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1. Uz :

EEDOAHDM « BEMEOHROIZDITIE, BCESERESWEERFERIR
bhibd, E6IT, TEEOREEFOERIC L 0, FUEERRR EOEHREHE
ABFERGNEARENDIT T, ZhHDOERLLPEICHNERBHFICRIETE - LA
BBEOBEL 2o TRy, BEMBOEE LWEOERITE 2016 (FK28FE6A2HM
HBUE) CBWTH, BHMEEREOEHORBELHESRRDZ L LEhTWA,

FRERSFERRR., KEERSE2NE a7 7 A VBEFEOERR LHL M
BB eBbb, Z0ld, FHERVESECET A ERR+SEMTIETO
B, USEEXROBRELZBRFTAZ LAYMFINIBEICH LU TERT L LB,
BIERMRRR LB SHERAIEE L5 2 L AT —EOEE 2 - T ERgE
FEHTBHZ EREETHB,

Lo T, BHA F7A4 T, ARERBPLINLETCRELRATWIEEES
Ry - AR ESE | UTOEERORELERZHET 8RN0 HLERELE,
BREFRCBEERETRT,

BB, BHA FTA 0%, BSLTBEEAERLERBRRAHE, ARtHEAR
AERIEREES, —BHEEEA B FEEARES R U—REREA B RBREBHES
OWHDOL L ER LT,

A& R BDEREM : ARUFARERHE 200 mg (—RE : TUL<T (EBFHE
Z))
HEEROBEUIPR - ARTACIBRTRE R RS _LETBIZ 31T DAL FRRIER DHERRIE
HELLOREROAR : @% . RAZT_A<T (BEFEHKZ) &LT 16 10
' mgkg (AE) % 2@MHMBET 1 RHEUENT TRERET S,
REREERE : ANVIAAL 77—~




2. AAIORE. 1ERARREE

R F A RERE200mg (—i4 - T T GRIEFHEEER) . UT THHL &
Wa,) k. AT AL FT 7oA SEA % Lz b programmed cell death ligand
1 (BLF TPD-L1) &V 5,) T ae FMIgGl €/ 7 v—FAHiETHD,

PD-L1 X, £ENIZBWTHRFERFRMAERECERLTBY, EHELEY 3 (T
HifE, B MR UM F2F 4% 5—T M) HICHHRT S5 CD279 (BAF [PD-1] &w»
5.) XU CD80 (B7-1) ¢HE L, ENELAICHETILEZX 6N TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, fE4 OEEMBICLRBEL TS Z L (Int
Immunol 2007; 19: 813-24) &AMEEN TI Y, PD-L1 & PD-1 £ L= #R8IL, JEE
WMAGEIRE: T AR, D ORGSR ERT DEFO— L LTEXLR TV 3,
Fh, REEEBIZBANT, PDL1 BERLTWDIZ LERREINTHS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8)

AHEE PD-L1 OFIRSMEIRIZHES L, PD-L1 & PD-1 & OFEALZHE L THEAMIFI
B T MBROMBRESEEAZEMTIZ LS LY, BEOMMENHTILEX

Bhl’cll\éo

AFF OEABFCES BENHRBRIGIZ L SEWERSRH bbb, BEEXIREC
CELTRERDH S, FHOREDPRUESRITE, BEOEREZ AT, £F
BRD LIRS, REUERITS CEMRR 0 E BREEOEM LB
L CEN2ERNBZE 21TV, BEOCREREIC X JEFARRDN DB/, BIFT
BEFRAVEROBREEDENDABZIT 5 LERD S,



3. ﬁﬁiﬁkﬁ
RIGEIERR AR FREE LR IC BT DL H0ES OO ATRIC M 21T o 7=
ERERRBRORIE S FT.

[H%hik]
ERSIERIS M AERER (B9991001 3RER)

TI7FTHAE S —RIERE (@~6 1 70) T TREETRRED b T
W, RIGUIBRREE 2R LB AE 700 61 (AAABE B3 HAZSD) 3% LT,
ZAl & Best Supportive Care (LAF IBSC] &\ 5,) OffHEE (CUF I#5l/Bsc)
WH,) " & BSCHIRIEOBAIMER R SMIRI Sz, TRBITOEE (20194
10A 2t BF—=F 4y bA7), EEFEIEE & Shic PD-L1 0RBREZMbRv28s

(LT T2l &v5,) RIPD-LIBHBEICRIT 28448 O F Tos &
W5,) oW, AHI/BSCHIL BSCRIZH L TR EMNIcEERIEE R LT,
*1 : &AL 10 mg/kg & 2 MATRINE © ARE L,
2 REHARBLEREIC LY . ROWTh R85 % PD-L1 B & HE Uik,
o HEIRARRRO 25%Cl B BHkARBH BR D,
o JEEICEE L ARFEHROBEN 1% o0 25%L LichaitRbbh s,
o IRWICEE L e ERROEE A 1%h-oR IR0 100%icRasilRmB b,

£1 HHHERGK (B9991001 BUR)

