00—, FE BEE WEEZ#S% ST Infusion reaction 7%
LbbNBZeBHHDOT, AEOEEIZIEE®D Infusion reaction (2 2 TEBA
BRI+ 072D TE 22T - L CRtsT 52 &, £7-. 2EBUED
A 5BFIZ Infusion reaction B3H HLONDZ E L H B DT, BEDORELZ+
DICBET B Z &, 728, Infusion reaction MER® LN T-HAITIL. B /4L
BxITH> L& bic, ERMPEET S ETCREORELZ +HICBRTIZ L,
KADEEIZLY, BEOARERISITERT S L E 2 b dHEX REBSRK
EBRHLLNDZERH D, BERBOLNLHAIIT., BHRLEERIIN
C7- B2k & R & FFoEAN & B L CE B2 21T\, 1BEE
DRFERIGZ X DRIWERABTLN A HEICIE. AR OKRE EHIE, ROE]
BERESNVEROBRESE2EETH L, 2B, BIBEERLVEYOKE
WXV EWEROBERRED bR WHEIZIE, BIBRRERLVE SV UNORE
mHRFOBEMEEET S &,

BEKRTH, WAL LEIARBB L TOLEERRERRT A NS
O, AROBERTRICHBIERADRRICHHICERT D Z &,
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REFEHHEETA FFA v
TRV T (BFHEEEZ)
(BR®L : R FF RFEHE 200 mg)

~ T i e o ~

FTEEL 2 A (R 54 2 AWET)
BAS A




B

N W R W N =

X C®IT

ARAIORL. TERERF

B IR AR

A eI ANE
BEXNREDBE
BB L TEETREFHE

P2
P3
P4
P9
P11
P12



1. IIT®IC

EEHOFNE - ZEMEOHFEOTHICIT, B STEZICESW-BERFEHRSK
HDod, LT, IMFEORFEEMOESIZL Y, FUEERR L EOEFROLRHHE
ABFEEMPAREINDIP T, INODOEEMZELERBEICRMET I N
WREOBRBEL - TEY ., BREMBEE L EDEARFE 2016 (FK 2846 A 2 A
BRE) ITBWTH, BEFHERSEOHEHOERBELHESZINDZ L LS TWVD,

FRMEABTEER T, EEEACEEE T 0 7 7 A VTR DEHS & B 55
BRBZERDD, 0D, AOMERVCEEMICETIERN+LEETZIETO
M, YZEEGFOREBELZMIZIT 2 LPHMESNIBEIF L THERT S L &I,
BIEARREE LEBRICLER IS Z & 5 2 L NI —EDEM 2 - EFET T
FHATHZENEETH B,

Lo T, KA RTA TR, ARBREESLINETIBELILTWVWRESREES
B - BRI RMICESE | UTOEEKROFEE R FERZHEST 28805 LB RE
EXHFRVEEFREZRT,

RB, KHA RTA 0%, MIATBHEANER L ERBEREHE, AREFEAB
KEREREER., —&REFEANR RBRERABES RO —REEEAN B ARBRBEESD
BADL EERR LT,

MR ERDEIRS  ARUFFEREHE 200 mg (—KE : TUL<T (Gl ik
z))

MR ERDPREIIHE « RIGTIRRAE I TEEBE D BHIE

ARERORERVRE : 7R F =T LOHIIBWT, @E. RARKE TR L<7
(M z) & LT, 1810 mgkg (AE) % 2 BREBBT
1 B DL E 20T C s 5,

BE R B EE: ANINASFTr—<BRKEH

(B%)
AV TAZEImg, FEESmg (—&SE  THXUF=7) OPREXIIDR., BERUH
2

ZHRESFZNR - RIAUIRTEE T O B aE

REEVHE : B8, RARKXTSVF=7E LTC1ESmg% 1 B2EERAOKET 5,
B, BEORBICLIVETHEB TS, 1E10mg 1 B 2EE CHEE
-F% 60



2. AF O, 1EREF

SRR T A EEEEE200mg (—i%% - 7L~ (BT z). BT IEH) &
W) 1. AT AL F T 7 —~<EEREFABA%E Liz & b programmed cell death ligand
1 (ULF TPD-L1] &\W5,) x93k hEBIIgGl €/ 7 n—F AHETH D,

