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1. IZT®IZ

RS DA N« L EPEDHARD T2 DITIE, TR SCESE IR S @ IE 22 233k
HHND, 6T, IHEOREFITOMEAIC LY | PURERN 2 E ORI 25 BE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MEXDFE L 72> TR Y | RFMEGER & SCEO AT # 2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

BORMERM A ER L, EEERSCLZ 2T 1 7 7 A VBREBEFOESR G &5 2
B2 enNbD, 20D, AWEROLZEMEICET 2 ER N+ T 2 ETo
M, YZERLOBRELZBZ T EPHHINLBEFICHLTHERTL & L BT,
BITER DT LRI MBS & & D 2 & WS AThEZe — & OB &35 7= - R R ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHICEE S & | DIT O BEIE S O fei 728 2 HEdE T 2 8Lins & LB R 8L
B2 IR OEEFHE T,

I, RKHA BT A 0, MSATEOE N EE G EREEGRR AR, AmrEEEAR
KREGRIES 2. —MAtEN B ARBBRNEES K OASHENEN B R ER T2 0
Whob EER LT,

RGe L I BEIREL - SR F A ETEEHE 200 mg (%4 ToUL~ T (s R
Z))

MR ERDBEIHE « RIGUIBRREEZ2 A VA VI sE

HELRAREROHE  @E . AT~ ~7 GBFHHEZ) LT, 118 10
mg/kg (KE) % 2 @B T 1 EFRLLE2 T TR 5,

G RE EEH D ANV FT 7 —~ S




2. AHN DR, VERBF

PN F A STHEE200mg (—%4 TV~ T GBI R Z) . LT TARA] &
WoL) E, AT Eu— 2t L7k b programmed cell death ligand 1 (LLF

[PD-L1J &\ 9,) 2325 NMllgGl €/ 7 a—F AUk TH 5,

PD-L1 I&, AENIZEB W THIR RIS ICHBLL T | EHb L2 88k (T
MG, B M N F = T 0% 7 —T fifld) FEI2HIT 5 CD279 (LT [PD-1) &\
9.) MUY CD80 (B7-1) &ifc L. MEISEZAICHIETLEBZ 26 TWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, Fix OEFMAICHIEEL TS 2 & (Int
Immunol 2007; 19: 813-24) “ENHE SN TE Y, PD-LI & PD-1 24 L7=fREIX, B
AR DS PUR SRR 72 T MR O OBEBEEZ BT 5T O —2 L LTEAXA LN TS,
F72. AN VRIS W T, PD-L1 238l L Tu\wb Z & (Cancer Immunol Res
2013; 1: 54-63 % UF Clin Cancer Res 2013; 19: 5351-60) 2235 ST 5,

AFNE PD-L1 OFMIASMEEICHE S L, PD-L1 & PD-1 & DA % [H5E L TN AP
B e T ARG EFEMEZRT 2 2 E&IC L0, EBORIEAMHT5 &% 2
5 TW5,

ARFNOVE IS BEDORERISIZ L DRWERERH b biv, HEXIIET
(CEDWREMEN D D, AFOREG PR UREGRIZIT, BEOBEL 75TV, B/
WERO BTG AT, FEBL Lo FRITIE U M 22 ek & B8R 2 R SRR &
L Tt 22 8RR W 2 A7\ I O SOSIC XD RIER 2 B b 5561213, Bl
BB AV RO GO Y) IR ALE 21T 5 MENRH D,



3. BB
RIBYIBRANEE 7R A L2 VMR E O AGREF IR 2 17 - 72 B 72 Be R BR O il 2 7n 37,

[ 2]
BRI [R S T AERER  (EMR100070-003 345R)

EIREE 2 AT HARIGUIRAGE /2 A L VIR E D 59 B, S— kb A Tl LR
EREDOH LA 88 il (AARNEE 3 HIxETe). /~— F B CIHMEFRIERO W EE
29 izt Gr e LT, ARAI 10 mg/kg & 2 B HFIR CHREHE L2, 2S— ~ A O FZREHfh
HETHLZFETIL, 31.8% (95.9%FHIX M : 21.9~43.1%. 2016 4= 3 H 3 A7 —
L1y NAT) Tholz, i, FANIHRE LTEBEEREDFEIL 20 TH o7, 73— b
B O RIKFEME H T 5 RN O FRBEHTRE RS 13 62.5% (95%(E X H : 354~

84.8%, 20164F 12 H30OHT—¥ v "4 7) ThHhot,
*] : RECIST A K7 A > 1.1 I EES <MSHEIZ £ D CR XL PR,
*2 . ARBR CIXAIMERMZ B9 & U2 P BT 235 0E S TR Y . Al 0.025 2> 5 43 AT IC
Bl 54 H EOFBEAKYE0.0045 %75 L5 W2 HEKUER M 0.0205 2 VT, 95.9%(FHE XM %5
Hizz L,
*3 0 HIMWERRNT RIS D 5 B ARAIFR 5B 13 L EBIE S 7z 16 o E,

#1 A& (EMR100070-003 3ER)

R— kA X— B

% (%) Bk (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
w0755 (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
#17 (PD) 32 (36.4) 3 (18.8)
P BE 19 (21.6) 1 (6.3)




[Ze 2]
[EI B L[] 26 1T AHRRER  (EMR100070-003 F5%)

HEFERIT/S— N A 86/88 ] (97.7%). 7~— K B 28/29 il (96.6%) IZ# & HiL, &K
HEDOREBEBNEE TERWEESFERIT N~ A62/88 % (70.5%). 73—k B 23/29
Bl (79.3%) IZRO BT, WIT IO/ 3— F TRIEN 5% EORWERIZTED &
BYThHoT,

#F2 WIFNHD/N— N TEERN 5% EORIER (EMR100070-003 3R58)

ZRERIR A B (%)

FEAGE N—hA X— kKB
(MedDRA/J ver.19.0/19.1) 88 15 29 3]

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

2EIEH 62 (70.5) 7 (8.0) 0 23 (79.3) 5 (17.2) 0
B Ik

T 9 (10.2) 0 0 2 (6.9) 0 0
GV 9 (10.2) 0 0 1 (34) 0 0
—i% « R EER X O SEAL
DARRE

957 21 (23.9) 0 0 8 (27.6) 0 0
I ) 9E 7 (8.0) 0 0 0 0 0
JHREE R P

ALT #4/n 3 (3.4) 1 (1.1) 0 2 (6.9) 1 (34) 0
BE, hEB L OWESGHE

HEANTAE D RO 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
R L O EREE

Bl Bl 6 (6.8) 0 0 0 0 0

U o—E8n 0 0 0 3 (10.3) 0 0
IRERFAD 0 0 0 2 (6.9) 0 0
KT R Y 7 A ME 0 0 0 2 (6.9) 0 0
FREF X O ALk

5895 8 (9.1) 0 0 0 0

& O PEIE 5 (5.7) 0 0 2 (6.9) 0 0
RN IN A 5 (5.7) 0 0 1 (3.4) 0 0

B, N AKRON— b BIZBWTENZEL, BEMERZER 16 (1.1%) R0
B, FFHSRERE S 8 5] (9.1%) M O2H1 (6.9%). KiGFHK « EEO FH 16 (1.1%) KO
0 B, BUIRMREEREREE 5 61 (5.7%) KLUV 0 i, 1 ALHEIRS 1 61 (1.1%) J&OY 0 f5il,
K« BRRUBRRIE 361 (3.4%) KON 1B (3.4%). fEE (X7 « NU—JERERE%
o) 116 (12.5%) K261 (6.9%)., BEEEF 246 (2.3%) KOV 14 (3.4%). N
infusion reaction 19 %l (21.6%) K541 (17.2%) BNRDHNTZ, E7-. BIBHERENEE
DR L O ZE - BEERIZFRO SN2 hr o T-, RBIERRBURIUIB#ES: (FRMR
BEAE L ET) 2 E0EFRKRERT,



