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VA VRIIERE) O — RS IEIZ DWW T (B FIITAE 12 A 20 B A SR A SR
1220 35 1 FEAFEEERE - A£G ERERLEEESHMREEM) . JRK L
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1. IZT®IZ

S DA« L EPEDRHEARD T2 DITIE, TR SCESE IS IR S T IE 22 233k
HHND, 6T, IHEOREFITOMEAIC LY | FURERKE 2 ORI 228 BE
T ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L2
MEXDFE L 72> TR Y | RFMEGER & QRO AT #2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOBEROREHELZND Z L L ST,

BORMERAM A ER L, EKEERSCL R T 1 7 7 A VBBEFOESR G &5 2
B2 EBnNbD, 20D, AEROLZEMEICET 2 ER N+l T 5 ETo
M, YZERLOBRELBZ T EPH/HINLBEFICHLTHERTL &L BT,
BITER DS FH LB MBS & & D 2 & WS AThEZe — & OB &35 7= R R ©
AT ENEETHD,

L7IeBoT, RAA RTA4 0Tk, BABBERESLINAETIZHELR TV D EFHESY
1)« BHPRRHICEE S & | DLT O EIE S O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHE T,

REB. RKHA BT A 0, MSATEOE NEE G EREEGSR AR, AmrEEEANR
KREGKIES 72 —MAtEN B ARBBRNEES K OASHEENEN B R SRS 0
oL EER LT,

KL L T BEIREL - SR F A ST HE 200 mg (%4 ToUL~ T (s R
Z))

MR ERDBENIHE « RIGUIBRREEZ2 A VA LRI NE

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

BE R T EEH ANV FT 7 —~ S




2. AHNORK. VERBF

PN F A SHEE200mg (—%4 TV~ T GBI R Z) . LT TARA] &
WoL,) Ek, AT Eu— 2t L7k b programmed cell death ligand 1 (LLF

[PD-L1) &\W9,) IZk3 25 NMllgGl €/ 7 a—F Ak TH 5,

PD-L1 /&, AENIZEB W THIRI RIS ICHBLL T | EHb L2 88k (T
AL, B MM N F =2 T 0% 7 —T fifld) FEI2HBT 5 CD279 (LT [PD-1) &\
9.) MUY CD80 (B7-1) &ifEc L. MEISEZAICHIETEBZ 26 T\S (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, Fix OEFMAICHFEEL TS 2 & (Int
Immunol 2007; 19: 813-24) “EMRHAE SN TEY, PD-LI & PD-1 24 L7=fREIX, JEE
AR PR RF A 72 T AR O OB EBEEZ BT HFO—2 L LTEAXA LN TS,
F72. AN VRIS W T, PD-L1 238 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 % [HL5E L TN AP
B T A OMIREEFEMEZRT 2 2 E&IC X0, EBORIEEMHT5 &% 2
5TW5,

ARFNOVE I IS BEORERISIZ L DRWERERH b biv, HEXIIET
(CEDWREMEN D D, AFORE PR UREGRIZIT, BEOBEL 7T, B
WERO BTG EITIT, FEBL L2 FRITIE U M 22 ek & B8R 2 R SRR & i
L TGl 22 8RR W 247\, I O RO XD RIER 2 B D 5561213, BIFE
BB AV RO GE DY) IR LE 21T 5 WENRH D,



3. BB
RIBYIBRANEE 7R A L2 VMR E O AGREF IR 2 17 - 72 B 72 Be R BR O il 2 7n 97,

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

EIREEE 2 AT HARIGUIRAGE /2 A NV VIR E D 9 B, S— kA Tl LR
EREDOH L EE 88 il (AARNERE 3 HxETe). /~— N B CIHMEFRIERDO R WEE
29 il ZxtGe e LT, ARAI 10 mg/kg & 2 B FIR CHRIEHE L2, 2S— ~ A O FZREHfh
HEThHLHZEFETIL, 31.8% (95.9%FHIX M : 21.9~43.1%. 2016 43 H 3 A7 —
I3y NAT) Tholz, ¥, FANIHRE LTEBEERDIFEIL 20 TH o7, 73— b
B O RIKFEME H T 5 RRN =" O FRBEHTRE R 13 62.5% (95%(E X H : 354~

84.8%, 20164F 12 H30OHT—¥ v v47) ThHhot,
*] : RECIST A K7 A > 1.1 I EES <MSHEIZ L D CR XL PR,
*2 . ABRBR CIXAIMRMZ B & U P BT 235 0E S TR Y . Al 0.025 2> 5 4 3% AT IC
Bl 54 H EOFBEAKYE0.0045 %75 L5 [W - HEAKER M 0.0205 2 VT, 95.9%(FHE XM %5
Hizz L,
*3 0 HIMWERRANT RIS D 5 B AFIR 5B 13 L EBIE S 7z 16 o E,

#1 A& (EMR100070-003 3RER)

=k A X— B

BiIE (%) Bk (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
W0 7%5%h (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
#17 (PD) 32 (36.4) 3 (18.8)
FHABE 19 (21.6) 1 (6.3)




[Ze21k]
[EI B L[] 26 1T AHRRER  (EMR100070-003 55%)

HEFERIT/S— N A 86/88 ] (97.7%). 7~— K B 28/29 il (96.6%) IZ#&H HiL, A
HEDOREBEBNEE CTERWEESFRIT N—F A62/88 % (70.5%). 73—k B 23/29
Bl (79.3%) IZRO BT, WT D/ 3— F TRIEN 5% L EORWERIZ TED &
BYThHoT,

#F2 WIFNHAD/N— N TERERN 5% EORIER (EMR100070-003 3RE8)

ZERIR B (%)