PD-L1 i1, AAHENIZBWTHRFERTHERZCRRA L TR, EHEbLEY 385k (T
Mg, B MEAR G F = F4% 7 —T M) SICEET D CD279 (BLF [PD-11 &\
5,) KOt CD80 (B7-1) ¢#A L, RBIGEFAICHE TS LEZLA TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 %, FEx OEFMIICHREHR L TWDHZ & (Int
Immunol 2007; 19: 813-24) % HE SN TEY, PD-L1 & PD-1 &/ LRI, BE
MANFIEESRN T MEH S KBS ZEMT IMFO—2E LTEXILN TV D,
F7r . BHRAEICEBVT, PD-LI AEBR L TWA I EERHE I T3 (Cancer Res
2006; 66(7): 3381-5)

AKiT PD-L1 OFfASMERICRES L. PD-L1 & PD-1 & OFEA ZHE L THATURSF
By T MISOMIEEESEEZERT 2 LZIC Ly, BEOEELIGIT22E2
HNTN5D,

AR OVEARFICE S BEORERISICE 2EWERE R bbb, EEXIIET
WEAFREEN D B, AFOHESFROFERITIE, BEOBEEL LTV, BF
NI LN HEEITIE, BRLUA-FRICE U-EMN 25 & RREFOERM L EE
U CEE 2 ERZ M 21TV, BEORERINC L 2EWERAR DN B EITIE, BT
BRERNEFOBREEZEDBEERAE ZIT O LERDH D,



3. BRPRERAR
RIGUIBR AN RE ST E 1 O B HIIEE O AGRRRI M 21T » = ERBRRBR O RE %
T,

[(B@htk]
= BR2E (R 25 MAHRASR (B9991003 k)

ERRIER O 720 IRIGBIBRASEE MU T e M DY A A B i 155 886 51 (H
AANBE 6THIEET) 25 LT, AFETXF=7 LKL CIT TAH
/THRF=T] EWnH,) M R=F =T Y U ABE (T IR=F=7] &
2.) PORMMERORZEENRET Sz, EEFMEEB X PD-L1 B BFICBIT 5
EREAFRR LUF IPFS) &9, ) RUSAEEHE AT fos] &vwd, ) T
HY., BIRFHEEE & LT PD-L1 OFEBREZ MR W2HBHFICKIT S PFS KO OS 23K
ERRY gt

PRI ORER 201886 A208 T —F by b4 7) | KB/ 7 * v F=7#IZPD-
L1 Bt EE SRR KO PD-L1 OFRE b2 WEBEITBITH PFS DWW TFIZOWT Y

A=F = TRICK UTREH FRICE R RIER 2R LT,

*1: AFIL 10 mghkg % 2 BEMB CRFEHFELE, 77X F=713 105 mg #BKAEL LT, 1H
JERORE L,

¥ RA=F=T0X, 6BMEEIFA70ELT, S0mgx 1R 14 BRRARE L%, 2 BRIKEST
DR%E - RE:r ST,

B EANBICFRBEREICTE Y 2 - F AT T ) AT 4 v 7 ZAD [N 54 OptiView PD-L1

(SP263) | AV AEMEMEFREICL VM I, EBEHEZICBITS PD-Ll #RALIZRE

IR HH 5EIAD 1%L EDE-EIZ PD-L1 B L i & hi-,

1 AR (89991003 3AER)

PD-L1GMERE £ SREEM
ARTEET gy |PVTEYT | 2cr=p
=7H (290451 =78 (44451)
(270%1) (44251)
PFS™ | shgefE (A) 13.8 7.2 13.8 8.4
[95%ClL] [11.1,NE] (5.7,9.7] [11.1, NE] (6.9, 11.1]
/NH— KR 0.61 0.69
[95%CI] [0.47,0.79] [0.56, 0.84]
FfRlIpfE*2 <0.0001 0.0001
0s FRiE (H) NE NE NE NE
[95%CI] (21.3, NE] [21.0, NE] [NE, NE] [21.0, NE)
NP — R 0.82 0.78
[95%C1] [0.53, 1.28] [0.55, 1.08]
Fr{RIpfE™ 0.1911 0.0679

Cl: fE# XM, NE : #ERTA, *1 : WMIBEHEIZE-S3<, *2 : ECOG performance
status (0, 1) RUHEE CKE., #75F - B3 —o /X ZOMOHME) 12k 5ERI
Cox tbffl Y — FEF VR ORI log-rank #R &




