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DEET K O 4T 4 4F FE2 IR N e (2 O I A HEE T 14 R T4 > D HY
ﬁw’omfjwﬁm&%H31HHT$%@%)’ DN ECEZ

AR SRR EEE HHEE T A R A 2RO L BV WIEL £ LD T,

EEW@E%%%&U%E’ﬂ?éﬂﬂ%k%wbiﬁ‘ﬁ% W IE% D
W HHEE T A R4 0%, BIiEsEZED0 LB TT,
B, RKBHOGLICONWT, BIEORBRMESE TR T DT, &0

IR

Ro. 2.9

A% 7255100275,



Administrator
スタンプ

Administrator
スタンプ


OB LIRZET,



HIHE

AV Ve O fe s A HHEE T A R Z A OBGETE AT O 1A IR E)

Eel) 5]
=R (FHRERERD) Y= (ETH BR 5B A BR)
6 X— AR OGN EY) I EFEEZLZH - FFEL, AH | 6 X—V nE ] i
DG XLV EEREIEHZ R L BRI RS SN 2Rl DS T N
TLZENRMERTD, LTOO~@DFT T T & LM CH M N B L 2D T AKFK|
il B W THAT2&Th D, DG N#EY) e BE AW - FEE L, KF Ok
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1. IZT®IZ

S OGN - ZEMOREMREO T2 OIZIE, IR SCES SO I2E IE 2 235K
HHND, 6T, IHEOREFITOMEAIC LY | PURERN 2 E ORI 225 BE
AT ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIEXDFRE & 72> TRV | RIFMBOEE &SRO AT #2016 (FRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOERORELHELZND Z L L ST,

BORMERAM A ER LI, EEERSCL R T 1 7 7 A VBRBEFOESR G &5 2
B2 eBnNbD, 20D, BHIWEROLZEMEICET 2 ERN+0EET 2 ETo
M, YZEELOBRELZBZ T2 EPHHINLBEFICHLTERTL &L BT,
BITER DI LB e IS & & D 2 & WS AThEZe — & OB &35 7= R R ©
AT ENEETHD,

Lo T, KRAA RTA4 0T, BARBBERESLINETIZHELR TV D EFHE Y
1)« BHPRRHICEE S & | DIT O EIES O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHERT,

BRI, RKHA BT A 0, MSATEOE N EE G EREEGR AR, AmrEEEAR
ARERANES 7o, — M EAN B ARERRANRE S KON E N B AR R ER P20
Whob EER LT,

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

MR ERDBENIHE « RIGUIBRREEZ2 A VA VR sE

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

BE IR T EEH ANV FT 7 —~ RS




2. AHN DR, VERBFF

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

[PD-L1) &\W9,) 2325 NMllgGl €/ 7 a—F Lk TH 5,

PD-L1 /&, AENIZEB W THRIE RIS ICHBLL T | EHb L2 88k (T
MG, B MR N F = T 0% 7 —T fifld) FEI2HBT 5 CD279 (LT [PD-1) &\
9.) KUY CD80 (B7-1) &ifEc L. MEISEZAICHIET L EEZ 26 TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, fix OEGMAICHIEE L TS 2 & (Int
Immunol 2007; 19: 813-24) “EMRHAE SN TE Y, PD-LI & PD-1 24 L7=fREIX, 1B
AR DS PR A 72 T MR O OB EBEEZ BT HFDO—2 L LTEAXA LN TV D,
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 OFMISMEEICHE S L, PD-L1 & PD-1 & DA % [HE L TN AP
B T MR OMIREEEMEZ B2 2 LI kv | BSOS MHET 5 L& %
bNTn5,

ARFNOVE IS BEDORERISIZ L DRWERER S b biv, BHEXIIET
(CEDWREMEN D D, AFOREG PR UREGRIZIT, BEOBEL 7510, B/
WERO BTG AT, FEBL Lo FRITIE U M 22 ek & B8R 2 R SRR &
L bl 2 8h 2 W 2170 @B EORERISIC X 2RWERA R EDON 256 121%, BIE
BB AV RO G DY) IR ALE 24T 5 WENRH D,



3. BEREE
RIGEIBRANBE 72 A V7 VB gE D AGRIREIZ R 21T - 72 R KRR O i 2 7r 7,

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

EIREEE 2 AT HARIGUIRAGE /e A LV VIR E D 9 b, S— b A Tl LR
EIREO & 5 BE 88 il (HANEE 3HZET), /3S— N B TIHLFRIEREDO W EBE
29 izt Ge e LT, ARAI 10 mg/kg & 2 B FIR CAREHE L2, 2S— ~ A O FZREHfh
HEThHDHZBFETIL, 31.8% (95.9%FHIX M : 21.9~43.1%. 2016 43 H 3 A7 —
I3y NAT) Tholz, I, FANIHE LIEBEERDFEIL 20% TH o7, 73— b
B O RIKFEME H T 5 RN =" O FRBEHTRE R 13 62.5% (95%(E X [H : 354~

84.8%, 20164F 12 H30OHT—X v "4 7) THoTo,
*] : RECIST A K7 A > 1.1 fRIZEEDS <MSHEIZ L D CR XL PR,
*2 . ARBR CIXAIMRMZ B & U- P BT 235 0E S TR Y . Al 0.025 2> 5 4 5% b AT IC
BT 54 B EOREKYE0.0045 % 72 L5\ oA BRI 0.0205 2 VT, 95.9% (X M4 H
Hizz L,
*3 0 HIMWERRNT R G D 5 B ARAIR 5B 13 L EBIE S 7z 16 o E,

#F1 AzhaEE (EMR100070-003 3ER)

AU X— B

BiE (%) % (%)
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)
#1T (PD) 32 (36.4) 3 (18.8)
FHTABE 19 (21.6) 1 (6.3)




[Ze 2]
[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
HEDOREBEBAGE TERWEESFRIT N~ A62/88 % (70.5%). 73—k B 23/29
5l (79.3%) IZRD B2, WT DD /3— N TRILEDN 5% L EORWERIZTRD &
BYThHoT,

#F2 IO/ — N TERERN 5% EORIER (EMR100070-003 3RER)

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 (793) 5 (17.2) 0
HEEE

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 7 9E 7 (8.0) 0 0 0 0 0
JHRE E R