FEAGE N—hA X— KB
(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
Bl

T 9 (10.2) 0 0 2 (6.9) 0 0
B 9 (10.2) 0 0 1 (34) 0 0
—i% « RHEER 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

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

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

Bl Bl 6 (6.8) 0 0 0 0 0

U ox—EH8n 0 0 0 3 (10.3) 0 0
R 0 0 0 2 (6.9) 0 0
KT N Y 7 A ME 0 0 0 2 (6.9) 0 0
FREF J 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— | BIZBWTENZEL, BEMERZER 16 (1.1%) R0
B, FFHgRERE S 8 5] (9.1%) MO 21 (6.9%). KiGFHK « BED FH 16 (1.1%) KO
0 B, BUIRMREEREREE 5 61 (5.7%) KLUV 0 i, 1 ALHEIRIS 1 61 (1.1%) J&OY 0 f5il,
K« BRRUBRRIE 361 (3.4%) KON 1B (3.4%). ffEEE (X7 « NU—JEfERE%
o) 116 (12.5%) KO 261 (6.9%)., BEEEF 246 (2.3%) KO 1H#] (3.4%). N
infusion reaction 19 #fl (21.6%) K541 (17.2%) BRDBNTZ, E7-. BIBHEREREE
DR L O S « BEERIZFRO SN2 hr o T-, RBIERRBURIUIB#ES: (FRMR
BEAEEZET) 2 E0ERBRERT,



4. FERIZOWNT
AR OGP EG) 72 BE ZZW - FrE L, AFORGICL YV EERRAWER Z3EL L
BRI D Z E N2, LTFOO~QD T T &= a2 B\ T
THRETH D,

O MERITOWVT

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

(1) EAFBREDTEET 20 A FEEEILRRPT %S (BB IR DS A2 R HE L S
Be, M A RGEERL SRS, MRS AR &) (BRiottE 7 H 1 BRF
AL : 436 fiik)

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

(3) FBENFREFENFRE T 203 AR FEEEFR P (03 AR E T, 23 A2
Beth J1mile, S AU IEEEEHERE R 7 &)

(4) ARACFFRIESE 2 RE L, SRIEG LS RIEZ IR 1 UISSRIEG LR IEZ R
B2 Ofiak FEAEIR D B 21T > T D ek CEEC294E7 A 1 HREA 2531 fiak)

(5) PUHEEMEAEBFINL T SN Ol FUEI AR D B AT > TV D lisk CERE 29 45 7
A 1 B 1287 Jifigk

@ -2 SRR DAL R K O RIVE R FE S OIS 147 70 Ak & #EBR & FF O BE Al
(FROWTINITHEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOWHINHE ZME T L7211 5 LU E O AR D EERIHE 2
ITHoTWAZ L, 96, 2 4L BT, DASEWEEY T & U ERIEESOWHE
EITHoTCNWDH T &,

o [ERRFFISR 2 FEOMINHE ZE T L7-&RIZ 5 LU B EMENELT 2R O i
REBRZA L TWVWD I &,

@ BENOEXRLFEREHOMEHITOVNT

EEMEREICEE T 2 ELE AR E S, REIEEEN D OFRED, AoE -
REMWEIRLNE RO L CERSC 5T 2R, AEFZRBELLED
W, ERHELIITOI D EHINFE->TnDHZ L,

® EBHERD®RIZ2OUVT
®-1 BWERRBLEE Ot Az B3 2 B

PR R O EE R BITER N34 LB, 24 BERIRIRIAHI O T, Sk X
TOEEE R 123 T, BB L 7 BERICIS U CABEE B L O CT ZE O EIEMH ORI
RO RS Y HHIZE O, EHITRIGFTREZRAHI N > TnDd Z &y




@2 ERNEEEIC L 2AFFRAICICET 2B

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOIERDOAT ) —= T E2ITOERE & HREZ LA TE 55 — A EE KRG
S TWbZ L, 2B, BEAEHICHOWT, DAUBRE L ZOFEKRICHFDICEMEN
TWhHZ &,

@-3 BEHER D2 M L T

BIVER (RVEMERTZR BTN 2, IFRRERRE . KGR - HEO TH., AoinkEE (F
WIS RERE S, FIRAREERS S, TRMAMAERE), 1 BUBERIA. LR, Mk - BEUH
RUAEIE, sk (X7 2 « NU—JEBEREZ 5 Tr) . B, infusion reaction, L,
g - BEESS . EEIEMGMEIESS) 1Tk UL Y RkHE % ST B E R B D B A A
THERMEEE L BEWERAOZKLRISICE L CHRER T EAZ T N5 H
52 &) EHITEYIZRLED TE DKM > TG Z L,



5. REXBRLRDBE

(2B 2 F1E]

O ALZEFIEE D 720 R OMLFFRIERE D B 2 IRIRUIBR A EE 72 A L7 )V HIE B (28
WTAHIDOFMER RSN TN D,

@ TERMIREY T D HRE IR T D ARA| O G K O HFIEIC >V TR, RAIOFZME
DIEL SN TE LT, AAORGIG L2570,
o fhOPUEMEEAIEOFH L TR S DB

(ZtEicBE§ 2 F1E]

O TRICENYTIEFICOVTEAAOERGEN LR LI TNWDZ D, 5%
TNz &,
o ARBNORIIT KR UIBBEUE ORBEERED & % BHE

@ TREATOFHIZIB W T RIS T 5 EZ T HONTE, AFORGITHER IR
WS L OTRBERIRE DN 2 WIGEICIRY | [EHEICAFZEHT L2 L 2&ZETE
%

o MEMMZEROASIH IIBEOH 5 BHE

o MaEE AR A CHRE R 2580 2 B K ONE BN O HUH Bt I <0 gy M it ¢
EDMICRIEMEZALA B B D B

o HOWREEROEOE, UXEMEN L L IXFEREMO B % B OB TR
D% B

*  ECOG Performance Status 3-4 =V o3&

(1 ECOG @ Performance Status (PS)

