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1. L& :

SR DEEME - G ORI DITIE, T STESIC LS ERERARR
BEND, S5, EOEEEITOERIZ LY., FURERRS X OEHHRE
FHSFEELANARINE P T, AL OEESFZECLHERBEICEMIT S 2 & 48
BWEROBEE 2o THY, BRFEMEEE &t XEDEEFE 2016 (k2846 A 2 A
BT KBVTh, EFNEEREOEHOREHELZRZ - L ESNTNS,

PR ERS, BRERREAMET T 7 7 A ARBEEOESES & H b
ARBLERD B, 0D, BPHRERTRLMEICET BIERS AL/ 5ETO
fl, ¥ZEEHOREZBZH A LM IRZIBEIIH L TERT R L ELIT,
BIERDPREE L-BICANERHhE & A2 E PR —E0EG 2 =T
{FRT A LREETHS,

LT, BHA KT LT, BRBEMERLINETIELA TN AESEES
i) - R RHUC IS E . DT OB O RS2 00 2 T 2 B0 b LB S,
Ex FROBEEEYRY,

BB, AHA KT4 i, BOTTEIE AR RS EASSR A, ARMEEEAR
AEEEESS, —BEEEA B RERARES R O—IRHEEA B AWRER2S
DOBFID b &R Lk,

SR E AR BEESR AN F A EREERE 200 mg (—i%4 TV T (BIE TS
Z)) _
HRELDHRINE : BIGUIRARE R RIS LR EIT BT A {5 DR
HRERAAERVAE - B, BACR T <=7 (BEFEE2) 2 LT 1H 10
mgke ((FHE) % 2EFEERT 1ML LT CTaEFiFET 3,
BERTEEE: AVIAAMFT 7 —<HAEH




2. AF ok, EREF

Ny F o SR 200mg (—HB4 : T (RGTAER) . LT AR &
W3, . AT AL F T 7 — RS L7t | programmed cell death ligand
1 (BLF TPD-L1J & 5,) I3 3k b IgGl &/ 7 u—F A4 TH B,

PD-L1 }E, £ANIZBWTHREETSHEEICRELTBD, B LY 5k (T
HERL, B FMAE T F a2 I NF T —T fld) FHETH CcD279 (BAF [PD-1] &
5,) B CD80 (B7-1) LA L. RERERZAICHETSLEXLNRLTVS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1}E, FEx OIEFMMIZ BHEEAL TS Z & (nt
Immunol 2007; 19: 813-24) ¥AWESH T Y, PD-LI & PD-1 240 LIZiERRI, JEH
AR FUE SRR T D L ORBREEFERET 2BFDO—2L LTEL b TS,
T, REEEBIZEWT, PDLl RERLTWEHZEERRESNLTWVS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8),

AF 1L PD-L1 ORISR &S L, PD-LL & PD-1 & DA %ME L THEARER
Ry T MBOMAESERELHE®T 22 LSy, BEORMEZIGTHLE%
LT3,

AH OV IS BEORERISIC X BRSNS b, EFXIET
CE DR b 5, ARORFRRUHEBICE. BEOBRE ATV, BE
R B IIBAITIE, BR Ui RIS Uz B2 21 & KB F DB & ks
LTl R ERIBUT £V, REORERR X SEHEAS DL HAITIL, BN
B L HOR 55 OB LE EAT 5 BER BB,



3. ERPRRERAR
BIGUERARE R R LB BT Db SR ORI ORBRRICTEME2 7o 1=
TRERHB OB LT,

[F%hE]
EFEIERISE MAARE (B9991001 FER)
I FFER RS —RICEFRE (~6 T4 I L) I CTRBEFIRD LR TV
W, IBIETIRRRE A IR BE LB RS 700 B (AARANSBE 3HEET) X&KL LT,
A<F| & Best Supportive Care (ELT BSCl &\ 5,) OffARRE (BUF TAAI/BSC) &
WH,) ME BSCHIMBEIEOFMER RSB HRET S, PRMITOREE (20194
108 21 BF—#A v b)), EEFAEE & Shiz PDL OEREMbRV2AE
(BT T&BHE] & 5,) RUPDLI B2 REICBIT 524E8M CUTF fos) &
WH,) IZDWT, AHFI/BSC#1E BSCHIZH L THE ENICAERERE R LT,
*1 ;B 10 my/kg % 2 W CARRFE L,
2 EHERLERIIC L Y. ROVFANEHETHEE S PD-LI B L HIE Lk,
IEEHINE D 25%8, LIC @R EmDd Hh A,
T L7 S IR & 2% 1% DSl I 25% 84 iz B niaiah b3,
o IEEITEE L RIS OB S 1% 0EHI O 100%ICREREDH b,