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

HEANTAE D RO 13 (14.8) 0 0 4 (13.8) 1 (34) 0
R L O EREE

Bl Bl 6 (6.8) 0 0 0 0 0

U ox—E8n 0 0 0 3 (10.3) 0 0
IRERED 0 0 0 2 (6.9) 0 0
KT R Y 7 A ME 0 0 0 2 (6.9) 0 0
FREF J O ALk

5595 8 (9.1) 0 0 0 0

& 9 PEIE 5 (5.7) 0 0 2 (6.9) 0 0
RN SN A 5 (5.7) 0 0 1 (3.4) 0 0

B, N AKRON— | BIZBWTENZEL, BEMERZER 16 (1.1%) R0
B, FFRRERE S 8 5] (9.1%) M O2H1 (6.9%). KiGFHK « EEO FH 16 (1.1%) KO
0 B, BUREREEREREE 5 61 (5.7%) KLUV 0 6, 1 ALHEIRIS 1 61 (1.1%) J&OY 0 f5il,
&K« BRBUBRARIE 361 (3.4%) KON B (3.4%). ffEE (X7 « NU—JEfERE%
wEe) 1141 (12.5%) KO261 (6.9%) . BREE 246 (2.3%) KO 14 (3.4%). LN
infusion reaction 19 il (21.6%) K541 (17.2%) BNRDBNTZ, Fi-. BIBHEREREE
DR KL OMNZ « BEERIZRO SN2 0 o T2, ABIVERSBURIUIBIHES (FEHEMR
BEAE L ET) 2 E0EFRBRERT,



4. FRERIZDOUVWT

AR OG-0 7 BE 22l - e L, AFORGICI Y BEREWEHZ I L
T2BICKIT 2 2 E BB 720, L FTODO~Q@D 4T & 7=k 230 TE
THRETH D,

O MERITHOWVT

D-1 Figd (1) ~ (5) ODWFNNTHELT IR THDH I &,

(1) EAFBREDTEET 20 A2 FEEEILRRPT %S (BB IR DY A2 R HE L S
Be, s A RGEERL SRS, MRS AR ERPE e &) (BRIoteE 7 H 1 BRF
S 1 436 fiti%)

(2) HrTkgEERPE CERR 31454 A 1 BRGAL : 86 ik

(3) FBENFREENFRE T 203 AR FELEFR P (03 AR E T, 23 ARSI
et J1mile, S AU IEEEEHERE R 7 &)

(4) ARACTFIFRIEE 2 5RE L. ARIEG LSRG 1 XUIASRIESG L PR IEZ R
BE2 Ofiak FAEITR D B 21T > T A lfiak CERC294E7 A 1 HREA 2531 fiak)

(5) PUEEMEIEEAI S EHEINE OfEs% EUEIR D mHZIT > TV Dlisk PRk 29 4 7
A 1 B 1287 Jifigk

@ -2 BeJE MRS DAL HRE K ORIVE R FE S OIS IS 143 70 Ak & R & FF O BE Al
(FROWTIINITHEE T HER) 2, LR ORANCET 2mROBEE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOWHINHE Z1E T L7211 5 LU E O AR DG RIHE 2
1ToTWABZ L, 95, 2 L R, BDAEYERELS L L-REBEESONHE
BITH-oTWAH I L,

o [ERIRFFIGR 2 FEOMINHE ZE T L7-&RIZ 5 LU B FEMENEL 20 O i
KR EA L TV DH T &,

@ BENOERLFEREHOEHITOVNT

MR ICEE T 2 ELE AR E S, REEAEN D OFRED, AoE -
REMWEIRLEROE L CERS 5T 2R, AEFZERRELLED
W, ERHELIITOI A EHINFE->TNDHZ L,

® EBHER DS OUVT
®-1 BIWE R RBLEE Ot A2 B3 2 B

PR R O EE R BITER N34 LB, 24 BERIRIRIAHI O T, %% X
TEEERERR 123 T, B L 7 BWERICIS U CABEE B L O CT ZE O EIEMH ORI
RO RS Y HHPIZE O, EHITRIGFTREZRAHI N > T D Z &y




@2 ERNEEEIC L 2A8FFRAICICET 2B

DA 2 B 2 sk B OB RE A2 9 D IR HE N EER =X U v 7
BEOIERDOAT V== T E2ITOERE &L HREZ LA TE 55 — ARG
S TWbZ L, 2B, BEEHICHOWT, BDABRE L ZOFRKICHFRICEMEN
TWhHZ &,

@-3 BHER OZMWrox M L T

BIVER (RVEMERR BTN Z . IFRRERRE . KGR - HEO TH, AowkEE (F
WIS RERE =, FIRAREERS S, TERMAMAERE), 1 BUBERIAE. LR, MK - SR
RUAENE, sk (X7 v « NU—JEBERELZ 5 Tr) . B, infusion reaction, L,
g - BEESS . EEIEMGMEESE) 1Tk UL Y RKHE % ST B E R B D B A A
THERMEEE L BEWERAOZKLRISICE L CHRERITEAZ T N5 H
HZ L), BEHBITHERAENTE DIRHNESTND D L,



5. REXBRLERDBE

[ 2hic B 2 F1E]

O ALZEFIEE D 720 R OMLFFRIEIE D B 2 IRIRUIBR A EE 72 A L7 )V HIE B 128
WTARFIDH R RSN TND

@ FREICEEY T 2 B ITKT DARAN OB G O A HIEZ W TIE, AFIOF
DEEL SN TE LT, AAORGRG L2570,
o fhOPUEMEEAIEOFH L TGS EE

(ZaECB+ 2 FH])

O TFTRICHEYTI2EEFICOVWTUEIARIORG N KD LS TWDL Z e, K5%
TRz &,

ARFND B kE L OE O BEAEE D & 5 B

@ RFEATOFHMICIB W T FRRICEY T 5 EBF IOV TR, AAlOE G IFHEE SR
WS L OTRFERIRE DN 2 WIGEICIRY | [EHEICAFZEHT 22 L 2&ZETE
%
 [MHHE @Wr$®AﬁXi%@@%é$%

o HaEE AR A CHE R 2580 D B K ONE BN O HUHHB iR I <0Gy M it ¢
%@%K*ﬁ@%k#ﬁ%hé%ﬁ

o HOWREEROEOE UXEMNZHE L IXFEREMO B % B O BE TR
Do D BE

*  ECOG Performance Status 3-4 =V o f#&

(1 ECOG @ Performance Status (PS)