Score EFR

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

PRI LVEENIRIBR S D 03, BITRIRE T, BAIEERE > TOERIITO T LN TE D,

Ul mozs, s

HBATRIBETH D OHOEID O Z L33 X CTRFEZAMERIZTE 220, HH D 50%LL Eid~X > R4 Tilh 29,

3 (RENTZASOEDOEY D L LNTEXR, BHRO 50%L L2y Rk i Zd,

4 | E&<BETR, BOOHDEY O LiFEL TERY, BRIy R+ T I,




6. BEZELTHEEITREEIH

I SCEITIN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E 2GR A+ L T OEHT 52 &,

TRIRBAIRICIESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroEToZ L,

FERBIERO~RT A MZONT

@

@

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

FARA, ISR E, TR bND 2 E0H L0 T, EMBINTIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEDIREZ 157512
BT DL,

FURBRBERERE . BB REREE LN O T RIESEREREENH DN Z D D
DT, EMRICHNWERER A (TSH, 15t T3, #E#E T4, ACTH, I =L
FY—=VEORE) 2175 Z &,

AMEEEE, RAEHEEBEREOERENLDHOONDLZENHLDT, &
ISR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BIE 1 BUBEIRS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, B, Eul, MRHEFEOMEROREIC MFEFE O E5F-1C
THERETHZ L, L BERFEN RO GEICIF &S E2HIEL, AR Y
A OF 5-EOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, RN S 2 5 T Infusion reaction 73
LbNDZ EnHDDT, AFOFKEIZEE D Infusion reaction (21 2 TEA
RRIZ 0 72k D T X D 21T 72 LTI 2 2 &, £z, 2BIELUED
AHK 512 Infusion reaction 23 HHONDHZ b dHH DT, BEHFOIKEEZ T
BT H Z L, 728, Infusion reaction 23R LA ITIE, #Y) AL
BAAITH & L HIT, FERNBEIET 5 TREDOREZ I8l 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 b DL B
BRHOLDLNDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o BEH ) 70 Fnalk & B8BR A RO R Al & i U CE bl 28R 22 W 2470,
DI SO X D EWEM R DN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEEZZRTHZ L, 2B, MIBKREFRLVESOERSE
2 &0 EWEROBEENE D B2 WA, BIERERVE DS O%E
MHA OB EET D &,

BHE&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC2ITEET 5 2 L,



AENIOEERRERICINT, EGHIANG AR 6 BT L, ZhllEiE, 128
T LICAHBMEDOTM AT > TW2 Z & 2 5B, ARG TIXEBRN RO
WEAT) Z &,

10



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

~ Rl e ~

SRTE1 28 (G542 AWET)
JEA B EE




ER/N

AN DN A W N

XL ®HIT

AR OFHE, VEHIREF

B R BICAR

Ao IANE

B Gxtg L 70 B BHE
BEIZERL THE T & HIH

P2
P3
P4
P9
P11
P12



1. IZT®IZ

SO - DEMOREMREO T2 OIZIE, IR SCES SO IZE IE 2 23k
HHND, 6T, IHEOREHTOMEHRIC LV, PURERN 2 ORI 28 HilE
T ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L2
MEXDFE L 72> TR Y | RFMEGER & QRO AT #2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOBEROREHELZND Z L L ST,

BrHLE AP ESR G, REEASREE T 1 7 7 A VBBEFOEIRMG & B 5 )i
B2 EBnNbD, 20D, AEROLZEMEICET 2 ER N+l T 5 ETo
M, YZERLOBRELBZ T EPH/HINLBEFICHLTHERTL &L BT,
BIER DN HH LB B 2 & D 2 L A AHEZ R — E O B % jiii 7= IR A RS ©
AT ENEETHD,

L7IeBoT, RAA RTA4 0Tk, BABBERESLINAETIZHELR TV D EFHESY
1)« BHPRRHICEE S & | DLT O EIE S O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHE T,

BRI, RATA BT A L, MSATBOE N EIE S EREIRR A, N artENEA A
AREERIEG Y, —MAEFEN B ARBRRANRES KO —tHEAN B AR T2 0
oL EER LT,

KL L T BEIREL - SR F A ST HE 200 mg (%4 ToUL~ T (s R
Z))

JG LR DMREXITNR « RIBTIBRARRE LTS 0 B R e

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

e AR R EE AN AL F T — RSt

(%)
A T4 25 1 mg, FEESmg (—Mx4 : 7FF=7) OREeXIIRAER, THHEK O

=R

B

R SUFAN R+ ARIBUIBRANRE S TERREME oD B il e

FEROHE @%, AT F=7L LClESmga 1 H2REOEET 5,
B, BEOREICLVEEIEET 525, 11 10mg 1 A 2B T &
TX 5,



2. AHNORK. VERBF

N F A SHEE200mg (%% - TV~ T (Bl Z) . LIF TARA &
W) E. AT AL FT 7 =~ RSB L7zt | programmed cell death ligand
1 (LLF TPD-L1J) &W95,) iZxtd 5k MU IgGl £/ 7 r—FTAHETH S,