4. FERIZOWNT
AHN OG- EE IR EE Z2W - FrE L, AAIOTRGICL Y BELREWEHZ BB L
BRI D Z E R0, LTFOO~BD T T &= a2 B\ VT
THRETH D,

O MERITOWVT

D-1 Fi2d (1) ~ (5) OWVTNMNITEYT DR THDHZ L,

(1) EAFBREDTEET 20 A FE LR (BB IR DS A2 R HE L S
Be, s A RGEERL SR RE, MRS AR ERPE R &) (BRIt 7 H 1 BRF
S 1 436 fiti%)

(2) HFrTkgEERPbE CERK 31454 A 1 BRGA : 86 fipk

(3) FBENFRRENENFRE T 203 AR FEEER P (03 AR E T, 23 A2
Bat J1mile, S AU IEEEEHERE R 7 &)

(4) S RACFFRIEE 2R E L. ARG L FRIEZRE 1 SIS RIEG L P RIE 2 %
B2 Ofak FAEIR D B 21T > T D ek CEEC2947 A 1 HREA 2531 fiak)

(5) PUIEEMEREBFINL T SN Ol B UEI AR D B AT > TV Dl CERk 29 45 7
A 1 B 1287 Jifigk

@ -2 SRR DAL R E K ORIVE I FE S OGS 147 70 Ak & #EBR & FF O BE Al
(FROWTINITEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOWHINHE Z1E T L7221 5 L E O AR D EERIHE &
ITHoTWAZ L, 956, 2 4L BT, DASEWEEY T & U ERIEESOWHE
EITHoTCNWH T &,

o [ERRFFIGR 2 FEOMBNHE ZE T L7-&RIZ 5 ELL L0 B EMENELT 20 O i
REBRZA L TWVD T &,

@ BENOEXRLFEREHOEHITOVNT

EEMERE ISR T 2 ELE AR E S, REIEEEN D OFRED, AoE -
REMWEIRLOEROE L CERS SR 2R, AEFZERRELLED
W, ERHELNITON KN - TnDHZ L,

® EBHER D@ 2OUVT
®-1 BIWERRBLRE Ot A B3 2 B

PR R O BEE R BITER 2354 LB, 24 BERIRIRIAHI O T, Sk X
TEEERERR (23 T, BB L 7 BERICIS U CABEE B L O CT ZE O EIEMH ORI
ERRAEORE RS Y HHIZE O, EHITRIGFTREZRAHI N > T D Z &,




@2 ERNEEEIC L 2A8FFRMICICET 2B

DN AR B 2 ik B OB RE A2 9 D IR HE DNEER =X U v 7
EHEOIERDOAY V== T E2ITOERE & HFREZ LA TE 55 — ARG
S TWbZ L, 2B, BEAEHICHOWT, DAUBRE L ZOFEKRICHFDICEMEN
TWhHZ &,

@-3 BHER OZMWroxt M L T

BIER (RVEMERRZR BTN 2, IFRRERRE . KGR - HEO TR, AoinkEE (F
WIS RERE =, FIRAREERS S, TRMAMAERE), 1 BUBRIA. LR, Mk - SR
RUAEIE, sk (X7 2 « NU—JEBERELZ 5 Tr) . B, infusion reaction, L.
g - BEESS . EEIEMGMEESS) 1SR UL Y RkHE % ST B E R B oD B A A
THERMEEE L BEWERAOZKLRISICE L CHRER T EAZ T N5 H
52 &) EHITEYZRLED TE DKM > TG Z L,



5. BREXBRLERDBE

[ 2hic B2 FrE]

O ALZEFIEE D 720 R OMLFFRIEIE D B 2 IRIRUIBR A EE 72 A L7 )V HIE B 28
WTAHIDOHMER RSN TN D,

@ TERMIREY T D HRE IR T D ARAN O G K O B>V TR, ARANOHFZME
DEEL SN TE LT, AAORGIG L2570,
o fhOPUEMEEAIEOFH L TR S DB

(ZtEicBE§ 2 F1E]

O TRICHEYTIEFICOWVTEAAOERGEN LR LI TNWDLZ D, BE%E
TN &,
o KRBT UIBBUE ORBEERED & % BHE

@ BEATOFHIZIB W T RIS T 5 EZICHON T, AFORGITHER IR
WS L OTRBERIRE DN 2 WIGEICIRY | EHEICAFZEHT L2 L2 ETE
%

o MEMMZEROEI IIBEOH 5 BHE

o HaEE AR A CHRIE R 2580 2 B K ONE BN O HUH Bt 2 <0 gy M it ¢
EDOMICRIEMEZEALA B B D B

o HOWREEROEOE, UXEMN R L IXFEREMO B % B O BE T E
DI % B

*  ECOG Performance Status 3-4 =V & &

(1 ECOG @ Performance Status (PS)

Score EFR

0 |[&<MERIEITE 5, BMAlL [ U A EAEENHIRZ <ATX 5,

PRI LVEENIHIBR S D 03, BTAMRE T, BAIEERE > TOEREITTO T LN TE D,

Ul moss, s

HBATRBETH D OHOEID O Z L33 X CTRFEZAMEEIZITE 220, HH D 50%LL Eid~< > K4 Tilh 29,

3 RONTZASOEDOEY D L LNTEXR, BHRO 50%L L2y Rk i zd,

4 | E&<BETR, BOOHDEY O LiFEL TERY, BRIy R+ Tl I3,




6. BEZELTHEETREFIH

I SCE TN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E R ERE B L T BRI 2 &,

TRIRBAIRICHESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroETHZ L,

FERBEIERO~RT A MZONT

@

@

MEMEMEERNH LDONDZENHDLDOT, AFOEGIZHT--> T, ¥H
SR CEEIAL, PEIRREE, k) OREE R OMTE X S o S, Bl
AT 2k, £, HENZS UTE CT, i~ — T —S0hm&%HE
T HZ L,

AR, FEREE ., R H LD Z e 50T, EWRIZIHERER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEOREZ 15712
BT L,

FUR IR RERR S . BB MR E L N T BAEERENH L DNDLZ D H D
DT, EHENHNIEERER A (TSH, Rt T3, W#HE T4, ACTH. =L
FV—=NVEOWE) 2175 Z &,