Score EFR

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

PIRIIZI LUEENIHIIR S 525, BTRIRE T, BIEESE > TOMERITITO LN TED

Ul o, s

2
3 RENTZASOEDOEY D L LNTEXR, BHHO 50%L L2y Rk i Zd,

4 | E&LBETR, BOOHDEY O LiFEL TERY, BRIy R+ T I3,

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




6. BEZELTHEEITREFIH

A SCES TN 2, SE MR TEEH DR 5 ERME I IS & ARH O Rtk J OVl 1
RO DI E R ERE B L T OEHT 52 L,

TRWEBIABIC N b BE T Z OFBEICHIMNER a2+ L, RE%
BTroEToZ L,

ERBEMERO~RT A MZONT

@

@

MEMEMEERH 5D Z B DHD T, REIOBEGIZHT > Tk, ¥
SR (EEIAL, PEVLIREE, ImkE) O OO X i o £ i, Bl
EHolATo 2k, Fe. HEIDS UTIE CT, i~ —F —ZE0R& % E
T 5z &,

A2, ISR E, TR bND 2 LnH 50T, EMBVIITIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, EEDIREZ 157512
BET DL,

FOR IR RE PR 5 . BB AR
DT, EWRINZN W
FY = NVEORIE) 2175 2 L,

AMEEEE, RAEHEEBREREOERENLDHOONDLZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpR (BE 1 BUBEIRIS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, A, Eul, MR OGER ORI MFFEO LR 12
THERT D, L REREN RO GEICIF &S E2HIEL, AR Y
BHIOF GEOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, RN S 25T Infusion reaction 73
LbNDZ EnHDHDT, AFOFKEIZEE D Infusion reaction (21 2 TEA
BRElZ 0 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AK G-KFIZ Infusion reaction 23 HHONDHZ L b dHDH DT, BHFOIKEEZ T
BT D5 Z L, 728, Infusion reaction 23R HILT-HAITIE, #Y) AL
BAAITH & L bIT, FERNBEIET 5 TREDOKREZ oIl Bl52T 562 &,
AFNOEGIZE Y, BEORERIGZERT 2 LB 2 5 DL R BT
BRHOLDLNDZEnNH D, BENRO ONTGEITIE, BB LIEFELRITN
U 7o B2 70 Fnalk & BRBR A RO R Al & i U CE bl 28R 22 W 2470
DFFZ SO X D EWEM DR DN D56 1TIE, AFIORE T ik, K OFEI
BRERNVEVRIORGEZZRTHZ L, 7B, MIBKREFRLVESOERSE
2 &0 EWEROBEENTE D B2 WA, BIERERVE DS O%E
MHF OB ERET D Z &,

BEAATH%, BORBN LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC 2R T H 2 L,

EfEEN O TREAEERENOLDNDAZ ERH D
¥i#s (TSH. W T3, ##EfE T4, ACTH, =1

anp

o

-
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1. IZT®IZ

S OGN - ZEMOREMREO T2 OIZIE, IR SCES SO I2E IE 2 235K
HHND, 6T, IHEORFEHITOMEHRIC IV, PURERN 2 EOHEH 2 ilE
AT ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIEXDFRE & 72> TRV | RIFMBOEE &SRO AT #2016 (FRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOERORELHELZND Z L L ST,

BORMERAM A ER LI, EEERSCL R T 1 7 7 A VBRBEFOESR G &5 2
B2 eBnNbD, 20D, BHIWEROLZEMEICET 2 ERN+0EET 2 ETo
M, YZEELOBRELZBZ T2 EPHHINLBEFICHLTERTL &L BT,
BITER D HH LB 2 & D 2 & A AHEZR— E O B % jiii 7= T E A& RS ©
AT ENEETHD,

Lo T, KRAA RTA4 0T, BARBBERESLINETIZHELR TV D EFHE Y
1)« BHPRRHICEE S & | DIT O EIES O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHERT,

BRI, RKHA BT A 0, MSATEOE N EE G EREEGR AR, AmrEEEAR
ARERANES o, — AR E AN B ARERRNRE S & Ot FVE N B AR IR #3522 D
Whob EER LT,

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

RG LR DMREXITIR © RIBTIBRARE USRS 0 B H e g

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

WG IR FH AN AL F Ty —< RS

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

=R

I=EN

BIRESUTBNR + ARIR UIBRANRE SUTHERRE ML D B Al g

FER O R - @, RACE T3 F=7 L LTIESmgx 1 B2EREAOKEGT 5,
¥, BEORBICIVEEIEEST 225, 1510 mg 1 H 2BE THE
Tx 5,



2. AHN DR, VERBFF

PN F A STHEE200mg (%% - TV~ T (Bl Z) . LIF O TARA &
W) FE. AT A FT 7 =~ RSB L7 & b programmed cell death ligand
1 (LLF TPD-L1J) &W95,) iZxtd 5 MU IgGl £/ 7 r—FTAHETH S,

PD-L1 IE, EEAICEW THRIERMIEEFICRBE L TR, EE L2 Y 38k (T
Aifd, B M N F 2 0% 7 —T M) SB35 CD279 (LLF [PD-1) &
9.) KO CD80 (B7-1) &fEA L., MEISEZAICHIETLEEZEZ 6N TS (Ann
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, flix OEFEHRICHHE L TWD Z & (Int
Immunol 2007; 19: 813-24) S8 SN TH Y, PD-L1 & PD-1 2/ L7Z#eBKIx, 5
AR HURRF A 72 T MO OB EZ BT 2T DO —2 & LTEX LTV D,
F7-. B IZIB W T, PD-L1 233 B L TWDH Z EERHE I TV 5 (Cancer Res
2006; 66(7): 3381-5)

AF1Z PD-L1 OHIPAMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUR
B2 T MO EFEE 2T 2 2 &SIk v, RO ZMmEI+ 5 &5 2
LTV 5D,

AN OAE BT D BB DGRIERIGIZ X 2 BWERSE R H Hoil, HEIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERO BAVTZIF AT, BB L2 FRITE U A 22 5k & B8R & Fr o R &
L CHGIR BRI ATV MBI DRI LB BUEMAA DN S H I,
BB AN LR OB EEOME) R IE 2 AT O BER D B,

PN



3. BRERAE

ARG BIBRANRE SUTERFE A 0 Bl e e 0D KGR IR L2 A 22 4T - 72 T2 70 B AR SR oD Rl &
N~
(A72hrE]