PD-L1 /&, EEAICBWTHRERMIEEFICRBE L TR, EE L7z Y 38k (T
Aifd, B MK N F 2T 0F% 7 —T M) FIZIHBLT 5 CD279 (LLF [PD-1] &
9.,) KO CD80 (B7-1) &fEA L., MEISEZAICHIETLEEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, flix OEFMHLICHFHE L T1DH Z L& (Int
Immunol 2007; 19: 813-24) SN #E SN TH Y, PD-L1 & PD-1 2/ L7ZfBKIx, 5
AR S BURRFR A 72 T M O OB B EZ BT 2T DO—2 & LTEZ LTV D,
F7-. B IZIB W T, PD-L1 233 B L TWD Z EENRHE X TV 5 (Cancer Res
2006; 66(7): 3381-5)

AF1Z PD-L1 OHIPSMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUR
B T MROMIREEFEE 2T 2 2 &SIk v, BEOREZMmEI+T 5 &5 2
LTV D,

ARHFNOE MR IC 55 B ORERIGIC L 2RERAS R H O b, HEEXIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERO BAVTZIF BT, BB Lo FHRITIE U A 22 ek & B8R & Fr O R &
L TG IR 21TV B ORIESUSIC £ BBIEMR DN S BAICE, #
BB AN LR OB GO )R IE 2 AT 5 BER D B,

PN



3. BRERAE

ARG BIBRANRE SUTERFE P 0 Bl e e 00 KGR IR L2 A 22 4T - 72 T2 70 B AR BB oD Rl &
N~
(AzhE]

[EI B I R 55 LA RER  (B9991003 7klk)

{EZEIEIE D 7a v ARIBYIFRASRE X ZHARE M 0D 3 Bl frad 254 R e ges 25 886 151 (H
ARKNEE 6T HlEETe) Z2XFL LT, AAlETITF=7 LKL (LT [TAA
/TR F =T Lbnd,) T R=F=T7 VO (LULF [RA=F=7] W\
I,.) 2 OENME VLM RT S e, FERHMLIE L PD-L1 BB B ICBT 5
A (LT TPRS) & o, ) KOVERAFME (LR Tos) &wH, ) T
HY . BIREHEEH & 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 AL KON PD-L1 O3B A2 DO WREEIZBIT 5 PFS OWF IOV T b
A=F =T RRCKR L OREFEMICA BRIt R 2~ LTz,

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

2R O#E LT,

*: A=F =713, 6 EME LY A 7L LT, 50mg & 1 H 1A 4 BEEROBS L%, 2 BEIRRS

DR HEL S,
*3: MANBICHRBREHBEICCr Y 2 - XA T 7 ) AT 4 v 7 A0 [ %5 OptiView PD-L1

(SP263) | # W= AR L AR A I L 0 BN S v, TEEAARR ISR 5 PD-LL &2 %81 L 7= )%
RS (5D B EIE DY 1%LL EDOSAIC PD-L1 B &l S 7z,

1 AR (B9991003 #ER)

PD-L 15 B E ] 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%Cl] [0.47,0.79] [0.56, 0.84]
JrflpfiE2 <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: B, NE : #i&RA[, *1 : N2 B RS I H-S3< . *2 : ECOG performance
status (0, 1) ROME CKE, #F-4 - g —uov/x Zofhotisk) (28 5E5H]
Cox Hfil A~ — KT L% OYE I log-rank 4 &



0-
9-
ﬁ 8-
Ho 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
MEVEZ BT 25 O/ ()
At risk
AENT FF =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 X F=TRE
=
4
34
2
i A=F =T Rt
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 5 MR (A)
At risk £
KEN/ T X F=7 442 364 321 250 193 127 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 : 2BFLH)



(PD-L1 FEELIRBLAN DA ZhE)

[EIBR 3L

Al

% MAHFER  (B9991003

HRE) ICHAANONTZEBEDOT =X TS X,

PD-L1 ZEBLRBNCERBHNTIRAT 21T > T A WME R N Z M ORERIZLLTDO LB Th

277,

BRIMEIZOWT, WINo PD-LL FELEO S »v AT TH 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 HNTD, PD-LL BEBRN @I PR RN K E VHEA 2RO STz,

723, PD-LLORBLRIZEOT, AKFlOZEMET 07 7 A VEREEETH - 72,

#F 2 B9991003 FRBRIZE 1T 5 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] ZEAFR™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 XRF=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 ¥ 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]
A=F =7 51 42 [2.8,6.9]

CI: {EfEXH. NE : €K7, *1 : ECOG performance status (0, 1) KR OMU® CkE, 7 & - id—na v
R, FOMOHIK) ZREHIKT & LicERICox Bl — RET L, *2 : O 58, @PD-LIFEEURILL Y

@GR L PD-LIFEBURIL & O EAEM %

4 "
09 ‘\A,
o8
Eiig
i—% 07
00
04
4\‘ 02
o1
00
0 2
At risk%

A/ THF =7 270 227 205154 120 76 53 32 23 13 3
A=F=7 290 210 174119 85 49 35 16 13

4

S KEN/ T % F =T
\ - b ‘_“"'\
A=F =Tt

RS

6 8 10 12 14 16 18 20 22 24

HEAEZ BT T 2 O (H)

50

1

10
09
o8
07
0o
[H
04
03
02
01

00

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

0

| L L Coxbbfil i — FET L

Qﬂ’!‘“_
e BHE/T X F =T
! »‘_’Lﬁ- .
5 ——a ,- -
A=F =T
2 4 6 8 10 12 14 16 18 20 22 24

HEVERES TS0 (A)

2 B9991003 FRBRIZ 31T 5 PD-L1 FIHER|D PFS @ Kaplan-Meier Bt
(£ : PD-L1 BHRE=21%DBEEF, AKX : PD-L1 EEER<1%DHBEEH)



[ 24 1]
[ PR IL R 2 MAHRAER (B9991003 7:U5R)

