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REMBOE S & R0 EARTTEF 2016 (CERk 28 426 A 2 HE#ILE) 128
WTCVHHTEE G OFE Ao R#ELHEZXD Z EREVAENZ 2%
O CUHEHER G 2 BICLE R EF ISR T D - O SR T A K
TA U EERTHZEELTOVET,

A, TV T (Bl z) BA (RTE4A - AT A AR ERE
200mg) 12 OWT, R EREICH L CTHEATIEOBEFRHELZIGRD & B
DI FEFHMEET A RT9 A4 L TRV ELEDELEZOT . ZOFEHICY -
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1. IXC®IZ

EE G OFIME - BEMEOHEROT=OIZIE, IR SCESICEE SV 7258 E 22 6 23K
HHND, SHIT, TEORZFHEMOESRIZ LY, PUREZEG R & O 228 BE
AFERLNEARENDI T T, ZNDHDOERLZEICKHERBF RS S 2N
MIBR DR & 72> Tl 0 | BRFMBLEE & SO A T #2016 (KR 284-6 A 2 HEE
BIRE) IZBWTH, HEFMEERLEOFEHOEME(EHEZN S Z L LI TnD,

PORVE R PR 1T, EEEHSR 2T e 7 7 A VBBEF ORI & B 5 0T
BInDZeNbD, 20D, AR OLZEMEICET D ERN O ER-THETO
M, UHEERLOBEZMZT D ENHRHINIETICH L THERT S & &b,
BIER DR LRI B Rt in & & 5 2 L WA REZ R —E O B % jiii 7= = ek R ©
TS ENEETH D,

LR oT, KHA RTA4 0 TiE, FEREBESCINETIZELN TV D EFIRY
1y - BERY AN EE S & | LU O EI S O Feiii 72 FH & HEME T~ 5 B0 & B e B
BEZ IR OEEFHE T,

I, RATA BT A A, MSATEBOUE NEIE G RS SR AR, QN ttETEANR
KREGKIES 72 . — MRS N B ARBRIR B E S K O At FE A B AR RSB e
OWHoL EER LT,

KRG L IR HEIR S, ¢ NN F A TEERE 200 mg (%4 - ToUL~ T GBI R
Z))

WG ERDIMBEIINE  RIGYIRAGE/R R I RO 1S 31 DAL LR OHERRRIE

MEERHOMERORAE « B . AT T~ 7 (B z) LT, 10H 10
mgkg (KE) Z 2 BRI T 1 ERILL B2 TREEEET 5,

Bl R B E D AN AT T —~ RS




2. AFNORE. TERBFF

ISR FF EERE200mg (—f%4 - TV~ T GBI Z) . LIT TRA &
W) ER, AT AL FT 7y —< RSB L7 & b programmed cell death ligand
1 (BLF TPD-L1J) &\ 95,) IZxtd 5t MU IgGl &/ 7 u—F AHUKTH 5,

PD-L1 %, AEENICB W TH R SMAEICRE L TR | IEHEE LY 38k (T
A, B Mifak N F 2T 0F% 7 —T Mila) BT 5 CD279 (LUK [PD-1) & W
9.) KU CD80 (B7-1) &ifia L., MEISELZAICHIETHEEZ 5 TWS (Ann
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, flix OEEHIFLIZ HFBL L T\5H Z & (Int
Immunol 2007; 19: 813-24) ZEN#HE S TH Y, PD-L1 & PD-1 240 LB, M
RS HURRE S 72 T MR & O R BEE 2 [T 2 F O —>2 L LTEZ LTV,
Flo. R EEEICHEWT, PD-LI BAEBLTWVD Z EENRESINATWS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) ,

AF1Z PD-L1 OIS ERZAE A L. PD-L1 & PD-1 & OffA 2 MHLE LT AHURES
B T M OMIEEFEMEAHRT 5 2 LS X 0, EEOREZIMHE T2 L5 2
LTV D,

AN OVE I ES WMEORERINC X DRIEHER & b b, EEXIIET
WCED RN H D, AR ORGP RORLGHZITIE, BEOBEL+7ITITV., RE
MFRO BIIZEEITIE, FBL L o FRITIE U7 R 22 ki & 185k 2 R o B Al &
L CHEO) 22 8RR W 2 AT\ I O SOSIZ X 5 RIER 2 B b 5561213, &l
BB RNE RO G EOREURILE ZAT O WERH D,

DI JING



3. ERERAE

IR BIR AR 72 IR & B RO IZ 3610 DAL PR IEE OMERHRIE O KGERFIZ R 21T - 72
TR ERARRBR ORGE A T,

[ﬁ@é]
[EIRE I RS T AHRUER (B9991001 55R)