[EIRR A 45 MAHEABR  (B9991003 #&ER)
{LZEIEIE D 7a v ARIBYIFRASRE X ZHARE M 0D 3 Bl fra 254 s R e 25 886 151 (H
ARNEE 6T HlEET) Z2XHL LT, AAlETXTF=7 LKL (LT TAA
/[ TxXF=T] ), T R=F =T Y oad@E (UTF T A=F=7]
9.) POEIER N RE S vz, EEFHMEE E X PD-LL S BEICB TS
e F R (LA TPFS) &9, ) ROVEAEFME (LT ToS) &wvw)H, ) T
HY ., BIREHEEE & LT PD-L1 ORFLZ M2 WEERE 2T 5D PFS LT 0OS 3k
arEn,
RfEAT OFE R (20184E6 H 20 AT —&% H v A7) . KK/ T X F =7 #IL PD-
L1 Pt R KON PD-L1 O3B 2 D WREEIZBIT 5D PFS OW I DWW T b
A=F =T RRCKR L CREFEMICAE BRIt R 2~ LTz,
*1 : AKX 10 mg/kg % 2 AR CRBEEE L, 7% F=71F 105 mg ZfEHEL LT, 1 H
2EREO#E L,

* A=F =73, 6EMAZ LY A 7L E LT, 50mgA 1A 10E 4EEROEE L%, 2 BREKET
D - fRE Sz,

*3: MANBRICHRBREHBEIC Y 2 - FAT 7 ) AT v 7 A0 [ ¥ 5 OptiView PD-L1

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

1 AR (B9991003 3ER)

PD-L 15 B E ] ExNEcpE il
¢$%jfv% PRE—— iﬁ%jﬁv% PR
=78 (290131 =7H (44451)
(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]
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: {Z3HX M. NE : HEE AR, *1 : MSrah B Eic -5 < . *2 : ECOG performance
status (0, 1) KR OMUE CKE, ZF ¥ - I —nwv/X ZOMoOHK) (X285
Cox Hffil A~ — KT L% OY& R log-rank 4 &



0-
9-
4{5 8-
W7
folh KT X F =Tkt
E 5-
4
B
2- A=F =T RE
0.1-
0.0~ T 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/ (F)
At risk
AENT HF =T o 227 205 154 120 76 53 32 35 13 3 1 0
A=F=T 290 210 174 119 85 49 35 16 13 5 0
0-
9-
41;95 8
e -
e 6 . SR
& AR/ T X F=TRE
=
4-
34
5-
o A=F =T Rt
0.0- T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24
MEAEAEBUT T o MR (A)
At risk
KEN/ T X F =7 442 364 321 250 193 127 94 57 42 X 8 1 0
A=F =T g 320 271 192 144 20 64 29 20 8 2 0

M1 PFS oD Kaplan-Meier Bt (B9991003 3X5%)
(EX : PD-L1GHEREEH, TH . 2BFLH)



(PD-L1 FEELIRBLA] DA Zh )

[EIBR 3L

Al

% MAHFER  (B9991003

HRER) ICHAANONTZEBEDOT =X IS X,

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

S77,

BRIMEIZOWT, WIFNo PD-LL FELEO S v AT TH I > A7 EEL ER U
DM & HIZA=F =T HE L R LT AR/ 7 ¥ F =7 REICI 1T D PFS DIER RN RN
D HNTZA, PD-LL BRI @I EER RN K E VHEA 2RO STz,

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

22 B9991003 FERIZ BT B PD-L1 3B =KD PFS

PFS
PD-L1 388 B h-#E Bk HRE [95%CI] ANH— R
REAER? O p il
(7 A) [95%CI] REAERO pil
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]
AHN/ 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 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=TF 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
AHN/ 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: {EfEX[#. NE : €K7, *1 : ECOG performance status (0, 1) R OMU® CkE., »F & - Hid—a v
R, FOMOHIK) ZRERHIKT & LicERICox Bl — RET L, *2 : O 58, @PD-LIFEEURILL O

@5/ L PD-LIRBIRIL E O BE/EH %2

09 “\-,

ﬂ o8 :"v -
jl_% 07
L1
LE3
ﬁ\‘ 02
o1
00

0 2
At risk%

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

4

% KB/ T FF =T
\ = B °=
" N “‘.. ——— .
A=F =Tt

W EER

6 8 10 12 14 16 18 20 22 24

VR ZET T 25 IR (A)

50

1

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

00

At risk %
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

g L U Coxbbfil i — FET L

"—'-'7,1’3“‘
b = /7% F=7H
h_lﬁ A/ HE
Th
b - ey
2= - T H \
2 4 6 8 10 12 14 16 18 20 22 24

HEVERES TS0 (A)

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



[ 24 1]
[ PR IL R 2 TAHRAER (B9991003 7:XU5R)

BERERIL, AAHI/ T X F=TRE 432/434 B (99.5%) . A=F =T 436/439
(99.3%) IZRD LI, BRI L ORREFRE T ETCE2WEFERES EIER) 1. %
ALEI 414/434 5] (95.4%) TN 423/439 ] (96.4%) (ZF8 8D BTz, WL D 54E
THRIVED 10%L EORWERIITRO LB THoT,

3 WTHOLDRETRERN 10%LL EORIER
(B9991003 3EY) (MM *IHRER)
Bk (%)

@ B OO OKR o K ORGE

(MedDRA v21.0/J v21.0) AR T xS TF=TH A=F=TH
434 451 439 31
4 Grade Grade3-4 Grade 5 4 Grade Grade3-4  Grade 5

ARIVER 414 (95.4) 241(55.5) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
IR

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

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

I - 42 (9.7) 1(0.2) 0 68 (15.5)  7(1.6) 0

LR B 24 (5.5) 0 0 74 (16.9) 0 0
— ik - 2HREER OGN OREE

95 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0

AT 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

RO JAE 58 (13.4)  5(1.2) 0 60 (13.7)  4(0.9) 0
MR aR. MOERds K OMthREE

H P 116 (26.7)  2(0.5) 0 12 (2.7) 0 0

I, ) 53(122)  6(1.4) 0 24 (5.5) 1(0.2) 0
FZREF X OV MRk =

T RIERFME RS 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 9 FEIE 53 (12.2) 0 0 19 (4.3) 0 0
e R A A