#1 AEEEEE (B9991001 3KEk)

SRAER] PD-L1 [BHEEEHREH
A3fl/BSC BSC F/BSC BSC
{n=350) {n=350) (n=189) (n=149)
08 hdfE (A) 214 14.3 NE 17.1
[95%CT] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
s— KLk 0.69 0.56
[95%CL] [0.56, 0.86] [0.40, 0.79]
Fr it p 8 0.0005 0.0003

BSC : Best Supportive Care, CI: {#3HXM], NE : #iEFH, * : —{LTFHEORRBAHR Gt
R THA L), FE) RUREERE (b9, 2L) © X 288 logrank FRIE
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MERAEND b olEmM (A)
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b
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BSCH: 169 165 352 12 U3 &8 T8 67 54 45 3 O» 2B 21 12 8 ]

1 OS OHEEYTE D Kaplan-Meier Hi%2 (B9991001 35k)
(X : £254£M, TK : PD-L1 BHEBHFER)



(2] |
FEIRESEEISS ITAHEER (B9991001 KB
HEELL. AH/BSCEE 337344 81 (98.0%). BSCEE268/345 1 (77.7%) 1Eb b
., BRELOERERESETERVWAERES @IER) 1. ThEh 266/344 §i
(77.3%) KT 47345 ] (1.2%) IZ@BHHNE, WTIhOREHETRAER %L
DEHERIITED LBV THoT,

#2 WTEhPORECREER S%QJ:OJEIJ{’EE (B9991001 3RBR) (St RFREN)
Fl%k (%)

BB R R AE AH|/BSC 3 BSC#E
(MedDRA v22.1/ v22.1) 344 {5 345 #
4= Grade Grade 3-4 Grade 5 4> Grade  Grade 34 Grade 5
2BIHEE 266(77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
SR AREERICRERfoRE Ty B I Tk T
HEHIE 34 (9.9) 0 0 0 0
] 33 (9.6) 1(0.3) 0 ] 0
e 24 (1.0) 0 0 0 0
TREh _23¢6. 7) 0 ] 0 0
R L O T AR L L R e e
Z 5 el 47(13.7) 1(0.3) - 0 0 0 0
e 25 (7.3) 1(0.3) 0 0 0 0
)ﬁjﬁ#ﬁ 18 (5.2) 0 0 0 0 0
%Hﬁ'ﬁm—ﬁ """ R '.:_:':..::.-'ff.':.' e e e T e T S npmmar sl f3§
TH 35 (10.2) 0 0 0 0 0
i N 24 (1.0) 0 0 0 !
ERRREURESMEEE e e K
BB 23 (6 7) . 0 0 0
SR T R R e TR e
WU IR T AE 36 (1 0. 5) 1(0.3) 0 0 0 0
FRIBHERETLIELE a6 L Lo 9 0 0
f?;-ﬁ» qjﬁhcl-@%ﬁ‘&ﬁf’ﬁ s e L VM,M iR R T T
A S BUS 35 (1 0 ) 3(0.9) 0 0 0 0

7. AHI/BSC BIZBWCIIE MR 12 61 (3.5%). TE% 34 (0.9%). FFHsE
BEE 1841 (52%), KBk - EEO THISH (1.5%), FRIEFEREREE 486 (14.0%) .
BIEHEEE 45 (1.2%), MEEE (¥7 2 - AL—EREEET) 641 (1.7%). B
BRE 76 (2.0%). ik - BEUHRATEE 2 B (0.6%) &K UFinfusion reaction 69 #1 (20.1%)
AREH O, £, TEARERS. |BBERRE. Ok, EEHSEIER UK -
HIRZIIR bhirdotc, ABEHBERRIIMESES BRREBRELET)