SVEEREE, RMEMEEEREDEREERNHLDLNLIZENH LD T, &
IR A LTV, BEORBL I8R5 2 L,

1 BUpEIRI (BE 1 BUBEIR I 2 5 e) Db bbiv, HERFEE, 7 v F—T &
CEDZLBHLOT, A, Bl MRS OREROFE I M E O _E5FIZ
ToEETHZ L, 1 RN EON - SGEIITRGEZHIEL, AR v
WA OB GHEOMYIRLEZITH Z &,

TFT 4 T7F S, FEE, EIE, MERIKNEESE 2 5T Infusion reaction 7% &
LD ENRNHDLDT, KREOFEIIEE D Infusion reaction (2 2 TEA
BRC 0D CTE 22 {T 72 ECRtE T2 2 &, 72, 2B UKD
AHN B G2 Infusion reaction 3 HHILDH Z &EHHHD T, BEDIRIEE |
IS5 Z L, 728, Infusion reaction 23iR& HAVIZGAITIX, #U) L
EE2ITH & LB, IERNBEET 2 E TCREOREZ +DICBZET 2 &,
AR OFEIZL Y BEOREKIGIZERNT D &5 2 b bikx RIEBASRH
ERHLLNDZERH D, BENPRO LNIZHAITIE, BB L-ERITN
U 7= BEPH Y 70 Jnalk & #2850 2 Re D= fill & i U Cll bl 22 852 Wr 217\, Il
DEIERIST X DRWER D BN 561213, AFIORFETH I, K OE]
BRERVEVAIOBRGEEZEETHZ L, b, BMIBKERLVEORE
2 XV REIER OUENR D VR WIGEITIR, BRI RERVE LS DR
MHAEOBMbEEE TS Z &,

BT %, AN ORI ARB L THroRWEARRET LIt DT
D, AFNOFEGAETHRIZHEWEMORBUCA3ITEET L2 &,



AR OEERRBRICIBNT, BEHHBENS 1 HEMIX 6 @Bl ZE ., ZRUUFEIL. 128
J: AIMEDFl 21T > TV Z & 25E, ARG RILEI RO

10



EfEHEET A R A v
TN =T (B FHE#Z)
(BR7E4 : SRV F A EREHIE 200 mg)

~ Rl e ~

SRTE1 28 (G542 AWET)
JEA B EE




ER/N
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B R BICAR
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1. IZT®IZ

S OGN - ZEMOREMRED T2 OIZIE, IR SCES SO IZE IE 2 23K
HHND, 6T, ITHEORFEHTOMEHRIC LY, PURERN 2 ORI 28 HilE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MEXDFE L 72> TR Y | RFMEGER & SCEO AT # 2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

PrHLE AP ESR S, REEASREE T 1 7 7 A VBBEFOEIRMG & B 5 )i
B2 enNbD, 20D, AWEROLZEMEICET 2 ER N+ T 2 ETo
M, YZERLOBRELZBZ T EPHHINLBEFICHLTHERTL & L BT,
BIER NI LB B 2 & D 2 L A AHEZR — E O B % jii 7= R R RS ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHICEE S & | DIT O BEIE S O fei 728 2 HEdE T 2 8Lins & LB R 8L
B2 IR OEEFHE T,

BRI, RATA BT A L, MSATBOE N EIE S EREIRR A I, N amrtENEA A
KREGRIES 72 —MAtE AN B AREEIR VB E S R OV At E A B AW R 72 D
Whob EER LT,

RGe L I BEIREL - SR F A ETEEHE 200 mg (%4 ToUL~ T (s R
Z))

RG LR DMREXITNR « RIBTIBRARE USRS 0 B R e s

HEERDABEROHE : T F =7 L OFHICE T, BF. KA T v~<7
(Bl #az) & LT, 1810 mgke (AHE) % 2 BT
1 BERICL BT T+ %,

e AR R EE AN AL F T — RSt

(%)
A T4 25 1 mg, FEESmg (—Mk4 : 7FF=7) OEeXIIRAR, THEK O

=R

B

R SUFANR  ARIBUIBRANRE ST ERREME oD Bl e

FEROHE @, AT F=7 L LClESmga 1 H2EEOEET 5,
B, BEOREICLVEERIEET 525, 11 10mg 1 A 2B TH &
TX 5,



2. AHN DR, VERBF

NN F A SHEE200mg (%% - TV~ T (Bl Z) . LIF O TARA &
W) FE AT A FT 7 =~ RSB L7t b programmed cell death ligand
1 (LLF TPD-L1J) &W95,) iZxtd 5k MU IgGl £/ 7 v —FTAHETH S,

PD-L1 [&, EEAICBWTHRERMEEFICREE L TR Y, EE L L7z Y 38k (T
Aifd, B MK N F 2T 0% 7 —T M) FIZIHBLT 5 CD279 (LLF TPD-1) &
9.,) KO CD80 (B7-1) &fEA L., MEINEZAICHIETLEEZEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, flix OEFEMHLICHFHE L TWDH Z L& (Int
Immunol 2007; 19: 813-24) S8 #E SN TH Y, PD-L1 & PD-1 2/ L7Z#eBKIx, 5
AR S BURRF A 72 T M O OWBREZ BT 2T O —2 L LTEX LTV D,
F7-. B IZIB W T, PD-L1 3B L TWDH I EERHE XL TV 5 (Cancer Res
2006; 66(7): 3381-5)

AF1Z PD-L1 OHIPSEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUE
B T MROMIREEFEE 2R 2 2 &SIk 0, BEOREZMmEI+ 5 &5 2
LTV D,

ARHFNOE MR IC 55 B ORERIGIC L 2RERS R H bbb, HEEXIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERD BAVTZIF AT, BB L FRITIE U A 22 ek & B8R & Fr O RN &
L TG IR 21T B O RIESUSIC £ BBIEMR DN S BEICE, B
BB AN LR OB GO )R IE 2T 5 LER D D,

PN



3. BRERAE

ARG BIBRANRE SUTERFE A 0 Bl e e 0D KGR IR L A 22 4T - 72 T2 70 B AR BB oD Rl &
N~
(AzhE]

[EI B I R 55 MLAH SR (B9991003 7klik)

{EZRIEIE D 7a v ARIBYIFRASRE X ZHARE M 0D 3 Bl frad 254 P R e 25 886 151 (H
ARNEE 6T HlEETe) Z2XRL LT, AAlETITF=7 LKL (LT [TAA
/T HRF =T b)) T R=F =TV O (LULF [RA=F=7] W
I,.) 2 OENME VLM S e, FEHMLE B L PD-L1 BB B ICBT 5
A F R (LT TPRS) & o, ) KOVEAFME (LUK Tos) &wH, ) T
HY . BIREHMEEH & LT PD-L1 O3Bl %&b W25 PFS KO OS 234
FEnr,

RfEAT OFE R (20184E6 H 20 AT —& H v A7) . KK/ T X% F =7 #IL PD-
L1 Pt LM KON PD-L1 O3B Z DO WREEIZBIT 5D PFS OW IOV T b
A=F =T RRCKR L OREFEMICA BRIt R 2~ LTz,