9
;mz 8-
W oo
o FE/T XVF=TH
F 5
Bz,
3
2 R=F =T
0.1
00 - | _ _ a
0 2 4 6 8 w 12 14 16 18 2 2 2
HE(EAE|TIT bR (B)
At risk £
R/ THYF=T 30 2 25 14 120 76 53 32 03 13 3 1 0
A=F=7 a0 20 172 19 85 49 3 16 13 5 0
0
9
|
M7
mo .
£ KA/ T X F =T
an
7]
2'|
on—i A=F=THE
o~ ; : ; i : : i
0 2 4 6 3 10 12 4 16 18 20 22
HEVEBE|ITH O ORI (A)
At risk #
AF/THLF=F M2 36+ 3 /0 193 127 9 5T 2 M 8 1 0
AZF=T 4y e 271 192 144 90 64 29 20 s > 0

1 PFS O HEIREHTRED Kaplan-Meier Bhi## (89991003 SAEk)
(kX : PD-L1 BBEAEER. TR : £REER)



(PD-L1 REHIRGLH DA ZIE)

ERLRFIMAERRE (B9991003 3§k ICHAANLNAZEOF —Z IS,
PD-L1 BEREFCREANRT E T o EIEROREMEOBERIILLTOLEY TH
277,

BREZDOWT, WFho PD-L1 BEHEOH v hA7ETH I v A T7HEUEROSK
HOEM &L HICA=F TR E B L= AR/ 7% > F = 7 B2 511 5 PFS OIER SN
B b=, PD-L1 BRELRS SO EER DRI K E VB bz,

72%, PD-L1 OFBEFIZL LT, AFORZE2MT 07 7 A MXRETH -T2,

2 B9991003 RBRIZ BT 5 PD-L1 BERFD PFS

PFS
PD-L1 %3 w5 piEx PRAE [95%CI) AP—RET .
(HA) [95%CT] REFR7 0O piE
FE/TERF=T 132 16.1 [9.7,NE]
<1% ) 0.89 [0.609, 1.308]
A=F=7 120 11.1 [6.9,17.3] —
KK/ T¥F=T 270 13.8 [11.1, NE] ’
21% A 0.61 [0.475,0.790)]
A=F= 290 7.2 [5.7,9.7]
BE/T7THF=7 293 16.1 [11.1,NE]
<5% ) 0.73 [0.566, 0.943]
A=F =T 271 9.8 [7.1,12.6] —
AE/THRF=7 109 12.5 [8.4,NE] '
=5% N 0.63 [0.432,0.913]
A=F =7 139 5.7 [4.4,9.4]
I/ 7FF=7 363 14.7 [11.1,NE
<10% g . [ ! 0.73 {0.581, 0.909]
A=F =7 359 9.1 [7.1,125] R
KE/ T xR F=F 39 13.8 [5.6,NE] '
=10% . 0.48 [0.260, 0.886]
A=F=7 51 42 [2.8,6.9]

Cl: {E#XM. NE : #ERF], *1 : ECOG performance status (0, 1) RUMS CkE., #7F -BWIa—nv
2R, TofoME) EERET L LIZBRICoxtFiNY— FET L, *2: OF 58, OPD-LIERKAEWL
@57 LPD-LIREVRIL & OREEAZEERE L Li-CoxitfilH— FEF L

wo - 500
v o L
an AT . | \":., + )
£ . N AT R F =T & - Ry FH/ T XF =T
% o0 ‘1._‘ '\—‘_1__\ % o + .: -;_._.' 1
S s '\-._.L‘_ 1 o =y 1'"‘”__'
£ [ B ey - T " —
Z;?__; 01 - S - $ a3 1
- 02 Z:g_:7g¥ [H] 2:7—:7\# |
al a1
a0 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$x EEBEIFT AL O/ (H) Atrisk$ EEAEF T o08M (B)
AR/ THF=7 270 227 205154 120 76 53 32 23 13 3 1 0 FA/TFF=7 132 105 90 72 54 40 31 18 14 6 2 0
A=F=7 290 210174 119 85 49 35 16 13 5 0 A=F=7 120 97 78 61 50 35 25 10 5 2 1 0

X2 B9991003 FRERIZI31T 5 PD-L1 FBLEFD PFS @ Kaplan-Meier B
(£ : PD-L1 #EER21%DOBEFEF. AKX : PD-L1 BRHEE<1% 0O BELER)