BERERIL, KA/ T X F=TRE 432/434 B (99.5%) . A=F =T 436/439
(99.3%) IZRD LI, IR L OREEFRAE T ETCE2WEERES EIER) 1. %
ALEI 414/434 5] (95.4%) TN 423/439 5 (96.4%) (Z588D BTz, WL D5t
THRIVED 10%LL EORWERIZTRO LB THoT,

£3 WTNODRETRERN 10%LL EORIER
(B9991003 3Ex) (LMY *IHRER)
Bk (%)

@ B OOOKR 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 Grade3-4  Grade 5

ARIWER 414 (95.4) 241(55.5) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
H ke

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
— % - 2HREER OGN ORE

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

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

KD R NE 58 (13.4)  5(1.2) 0 60 (13.7)  4(0.9) 0
MR aR. MERds X OMEhREE

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 O TRk RS

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

Fe 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

R 49 (113)  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 B

kR LR 56 (12.9) 0 0 141 (32.1) 0 0
B RS R B X OV SRRk &

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



Bi% (%)

@ B OB OR 4y B K OKGE

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

oA

FOIR B BB T E 105(24.2) 1(0.2) 0 59(13.4)  1(0.2) 0
B, hEB L OWE A IHE

TEAIZPE D RIS 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

IR 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 6 511 (1.4%). R 261 (0.5%) .
JFRERERE 2 88 151 (20.3%) . KARA « HIEED FHI 3161 (7.1%) . FUREHEAERE 2 122 4
(28.1%) . FIEHEREREE 9 il (2.1%). THEMREEREREE 2 B (0.5%). 1 BUHEIRIR 2 f
(0.5%) . DHF 261 (0.5%) . MRS (72 « SU—EEEEZET) 1861 (4.1%).
R S B (1.2%) . BEAEMESE 161 (0.2%) K& infusion reaction 112 {51 (25.8%)
MRD O, Flo, TR - BBUHEIRE K O - SR ITERO behoTe, R
RIERZEBLRIUIIBIE RS (REREER T 2 E5T) 25 OENERE =T,



4. HERIZTOWT

RERSMEE U CHEABEMRE (BFE) ST Tnsd I enb, Yk sr
WUNCEMTE LM THLLENRH D, £D LT, KFOKRG P EY 2 EH 2
Wr - FrE L, AFOREGIZEI Y EERBEMNZRBE LRSS T 5 2 EBNnERT-
D, L FOO~@DT X T &I Mgk ICBWTHERT & Th D,

O MERITHOWVT

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

(1) EAFBREDTEET 20 A FE LR E  (FE IR DY A2 R HE L S
Be, HuskAs A HEEEIL AR e, RS AR e &) (BFocdE 7 A 1 AR
B 1 436 fitik)

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

(3) FBENFRENFENFRE T 203 A HEEEFR P (03 A2 B R ERbT, 23 A2
Beth J1mile, S AU IEEEEHERE R 7 &)

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

(5) PUEMEREE A& BN Ol sk S HEIAR D M 21T > TV D ftEak (CFRk 29 4 7
A 1 HEEA ;1287 gk

@ -2 BRI O ERE & OFIE RS BIRE O XIS IZ 40 72 Fnaik & B8R & o =R (F
ROWTNNITEEET HERM) 23, UE2BEBORANCET 55RO EME & L Th
BEEhTWhZ L,

*

o [ERMFFEUSE 2 FEOMMIFHE ZE T L7281 5 FELLED D AVIER O BERAHE %
[THoTWAZ L, 95, 2L FiZ. DARYEEAS T L UREREESOHE
EIToTWH I L,

o [ERfitaFEUSE 2 EOVINHEZE T L1-%IC 4 0L EOWRERFHF O R HE 21T
STEY., 95, 2 FELL X, BSHNEE O DS A SKYIRE 251 N AU TRIE DGR IHE 2
IToTWAHZ L,

@ BREAOEXEMFREHOMAHIZOWVT

EEMEREIICEE T 2 ELE AR E SN, REIEEEN D OFERED, AoE -
TR EIRLNEROE B L CERE SR 2 E R, AEFZERBELLED
W, ENELIITOI KNS TnDHZ L,




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

VR MM B OB RBIWEH 384 LT2BRIT, 24 BRI RIRHIO T, ikt X
IEEE R VT JEEL L7 RITERNSIE U CABRE L O CT 5 0 BIE M O8N 424
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L&,

@2 ERUEHEHIC L 2 AEFENSICET 2B

N AT B I R AR O e R B B IE R E B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
SN TWnWAHZ L, B, BFEEREIzcoONT, DABRE L FOFEIBEICHDIZBEImEN
TVWBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERZEEICIZ, TR, KIBK - HEO THI, NowkEs (F
W R . RIBAREERE S . T RMAMAERET) . 1 BUBEIRA. OBk, Ak - BT
RUAEE, #RRRPEE (X7 v « NU—JEBRELZ 5 Tr) . B, infusion reaction, FEZ,
Mg - BERESS . EEIEADMEESE) 1Tk UL Y EkhERR ST B E R B O B A A
T HEMEEE L (FEAOZW-OXISICE L THRE R OB EZ = b & H
HZ L), EHICHEUARAENTE DEHNESTNDZ L,

10



5. ZREMBRLLRDBE

(20 BI 4 5 4 H]

@ ABZEFEIE D 22 WARTEEI BRANRE ST EERB AL O B M BB IR W TARAI & 7 % &
F=7 L OPFRE GO RSN TN D,

@ TRUCHEY T 2 BE KT 2 ARFN OB G K O A FIEC O TIX, KB OH D e
NEINTELT, REIOEGRER LN,
o IiiRABLR L
o AKHIOHAEE
o OTARAIDOHIEI IR SN TV 72V OFTEMIEEA & OG5