77%%%ﬂ%a@¥wmiﬁ%(m4ﬁ%7womf% GETT AR HIL TV
W ARIBUIBRRRE R PRIE RO 700 B (A ARNEE 13 HlEETe) Zxigs LT,
AHl & Best Supportive Care (LAF TBSCJ &9 ,) OUFHEE (BLF TAAKI/BSC &
VW9 ,) T BSC BMURIE O 20 K OVZ e R S ivTo, RIS ORER (2019 4F
mﬂzla?~&ﬁyk#ﬂ\i%ﬂﬁ%ﬁ&éﬂkmnjw%ﬁ%%b@wé%%
(LLF T2 LvwoH,) KOPD-LI G2 EEIZBIT 22470 (BLT Tos) &
lﬂ%)Kowf\$ﬂmﬂﬁﬂi%Cﬁ:ﬁLTmﬂ%%i BRRERZ R LT,
s ARHNE 10 mg/kg 4 2 30 [H H B C AR EHE L7z,
*2 BB RAEIC I Y . ROWT & T4 6 % PD-L1 B & HIE Lz,

o EEAND 25%LL EICIEGENRD HL D,
o EBHIIRIE U 7- g I OB A A 1% D HIE LD 25%LL BiIcYetaniBd b b,
o JEBICIRTE L2 i I OB A A 1% D% IR O 100% 244358 b b,
#F1 AR (B9991001 3RER)
EaliE oy Il PD-L1 5 R 4
AH#l/BSC BSC AFl/BSC BSC
(n=350) (n=350) (n=189) (n=169)
0S o (A) 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
AN — R 0.69 0.56
[95%CI] [0.56, 0.86] [0.40, 0.79]
Pl p i 0.0005 0.0003
BSC : Best Suppomve Care, CI: SR, NE: HE AR, *: —KIEFEORKBRGIE B
TN T 2%, LE) KOS (b0, 72 L) 12X 25 log-rank fiE
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HIEREND AT oW ()

350 342 318 294 259 226 196 167 145 122 87 65 51 39 26 15 11

350 335 304 270 228 186 153 125 105 83 68 55 41 33 18 12 9

KA, BSCHE

BSCHT

At risk#%
A/ BSCHE

BSCHE

T T T T T T T T T T T T T T T T T
0 2 4 6 8 o 12 14 16 18 20 22 24 26 28 30 32

HIEREND AT 5 W ()

189 185 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8

169 165 152 132 113 89 76 67 54 45 37 30 23 21 12 8 6

1 OS O HEEHTR D Kaplan-Meier g% (B9991001 3R8)
(kX : £2BF£M. TX : PD-L1 BiEBEEMR)



[Z4t]
[EIFRIL R 2 I AHRER (B9991001 #ER)

HEFELIT, AHAI/BSCHEE337/344 6] (98.0%) . BSC BE 268/345 5l (77.7%) 1388 5
o, WEBEE L ORIRBMRA G E TS RWAFRER (BIEM) 13, £ 266/344 15
(77.3%) KON 4/345 f5il (12%) IO BTz, WTOE G THRELEREN 5%LL E
ORWEHIETERDO LB ThoTz,

£2 VTN OETREREN 5% EORIER (B9991001 3R8R) (REMEMHrrSEH)
B3 (%)

EEIP NG SVE N AF/BSC #E BSC R
(MedDRA v22.1/J v22.1) 344 345 {3
4> Grade  Grade 3-4 Grade 5 4> Grade  Grade 3-4 Grade 5

AEIEMR 266(77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
—i% - REFEER L O SENLORRE