[Z 4]
ERSHRFIAAERR (B9991003 FRER)
HEESII, AF/7FF T8 432/434 il (99.5%), A=F =7 436/439 fi
(99.3%) IZBH BN, EREL ORRBREITETCERVAEESR BIER) 3. £
FLFI 414/434 6 (95.4%) K1V 423/439 B (96.4%) (ZRB® billz, W DR G
TREEN 10%UL EORERIZTRO LB THoT,

#3 WThhr OB TREED 10%2 EORWER
(B9991003 FRBR) (MR SRER)

mHENXKYE OEERE - ‘..{m;k(%) —
(MedDRA v21.0/J v21.0) AR/TELF=TR A= g
434 451 439 4
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5
£ E{ER 414 (95.4) 241 (55.5) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
BEES
T 235(54.1)  22(5.1) 0 196 (44.6) 11 (2.5) 0
=0, 107 (24.7)  3(0.7) 0 148 (33.7) 5(1.1) 0
ams 96(22.1) 8(1.8) 0 100 (22.8)  4(0.9) 0
Gt 42 (9.7) 1(0.2) 0 68 (15.5)  7(1.6) 0
LB 24 (5.5) 0 0 74 (16.9) 0 0
—i% - £FEER X OREHAORE
g 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0
BB ZE 62(14.3)  1(0.2) 0 16 (3.6) 0 0
HESIE 41 (9.4) 5(1.2) 0 54(123)  8(1.8) 0
FETE D JAE 58(13.4)  5(.2) 0 60 (13.7)  4(0.9) 0
MR RS, HERE L OHEHRES
FEREE 116 (26.7)  2(0.5) 0 12(2.7) 0 0
R [ 53(12.2)  6(14) 0 24 (5.5) 1(0.2) 0
KBRS O THRERES
Fi - DERFOETSEER 144(332) 25(5.8) 0 148 (33.7) 19 (4.3) 0
%95 54(12.4)  2(0.5) 0 42 (9.6) 2 (0.5) 0
7 5 FEE 53 (12.2) 0 0 19 (4.3) 0 0
FRARIRES
K& 49(11.3)  7(1.6) 0 17 (3.9) 1(0.2) 0
ALT #5710 57(13.1) 21 (4.8) 0 43 (9.8) 9(2.1) 0
AST £/ 49(11.3)  12(2.8) 0 48(10.9) 6(1.4) 0
/N 7(1.6) 0 0 61(13.9) 22(5.0) 0
$F A ER B 1(0.2) 0 0 44(10.0)  25(5.7) 0
mEEE
& i E 208 (47.9) 106 (24.4) 0 142 (32.3) 67 (15.3) 0
Rt L UREESE
RERHIE 86(19.8) 7(1.6) 0 115(26.2)  4(0.9) 0
IR REE
LR R 56 (12.9) 0 0 141 (32.1) 0 0
HERARB L UEAHREES
=i 52(12.0)  1(0.2) 0 24 (5.5) 0 0



Bil% (%)

&®=EFANKRSTER /EXFE

(MedDRA v21.0/J v21.0) AT S L= =R
434 431 439 151
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

B IEE

F R R RE(E T A 105(242) 1(0.2) 0 59 (13.4)  1(0.2) 0
HE. TELEXUCLEAIME

EAZAE D BUS 52(12.0)  7(1.6) 0 0 0 0
MEB LY SR EE

=yl 9(2.1) 1(0.2) 0 73 (16.6) 22 (5.0) 0

M/ MRIERAE 12 (2.8) 1(0.2) 0 78 (17.8) 24 (5.5) 0

SF P ERBUE 6(1.4) 1(0.2) 0 79 (18.0) 34 (7.7) 0

BB, BB/ T FF=THICBOCHEMEMNEER 6 f (1.4%). X261 (0.5%) .
FFHEREREE 88 5 (20.3%)., KB - EED TR 31 61 (7.1%). FIRIGHEREREE 122 41
(28.1%) . BIEHEREREE 9 il (2.1%). TERMAHEAERESE 2 6 (0.5%). 1 BHERF 2 4
(0.5%) . LFHER2H1 (05%). HREE (X7 - NU—EREEHEZEI) 1861 (4.1%).
EEEE S B (1.2%). EEMHENE 1461 (0.2%) KO infusion reaction 112 5 (25.8%)
BROONTZ, T, HR - BREHRADER UMK - MERIZRD bRl &
BIERRTLRIUIEESFSR BRREEREFE 250 2 30EHERETT,