[Z2 4P BE§ % 5 1H]
O TRICHEYTIEECOVTEAAOBRENRER LS TWEZ b, BE%
fThrenz &,
o ARBNOIITKRE UIBBEUE ORBEERED & 5 BHE

@ TBERTOFHIIZIB N T FRICEYS T 2 BF IOV T, KAl GITHEE I Lk

WS L OTRBERIRE DN 2 WIGEICIRY | [EHEICAFZEHT 22 L 2&ZETE

%o

o MEMMZEROAIH IIBEOH 5 BHE

o MaEE AR A CHRE R 2580 2 B K ONE BN O HUH Bt I <0 gy M it ¢
FEDOMIZRIEMEZE LN HA BN D B

o HOARERBEOAOF TR 7R L VLI B O 5 E o BT
D5 BE

*  ECOG Performance Status 3-4 =V o &

(E1 ECOG @ Performance Status (PS)

Score T

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

PHARRIZI LVEENIHIBR S D 03, BITRIRE T, BAIEERME > TOERIITI T LN TE D,

Ul movsek, s

HBATRIBETH DO OEID O Z L33 X CTRFEZZAMERIZTE 220, HH D 50%LL Eid~X > R4 Tilh 29,

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

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

11




6. BEZELTHEEITREEIH

I SCEITIN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E 2GR A+ L T OEHT 52 &,

TRIRBAIRICIESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroEToZ L,

FERBIERO~RT A MZONT

@

@

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

FARA, ISR E, TR bND 2 E0H L0 T, EMBINTIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEDIREZ 157512
BETD L,

FURBRBERERE . BB REREE LN O T RIESEREREENH DN Z D D
DT, EMRNCHNWFERER A (TSH, 158t T3, #E#E T4, ACTH, I =L
FY—=VEORE) 2175 Z &,

AMEEEE, RAEHEEBEREOERENLDHOONDLZENHLDT, &
ISR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BIE 1 BUBEIRS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, A, Eul, MRS OGER ORI MBEHE D L5712
THERETHZ L, 1 BERFEN RO GEICIF &S E2HIEL, AR Y
A OF 5-EOREU) LB ZITH 2 &,

T T4 T xR UL, RN, SR, RN S 25 T infusion reaction 73
HEbNDZ EnHDDT, AFOFKEIZEE D infusion reaction (21 2 TEA
RRIZ 0 72k D T X D 21T 72 LTI 2 2 &, £z, 2BIELUED
AKI G-HFIZ infusion reaction 23 HONHZ b dHH DT, BEFOIKEEZ T
FICBIET H Z L, 728, infusion reaction 23FR & HALTZG AL, @Y AL
BAAITH & L HIT, FERNBEIET 5 TREDOREZ I8l 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 b DL B
BRHOLDLNDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o B2 70 Fnak & BRBR A RO R Al & i U CE bl 28R 22 W 2470,
DI SO X D EWEM R DN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEEZZRTHZ L, 2B, MIBKREFRLVESOERSE
2 &0 EWEROBEENE D B2 WA, BIERERVE DS O%E
MHA OB EET D &,

BHE&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC2ITEET 5 2 L,

12



AR ORI T, EAEAEID T 05 18 W AMIZ 6 B L. LA
1. 12 B LB ORMI AT o TN 2 & ESEIC, AKIES IR ENIC
NREOMEREAITH Z &

13



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

~R¥ LR~

Sf3FE2AH (Ff542 AED)
JEA B EE




ER/N

AN L AW =

XU HIT

AHNIORFE, 1EHRET
B IR RSCAR
MU T
BhxtG LI b iEE

BEIZER L TRE T~ & HIH

P2
P3
P4
P7
P9
P10



1. IZT®IZ

SO - DEMOREMREO T2 OIZIE, IR SCES SO IZE IE 2 23k
HHND, 6T, IHEOREHTOMEHRIC LV, PURERN 2 ORI 28 HilE
T ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L2
MEXDFE L 72> TR Y | RFMEGER & QRO AT #2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOBEROREHELZND Z L L ST,

BrHLE AP ESR G, REEASREE T 1 7 7 A VBBEFOEIRMG & B 5 )i
B2 EBnNbD, 20D, AEROLZEMEICET 2 ER N+l T 5 ETo
M, YZERLOBRELBZ T EPH/HINLBEFICHLTHERTL &L BT,
BIER DN HH LB B 2 & D 2 L A AHEZ R — E O B % jiii 7= IR A RS ©
AT ENEETHD,

L7IeBoT, RAA RTA4 0Tk, BABBERESLINAETIZHELR TV D EFHESY
1)« BHPRRHICEE S & | DLT O EIE S O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHE T,

BRI, RATA BT A L, MSATBOE N EIE S EREIRR A, N artENEA A
AREEARIES Y, —MAEHEN B ARBRARES KO —HEAN B AR
DI DB EAERK LT,

RfG L IR HEIREL © NN F A SHEERE 200 mg (—f%4 TV T (GBEm R
Z))

M ERDMENIDE « ARTRUIBRARRE /R R & ERORE IS 31T DAL A OHMERRIE

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

Wk AR 58 ¥ FH AT A F T 7 —< A St




2. AHNORK. VERBF

N F A SHEE200mg (%% - TV~ T (Bl Z) . LIF TARA &
W) E. AT AL FT 7 =~ RSB L7zt | programmed cell death ligand
1 (LN TPD-L1] &£ 9H,) IZxtd 5k MGl E/ 7 n—FAHikTH D,