*1 : AKX 10 mg/kg Z 2 AR CREEE L, 7% F=71F 105 mg ZfEHEL LT, 1 H

2R AO#SE LT,

*: A=F =%, 6 EME LY A 7L LT, 50mg & 1 H 1A 4 BEEROBRS L%, 2 BEIRRS

LR HEL S,
*3: MANBICHRBREHBEICCRE Y 2 - FAT 7 ) AT 4 v 7 AtkD [ ¥ 5 OptiView PD-L1

(SP263) | # W =S AR L AR A I L 0 BN S v, TEEEHARR IS 31T 5 PD-LL &2 %81 L 7= )%
RS (5D B EIE DY 1%LL EDOSAIC PD-LL BB &l S 7z,

1 AR (B9991003 #ER)

PD-L 15 B ] ExNEcpE il
iﬁ%?ﬁv% PREE—— iﬁ{jﬁv% PR
=78 (290431 =7H (444151)
(270%1) (442151))
PFS™ | thefis (H) 13.8 7.2 13.8 8.4
[95%ClI] [11.1, NE] [5.7,9.7] [11.1, NE] [6.9,11.1]
INH— R 0.61 0.69
[95%CI] [0.47,0.79] [0.56, 0.84]
JrflpfE2 <0.0001 0.0001
0S o (H) NE NE NE NE
[95%Cl] [21.3, NE] [21.0, NE] [NE, NE] [21.0, NE)
N — R 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
Jr HlpfiE2 0.1911 0.0679

Cl: EHEXM. NE : #i&RAf, *1 : I B RS I H-S3< . *2 1 ECOG performance
status (0, 1) ROME CKE, #F-4 - g —uov/x Zofotik) (2L 5E5H]
Cox Hfil A~ — KT L% OY& R log-rank 4 &



0-
9-
ﬁ 8-
H 7
£ # AT xR F= TR
E 5-
4
3
2 A=F =T
0.1+
00 T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24
MEVEZEBIF T 25 O/ ()
At risk
AENT HF =T a9 227 205 154 120 76 53 32 23 13 3 1 0
A=F =T 290 210 174 119 85 49 35 16 13 5 0
0-
9-
4];|£ 8
R
e 6 . [N
£ AR/ T ¥ F=TRE
%
4
34
2
i A=F =Tt
0.0 T I T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24
MEAEAEBUT T o OMIR (A)
At risk £
KEN/ T X F=T7 442 364 321 250 193 127 94 57 42 24 8 1 0
A=F =T gy 320 271 192 144 20 64 29 20 8 2 0

M1 PFS o RO Kaplan-Meier Bt (B9991003 3X5%)
(EX : PD-L1GHEREEH, TH : 2BF£LH)



(PD-L1 FEELIRBLA] DA ZhE)

[EIBR 3L

Al

% MAHER  (B9991003

HRER) ICHAANONTZEBEDOT =X TS X,

PD-L1 ZEBLRBNCERBNIAT 24T > T A IME R ONZ M ORERIZLLTDO LB Th

277,

BRIAMEIZOWT, WIFNo PD-LL FELEO S v A TETH I > A7 HEEL ERUSER
T DEM & HIZA=F =T HE L R LT AR/ 7 X2 F =7 REICI 1T D PFS DIER RN
D BN, PD-LL BRI @I PR RN K E VHEA 2RO STz,

723, PD-LLORBLRIZEOT, KFlOZEMET 07 7 A MEREEETH - 72,

#F 2 B9991003 FRBRIZE 1T D PD-L1 BEZEF|D PFS

PFS
PD-L1 388 B h-#E Bk HRE [95%CI] AN — R
REAER? O p il
(B A) [95%CI] ZEAER™O il
AH/) T X F =T 132 16.1 [9.7, NE]
<1% N 0.89 [0.609, 1.308]
A=F =7 120 11.1 [6.9,17.3]
. 0.2406
AR/ T ¥ F=T 270 13.8 [11.1, NE]
>1% X 0.61 [0.475,0.790]
A=F =7 290 7.2 [5.7,9.7]
AH/ T X®RF=7 293 16.1 [11.1,NE]
<5% N 0.73 [0.566, 0.943]
A=F =7 271 9.8 [7.1,12.6] 0.6238
AA/ T X F=7 109 12.5 [8.4,NE] ‘
=5% X 0.63 [0.432,0.913]
A=F =7 139 5.7 [4.4,9.4]
AR/ THRF=T 363 14.7 [11.1, NE]
<10% N 0.73 [0.581, 0.909]
A=F =T 359 9.1 [7.1,12.5] 0.1569
AEN/ T R F =T 39 13.8 [5.6,NE] '
>10% X 0.48 [0.260, 0.886]
RA=F =7 51 42 [2.8,6.9]

CI: {EfEXH. NE : €K 7], *1 : ECOG performance status (0, 1) R OMU® CkE, 7 & - Hid—na v
R, FOMOHIK) ZREHIKT & Lic@RICox N — RET L, *2 : O 58, @PD-LIFEEURILL Y

@GR L PD-LIFEBURIL & DX EAEM %

4 |
29 ‘\A_
o8
g

i—% 07
L3
04
ﬁ\‘ 02
o1
00

0 2
At risk%

A/ THF =7 270 227 205154 120 76 53 32 23 13 3
A=F=7 290 210174119 85 49 35 16 13

4

. KA T FTF = TR
\ - b R
A=F =T

R Hr o

6 8 10 12 14 16 18 20 22 24

IEVEZEI T 20 B IR ()

50

1

10
09
08
07
0o
08
04
03
02
01

00

At risk %
0 AAl/THF=7 132 105 90 72 54 40 31 18 14 6 2 O
2=F=7 120 97 78 61 50 35 25 10 5 2 1 O

0

HEE L LizCoxtbfpinyF— RET L

I

CHL'!“ﬁ
= KFN/ T % F =T
! »‘_’Lﬁ- .
% T — ,.‘ L
A=F =T
2 4 6 8 10 12 14 16 18 20 22 24

HEAEREIS T DO (F)

2 B9991003 FRBRIZI31T 5 PD-L1 FHER|D PFS ® Kaplan-Meier B
(£ : PD-L1 BHRE=21%DBEEF, AKX : PD-L1 EEEXR<1%DBEEH)



[Z414]
[ PR IL R 2 MAHRER (B9991003 7:XU5R)

BERERIL, KA/ T X F=TRE 432/434 B (99.5%) . A=F =T 436/439 I
(99.3%) IZRD LI, BRI L OREEAFRAE T ETCE2WEERES EIER) 1. %
ALEI 414/434 5] (95.4%) TN 423/439 5 (96.4%) (Z588D BTz, WL D& 5t
THRIVED 10%L EORWERIZTRO LB THoT,

£3 WTHODRETRERN 10%LL EORITER
(B9991003 3Ex) (LM *IHRER)
Bk (%)

@ B OO OKR W K ORGE

(MedDRA v21.0/T v21.0) AR T xS TF=TH A=F=TH
434 451 439 {5
4 Grade Grade3-4 Grade 5 4 Grade Grade 3-4  Grade 5

ARIWVER 414 (95.4) 241(55.5) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
Bl