) RE 34(9.9) 0 0 0 0 0

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

T 24 (7.0) 0 0 0 0 0

A 23 (6.7) 0 0 0 0 0
FZJE R KO T ARk R

Z 5 PESE 47 (13.7) 1(0.3) 0 0 0 0

5 25(7.3) 1(0.3) 0 0 0 0

2 & g 18 (5.2) 0 0 0 0 0
HIEEE

T 35(10.2) 0 0 0 0 0

D 24 (7.0) 1(0.3) 0 0 0 0
AR R X OV A HLkEE

RE M 23 (6.7) 1(0.3) 0 0 0 0
o WA

FOPR BRFEREAS T 36 (10.5) 1(0.3) 0 0 0 0

IR PR BE T HESE 21(6.1) 0 0 0 0 0
BE, R L OWE A GHE

HEANCE D RS 35(10.2) 3(0.9) 0 0 0 0

7%, AHI/BSC BEIZIS W THRIE MM E 12 61 (3.5%) . B 361 (0.9%) . NFEéaE
BEE 18 B (52%). KB - BEDO THISH (1.5%) . FURIRFEREREE 4861 (14.0%) .
RIS HERERE 4 0] (1.2%) . MRFEE (XT 0 « NU—EBREREZET) 66 (1.7%) . &
FEE 7451 (2.0%) . fhde - BB RAESE 2 651 (0.6%) M TN infusion reaction 69 il (20.1%)
DO BT, Fo, TERAKRERSE ., 1ABERF., DAk, BIEM EIIE &K UM% -
BEBE TR DL Do 7o, AEIWERZEBLR DU B RS (B R AR 4 5 T)
AR A RT,
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ARSI E L CTHEHBRERE (BFFRE) AEohTns 2 end, Yikba s
HMUNCE M TELDMHER THOINENH L, £D LT, RFORGNEY 2 EHFZ22
Wr e F5E L, AFNOEEGICI Y HEZREWEAZRBBL LIRSS T 2 2 EBN%E 7
D, ULTFOO~@DFT X TEHEITMRIZBNTHEAT & ThH D,

D HEZRIZHOWT

Q-1 Fi2d (1) ~ (5) OWFNNITE YT D HER T%é &

(1) BEAFBRENIEET 205 A2 REEILARPE S (BT RS A2 REE EE L AT
Be., Ml A2 RGEBERL SR, Hilak A3 @%fﬁﬁ&)

(2) FrEREREIRRT

(3) HENF IR FENIEE T 2 05 A REEERPE (D ARZHEEE R EWibt. 23 A s
PEW IRBE. DS AR HERE R /e &)

(4) I RALFERIEE A TE L, ASRACFRIEINE | USSR LRI 2 O Jiisk FL e
AR D JmH &2 1T > T B itk

(5) PrEMRES AL EEINE O s IR DR 21T > T D fitiek

@ -2 JRIE bR DAL SRR 5 S ORI T 38 B D 56 SIS 147 70 sk & R BR 2 5> [ Rl
(FROWFNNITEY T DIEM) 2, Y%2REBOAFICEHT 2MBEOELE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOYHNHE Z1E T L7212 5 LU E DD ATRE D ERMHE %
ToTWAHZ L, 9B, 2 L R, BDAEMEEZLZ X L U BEERIER S OHE
iToTnWBHZ L,

o [ERIGIFEISE 2 EOWMINHE 2T L72%1C 4 L EOWIREF O B EHE
EITHoTRBY, 95, 2 FLLEIE, REE EREON AL E G T ATRED
EERHE 21T > TN D Z &,

@ PFBENOEXRSFEBREEDMEHIZONT

AL G S BICHEH T DB DAL E S, BEIEREND OFWmE O, Aot
LIRS R O B N ONE RS (S50 B iRt AEERNRE LSS
WA BN HELNITAT O S IRHINE > TN D Z L,
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W MR B D B R FIVER 33848 L7 BRIC, 24 BERAZIEIRHI O F ., Mi%fiak X
ITEEE SRR 2 BT, B L ZRIWER IS CCARBEE B O CT 25 O RIERH O8R4
A RAEOFE RN B HICHE LI, BEHICHISATRERRHIAE > TWD Z &,

@2 BEFREERICL 5FEFSLCET 5 E M

AR D D MM 72 FER M OB e 2 A T D BRI EEPRER =41V >/
EEDTFIRDA T ) == T HITOEIRIE LR E LA TE 5T — SRR D
fENTNDZ &, BB, BEEFICOWT, DABRE L ZOFRIFICTHSIZEmEN
TWbHZ &,

@-3 BIERA DZWr-ox B LT

RIVER (FRVE MR BTN A, ITRERERE S . KGR « HEO M, NokEE (H
WIRpE Bl . RIS, TERAEKERS) . 1 8RB, OfK. ik - B0
RRRSE, ARRESE (7 0 - NU—JEGEREAZ 5 ). BIEE., infusion reaction, L,
fdge - BEMEIE . EIEA I ES) 1SxF L C, Yakhisk ST B iR o B 2 A
T HEANEEEE L (BHWEHOZE-ORHSIZE L THRERUSREZZ T 6N H5:BICH
HZ L), EBHICEE R AENTE RGBS TWDE T &,
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(A2 BE 3 2 F]

O 77 FFHE EE L RALFRIEIC TR EMEITARO STV, RIFEIFRAR
HEZR IR BRI B I B W TARKIO B IER R I TW 5D,

@ TRUCEZYS T D BE T 2 ARAN OB G OER HFIEIC DWW TR, AFIOF 2D
LS TELT, KFIOEGGR &R B,
o TITFFHEAIE G LR TFFRIEOIRRIEO 72 WG
o TITFFHRRFIE G — R TFIRIER IR BETSEE O B AL R
o FiFOMiBhERE
o fMOTEEMEEER L OFH L TG Sh DB