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

AF1Z PD-L1 OHIPSMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUR
B T MROMIREEFEE 2T 2 2 &SIk v, BEOREZMmEI+T 5 &5 2
b5NTn5,

ARHFNOE MR IC 55 B ORERIGIC L 2RERAS R H O b, HEEXIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERO BAVTZIF BT, BB Lo FHRITIE U A 22 ek & B8R & Fr O R &
L TG IR 21TV B ORIESUSIC £ BBIEMR DN S BAICE, #
BB AN LR OB GO )R IE 2 AT 5 BER D B,

PN



3. BB
HRIBYIBRARBE 72 R S RO 38 1T DAL PR IE S OMERFIRIE O AGRRF I 217 - 7=
FRERRBRORE Y =T,

(2]
BRI [RI S T AHFAER  (B9991001 #XER)
7T FF AN B G — RALFEEE (4~6 YA 7 V) ICTERBETARD SN TR
VN, ARIBUIBRNRE 7R RS B RO 700 B (AARNEE 13 Fl2Ete) 2xtgs LT,
AKF & Best Supportive Care (AT [BSCJ & 9,) OUFH#EE (LT AAI/BSC) &
W9, ) Tt BSCHUMIRIE O F WE R L EVEN R S fviz, HRREHTORER (20194
10 H 21 A7 =47y bA7), FEFHEHEA & S4v7z PD-L1 ORBZ bRV asE
(UUF T2EF] &v),) KOPD-LI B EFEICR T 2 24a0H LT Tos) &
W H ) IZDWT, AKI/BSC B BSC BRI ) L CREEHAMIICAE B RIER 2Rk LT,
*1: AHIE 10 me/kg % 2 38 RIFIRE CARREHE L7z,
2 SR REIZ K 0 L RO VTR &7 T8 A % PD-L1BE L HIE LT,
o JEEHIIRD 25%LL FICER AR S5,
o JEBFICENE L7 B MR OEIE DS 1% B D5 E MR D 25%LL FICHHERED bivd,
o JEBHZRE L HIIEOBIS A 1% 25 IR0 100%IC Y BT8O Hivd,

#z1 AEMERE (B9991001 FE)

R PD-L1 5t A 45
A%l/BSC BSC AFI/BSC BSC
(n=350) (n=350) (n=189) (n=169)
oS ol () 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, Cl : {S#EHXH. NE : #E KA, *: —RLPREORERADR GEa
BT R, ZE) KON (HY . 72 L) (2 X 25 E5 log-rank 1 7E



10

09

08

07

0.6

05

BB

04
03
0.2
01

0.0

At risk3k
AHl/ BSCHE

BSCHE

1.0
09
08
0.7
0.6

05

TEIEIS

04
03
02
01

0.0

At risk%
A Fl / BSCHE

BSCHE

AF,/BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 M 36 38
HEAELAE DT B OB (F)
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 63 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 2B 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 DHEAENTEED Kaplan-Meier Bt (B9991001 3&5%)
(kX : 2BFLE., T : PD-L1 BiEBELER)



]
[EI B2 T ARFER  (B9991001 #XER)

HEFELIL, AKI/BSCHE337/344 61 (98.0%) . BSC #268/345 %1 (77.7%) (258D 5
. TBBEE L ORRBEREZ S ETERVWAFHES RIEM) 1X. £h i 266/344 f
(77.3%) KT 4/345 fil (1.2%) (ZRRD HiTc, WO G TIHBLRN 5%LL E
DEWERIZTTRDO LBV TH -T2,

R
\H:@
HF

H}

£2 WTNODOBETRIEAERN 5% EORIEA (B9991001 3RER) (ZEMEMATIISRER)
Bl (%)

SRE R HE/ 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

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

I ) E 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
FERGF J UL 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

BT 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
BRI XL O SfERk

RE A 23 (6.7) 1(0.3) 0 0 0 0
PN o Is 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 CRVEMERE R 1261 (3.5%) . W2 361 (0.9%). FFHkfE
b 1841 (5.2%) . KGR « HEO FHISH] (1.5%) . HRIREREREE 48 61 (14.0%) .
BIBHEREREE 40 (1.2%) ., MfEpEE (X7 - AU—EREREEZET) 661 (1.7%) ., &
B 7451 (2.0%) . AhZk - BEEUTIALARSE 2 61 (0.6%) M TN infusion reaction 69 5l (20.1%)
WO BTz, Fo, TEARHERERE ., [RPERP, DR, BRI E & Ok -
BEBE R ITRR D DL Do 7o, AEIWERRBURDUIEREHFES (R REERT 25 T)
EEUEIHFERE =T,



4.

it

HEFRIZ DUV T

AR & LT A (2FRA) PREohTns 2 b, Yikild
PNCETE M THLIMEND D, TOLET, AAIOKRENEY)2EH 22

Wr - F5E L. AFN OG0 BEELREWEN 2388 LIRSS 5 2 L BRI

D

. BFOO~@DF X T AT B W THEHT 2 X& Th %,

@ mERITOWVWT

@

AFREO (1) ~ (5) OVPRCEST AR THS T k.