T 235(54.1)  22(5.1) 0 196 (44.6) 11 (2.5) 0

G 107 (24.7)  3(0.7) 0 148 (33.7)  5(1.1) 0

MR Z% 96(22.1)  8(1.8) 0 100 (22.8)  4(0.9) 0

M i 42 (9.7) 1(0.2) 0 68 (15.5)  7(1.6) 0

(N 24 (5.5) 0 0 74 (16.9) 0 0
—fk - 2HREER OGN OREE

T 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0

HELE 62 (143)  1(0.2) 0 16 (3.6) 0 0

1 9 41 (9.4) 5(1.2) 0 54(123)  8(1.8) 0

KD NE 58 (13.4)  5(1.2) 0 60 (13.7)  4(0.9) 0
MR aR. MOERds K OMthR s

F TS 116 (26.7)  2(0.5) 0 12 (2.7) 0 0

AL 53(122)  6(1.4) 0 24 (5.5) 1(0.2) 0
Rk X OV TRk RS

T RIERFME RS 144 (332)  25(5.8) 0 148 (33.7) 19 (4.3) 0

S 95 54(12.4)  2(0.5) 0 42 (9.6) 2 (0.5) 0

Z 9 FEIE 53 (12.2) 0 0 19 (4.3) 0 0
i R A A

R 49 (11.3)  7(1.6) 0 17 (3.9) 1(0.2) 0

ALT 440 57(13.1) 21 (4.8) 0 43 (9.8) 9(2.1) 0

AST #4n 49 (11.3)  12(2.8) 0 48 (10.9)  6(1.4) 0

[N T e 7 (1.6) 0 0 61(13.9) 22(5.0) 0

I ER B 1(0.2) 0 0 44 (10.0)  25(5.7) 0
T

& I 208 (47.9) 106 (24.4) 0 142 (32.3)  67(15.3) 0
Rtk L Ok E

BAHER 86 (19.8)  7(1.6) 0 115(262) 4(0.9) 0
PR R P

kR LR 56 (12.9) 0 0 141 (32.1) 0 0
B iR B L OV AR Rk &

RAHm 52 (12.0)  1(0.2) 0 24 (5.5) 0 0



Bi% (%)

@ B OBl R 4y B K OKGE

(MedDRA v21.0/] v21.0) AR T xS F=TH A=F =T
434 B 439 {4
4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

oA

FOIR B R T E 105(24.2)  1(0.2) 0 59(13.4)  1(0.2) 0
B, B X OWE A IHE

TEAIZPE D RS 52 (12.0)  7(1.6) 0 0 0 0
Mgk KOV >R fmE

2 1f. 9 (2.1) 1(0.2) 0 73 (16.6) 22 (5.0) 0

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

I BRI IE 6(1.4) 1(0.2) 0 79 (18.0) 34 (7.7) 0

B, AKE/ T FRF=TECRBOTHEMEMEER 6 11 (1.4%). BER 261 (0.5%) .
JFRERERE 2 88 151 (20.3%) . KA « HIEED FHI 3141 (7.1%) . FUREHERERE 2 122 4
(28.1%) . RIEHEREREE 9 il (2.1%). THEMEEEEFREE 2 B (0.5%). 1 BLHEIRIR 2 f
(0.5%) . DHF 261 (0.5%) . MRS (72 « SU—EEEEZET) 1861 (4.1%).
R S (1.2%) . BEAEMESE 161 (0.2%) K& TN infusion reaction 112 5] (25.8%)
MRD O, Flo, TR - BBUHEIRE K OIS - SR ITERO behoTe, R
RIERZBLRIUIBIE RS (REREERT 25T 25 OENERE =T,



4. HERIZOWT

RS E U TR (BFRE) T Tnsd I enb, Yk sr
WUNCEMTE DM THLLENH D, £D LT, KFOKG P EY 2 EH 2
Wr - FrE L, AFORGIZEI Y EERBEMNZRBE LRSS T 5 2 EBNnERT-
D, L FOO~@DT X T &I Mgk ICB W THERT & Th D,

O MERITOWVT

D-1 Fi2d (1) ~ (5) ODWVTNMNITEYT Dl THDHZ L,

(1) EAFBREDTEET 20 A FEEEILRRPT %S (BB IR DY A2 R L S
Be, HuskAs A HEEEIL AR e, U AS AR e &) (BFocdE 7 A 1 AR
B 1 436 fitik)

(2) HFEMERERBE CERK 31454 A 1 HEEA : 86 Jifigk

(3) FBENFREENFRE T 203 A FEEER P (03 AR ERbT, 23 A2
Bet J1mile. S AU IEEEEHERE R 7 &)

(4) S RACFFRIEE 2R E L. ARG L FRIEZRE 1 SIS RGP L2 %
BE2 Ok BEMEIAR D JR 21T > TV D fiek (CEA2947 A 1 HIREAR 2531 fitigk)

(5) PUEMEREE A& EINE Ol g S HEIAR D M H 21T - TV D ftak (CFRk 29 4 7
A 1 HEEA ;1287 gk

@ -2 BRI O/ ERE & OFIE RS BIRE O XHIGIZ 43 72 Fnaik & B8R & R0 =R (F
ROWTNNICEEET HERM) 23, UE2BEBORANCET 55RO EME & L Th
BEEhTWhZ L,

*

o [ERMFFEUSE 2 FEOMMIFHE ZE T L7281 5 FELLED D VIER O BERAHE %
[ToTWAZ L, 95, 2L FiT. DARYEEA T L UREREESOHE
EIToTWH I L,

o [ERitaFEISE 2 EONNHE ZE T L1-%I1C 4 UL EOWRERFHF O R HE 21T
STEY., 95, 2 FELL X, BSHNEE O DS A SKYIRE 251 N AU TRIE O EERIHE 2
IToTWAHZ L,

@ BREAOEXEMFREHOMAKHIZOWVT

EEMEREICEE T 2 ELE AR E S, REIEAEN D OFRED, AoE -
TR EIRLNE RO B L CERS S5 2 IERiEMt, AEFZRBELLED
W, ERHELIITON KNS TnDHZ L,




@ BUWEADRIRIZTOWT
®-1 BIVERR B Ot Az B4 5 Bt

VR MM B OB RBIWE 384 LT2BRIC, 24 BRI RIRHIO T, ik X
IREEE R RV T FEEL L7 RITERNSIE U CABRE B O CT 5 0 BIE Q#5424
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L&,

@2 ERUEHEEIC L 5 AEFENSICET 2B

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
SN TWnWAHZ L, B, BFEREIIZoONWT, DABRE L FOFEIBE DI EN
TWBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERMZEEICIZ, TR, KIBK - HEO TH, NowESs (F
W R . RIBAREERE S . TR . 1 BUBEIRA. OBk, Ak - BT
RUAREE, #RRkPEE (X7 v « NU—JEBRELZ 5 Tr) . BHE . infusion reaction, FEZ.
Mg - BERESS . EEIEMDMESESE) 1Tk UL Y EkERR ST B E R B O B & A
T HEMEEE L (FEAOZW-OXISICE L THRER OSSR EZ 2 b & MHCH
HZ L), EHICHEUARAENTE DEHNESTNDEZ L,

10



5. ZREMBRLLRDBE

(0B 5 4 H]