R 49 (113)  7(1.6) 0 17 (3.9) 1(0.2) 0

ALT #1 57(13.1) 21 (4.8) 0 43 (9.8) 9 (2.1) 0

AST 40 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 A 1(0.2) 0 0 44(10.0)  25(5.7) 0
A5 PR

& I 208 (47.9) 106 (24.4) 0 142 (32.3)  67(15.3) 0
R L OVl E

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

kR L 56 (12.9) 0 0 141 (32.1) 0 0
B iER B X OV AR Rk &

RAm 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=TH A=F=TH
434 B 439 {4
4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
PO
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 RS 52 (12.0)  7(1.6) 0 0 0 0
Mgk KOV >R fEE
2 if. 9 (2.1) 1(0.2) 0 73 (16.6) 22 (5.0) 0
M/ NI E 12 (2.8) 1(0.2) 0 78 (17.8) 24 (5.5) 0
I BRI I 6(1.4) 1(0.2) 0 79 (18.0) 34 (7.7) 0

B, AKE/ T FRF=TECRBOTHEMEMEER 6 61 (1.4%). BER 261 (0.5%) .
JFRgREREE 88 B (20.3%). KAFZE « HED FHI31 6] (7.1%) . HARIREREREE 122 41
(28.1%) . EIEHEREREE 9 il (2.1%). THEMREEREREE 2 61 (0.5%). 1 BLHEIRIR 2 f
(0.5%) . D261 (0.5%) . ffRkEE (7> « NU—EFEREEZ ST 1861 (4.1%).
R S B (1.2%) . BEAEMMESE 161 (0.2%) K& infusion reaction 112 51 (25.8%)
MRD O, Flo, TR - BBUHEIRE K OIS - SR ITERO behoT, R
RERRBURDLIEESES: (BRRMREERY 2+ 5T) 2B OEFEREL =T,



4. FERIZOWNT

KERSME L TR (BFRE) T Tnsd I enb, YElhsr
HWUNCEBTELMH TCHLINLEN DD, £0 LT, KFHOEGPEYREE LD
Wr - FrE L, AFNOREGIZEI Y EERBEMNZ BB LRSS T 5 2 LN nERT-
D, LTFOO~@DFT X TEHIZT I ICB W THEHAT Y& ThH D,

O MERITHOWVT

@-1 FiED (1) ~ (5) ODWVTNNITEYTHHETHDH Z L,

(1) EAFBREDTEET 20 A FE L RRBT %S (BB IR DS A2 R HE L S
Be, M A B RGEEERL AR RE, MU AR £) (BRIt 7 H 1 B
T 436 fitiak)

(2) HrTkgEERPE CERR 31454 A 1 BRGAL : 86 ik

(3) FBENFRENFENFRE T 203 AR FELEFR P (03 AR E T, 23 A2
Beti J1mile, S AU IEEEEHERE NPT 7 &)

(4) S RALFFIEE 2R E L, SOSRIEG LA RIEZRE 1 U RIEG L 7 RIE 2
BE2 Ofigg FEEITAR D B AT > T Dfieg CER294E7 A 1 HREAL @ 2531 fitgk)

(5) PUEEMEIEEAI S EHEINE OfEs% EUEIR D BHZIT > TV Dlisk PRk 29 4 7
A 1 B 1287 Jifigk

@ -2 BRI O ERE & OFIE RS BIRE O XHIGIZ+43 72 Fnaik & R BR & Feo =R (F
ROWT NPT UT HERM) 23, UE2BEBORANCET 55RO EME & L Th
BEEhTWhZ L,

*

o [ERNEFFEUSE 2 FFOWHIHE Z1E T L7212 5 LU E O AR DG RIHE &
1ToTWABZ L, 95, 2 FLLEiT, BDAKYEELS T & LIZRKELE S OWHE
BT TWAB I &,

o [ERfitaFEISE 2 EOVNHE ZE T L1-%I1C 4 0L EOWRERFHF O ERHE 21T
STEY., 95, 2 FELL X, BSHNEE O DS A SKYIRE 2 &1 N A TRIE O EEIRIHE %2
IToTWNWAHZ &,

@ BREAOEXEMFREHOMEKHIZOVWT

M ERE IR T 2 ELE AR E SN, REEAEEN D OFERED, AoE -
LMW EILE RO B CERS SR 2Rt AEFZERBELLED
W, ERHELNITOI A EHINE-TnDHZ L,




® BIERADORRIZOWT
®-1 BIVEFARBEE OSSN B+ 5 B

VR M MR RS D B 2R BIVE I 3 842 LT BRIC, 24 BERIZEIRHI O T, Mi%hiak X
ISR 12T, FEL L2 BIERICIS U CABEE B L O CT DO RIWEH O#EERINZ &4
HRAEOFERAY B FIZHE S, B HICRHGFTRER EHI N - T\ D Z &y

@2 ERUEHEHIC L 5 AEFENSICET 2B

NIRRT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 2%
SN TWAZ L, BB, BRIl oNT, DABE EFOFIBECHSIZBEIEN
TVBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERZEEICIZ, TR, KIBK - HEO TH, NomwESs (F
WIS R . RIBAREERE S . T RMAMAERET) . 1 BUBERA. OBk, Ak - BT
RRIE, MRS (7 v - NU—JEGEREAZ ), BT, infusion reaction, FEZR,
Mg - BERESS . EIEMGMESIESE) 1Tk UL Y EkhERR ST B E R B O B A A
T HEMEEE L (FEAOZW-OXSICE L TSR OSSR 2= b &S H
HZ L), EHICHEURAENTE DEHNESTNDEZ L,

10



5. RERBRLRLBE
(A0 BId 54 H]
@ ALZEFEIE D 22 WARTEEI BRANRE ST EERBAE O B Ml e BB IR W TARAI & 7 % &
F=7 L OB GOHEIEN RS TN D

@ TRIUCHEYT 2 BE KT AR OB G K OEAFIEC O TIX, RKFIOH D e
SNEINTELT, REIOEGRER LN,
o IiRAHBLR L
o AKHIOHAEE
o OTAHRAIDOHIEI IR SN TWO 22V OFTEMIEEA & OG5

(e Bd % F]