BFoERERETRT,
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® BHERDOXHMIZONT
@-1 BI{EA RBRFORMGERICE T3 B4

FEMEMEEEOERLRBEEANRLE LT, 24 FRDREROT. LR X
FOEMEEER IRV T, ER LIZRHERICE CTAREEE U CT E0RIFER OB R4
EIRECHRNY AFICHE LN, EHICxISREREHBES>THE T &,

@2 EFHEFEE L DA EESHINICE T B M

BARTRICEDL D EMNRH R CREE A 2 BREFEPRIERT =7 7
EEOEEROAY V- F2TWIERE LERE T TE 57— LERKH 5
fEERTWDZ &, 2k, BEHIcO>WT, BARE : ZOFERZ SCAMS L
TnWHZ L, '

@-3 BItER OREPRRICE LT

RIEA (FIEMEMEEICI A, FFEREREE. KBE - EEOTH, NHWES (F
RIRBSRERCE . RITRSRERES . TROURERE). 1 WHERK. OHR. HE - B0
REARHE, PRMEE (X7 v - AL —ERBEZ ST, HHEE. infusion reaction, HEZ,
Mpige - BB, EIREMGBAES) ot LT, SER ODEBEREMOEMELF
THEMEEEEL (REAORBE-CSICE L THRERUBEFZT bNI&HFITH
HIE), ELICENRABR TCEDIEHINESTHDEIE,
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(%1} ECOG @ Performance Status (PS)
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0 | SR HEETE s, BRMLECUFERSHRZITL5,

BRI LV RTITIR 2508, SR(TTHEC. BASEDES- TOMRIITI LR TE 5,
A e 3
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ZLEHAV, BRSO I LiZe{TERY, BEKSy FIATFCRTT,
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@ TREBRMAIZEN D, BENRTOTRCADERUEREEZ 43I0, REE

B ThbEETHZ L,

® FLREWEAD=RI AL MIONT

« HEMRRERLLDhB I ERHBOT, AMOEEITHE > Tk, WH
fER (B8, "ERREE, miE) ORERRUIN X BREOCEKESE, B
FHSIATO 2, £, BEIZGUTHE CT, IiEF~—b—%0REL2E
T sk, ‘

o JFRE, IFEEES, FERBHObRAZLAHIDOT, EMMICIFEER
A (AST. ALT, y-GTP, b U/LEEDQRE) 2170, BHFOREZ I
BETHE, '

o FRIREEREREE ., RIBMEEERU TEAEAMERERHODNIZLEHS
DT, EHRIICASWEEETRE (TSH. #EE T3, #BE T4, ACTH, M=,
FS—NVEORE) 21T , :

. AMBEE RETEHELEBALEOBEERLLDAAIEIERHLEOT, £
HIENCBHERE TV, BEORESTOICEET B Z L,

o 1EUBERM (BIE 1 BIERFEE ST BHbbh, ERFEES TV R—V A
WKEHZEMRHDHDT, 1B, BElb, BHEOEROFEHALMEES EFIZ
+HBETHI L, | BERBREDNEZBSICIESEPIEL, ARV
HH DOFRSEOBENRILEEITI Z &,

o TFT 4 FHI—IN, FE, EE, WEE#EESE ST infusion reaction 23 H
LD ERHLOT, FROWEIIEED infusion reaction 124 % TRA
BRI RO TE AR 2T L CHT 32 &, £, 2EEBEMUED
FFH$Z 5 FRFIC infusion reaction 23H LN DI L b HHDT, BFOKEE 1
BT B L, #2385, infusion reaction D BN TFAITIE, EEIRAL
BEITI L EL, ERNEETIECREOREL THITBETHI &,

s FEFOBEIZLY, BEOCAERINCERTS EE2 b diks RKRBEDH
ERHLEDNAZZERH D, REVBEDLNEZHEAICIE, BHELEERIDE
U 7= BHA AR Endh & BB & Fp-0[EAT & s L CREED R ERIRUT 21T\, g
DR RS X D RERARELN 2 HAICIT. AFOEREIRE, ORI
BRESVEVHRIOREEELZETI L, B, BIBEERLELORE
LY EHWEROWERRD bNRWERIZIE, BIBRERLE VSN ORE
mHFOENLEETHZ L,

o WERTH., BAROOEDARBLCHLEEHRRETAZEBDLS
B, AEIOBRGETRICHEHERORBRICHHITERETH 2 L.
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