@ ALZEFIEE D 22 WARTEEI BRANRE ST EERB AL O B e BB I W TARAI & 7 % o
F=7 L OPFRE GO RS TN D,

@ TRUCHNT 2 BE KT 2 AR OB G K O A FIEC O TIX, KR OH D e
NENTELT, REIOEGRER LN,
o IiiRAHBLR L
o AKHIOHAEE
o OTAHRBIDOHIEI IR SN TWO 72 WO FTEMIEEA & OG5

[Z2 4P BE§ % 1]
O TRICHEYTIEECOVTEAROBERENRER SN TWEZ b, BE5%E
fThrenz &,
o ARBNOIITKRE UIBBUE ORBEERED & % BHE

@ BERTOFHIIZIB W T FRICE Y T 2 BF IOV T, AKAlORGITHEE I Lk

WS L OTRFERIRE DN 22 WIGEICIRY | [EHEICAFZEHT L2 L2 ETE

o

o MEMMZEROEI IIBEOH 5 BHE

o MaEE AR A CHRE R 2580 D B K ONE BN O HUHB iR 2 <0 gy M it ¢
FEDOMIZRIEMEZE N A B D B

o HOARERBOAOF TR 7R L IXFFEMO B O E o BT
DdH 5 BE

*  ECOG Performance Status 3-4 =V o &

(1 ECOG @ Performance Status (PS)

Score T

0 |e<MERIEBITE 5, Rl [ U R AEENFIRZR ATZ 5,

PRI LVEENIRIBR S D03, BTRMRE T, BAIEERE > TOERIITO T LN TE D,

Ul mosek, s

HBATRBETH D OHOEID O Z L33 X CTRFEZAMERIZITE 220, HHD 50%LL Hid~X > R4 Tilh 29,

3 RONTZASOEDOEY DL LNTEXR, BHRO 50%L L2y Rk i Zd,

4 |[B<BTRY, BHOHOED O LIFEL TERY, BRIy R TiRI 3,

11




6. BEZELTHEETREFIH

I SCE TN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E R ERE B L T BRI 2 &,

TRIRBAIRICHESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroETHZ L,

FERBEIERO~RT A MZONT

@

@

MEMEMERRH 5D Z B DHDT, REIOEGIZHT > Tk, #IH
SR (EGIAL, PEULIREE, k) O OO X i o Ehnss, Bl
EHolATo 2k, Fe, HEIDG UTIE CT, i~ —F —E0R& % E
T 5z &,

A2, ISR E, TR bND 2 ERH L0 T, BN EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEOREZ 15712
BETD L,

FURBRBERERR . BB REREE RN O T RISEREFREENH O Z e H D
DT, EMRICHNWFERER A (TSH, 158t T3, #E#E T4, ACTH, I =L
F=VEORE) 2175 Z &,

AMEEES, RAEHEEBEREOERENLDHOONDLIZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BE 1 BUFEIR S 2 & de) Db bbiv, HERFES 7V =T &
CEDLZENHLOT, A, Bl RIS OGER ORI MBHE D L5712
THERT D2 L, 1 BERFEN RO GEICIF &S E2HIEL, AR Y
IO 5-EOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, MR NS 25T infusion reaction 73
LEbNDZ ENnHDHDT, AFOFKEIZEE D infusion reaction (21 2 TEA
RFIZ 0 72k D T X D 21T 72 ECHMT 22 &, £z, 2BIELED
AKI G-FIZ infusion reaction 23 HONHZ L b dHH DT, BEHFOIKEEZ T
DICBIET H Z L, 728, infusion reaction 23FR® LAV AL, @Y AL
BAEITH & L HIT, FERNBEIET 5 F TREDOKREZ +oICBl52T 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 5 DA B
BRSO DLONDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o BEH A 70 Fnalk & BRBR A RO R Al & i U CE B 28R W 2170,
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OFEI
BRERNVECRIORGEEZZRTHZ &, 2B, MIBKREFRLVESDOERSE
2 &0 EWEROBEENE D DAL WA, BIERERVE LSO %
MHF OB EET D &,

BEA&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AFNOEGHE T RIS EWERORBBUC2ITEET 52 L,

12



AFNOEEIRZRBRIZ BT, EAEAEID T 05 18 W AMIZ 6 B L. LK
1. 12 B L ITBEMEORMI AT o TN 2 & ESE T, AKIESPIEIC
NEOMEEREAITH Z &

13



EfEHEET A R A v
TN =T (B FHE#Z)
(BR7E4 : SRV F A EREHIE 200 mg)

~R¥ LR~

Sf3FE2AH (Ff542 AED)
JEA B EE




ER/N

AN L AW =

XU HIT

AHNIORFE, 1EIRET
BRI RSCAR
MU T
BhxtG L b iEE

BEIZER L TRE T~ & HIH

P2
P3
P4
P7
P9
P10



1. IZT®IZ

S OGN - ZEMOREMRED T2 OIZIE, IR SCES SO IZE IE 2 23K
HHND, 6T, ITHEORFEHTOMEHRIC LY, PURERN 2 ORI 28 HilE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MEXDFE L 72> TR Y | RFMEGER & SCEO AT # 2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

PrHLE AP ESR S, REEASREE T 1 7 7 A VBBEFOEIRMG & B 5 )i
B2 enNbD, 20D, AWEROLZEMEICET 2 ER N+ T 2 ETo
M, YZERLOBRELZBZ T EPHHINLBEFICHLTHERTL & L BT,
BIER NI LB B 2 & D 2 L A AHEZR — E O B % jii 7= R R RS ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHICEE S & | DIT O BEIE S O fei 728 2 HEdE T 2 8Lins & LB R 8L
B2 IR OEEFHE T,

BRI, RATA BT A L, MSATBOE N EIE S EREIRR A I, N amrtENEA A
KREGRIES 72 —MAtE N B AREEIRNEE S K O — At FE AN B AW RSB P2
DI D H EAERK LT,

RfG L IR HEIREL ¢ NN F A RHEERE 200 mg (—f%4 TV T (GEm R
Z))

M ERDENIIDE  ARTRUIBRARRE/R R & ERORE IS 1T DAL A OHERRIE

SEERAREROHE . AT L~ T (EETHBZ) LT 1| 10
mg/kg ((KE) % 2RI T 1R LA E2 T CRfEErET 5,

Bk AR 5 ¥ FH AT A F T 7 —< A St




2. AHN DR, VERBF

NN F A SHEE200mg (%% - TV~ T (Bl Z) . LIF O TARA &
W) FE AT A FT 7 =~ RSB L7t b programmed cell death ligand
1 (LN ITPD-L1] &£ 9H,) IZxtd 5k MGl €/ 7 rn—FAHikTH D,

PD-L1 [&, EEAICBWTHRERMEEFICREE L TR Y, EE L L7z Y 38k (T
Aifd, B MK N F 2T 0% 7 —T M) FIZIHBLT 5 CD279 (LLF TPD-1) &
9.,) KO CD80 (B7-1) &fEA L., MEINEZAICHIETLEEZEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, flix OEFEMHLICHFHE L TWDH Z L& (Int
Immunol 2007; 19: 813-24) S8 #E SN TH Y, PD-L1 & PD-1 24 L7Z#BKIx, 5
AR S BURRF A 72 T M O OWBREZ BT 2T O —2 L LTEX LTV D,
Fio, REERBEIZBWT, PD-LI BB L TWD 2 EERFEIN TS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) ,