4. HEFIZOWT

AREME UTHARKERE (&FFFE) HMBEELATNEZ b, YZEL
BEWERCTEXARBRTCHILERND D, TOLET, AFOBRENENREELD
B - BE L., AROREICL W EERBEEAEZRER LRSS 5 Z BB ERK
B, UTFOO~BDT R CEMITHRICEBWTERTLINETHD,

D HERITOVWT

D-1TFED (1) ~ (5) OVTNNITEYTIMERTHDZ &,

() EESBREREET S BADREENARSE EOEMN RS ABREENL A
. HuEkHs A D EOEEILARRE, RS ARERER Y) (fcE 7 A 1 BE
F: 436 HEE%

(2) BrEHEERNE (ER314F4 A 1 BREA @ 86 fifR)

() HEFFRMENEET 5N ARREEREE (BADRKESREER. NADIRE
BB b, BAREEHERIT R L)

(4) AFFREZELHRE L. SREFCEREDRE | XUMRIER L RIED R
B2 ORISR ERICE S BHAEIT > TV A HEsx CEAL299F7H 1 BEFR @ 2531 fERk

(5) HIEMEERLTEEME O EEIR S RH2ITo TV SRR (AL 29 4 7
B 1 BEFA : 1287 figk

@ -2 BB O & ORIERREBRBE OIS I+ 2505 & R 2 FFoER (T
ROWVTRNITHEL T B ERM) 25, SERRBOAFICET 2 BRORMEE & LT
BEIhTWnbsIE,

*®

o ERMGIFERER 2 FEOPETHERET LI-RIZ 5 F£L LD ATREDBRKRIHEZ
FoTWBZ e, 95, 2 FL EIX. BDAEYERELZ XL LEBREEZOHE
FIToTWAI L,

o  EMRIFEER 2FEONBIHERET Lz BIZ 4 EL EOMRBRZOBRRIHEL T
STEY, 95, 2 FLLEE., BHIEDONAEMEELZ ST NAIBEOBRKIHEL
ToTWAZ L,

@ BENOERRMEHEROHEHICOVT
ERAERERICHET s FEENEE S, BECENbOWREN. A
L RMEO RO BER CEMSEIC T 5 ERR, FEFRNRELLBAO

BT, SAECIIATON B AR TS Z &,



® EBUERADMRRITONT

@-1 BI{EAIRBE OIS AHIZ B3 5 B
MEEMEBREOEERBERANRAE LB, 24 BEZFEHIO T, YiEhR X
IREERRIZRB W T, BB LUEZEER IS U TAREE R O CTEDORIVER OERNT

ERREOKERPYARICB LN, BEHICHILAREREFRINES>TND I L,

@2 ERREFHIC X 5 A HESNGITET 5 B
BABRICEDLIEMN 2B E OEES AT EENEENEERT=5 Y v 7
ERBOCERDAZ V) —= v FEITVEIRE L EH2IH T 5 F— LEREHMNE
S TWaBZ &, 2B, BlEEFIZOVWT, PABREZE L ZORKRICFHFSICEIEL
TW3BZ &,

@-3 BHEA o2 Br-oxt B LT

BIER (MEMEMERICMZ., HEBEEES, KBk - EEOTH. NoWEE (B
WHSREREES . BIEHMERS. TEARERES), 1 BERE. Lk, Bk - B
BAEE, MREE (X7 - NU—EEHL2STr) . BEE, infusion reaction. FEZ.
Mgk - BEIREAR, BEEME/IES) 1O LT, YR ULEBMERSEBOEMMELH
THEMEEL L EHEAORE-OHSICE L THRERUVXESZZ TN LMD
5ZL), ELICHERAEN TE BEHNES>TWEZ L,

10



5. BeExtRLiRoBE

[BzhiEc B3 2 FH]

D LRI O 72\ W IRIE SRR RE U IR O B BE BV TAA & 7% &
F=7 L OFABREDOADEI RSN TVD,

@ TFRICEYT BRE KT EARAOBERMERFIHEIC OV TIE, FFOAZIEL
MEINTELT, FHOBRERRLLRLARY,
o IRERFBIFRE
o FEIDEHERS
o OTAHOAEMENRI N TRV OB & OfFRRS