(“ZatEicB 4 2% F])

O TFTRICEYTIEFICOVTEARIOFERGENEZR LI TNWDLZ b, 5%
Tz &,

ARFN D R LIS HUE DREERE D & 2 BF

@ WREATOFMICEB W T IRLICHEY T 2 EBEFICOWN TR, AAOE G ITHELE IR

WS, HLOTRFEIRIRE N R W GEICIRY . MEICARZHEHN T2 2BETX

Do

o [HEMEMEROEH I EDH 5 EE

o JaEBE iR CHIE R 2R 0 D B K OTEB) M O KU il g 0 ge M it 2%
FEOMMIZRIEMEE R A BN D EE

o HCOREEROAD, XITBMERZRA L IXEREO B R R OBETE
Do DB

e ECOG Performance Status 2-4 "V ¢ H3%

(1D ECOG ® Performance Status (PS)

Score T

0 |[&<MERIEBTE 5, F#HElL R U R HEAEGENHIRZ: <ATZX D,

PARRIZH LUVEBNIHIIR S 525, BATAIRE T, BB > TOMERIFATH 2 &N TE D,
Bl O, R

BATRBECTH A OH ORI O Z L 13T N THEEEDEEILTE 220, HHO 50%LL Fid~y R4 Cild 29,

30 RLAZASOEDEIDDZ L LNTEARV, HHFO 50%LL EE2 Xy R+ Tl 29,

ALENT RV, BOOHFOEY O Z Lid e TERY, BRIy KW+ T4,




6. MEIZE L THEEITAREHFH

I SCESITIN 2, BOEREER DRI T 2 B R 1T D & AA DR K ONE E
DT DI B R A+ ICER L T2 2 &,

BIRBHARICENE D . B T F OFBEICE IR a2 +omB L., WE%
BThoETHZ L,

FEREWEH DO~ X T A MZHOWT

@

@

MEMMEEN S LoD 2 ENH LD T, KFDOEGIZHT-> Tk, ¥
SR CEEDAL, PEWRARIEE, k) O O X i oI, Bl
EAATY 2k, Fe, REIDEC T CT. i~ — 7 —SORE % 5%
M5 &,

R4, RS, HRDBH LN D Z b 5D T, EMRICITHEER
# (AST. ALT, y-GTP, BV L EEOWE) 21TV, BHEOREEZ 71
BETLHZL,

FOR IR RERE S . RIBIRRERE S K OV T B EREENH OO 2 L0 H D
DT, EMRICANsRERR A (TSH, W78 T3, WEEE T4, ACTH, ML =v
FV—=VEORE) 21T Z &,

AMEEEE, RAEHEEEREDBREENHOLDONLLIZERNHDHDT, &
HIFC R A 21TV, BEOIRELZ 0BT 5 2 &,

1 BUBE R (BE 1 BUBEIR S 25 de) Db bt BERFEMNS R 7Y R—v &
ICEDLZERHLHOT, Hig, Bl WEHEDOER ORI MmAHED L5712
FoEETHZ b, 1 BRI EON IS EIITRGEZRIEL, AR
AN DI 5 FEOWMY)RILEZTT O 2 &,

TFT 4T xRk, FE BIE PR NS A2 5T infusion reaction 723 d
LD ENHDHDOT, AFIOFGIXEE D infusion reaction (2 2 TEERA
RRCH3 72 R IR D T DU 21T o 72 ECRT 5 2 &, £z, 2 ALK
KA 51512 infusion reaction 23 HHONHZ L HHHDT, BEDIREL
IDCBIERT 5D Z &, 723, infusion reaction 23FR® H AL EITIL, W) /gL
EAEITO L LB, IERVEIET 2 E THREDOREZ +2ICBET 2 L,
AR OFEIZLY | WEORIERISICERT 5 &5 2 b bk IR B
BRHLDLNDLZENH D, BENRBO DNTGAITIE, BB LIEFELRITS
U 72 BEFRY 70 Jnaik & #RBR A R DR Rl & s U CR bl s nlli2 W 2470,
DHRFEFONT LD EWER R B 2561213, AAORESIH I, K OHI
BRERNVERIORGEEZERETDHZ L, b, BIBKERLVE OFRE
(2 &V AWER OSENBD bR WEE IR, B BER VT LS ORE
PHIA OB EET D Z &,

BHRET%, BB ARE L COLEERDB BB T 2213 H 57
D, ARANOE G TRICHEWEHORBUZA0ITEET 52 L,
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