(1) BEAEGBRESIEES D05 ABHESEIL AR E  (HE RS ARSI RN

Be. Hus AR RREBEILAURE, IS ARSIREREE R &)

(2) FrEtEaemPb
(3) HMERFRASENIEE T D 2 ABIEESRE (05 ARIRERETRE BT, 25 A2

i 1IRbe. S AR R HEE R 2 &)

(4) SRACFRRIEE 2 oE L, SRIESHLARIEZIE | SUISRIEG L AR IE 2 R

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

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

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

*

ERfita 5% 2 O PMIIHE Z1E T L7=1C 5 FELL DD VTR O BERIHE %2
{ToTWAHZ L, 596, 2 L RZ., DAEYEEA A E L U-EIREESOHE
EIToTWH I L,

E RIS 1% 2 SEOVIIHE 28 T L7-1%12 4 0L FOWR B O R HE
ZIToTHRY., 96, 2 FELLEIE, RE EBUEO N A YR LE & G Te 0 AMIRIRD
BRHEZ 1T CW\WD Z Ly

@ BERNOERRFEREHOEHIZONT

AR HE BRI IE S 2 BMEA D ELE S, BUREE S OB D, ARk -

LM REERE I OB B RS 2 I miEft, AFFRPRBELLSED
A G FE D HLDIATON D EHINE > TN D Z &,




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

VR MM B OB RBIWEH 384 LT2BRIT, 24 BRI RIRHIO T, ikt X
IEEE R VT JEEL L7 RITERNSIE U CABRE L O CT 5 0 BIE M O8N 424
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L&,

@2 ERUEHEHIC L 2 AEFENSICET 2B

N AT B I R AR O e R B B IE R E B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
SN TWnWAHZ L, B, BFEEREIzcoONT, DABRE L FOFEIBEICHDIZBEImEN
TVWBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERZEEICIZ, TR, KIBK - HEO THI, NowkEs (F
W R . RIBAREERE S . T RMAMAERET) . 1 BUBEIRA. OBk, Ak - BT
RUAEE, #RRRPEE (X7 v « NU—JEBRELZ 5 Tr) . B, infusion reaction, FEZ,
Mg - BERESS . EEIEADMEESE) 1Tk UL Y EkhERR ST B E R B O B A A
T HEMEEE L (FEAOZW-OXISICE L THRE R OB EZ = b & H
HZ L), EHICHEUARAENTE DEHNESTNDZ L,



5. ZREMBRLRLBE

(AL B9 % FH]

© 77 F TR T —RAFRIEC TREETRRD b TH 2RV, RIGTIERA

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

@ TRUICEZY T 2 BB ST D AFN OB G J O ITHEIZOW TR, AFIOFRMED

MESLSNTELY, AAOHREGHR LRG0,

o T IFFRAIE G RAEFRIEDIGRIED LB

o T IFTRAIE G RAEFRIER ICREEIT 3RO b B
o FomiBhRIA

o fLOTUEMEGR & O L TR S B

| 7S e hllE A pRAR )|

O TRICELYTIEEICOVWTEAAORENER LI TS Z b, BEE

1Thrnwz &,
o RHIDFATT T UIBBUE DBEFERE D & 5 B

@ WHBRATOFHIZIB W T FRICE ST 5 BF IOV T, AFOKRGIHER SR

WS, A OTERRIEPUR D 2 WIGEIZIRY | HEICAHZER T2 2BETE

o

o [MEMMEEOEH I EDH 5 EE

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

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

e ECOG Performance Status 2-4 “V D@83

(E1 ECOG @ Performance Status (PS)

Score EFe
0 |[&<MERIEETX 5, BRai& R U HEEEIHIRA /TR 5,
. AR LEEN IR S DA, SITATRE T, MR > TOMERIITO Z &N TE D,
B WF S, FEIEE
2 |BTRMRECH S OFDE Y O Z LT T N THEEEBMEEIT TE 2V, AP O 50%L0L Bl y RAACIl I3,
3 |BROGNZASOHEOEIDDZ ELNTERY, APO 50%L EE Xy R+ Tl d,
4 | E<ETRY, BEOHFOMEIY O LT TERY, BRIy R T TilI7,




6. BEZELTHEEITREEIH

I SCEITIN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E 2GR A+ L T OEHT 52 &,

TRIRBAIRICIESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroEToZ L,

FERBIERO~RT A MZONT

@

@

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

FARA, ISR E, TR bND 2 E0H L0 T, EMBINTIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEDIREZ 157512
BETD L,

FURBRBERERE . BB REREE LN O T RIESEREREENH DN Z D D
DT, EMRNCHNWFERER A (TSH, 158t T3, #E#E T4, ACTH, I =L
FY—=VEORE) 2175 Z &,

AMEEEE, RAEHEEBEREOERENLDHOONDLZENHLDT, &
ISR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BIE 1 BUBEIRS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, A, Eul, MRS OGER ORI MBEHE D L5712
THERETHZ L, 1 BERFEN RO GEICIF &S E2HIEL, AR Y
A OF 5-EOREU) LB ZITH 2 &,

T T4 T xR UL, RN, SR, RN S 25 T infusion reaction 73
HEbNDZ EnHDDT, AFOFKEIZEE D infusion reaction (21 2 TEA
RRIZ 0 72k D T X D 21T 72 LTI 2 2 &, £z, 2BIELUED
AKI G-HFIZ infusion reaction 23 HONHZ b dHH DT, BEFOIKEEZ T
FICBIET H Z L, 728, infusion reaction 23FR & HALTZG AL, @Y AL
BAAITH & L HIT, FERNBEIET 5 TREDOREZ I8l 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 b DL B
BRHOLDLNDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o B2 70 Fnak & BRBR A RO R Al & i U CE bl 28R 22 W 2470,
DI SO X D EWEM R DN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEEZZRTHZ L, 2B, MIBKREFRLVESOERSE
2 &0 EWEROBEENE D B2 WA, BIERERVE DS O%E
MHA OB EET D &,

BHE&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC2ITEET 5 2 L,

10



@ AFNOEEHABRICEB T, BEIEAZIDHF205 12 D AMIX BT L. T lIE
X, 12 BRI Z S IEEOFM AT T\ 2 L 2B EIC, AFIES PRI ESR
W DOMEREITH Z &y
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