[ZetticE3 2%E]

D FREEYTIBRFZOVWTHEHAFIORENET LI TWDSZ b, BEE
Thlkwnw &,
o AFIORESITH LIBBIEOBEER O H 5 BE

@ BEIOFECHENTTRICEYTHIRFIIOV UL, FFIOREITHES L
WA, OTRERIRE S 2 VWEAIRY . BEIXAKEERT L E2EETE
B
« MEMREBOAHIBEEOH HEBE
o EESRE CRIEE 2R 5 BE R OVEENME O KU SRR R i
LD IIEGE R H O D BE

s HEGERBROS(., ITEBMHMLRE L IXEREDE CARRREDOBRER
DOHHBE

e ECOG Performance Status 3-4 # D DBH&E

(XD ECOG ? Performance Status (PS)

Score EZ

0

AR ESHTED, FHRAMLEA LA EEBSHRGITZ D,

PIAREIZ B L UVEBNIAIFR S D 28, ATAIRE T, BAERRE > TOERIITI 2B TE S,
Bl BOFRE, FHIEE

SAFARETHNDEOE Y O L TN TAREMEEIITE 2V, BH O 50%L BT~y FATHZT,

B lwN

BHh-BA0EOEY DI & LI TEARV, HPO 50%L L2y F2RF TR I,

2RV, BAOEOEY O LITeL TERY, TRy FOEFTEIT,

11




6. BEBELTEETREIE

O WEXEFIOMEZ, WEBGTEEPRMT 2 EBEICE ST AR O R UNEIE
ERDT=DICHLERERE+SICER LU COLERT LI &,

@ REBRLRICEN D, BRENRIZTOFRKICADIEROERELZ+SHAL. AEL
BTrbkETarZ L,

©

ERBWERD=X Y A Y MZHOWNWT

FEMEMRER D LONE ZERH LD T, RHOEEIZH o Tix, Y
R (B, MERREE, ) OmERUINE X BREO XM, #2
QAT &, Ee, KBS U T CT, MF~—r—S0RELE
DT E,

JFR2, IFEEEE, FARH bbb Z ¢85 50T, EHRNICITIEER
& (AST. ALT. y-GTP, E U I EVZDHIE) 21TV, BEORELZ I
BETZ L,

FIRIRBEREREE | BIBBEREROTEARREREERD DN I ENH S
DT, EFRNCHSWMERERZE (TSH. EBE T3, &R T4, ACTH, =L
FY—NEORIE) 2175 Z &,

AEFEE., REEHEEBREOBEEENDLLNDIZLNHZDT, &
HRICBHEEREZITV., BEOREZ+DICBETI 2L,

1 BERRYR (BIE 1 BUREIR R 2 2 de) b obbh., BERFEEY 7 F—3 R
ICEDZEBHDZOT, AW, Bl BHEOEROBHELMBEED FHIZ
+THEETDHZ L, 1 BERE LN ZEAICII/EGEHFIEL, ARV
HHAOBREFOENLLEEZITO>Z &,

TF7 4 7F—its, FBE, BE WRNEHS% 5T infusion reaction 253
LPNBZ ENHBEDT, AFNOEEIIEE D infusion reaction |2 X TEA
FRC 275G D TE D HEFETo 72 L CHT2 28, £/, 2EEUED
AF|# 5 RFIZ infusion reaction 23 N A L b HAHD T, BEORESZ T+
SICEET S &, 228, infusion reaction 252D LNT-HFAITIL, BWH) /4L
BEZITo L &bz, ERVBEETEE TEREORESZ FOICEBERT S Z L,
AHADEEIZLY , WEOHERIGICERRT S &EZ LN D2 RRELR
BEHOOLNDZ DD, BENRBDLNEZEEICE., BRLEEFRIIN
CT-BMM 2 & BRE2FOEM & L CEYZEZE 21T, BE
DHRELEFIST X DBIERAPRON2HEITE, AR ORE TH I, ROE
BRESNVEVROBRS%2EET DI, B, BIBREERLVEOHKS
XV EBHEROBENRD b RWHEIZIE, BIBRRERVE VN DORE
MHFOBMLEBET D &,