EREEH PD-L1 BAtEBEHA
#FH/BSC BSC F/BSC BSC
{n=350) - (n=350) (1=189) (n=169}
08 g (H) 21.4 143 NE 17.1
[95%CI] [189,26.1] (129, 17.9] [20.3, NE] [135,23.7]
NP R 0.69 0.56
[95%CI] [0.56, 0.861 [0.40, 0.79]
Fi p " 0.0005 0.0003

BSC : Best Supportive Care, CI: {BHRKH), NE: #EFRT., * : —RLFEREOEKBR SR (=2
EHXIEBHFED. BE) RUARES (bY. 2L) X3R5 logrank E
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HEEAB VAT OO (A)

#H/BSCE 189 185 177 165 146 129 114 95 Bl 70 49 38 32 26 18 9 8
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[ZZetE]
ERRSL R I HEE (B9991001 3AER)
BHEBERIL, FH/BSCH 337/34445] (98.0%). BSCEE268/3458] (77.7%) IZ@RH L
., BRELORARBERETETERVWEEFL BUHER) X, FhEh 266344 4
(77.3%) RO 4/345 il (1.2%) 1258 bhiz, WThhORSFECRESREN 5% =
DEWERIETRO LBV Thol,

#2 WThHORCTHEABE %L EORIER (89991001 RB) (ZeLMEARHT M)

Bl (%)
BENRSE/ERE #71/BSC B BSC
(MedDRA v22.1/Tv22.1} 344 4 345 &l
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
SBIER 266 (77.3 56(163 1(0.3) 4 (1.2) 0
IERE RN FORERDRE T R TR
E|E 34 (9.9) 0 0 0 0
=y 33 (9.6) 1(0.3) 0 0 0
IR 24 (7.0) 1] 0 0 0
TEEh 23(6.7) 1] 0 4] 0
MR N TS L T e :
+ 3 FEIE 47 {13.7) 1(0.3) 0
R 25(7.3) 1(0.3) 0
]
g:m:’s‘ SRR
E.L\ (7 0)

EREAE U EREE w@-

Eﬁdﬂtﬂ&ﬁ&ﬁﬁﬁ?ﬁ 36 (10 5) 1(0.3) 0
L L CY) 0 0

s ﬁ)&hﬁéo&f 350102) 300,

7, AH/BSCEHIRBVWVCRHIEMEMERS 1241 (3.5%). B2 361 (0.9%). FFikes
EE 18 (52%). KiFsE - EEOTHSH (1.5%). FRIMERRE 4807 (14.0%).
BIFBREEET45 (12%), HEEE (X7 - RL—EERZSD) 661 1.7%). &
WEE 76 (2.0%). fHk - BRECHARARIE 2 41 (0.6%) R (X infusion reaction 69 & (20.1%)
BRBO b, T, TEEHERE, 1BERA, L5k, EEFEIER O -
BSAIIRD bR poT, AEHERRRRLIEEES (EHRREHRELET)
R UEIHERL T T,
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BEHCERTE MR THOINERD D, TOLT, FAOREPENLEBH LD
W« FEL., FAIOREIZE Y EBLIEAEZRR LRI T2 Z L BSNER K
B, LTFOO~QD T TEMTHRICBWTERTR&ETH S,

@ HERIZTOWT

D@1 TFTED (1) ~ 5) OWTFhITHELETIHRTHEZ L,

(1) EEFBHREPRET L HARTERNLSFRS (FEFRSADRIHEIRR
e, Hulgehs AR ROEM LR, Mg A B RRIR A2 &)

(2) FEEASRETARE

(3) FWEMRAEBRRETDHADRESERRE (BADFOEREERP., SA DR
PR, B ASIRENHEE R &)

(4) SRIEEREEEZRE L. AREERENE | USRS RENE 2 OER g
WCRDBHET - TWDHER

(5) FiEHEEERAL S EERME O EEIRIBHET > TV B R

@ 2 R LESOLERERCRIERASRBEOMISIL+5 208 & BB R B
(FEOWTRINICHY T IEM) M, YHSRAOFFICET 3 RROBESLE L
TRESh TS L,

#

o EMERFRER 2 FOMMTHELET LIcRIC 5 ELLEODBABRORETE:
C fToTWBZ L, 55, 2 FELLE PARYRES T L LBREEF O E
ZIT>TWBHT &,

o EMGRFRER 2EOTIHTHEEZET LRI 4 €L LOWMREFIFOBERTHE
2iToTEY, 55, 2 L LT, REEEEOBABYRELZ SIS AIRED
BETHELZT-TWNBZ &,

@ BRADEERSFREHEOEEIZOWT
EXLEREFRCKFTIEEEVEBESh, MELCENLOBREBD, Fihtt -

ZEHERPHBROTER VCEMEIC T 5 EHRiRMt, FEFRBRELEHEEGD

PEEFERELLIITOh 3 EHAE-oTWB T L,
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@-1 BfEARBROMHARIZ B3 58 _
FIEMEIRBREOEBREWERASREAE LRIz, 24 FBEREREH O T, UEHERY
FOESIERIZBW T, BRULRWEAIE U CAREER U CTEORER DERNT %
HpRBEOERBYBETICELN., BEbICHISTRAGHINRES TR e,