O TFTRICHEYTI2EEFICOVWTUEIARIORG N KDL S TWDL Z e, K5%
fThhnz &,

ARFND R kE L OE O BEAEE D & 5 B

@ TBERTOFHIIZIB W T FRRICEY T 2 BF IOV TE, KAlORGITHE I L

WS ML OTRFERIRE DN 2 WIGEICIRY | [EHEICAFZEHT L2 L 2&ZETE

o

o MEMEMZEROEDX iﬂ%ﬁ@%é B

o HaEE AR A CHE R 2580 D B K ONE BN O HOHHB il I <0 gy Me it ¢
%@Hﬁﬂl%ﬁ‘@ﬁfhﬁ)ﬁ%hé%%

o HOARERBEOEOF TR L IXFFEMO B O 5 E o BT
Do D BE

*  ECOG Performance Status 3-4 =V o &

(E1 ECOG @ Performance Status (PS)

Score T

0 |&<MERIEBITE 5, Rl [ U HFAEENHIRZR ATZ 5,

PRI LVEENIRIBR S D03, BITRIRE T, BAIEERMHE > TOERIITO T LN TE D,

Ul mosek, s

2
3 RENTZASOEDOEY D L LNTEXR, BHO 50%L L2y Rk i Zd,

4 | E&LBETR, BOOHDEY O LiFEL TERY, BRIy R+ T I3,

11

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




6. BEZELTHEEITREFIH

A SCES TN 2, SE MR TEEH DR 5 ERME I IS & ARH O Rtk J OVl 1
RO DI E R ERE B L T OEHT 52 L,

TRWEBIABIC N b BE T Z OFBEICHIMNER a2+ L, RE%
BTroEToZ L,

ERBEMERO~RT A MZONT

@

@

MEMEMEERH 5D Z B DHD T, REIOBEGIZHT > Tk, ¥
SR (EEIAL, PEVLIREE, ImkE) O OO X i o £ i, Bl
EHolATo 2k, Fe. HEIDS UTIE CT, i~ —F —ZE0R& % E
T 5z &,

A2, ISR E, TR bND 2 LnH 50T, EMBVIITIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, EEDIREZ 157512
BETD L,

FOR IR RE PR 5 . BB AR
DT, EWRINZ N W
FV = NVEORIE) 2175 2 L,

AMEEEE, RAEHEEBREREOERENLDHOONDLZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpR (BE 1 BUBEIRIS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, B, Eul, MRS OGER O FEH S MBHED L5712
THERT D L, 1 BEREN RO GEICIF &S EHIEL, AR Y
BHIOF GEOREU) LB ZITH 2 &,

T T4 T7F UK, RN, IR, RN S A 5T infusion reaction 73
HENDZ EnHDHDT, AFOFKEIZEE D infusion reaction (2 2 TEA
BRElZ 0 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AKI G-KFIZ infusion reaction 23 HONHZ L b dHDH DT, BEHFOIKEEZ T
FICBIET D5 Z L, 728, infusion reaction 23FR & LAV AL, @Y AL
BAAITH & L bIT, FERNBEIET 5 TREDOKREZ oIl Bl52T 562 &,
AFNOEGIZE Y, BEORERIGZERT 2 LB 2 5 DL R BT
BRHOLDLNDZEnNH D, BENRO ONTGEITIE, BB LIEFELRITN
U 7o SRR 70 Fnalk & BRBR A RO R Al & i U CE B 28R W 247,
DFFZ SO X D EWEM DR DN D56 1TIE, AFIORE T ik, K OFEI
BRERNVEVRIORGEZZRTHZ L, 7B, MIBKREFRLVESOERSE
2 &0 EWEROBEENTE D B2 WA, BIERERVE DS O%E
MHF OB ERET D Z &,

BEAATH%, BORBN LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC 2R T H 2 L,

EfEEN O TREAEERENOLDNDAZ ERH D
¥idr (TSH. W T3, W#HfE T4, ACTH, =1

anp

o

-
—

12



AFN ORI T, EAEAEID T 05 18 W AMIZ 6 BT L. LK
. 12 B L ITEMEORME AT o TN 2 & ESEIC, AKIESPIENIC
NEOMEEREATH Z &

13



xEfEREET A R A v
T T BT Z)
(BR7E4 : SRV F A EREHE 200 mg)

~ R ¥ b PO~

Sf3FE2AH (Ff542 AKED)
JEA S EE




SN

AN L AW

XU HIT

AHNIORFE, 1EIRET
BRI RSCAR
MO T
BhxtG LI b iBE

BEIZER L TRE T~ & HIH

P2
P3
P4
pP7
P9
P10



1. IZT®IZ

S OGN - ZEMOREMREO T2 OIZIE, IR SCES SO I2E IE 2 235K
HHND, 6T, IHEORFEHITOMEHRIC IV, PURERN 2 EOHEH 2 ilE
AT ERLNARINDIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIEXDFRE & 72> TRV | RIFMBOEE &SRO AT #2016 (FRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOERORELHELZND Z L L ST,

BORMERAM A ER LI, EEERSCL R T 1 7 7 A VBRBEFOESR G &5 2
B2 eBnNbD, 20D, BHIWEROLZEMEICET 2 ERN+0EET 2 ETo
M, YZEELOBRELZBZ T2 EPHHINLBEFICHLTERTL &L BT,
BITER D HH LB 2 & D 2 & A AHEZR— E O B % jiii 7= T E A& RS ©
AT ENEETHD,

Lo T, KRAA RTA4 0T, BARBBERESLINETIZHELR TV D EFHE Y
1)« BHPRRHICEE S & | DIT O EIES O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHERT,

BRI, RKHA BT A 0, MSATEOE N EE G EREEGR AR, AmrEEEAR
ARERANES 7o, — AR EAN B ARERR AR E S & Ot VE N B AR R R 2
O HOH EER LT,

RfG L IR HEIREL ¢ NN F A BEERE 200 mg (—f%4 : ToUL< T (GBEin R
Z))

M ERDIEIDE « ARTRUIBRARRE /R R G ERORE IS 31T DAL IES OHER A

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

Bk AR 5 ¥ FH o AT A F T 7 —<hA st




2. AHN DR, VERBFF

PN F A STHEE200mg (%% - TV~ T (Bl Z) . LIF O TARA &
W) FE. AT A FT 7 =~ RSB L7 & b programmed cell death ligand
1 (LLF TPD-L1J) &W95,) iZxtd 5 MU IgGl £/ 7 r—FTAHETH S,