BEXRTH, ZEEAHOHEIVARB L COLEERRAREAT I b5
O, AR OBREKTRICHEWERORBUC+SICERT B I &,

12



AF|OFEFRRBRIZBW T, EEAZIV T 5 18 VAR 6 BRI &, Z1L LA
3. 12 BT LB E T T2 L2 BE I, AFEREGFIIEHMIZ
PEOMEREITH Z &,
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REFEHREET A 1 v
TRVT (B TE#Z)
(ARFE4 : SRV FF RIFHEE 200 mg)

~ PR b B~

SM3E2H (Ff54E2 AKED)
JBAEFEA




=R/

o oA w N =

ZUHIZ

AEI ORISR, 1EREF

FRPR RAR

ik iz-oW\T
BeExtG L B BE
BEIZELTHEETNEER

P2
P3
P4
P7
P9
P10



1. ITHIC

EEBOFNME - BEMEOTREFEOT-HITIE., BTN XESICESW-BEIERFERSK
Hohd, 6T, MEOREFMOESIZL Y, FEREEGZ EOEFHRTHE
ABFERLBARBEINAIT T, TNLDOEERZEICHELRBEICERMTAZ L
@%@ﬁ%&ﬁorkw\ﬁ%%ﬂ@ak&i@%ﬁﬁﬁmw(imm&mﬁzaﬁ
EAE) ICBWNT L, EHMEKSSOFERORBILHELZINLZ & EN TV,

FACESFERLT, BEERRLZEE Y0V 7 A UBBEAFOERL LA LM
BR2ZE03HD, 20D, EHERVLZEMICETIERBN+S5EET HETO
F, YZEEMOBRE2B ZI 2L PHBENIBEICH L TEATS & LB,
BIVEARRE LB LB & 5 2 L N —EDEM 2/ /- EHe#p ©
FRTAEIENEETHS,

Lo T, KAA RTA4 0 TiE, BBEEECINETIRELN TV BERE S
B - BFRRHIC RS | UTOEEMORERFEHZHET 880 b LEREME,
Ez R OEEEEERT,

RB, BAA RF7A4 0%, MIATEIEAERK G ERBEROHE, ARHEHENR
KEEREREYS., —MREEEAN B RBERNBES R OC—KRAREA B ARREBR 2SS
OBIDEL EERR LT,

S &R DERS  ASRUF A REEE 200 mg (—fk4 : ToUL< T (BT
z))

HRERDMENINGE : RIBVIBRFRE 2 REE _ EREBIC BT 2 {LERIER OHERFRE

ARERARMERVAE : @F., KA TNV~ T7 (BaFHEEZ) LT, 1H 10
mgkg ((KE) % 2 BRI T 1B LT TABSEET 5.

Bl EIRGEEE: ANIANT Ty —<HR2H




2. ARIORK. TEABF

ISR F A EEEEE200mg (—i%4 TV w T (iR L), LA TARAF) &
W) X, AT AL FT 7 —< RSN BEFE Lz b b programmed cell death ligand
1 (BLF TPD-L1] & H,) IZxrd 5tk FMlIgGl £/ 7 u—FLHEThH 5,

PD-L1 /&, AEPRICBW CHRERMESICRR L TRY  EEELRZY v 5K (T
ML, B MARCTF=2I4%7—T M) ZICKHTH CD279 (BLF IPD-1] &w
9,) RO CD80 (B7-1) ¢fEAL., RENELZAICHETZ2LEEZLN TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i¥, FE4 OEBMICGHEER L TVWEHZ L (nt
Immunol 2007; 19: 813-24) ZRHE SN TR Y, PD-L1 & PD-1 41 L7I=REIL. &S
MBANHEESRNZR T M, ORBEZEMT AWFO—2L LTEZLN TV,
70, REBERBIZBWT, PD-LI BEHLTNDI I LEPRESINTVS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8)

AF[13 PD-L1 OHIfasMERICES L. PD-L1 & PD-1 & DA ZHAE L THRAGLREF
BEy7e T MIaOMIESENZERTI 2 L EC LY, BEOEEEZIMGETS L& X
LIl T\W5,

AHDOERABFICESBEOREGC L 2BEAENH bbb, EREIIET
ICED AN H D, AFIOBEFROEERICIT, BEOBEL TSIV, BF
WD LENTHEAITIE, BB U ERIE UM 2 Mk & R E B oEAm & Es
L CHEEI BRI ATV, BEORERINIC X DEIEAREDN D HEICIE. BIR
FEFRNVECRIOBREEDEDRNVEEZIT O LE»DH D,