@2 ERUEFFIC L 2 RFSCBT 5 EE

BAZRICEBL2EMMRIREUVEER2EA T AEREEENBERE=2 ) 7
EPRODEEFEDORY Y —= Vv T EITVWERE L FRELEF TE 55— LAEREH P E
HENTWBZ &, 2B, BliEfHiconT, BARE L ZOFERICFHICEAmMEN
T3z &, :

@-3 Bl{ER OB I LT

BITER (MEMEMREBICIML, FrieeREE. RER - EEOTH., AoWEE (7
WIRESRERRE . BIEHaEREE. TREERES) . 1 BERR. R, B4 - S8
FIARAE, FPEEEE (¥ 7 « N —RERBE 1), BHEE, infusion reaction, BEZS,
M - BElRA, EIEWE/ES) WL T, SERLEMEREHOBRMMt 24
THEMEEEL GIEROREPHISICE L THEER TSI ONDEEICDH
5ZL), ELIEDLRAENRTE ZEHBEoTHWEZ L,




5. ML REBE

[Fhikic B4 23]

O FI7FTFEAEPEL—RIEEFREIC CTRBETARED b TWiz, RIGUIERT
ERRE EEEREICBWTARIOEMENRER TN S,

@ TRITHELT2BFICHTIEHOBRERTERFTEIZ ST, FAOFEME
FELENTELT, FFOEEHFL 2DV,
+  TIFTEREZ S RICERIEORREO RV BRE
o TIFTRAIZE L RICERERICRBETIRD O RE
«  FiNOFEBIRE
o fLOTFMEERA LA L TRESh D BE

| s 2 bl pR: 95

O TRIEYTIBAFIZOVTHAFOERERES L ENTWEZ MG, &5
Thohwnwz e,
o FADORIIZH LBBECEERDOD BE

@ TEFRAOFHEZB W TTRICESTIBRFIZ VW T, FROREIHES LR
WA, LORRBREXRZWVESICRY, BERARZERT L 2EKTE
Do
o RFIHEEMERBOSHUIREDHLBE
o  EBEEBRE CEEREL2RD 5 BERUTERMEOHUR S ek Yutt g
SO REETER A ONDBE

o HORERBOAEHE., XiXBHErLE L IEREO B CAeEKBOBEER
OHHBE

*  ECOG Performance Status 2-4 &V D&

D ECOG @ Performance Status (PS)
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6. REZBLCTHETREHE

O HEXESOMZ, MERFEENERT ZEHECESEFR OB MR UEE
FERADOIDIZMERFERE 5B L THLERTSZ &,

@ WBHREBICENL, BEXIZOFBE AR EREE+AEEL, AEd
HEThrbRETHZ L,

® FRBUERD=RY AL MZ2WT

MEEFERERH LD EBHBEDT, FHOBREILSH > Tk, 918
ER (B8, MREE, B oRBEUES X $RE0EES, B8
EHRcATo 2, £, LESUTHER CT. hE~—r—ZoREsE
mTaZ e,

A2, FEEE, FARLLbI3 I LRH20T, EYNIC IR
% (AST. ALT, y-GTP, EUNEVEDRE) 21T\ BEOWREEZ+SIC
BT L,

FURIMSEREE, AIBBERERVTREBERERH LRI I LEHS
DT, EHICHSIEERE (TSH, HEHE T3, ##8E T4, ACTH, mF =1
FV-NEDRE) BITHZ L,

RMEFEE., RETHEESREOBRELHODNIZILBHEDT, &
HENOEHEREZITV., BEORBEZ-40BE8T5 L,

1 BUEIRF (BUE | BIERRZE0) Bbbbh. BRFEY h73 F—r
REHZELBHZOT, AR, Bl BHECERORF LIRS LA IC
THERTS 2L, 1 BERAREDNEHEIREEFEL, AR Y
R OB EGHEOBGRABEITIZ L,

TFH7 4 7% —Kit. BB, B, FWPREESS ST infusion reaction 3%
LA eBHAHDOT, ARAOHREIIEED infusion reaction 22 TEA
FRC st D TE& D EIT - I L CHRIET2 2L, £7=. 2BELBED
AHHRERHIT infusion reaction 23 B3I L bHBOT, BEORES T
SIHBETSHZ L, 2B, infusion reaction MWD HNESITIEL. BEI /24
BE1TH L LbiC, EREEETIETREOREEZ FoRBETE &,
FHROBEIZLY, BECRERISICERT 3 L& b 314 L REBw
BEHLDLNDIZEBEHDH, REPBOHOLNALBESR, BRELEESIG
U= BEMM2 MR & SR 2 RO [ERT & B L ORI R ERZ M 21TV, B
DHEBRISIZE ZBERAREDN 2 HA I, AR OHREX I, RUE
BRESNVECROBREEEERTIZ L, 2B, BEREFRALEDBRE
X D RIMER OWERRED b2 gaicit, BIBRERNE VU ORE
MHAOBMEEETHZ &, ' |
REXRTH, HEMPLBEVARE L ChOEERBSRRET A LML 5K
B, FRIOBERTRICHBEERORR ISR EET3 L,
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