PD-L1 IE, EEAICEW THRIERMIEEFICRBE L TR, EE L2 Y 38k (T
Aifd, B M N F 2 0% 7 —T M) SB35 CD279 (LLF [PD-1) &
9.) KO CD80 (B7-1) &fEA L., MEISEZAICHIETLEEZEZ 6N TS (Ann
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, flix OEFEMHLICHHE L TWD Z & (Int
Immunol 2007; 19: 813-24) S8 #E SN TH Y, PD-L1 & PD-1 2/ L7ZfBKIx, 5
AR HURRF A 72 T MO OB EZ BT 2T DO —2 & LTEX LTV D,
Fio. R ERFEIZBWT, PD-L1 BB L TWDHZ EENRREINTWND (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) ,

AF1Z PD-L1 OHIPAMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUR
B2 T MO EFEE 2T 2 2 &SIk v, RO ZMmEI+ 5 &5 2
b5NTn5,

AN OAE BT D BB DGRIERIGIZ X 2 BWERSE R H Hoil, HEIET
(D AR D B AR ORGP ROREHICIE, BEOBSEE M, B
PSR B HAIIE, B LI TR U 2 P 72 Bl & S8R A R PR & e
L CHGIR BRI ATV MBI DRI LB BUEMAA DN S H I,
BB AN LR OB EEOME) R IE 2 AT O BER D B,

PN



3. BEREE
HRIBYIBRARBE 72 R S L RO 38 1T DAL PR IE S OMERFIRIE O AGRRF I 24T - 7=
TR ORE Y R,

(2]
BRI [R S I AHGER  (B9991001 #XER)
7T F AN B G —RALFEEE (4~6 YA 7 V) ICTERBETARD SN TR
VN, ARIBUIBRNRE R RS L RO B 700 B (AARNEE 13 Fl2ETe) 2xtgs LT,
AKF & Best Supportive Care (AT [BSCJ & 9,) OUFH#EE (LT AA|I/BSC) &
W9, ) Tt BSCHUMRIE DO F WE R L EVENRGT S viz, HREEHT OSSR (20194
10 H 21 A7 =47y b4 7). FEFEEA & S47z PD-L1 ORBZ bRV 2aHE
(LLF Ta2dE) &vo,) KO PD-L1 G BEICRT 52 2470H (LT Tos) &
W) IZDWT, AKI/BSC B BSC B ) L CHEGHAIICA B RIER 2R LT,
*1: ASHIIE 10 me/kg % 2 T8 RIFIRE CALREHE L7z,
2 SR RETIZ K 0 L IROWT &7 T8 A % PD-L1 B L HIE L7z,
o JEEAIIND 25%LL FICERE AR S5,
o JEBFICENE L B OEIE DS 1% B D5 E R D 25%LL FICHERED bhvd,
o JEBHICRE L7 RO BIS A 1% 25 MIRE 0D 100%IC Y BT 0 Hivd,

#z 1 AZMERE (B9991001 FE)

R PD-L1 5t A 45
A%l/BSC BSC AFI/BSC BSC
(n=350) (n=350) (n=189) (n=169)
oS e () 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
NPF— KLt 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 : #EERF, *: —RILFIREOKBHREZR B4
ZEN AT Z25h, %) KOS (HY . 72 L) 12X 55 log-rank fiiE
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09

08

07

0.6

05

BB

04
03
0.2
01

0.0

At risk3k
AHl/ BSCHE

BSCHE

10
09
08
0.7
0.6

05

TEIEIES

04
03
02
01

0.0

At risk%
AFl,/ BSCHE

BSCHE

AFl,/BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 M 36 38
HEAELAEN DT B OB (F)
350 342 318 294 259 226 196 167 145 122 87 65 51 39 26 15 11 5 3 0
350 335 304 270 228 186 153 125 105 83 63 55 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 39 76 a7 54 45 37 30 23 21 12 8 6 2 1 0

X1 OS DHEFENTEED Kaplan-Meier Hi: (B9991001 35%)
(kX : 2BFLE., T : PD-L1 BiEBELEH)



[EI B LR ZE T ARFER  (B9991001 #XER)

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

£2 DTN DOBETRIEAEN 5% EORIEA (B9991001 3RER) (ZEMEMATIIREN)
Bl (%)

SRE R M/ FAGE AFI/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

EREIEM 266 (77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
—% - REFER X OB SEALOREE

1) 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
FERG ¥ K 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

BT w5 18 (5.2) 0 0 0 0 0
B ke

T 35 (10.2) 0 0 0 0 0

L 24 (7.0) 1(0.3) 0 0 0 0
BRI L O Rk

RE A 23 (6.7) 1(0.3) 0 0 0 0
N o s R

FODR BRFSREAR 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 REICIR W CRVEMEREE 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%) . Ahdk - BEEUTIALARAE 2 61 (0.6%) M TN infusion reaction 69 5l (20.1%)
WO BTz, Fo, TEARHEAERE ., [RPERP, DA, BRI E & O -
BEBE I TR DL Do 7o, AEIWERRBURDUEBEHFES (AR REER T 25 T)
EEUEIHFERE =T,



4.

i

TR IZDOWNT

ARERAE & LT A (2ffRA) PREohTnL 2 enb, Yikild s
NCETE M THLIMEND D, TOLET, AAOKRENEY)2EH Z2

Wr - F5E L, AFNOREGICE 0 BEELRAENWEN 2388 LCBRICHIST 5 2 L BRI

D

. BIFOO~@DF X T A B W THEHT 2 X& Th %,

@ MERITOWT

@

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

(1) BEAEGBRESIEES D05 ABHEEEIL RS (HE RS AR RE L RN

Be, Huss A RREBEILAURE, IS ARSIREREE R &)

(2) FrEtEaemb
(3) HERFRASENIEE T D DS ABIEESRE (05 ARIRERETRE BT, 25 A2

B 1IRbe. S AR HEE R 2 &)

(4) SRACFRRIEREZRE L, SRIEG L FRES IR 1 SUISRIESH L AR B2 IR

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

(5) HUAMEIEIFIAL S B AN ORI MR 2 R AT > T 5 ik

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

*

EEheFFEUS: 2 SEOPHINHME ZE T L7212 5 UL E DD ATRIE DO EERMHE %2
1ToTWABZ L, 95, 2 L R, BDAEYERELY L LI-REBEESONHE
BIToTWAB I &,

ERfa IS % 2 SEOVIEIHE 2 & T L7212 4 0L F ORISR O R HE
ZIToTHRY., 96, 2 FELLEIE, RE EBUEO N AIYELEZ G Te 0 MIRIRD
WRHEZ 1T CW\WD Z L,