3. BRERE#
RIGEIBR T RE R IR & EREREIC BT DL RIEE ORI RIE DO AR M 21T =
ERERRBROKEZ T,

[FziE]
ERRIEFES NI AR (B9991001 FER)

T FTREEEL—RIERE (4~6 A 7)) ITCTREBETHRD LN TV
VY, IRIGUIBRNREZRIREE LREAE 700 B (AARNBE 13HEET) ZXHELT,
A & Best Supportive Care (LLF [BSCI1 &v9,) OfFfAEE (LUF [A#FI/BSC) &
WH,) & BSCEMREDHEER CZEMSPRET SNz, FRIEITOKR (20194
100A 21 B7—%Hy bA7), EEFHEER & &7z PD-L1 OXBREMbDRVWERE

UUTF T2BF) Lv),) KUPD-L1GHE?BEICKIT AL4EFHE (LUF Tos) &
VN9, ) IZDWT, AKI/BSC B BSCEHIZHR L THEHERIICEEREE 2 LT,
*1: AFNT 10 mgrkg % 2 ERIRIRG CAREE LT,
2 REABMEEREIC L Y. ROWTR R T 54 % PD-L1 Bk HE L.
o JEFMMO 25%L EITBRENEDHLND,
o EBICEE L REEROEIA D 1%EHOREMBID 25%L EIc RSB b,
o EEICEE L REMROBIE D 1% OREMIZD 100%IC L ERRD b,

F1 AR (B9991001 3ABR)

eRFES PD-L1 B BREEM
AFl/BSC BSC AH#I/BSC BSC
(n=350) (n=350) (n=189) (n=169)
0S HoE (H) 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3,NE] [13.5,23.7]
NP —FH 0.69 0.56

[95%CI] [0.56, 0.86] [0.40, 0.79]
Flp{E 0.0005 0.0003

BSC : Best Supportive Care, CI: 8K, NE : ##ERA, *: ~RIEZREORRBEDR (2
FHRIIHHED. £F) RONRES (bY. 221) X585 log-rank RRE




10

09 i
08
07
-9
4 06 \\
% 05 e \"\wmm A /BSCH
£z s m,_‘. B

03

0.2 N
BSCE
01
0.0
0 2 4 6 8 10 122 14 16 18 20 22 24 26 28 30 32 34 36
EMEAE Y 05 ORI (B)
At risk3

AH| BSCE 350 342 318 204 259 226 196 167 145 122 8 65 51 39 26 15 11 5 3

BSCEf 350 335 304 270 228 186 153 125 105 83 68 55 41 33 18 12 9 2 1

10
09
0.8
0.7

AH| /BSCH

0.6

05

HRHEH>

04
03 BSCE*

0.2

01

00

[ 2 4 6 8 0 12 14 16 18 20 22 24 26 28 30 32 34 36

EEBBIFTno08E (A)

At risk3%
A%|/BSCE: 189 185 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8 4 2

(5]
—

BSCHE 169 165 152 132 113 8 76 67 54 45 37 30 23 21 12 8 6

1 0S OHEIAENTHED Kaplan-Meier Hi#j (89991001 3ABR)
(X : £AFEF, TR : PD-L1 BHEREER)



[Z2iE]
EERLLRZS N MERBR (B9991001 FER)
AEFERIT, AHI/BSCHEE337/344 61 (98.0%). BSC B¥ 268/345 5 (77.7%) 12388 5
N, BRELORRBEBZRETERVAEFEER EWEM) X, 20 EH 266/344 f
(77.3%) ROt 47345 il (1.2%) WZ@RH iz, WTFhhrORSEH CRRER 5% L
DEERIZTRO LBV ThoTz,

F2 WTFNLrOBTEERR 5% EORIERA (B9991001 3RBR) (ZZLMARNT R4 H)

Bl (%)
FERRSIE/ EARGE AF/BSC # BSC &
(MedDRA v22.1/J v22.1) 344 {51 345 {3
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2B 266 (77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
—i - EHREEIRS LRSI ORE

' 34(9.9) 0 0 0 0 0

JE 33 (9.6) 1(0.3) 0 0 0 0
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