AF1Z PD-L1 OHIPSEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUE
B T MROMIREEFEE 2R 2 2 &SIk 0, BEOREZMmEI+ 5 &5 2
b5NTn5,

ARHFNOE MR IC 55 B ORERIGIC L 2RERS R H bbb, HEEXIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERD BAVTZIF AT, BB L FRITIE U A 22 ek & B8R & Fr O RN &
L TG IR 21T B O RIESUSIC £ BBIEMR DN S BEICE, B
BB AN LR OB GO )R IE 2T 5 LER D D,

PN



3. BRIRERAR
IRVEEIRANEE 72 PREE B R 2 31T D AP OMERPRIE O AGERFIZC RN 21T - 72
Eiﬁﬂ’jﬂn uih%o)ﬁjZfH%Tj—

[ %0
[ BRI R 2 1 AHEER (B9991001 5X5k)
7T FF KNG RACFERE (4~6 F A 7 V) (S THREBETHRRD ST
VN, IRIBUIBR N RE 2R R B RO R 700 B (AARNEE 13 HlaEte) x5 s LT,
AHl & Best Supportive Care (LLN [BSCJ &9 ,) OFFHKEE (LLTF TAKI/BSC) &
W9 ,) e BSC MR O ME K OV MR S s, FRAEIT ORE R (2019 4
10A 21 B7 =20y A7), FEFEEA & Sz PD-L1 OFBLAZ bWl
(LR T2l £v9,) KOPD-L1 B2 B IC BT 22468 (LT Tos) &
W 9,) IZOWT, AHI/BSCHEE BSC R L THEGHARIICH BERIER 2R L T2,
: ARFNE 10 mg/kg % 2 38 IR CafFeE Lz,
0 EMRMLEREIC LY . ROWT AT T5A % PD-LI B L HIE L7,
o JEEHIIAD 25%LL FIZRG AR b b,
o TEEHTIRE L7 SR OB 1% EH G RI D 25% L FIC Y@ AERD B,
o JEBEICRTE LB O EIA DY 1% D5 AT O 100%I a3 Rb 5 b,

#z 1 AEMHERE (B9991001 FE)

R PD-L1 5t A 45
A%l/BSC BSC AFI/BSC BSC
(n=350) (n=350) (n=189) (n=169)
oS L () 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
AP — KL 0.69 0.56
[95%CI] [0.56, 0.86 [0.40, 0.79]
Al p fiE” 0.0005 0.0003

BSC : Best Supportive Care, CI : {F#HX[H, NE : #EE A, *: —RILFIREOKBREZR (Ba
NI 28, &E) ROWIEEER (HY . 72 L) 12X 255 log-rank 1 &



10

09

08

07

0.6

05

B

04
03
0.2
01

00

At risk3k
AHl/ BSCHE

BSCHE

1.0
09
08
0.7
0.6

05

TEIEIS

04
03
02
01

0.0

At risk%t
A Fl / BSCHE

BSCHE

AFl/BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
HEIELAE DT B OB (H)
350 342 318 294 259 226 196 167 145 122 87 65 51 39 26 15 11 5 3 0
350 333 304 270 228 186 153 125 105 83 638 53 41 33 18 12 9 2 1 0
AFl,/BSCHE
BSCHE
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 M 36 38
MEAEAE D AT 0B OHIE (H)
189 185 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8 4 2 0
169 165 152 132 113 89 76 a7 54 45 37 30 23 21 12 8 6 2 1 0

X1 OS DHEAFNTEED Kaplan-Meier B (B9991001 3X5%)
(kX : 2BFLE., T : PD-L1 BiEBELER)



]
[EI BRI 26 1 ARFER  (B9991001 #XER)

HEFERLIL, AKI/BSCHE337/344 61 (98.0%) . BSC #268/345 %1 (77.7%) (258D 5
o, TBBEE L ORRBEREZ S ETERVWAFHEE RIEM) X, 2h i 266/344 f
(77.3%) KT 4/345 fil (1.2%) ([ZRRD bTc, WO G TIHBLRN 5%LL E
DEWERITTRDO LBV THoT,

R
\H:@
HF

H}

£2 WTNODOBETRIEAEN 5% EORIEA (B9991001 3RER) (ZEMEMATISRER)
Bl (%)

SRERIK I/ FAGE AFHI/BSC BSC ##
(MedDRA v22.1/7 v22.1) 344 {5 345 f5i]
4> Grade  Grade 3-4 Grade 5 4 Grade  Grade 3-4 Grade 5

EIEM 266 (77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
—i% - RERER X OB SEAORE

1) RE 34 (9.9) 0 0 0 0 0

e 33(9.6) 1(0.3) 0 0 0 0

AR 24 (7.0) 0 0 0 0 0

FEEN 23 (6.7) 0 0 0 0 0
FERG ¥ X OE Pk

7 9 FERE 47 (13.7) 1(0.3) 0 0 0 0

W55 25 (7.3) 1(0.3) 0 0 0 0

B w5 18 (5.2) 0 0 0 0 0
B ks

T 35 (10.2) 0 0 0 0 0

L 24 (7.0) 1(0.3) 0 0 0 0
B R B L O SRk

RA A 23 (6.7) 1(0.3) 0 0 0 0
PN o I R

DR BRFSREA T1E 36 (10.5) 1(0.3) 0 0 0 0

FROIR IR RE TUESE 21 (6.1) 0 0 0 0 0
5, R X OMLE A GHE

TEALTAE D S 35 (10.2) 3(0.9) 0 0 0 0

728, AHKI/BSC RV CRVEMERIE R 1261 (3.5%) . B2 361 (0.9%). FFHkfE
fEE 1841 (5.2%) . KGR « HEO FHISH] (1.5%) . HRIREREREE 48 61 (14.0%) .
BIBHEREREE 40 (1.2%) ., MREfEE (X7 - AU—EREREZET) 661 (1.7%), &
fEdE 7451 (2.0%) . AhZk - BREUTIALARSE 2 61 (0.6%) M TN infusion reaction 69 5l (20.1%)
WO BTz, Fo, TEAHERERE ., [RBERP, DA, FRER T E & O -
BEBE I TR DAL Do 7o, AEIERREBURDULBEHFES (AR REERT 25 T)
EEUEIHFERE =T,



4.

it

HEFRIZ DUV T

AR & L TR A (2FRA) PREoh Tns 2 b, Yikild
NCETE M THLLIMEND D, TOLET, AAIOKRENEY)2EH Z2

Wr - F5E L. AFN OG0 BEEQRAEWEN 2388 LIRSS T 5 2 L B3Rz

B

. UFOO~@D T X T AT B W THENT 2 X& Th %,

@ mERITOWT

@

A FREO (1) ~ (5) OVPRMCEST AR TS T k.