@ BERNOERREREHOEHIZONT

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

LM REERE I OB B RS 2 F miEft, AFFRPEELLSED
A G HE DN HELDIAT O LGN E > TN D Z &,




® BIERADORRIZOWT
®-1 BIVEFARBEE OSSN B+ 5 B

VR M MR RS D B 2R BIVE I 3 842 LT BRIC, 24 BERIZEIRHI O T, Mi%hiak X
ISR 12T, FEL L2 BIERICIS U CABEE B L O CT DO RIWEH O#EERINZ &4
HRAEOFERAY B FIZHE S, B HICRHGFTRER EHI N - T\ D Z &y

@2 ERUEHEHIC L 5 AEFENSICET 2B

NIRRT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 2%
SN TWAZ L, BB, BRIl oNT, DABE EFOFIBECHSIZBEIEN
TVBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERZEEICIZ, TR, KIBK - HEO TH, NomwESs (F
WIS R . RIBAREERE S . T RMAMAERET) . 1 BUBERA. OBk, Ak - BT
RRIE, MRS (7 v - NU—JEGEREAZ ), BT, infusion reaction, FEZR,
Mg - BERESS . EIEMGMESIESE) 1Tk UL Y EkhERR ST B E R B O B A A
T HEMEEE L (FEAOZW-OXSICE L TSR OSSR 2= b &S H
HZ L), EHICHEURAENTE DEHNESTNDEZ L,



5. ZRERNBRLRLBE

(A0 BId 5 4 1H]

© 77 FFlH L —AFRIEC TREBETHRD b TR, RIGTIERA
RE72 RS LB EE ICB W TARIDO A ZMEN /R STV D

@ TRUICEZY T 2 BB ST D AFN OB G J O ITEIZ SN TR, AFIOFRMED
MESLSNTELT, AAOHREGHR LRG0,
o T IFFRAIE G RAEFIRIEDIGRIED LB
o T IFTRAIE G AL FRIER ICREEIT SRR b B
o FiromiBhiRs
o fLOTUEMEEGR & O L TR S B

(&4t B4 % 9]

O TFTRICHEYTI2EEFICOVWTUEIARIORG N KD LS TWDL Z ennh, K5%
fThlnz &y
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ TBERTOFHIIZIB W T FRICEYS T 2 BF IOV T, KAl GITHRE I L
WS L OTRBERIRE DN 2 WIGEICIRY | [EEICAFZEHT 22 L 2&ZETE
%
 [MHHE @Wr$@AﬁXi%@@%é$%

o JfaEE AR A CRE R 2 58 B BB K ONE B oD o i iti ik 2 <0 e 1 it 2%
FEDOMIZRIEMEZEC N A BN D B

o HOAREREOEOF TR 7R L IXFFEMO B O 5 E o BT
Do D BE

*  ECOG Performance Status 2-4 =V o f3&

(E1 ECOG @ Performance Status (PS)

Score T

0 |&<MERIEBITE 5, Rl [ U HFAEENHIRZR ATZ 5,

PIRIIZIR LUNEENIHIR S5 28, BATRIHE T, BREECHE > TOMERIITH 2 & TE D,
Bl G, EEEE

2
3 RENTZASOEDOEY D L LNTEXR, BHO 50%L L2y Rk i Zd,

4 | E&LBETR, BOOHDEY O LiFEL TERY, BRIy R+ T I3,

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




6. BEZELTHEEITREFIH

A SCES TN 2, SE MR TEEH DR 5 ERME I IS & ARH O Rtk J OVl 1
RO DI E R ERE B L T OEHT 52 L,

TRWEBIABIC N b BE T Z OFBEICHIMNER a2+ L, RE%
BTroEToZ L,

ERBEMERO~RT A MZONT

@

@

MEMEMEERH 5D Z B DHD T, REIOBEGIZHT > Tk, ¥
SR (EEIAL, PEVLIREE, ImkE) O OO X i o £ i, Bl
EHolATo 2k, Fe. HEIDS UTIE CT, i~ —F —ZE0R& % E
T 5z &,

A2, ISR E, TR bND 2 LnH 50T, EMBVIITIEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, EEDIREZ 157512
BETD L,

FOR IR RE PR 5 . BB AR
DT, EWRINZ N W
FV = NVEORIE) 2175 2 L,

AMEEEE, RAEHEEBREREOERENLDHOONDLZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpR (BE 1 BUBEIRIS 2 5 de) Db bbiu, HERFES 7V F—T &
CEDLZENHLOT, B, Eul, MRS OGER O FEH S MBHED L5712
THERT D L, 1 BEREN RO GEICIF &S EHIEL, AR Y
BHIOF GEOREU) LB ZITH 2 &,

T T4 T7F UK, RN, IR, RN S A 5T infusion reaction 73
HENDZ EnHDHDT, AFOFKEIZEE D infusion reaction (2 2 TEA
BRElZ 0 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AKI G-KFIZ infusion reaction 23 HONHZ L b dHDH DT, BEHFOIKEEZ T
FICBIET D5 Z L, 728, infusion reaction 23FR & LAV AL, @Y AL
BAAITH & L bIT, FERNBEIET 5 TREDOKREZ oIl Bl52T 562 &,
AFNOEGIZE Y, BEORERIGZERT 2 LB 2 5 DL R BT
BRHOLDLNDZEnNH D, BENRO ONTGEITIE, BB LIEFELRITN
U 7o SRR 70 Fnalk & BRBR A RO R Al & i U CE B 28R W 247,
DFFZ SO X D EWEM DR DN D56 1TIE, AFIORE T ik, K OFEI
BRERNVEVRIORGEZZRTHZ L, 7B, MIBKREFRLVESOERSE
2 &0 EWEROBEENTE D B2 WA, BIERERVE DS O%E
MHF OB ERET D Z &,

BEAATH%, BORBN LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC 2R T H 2 L,

EfEEN O TREAEERENOLDNDAZ ERH D
¥idr (TSH. W T3, W#HfE T4, ACTH, =1

anp

o

-
—
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@ AFNOEEEHABRICEB N, BEEAZIDHF200 12 D AMIX 8B T, T L%
X, 12 B Z S ICEEOF M AT T\ 2 L 2B EIC, AFIESRITESR
R DOMEREITH Z Ly,
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	関係団体への通知
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