(1) BEAEGBRESIEES 205 ABHESEILRRBE S (HE RS ARSI RN

B, Hus AP RREBEILAURE, IS ARSIREIREE R &)

(2) FrEtEaemb
(3) HLERFRASENIEE T D 2 ABIEERE (05 ARIRERETRE BT, 25 A2

i 1IRbe. S AR HEE R 2 &)

(4) SRACFRRIEE 2B L, SRIESHLARIEZIE | SUISRIESH L AR IE 2

B2 DR ax B4R D i 24T - T D i

(5) HUEMEMEZEAAL S5 E BUING O Hi i S AR 2 i HH 24T - T D Ji

@ -2 JRIEE R DAL 5 K& OVRIE S8 BURS O RIS 43 7 ek & e BR & R D R Al
(FROWTINICHEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

ERfita 5% 2 O PMIIHE Z1E T L7=IC 5 FELL DD AVTER O EERIHE %2
{ToTWAHZ L, 596, 2 FLLRIZ., DAEYEEA S E L U-BEIREESOHE
EIToTWH I L,

E RIS 1% 2 SEOVIHE 2 & T L7212 4 0L ORISR O R HE
ZIToTHRY., 96, 2 FELLEIE, RE EBUEO N A YR LEZ G Te 0 MIRIRD
WRHEZ T CW\WB Z Ly

©@ BERNOERRFEREHOEHIZONT

A BRI IE S 2 BMEA P ELE S, BUREE S OB D, ARk -

LM RERE I OB B RS 2 E miEft, AFFRPRBELLSED
A G FE D HELDIAT O LGN > TN D Z &,




@ BUWEADRIRIZTOWT
®-1 BIVERR B Ot Az B4 5 Bt

VR MM B OB RBIWE 384 LT2BRIC, 24 BRI RIRHIO T, ik X
IREEE R RV T FEEL L7 RITERNSIE U CABRE B O CT 5 0 BIE Q#5424
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L&,

@2 ERUEHEEIC L 5 AEFENSICET 2B

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
SN TWnWAHZ L, B, BFEREIIZoONWT, DABRE L FOFEIBE DI EN
TWBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERMZEEICIZ, TR, KIBK - HEO TH, NowESs (F
W R . RIBAREERE S . TR . 1 BUBEIRA. OBk, Ak - BT
RUAREE, #RRkPEE (X7 v « NU—JEBRELZ 5 Tr) . BHE . infusion reaction, FEZ.
Mg - BERESS . EEIEMDMESESE) 1Tk UL Y EkERR ST B E R B O B & A
T HEMEEE L (FEAOZW-OXISICE L THRER OSSR EZ 2 b & MHCH
HZ L), EHICHEUARAENTE DEHNESTNDEZ L,



5. ZREMBRLRDBE

(AL B9 % FH]

© 77 FFWH T —RAFRIEC TRBETRRD b TH 2RV, RIGTIRA

REZR IR IS ERR B ICB W TAAIO AR RSN TV D,

@ TRUICEZY T 2 BB ST DAFN OB G J O ITHEIZOW T, AFIOFRMED

MESLSNTELY, AAOHREGHR LRG0,

o T IFFRAIE G RAEFIRIEDIGRIED LV B

o T IFTRAIE G RAEFRIER ISR EEIT SRR b B
o FiomiBhRIL

o LOTUEMEESHR & O L TR S B

[Z2 4tz B4 5 F ]

O TRICELYTIEE IOV TEAAORENER LI TS Z b, BEH%E

1Thrnwz &,
o RHIDFATT T UIBBUE DBEFERED & 5 B

@ BRATOFHIZI W T FRICEE ST 5 EBF IOV T, AFOKRGIHER SR

WS, A OTERRIEIUR D 2 WIGE IR Y | HEICAHZER T2 2BETE

o

o [HEMMEEROEH I EDH 5 EE

o R AR A CRHVE S A R 6O D B K ONE B 0 R R It s 2 <ol G il 2%
FEOMICRIEMEZEAN B D EE

HOMEREOGH, UTEMR LA L ITH3EMEO B O %R A OB
OFo¥aYyisey

e ECOG Performance Status 2-4 “*V 083

(1 ECOG @ Performance Status (PS)

Score EFe
0 |[&<MERIEHTX 5, BFai& R U HFEEIHIRA AT 5.
. AR LUEEN IR S DA, SITATRE T, SRR > TOMERIITO Z &N TE 5,
B WF S, FEIEE
2 |BTRMECH S OFDE Y O Z LT N THEEEBMEEIT TE 2V, AP O 50%LL Bl y RAACIl I3,
3 |ROGNEZASOHEOEIDDOZ ELNTERY, AHPO 50%L EE Xy R+ T4,
4 | E&<ETRY, BEDOHFOREIY O LT TERY, BRIy R T TilI7,




6. BEZELTHEETREFIH

I SCE TN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E R ERE B L T BRI 2 &,

TRIRBAIRICHESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroETHZ L,

FERBEIERO~RT A MZONT

@

@

MEMEMERRH 5D Z B DHDT, REIOEGIZHT > Tk, #IH
SR (EGIAL, PEULIREE, k) O OO X i o Ehnss, Bl
EHolATo 2k, Fe, HEIDG UTIE CT, i~ —F —E0R& % E
T 5z &,

A2, ISR E, TR bND 2 ERH L0 T, BN EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEOREZ 15712
BETD L,

FURBRBERERR . BB REREE RN O T RISEREFREENH O Z e H D
DT, EMRICHNWFERER A (TSH, 158t T3, #E#E T4, ACTH, I =L
F=VEORE) 2175 Z &,

AMEEES, RAEHEEBEREOERENLDHOONDLIZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BE 1 BUFEIR S 2 & de) Db bbiv, HERFES 7V =T &
CEDLZENHLOT, A, Bl RIS OGER ORI MBHE D L5712
THERT D2 L, 1 BERFEN RO GEICIF &S E2HIEL, AR Y
IO 5-EOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, MR NS 25T infusion reaction 73
LEbNDZ ENnHDHDT, AFOFKEIZEE D infusion reaction (21 2 TEA
RFIZ 0 72k D T X D 21T 72 ECHMT 22 &, £z, 2BIELED
AKI G-FIZ infusion reaction 23 HONHZ L b dHH DT, BEHFOIKEEZ T
DICBIET H Z L, 728, infusion reaction 23FR® LAV AL, @Y AL
BAEITH & L HIT, FERNBEIET 5 F TREDOKREZ +oICBl52T 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 5 DA B
BRSO DLONDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o BEH A 70 Fnalk & BRBR A RO R Al & i U CE B 28R W 2170,
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OFEI
BRERNVECRIORGEEZZRTHZ &, 2B, MIBKREFRLVESDOERSE
2 &0 EWEROBEENE D DAL WA, BIERERVE LSO %
MHF OB EET D &,

BEA&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AFNOEGHE T RIS EWERORBBUC2ITEET 52 L,
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@ AFNOEFEHABRICB T, BEIEAZIDHF200 12 D AMIX S HEB T L. T lIE
X, 12 B Z S I2EEDOF M AT T\ 2 L 2B EIC, AFES PRI ELR
R DOMEREITH Z &y
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