uy
HMAESEIR 0224 F 3 &

45 Ffn 34 2 H 24 H

AFEHEHEA RAENZz EHEE K

B SEEEE - AE R ERL AR

T YL (B L) M ORBEEREET A 74 v (RE
L) DYERKIZ DUV T

BREMBOEE L WEOEARTE 2016 (EEL 2846 A 2 BEERE) 1B\
T, BEFVEEMOFERAOREHEEZR S Z ENEVIAENTZZ L 25T
T, EFNERGN 2 EICLERBEICREET 2 0ICKBEEAEEY A T4
VEERTAZEELTWET,

SRR, BRERIZOW T, BIRELO BV EERER, REFREH L UEIR O

> AN B

BAEER (R) RETEMLELEZOT, @MTHWZZES LEbIZ, ERR8
~DFEFIZDETHEBEIALIBBEWVWLET,






B

FAIKER 0241 &
S F 3E 2 A8 248

®oE W R
| REFRES |[HEXEE B B B
% B 0K

BEEFBEER - ARHLEREELFEETERER
| (& B £ B )

TARAT (BERFHEBRZ) BAOKREEREET A FF 1
(R L) DIERIZDWT

BREVBEE L REOEARFE# 2016 (FEk 2846 A 2 AMBRE) B
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FAVEERTAZELELTVET,
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1. IILBIC , ‘
EIES OB - REMDREFED DI, BAXESICESWIBIERFERNK
HHND, XbIZ, EEORERNOESRICL Y., MAERNZ X OBFHWRFTRE
%%#E%%ﬁﬁwéné¢f\EMBGE%m&Ekﬁﬁbéﬁkﬁﬁié L n
WEROBE L 2o THY . REMBCEY L WEOEARFE 2016 (FAR 28468 2 B
BRE) CBVWTH, BFHNERGRZOEAORBMEEZNDSZ & Lsn TS,
THERBFERLT. EBERRSRZEE v 7 7 A VEBEFOERESMS LA LN
BRBZeBHD, 0D, AHERVCEZEMICETIBREITSERTHETO
B, YUZEEROBEZBR ST LAHBFINIBECTLTERTS & &bz,
BIERNSER L BICRERRNE L 5 2 L R —EOER & T EREE T
ERATAZLBNEETHD, ' '
LT, AHA FFA T, BREEC I LE TR LN TS ELKES
B - B RMcESEx UTOEEROEERERLHET 2B AN LUERER,
LI RUCEERERLTT, :

AS =N $ﬁ4b74/ﬁ MiﬁﬂﬁkE%mtﬁﬁﬁﬁéﬁﬁ QEHEEAE
AERRIER S *&&@&AEK%%WﬂEx&U &&@Ekﬁﬁ%ﬁ%ﬂ
@%ﬁD%EW&bto

B RAEES AR FFEFEHE 200 mg (—FA : TV T (BT
A Z)) '
LR APREUINE  BIGEIRTRE 2 R LRI T 2 (bR IE®R OHERIREE
WELRAAEROEE - BE. RAKRTA<7 (BEFE#BEZ) LT, 1H 10
mg/kg (FE) % 2BRIKRT 1 RELL L2 TREFHFET 5.
BUE IR 55 g AAT AL T T <A EH '




2. FAOREK, (R

NARUFF EEEE200mg (—R4A - 7V~ 7 (BEETFEBRZ). BT &8 &
W5, i AT AL FT 7RSSR L b programmed cell death ligand
1 (BIF TPD-L1] & 5,) IExfd 5 MUIgGl £/ 7 n—FAHETH D,

PD-L1 i%, £AFERICBVWTHRETHRSICERALTEY, BEbLZY V2385 (T
MRL, B MR O F=54%5—T M) SICEHET5 CD279 (UTF PD-11 &
5,) KU CD80 (B7-1) t#EA L. ARGEZACHETZEEXENTVS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, FEx OEFMBICHHERL TVWAHZ L (nt
Immunol 2007; 19: 813-24) &AL SN TE Y, PD-L1 & PD-1 4 L REIL. 1B
FERRMTIE SRR T MDD ORBE 2 E#TIRFO—2E LTEZLNTNS,
¥, REEREIZHEVT, PDLI ARERLTNEZ &%73=$&"‘éh'€b\6 (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8)

AHIZ PD-L1 OMBSMERICHEAS L, PD-LI & PD-1 & DR ZRE L TR ATRR
Bk T MEOMIREEEEEZERT 5 2 LEIC XY, BEORMEIMET 25X
Y (N QAVN

AFDOERBFICESBEOAERNC L BERSRHbbh, ERXIET
CEDAREERD D, FADOREHRURERICIE, BEOCBELZTIITV., BF

AED LNTZHAITIL, BRLUEERITS BN MR L BRREFOERM & B
L CEGZ2ERNBE 2TV, BEORERMIC L SBERAREDNDEEITIL, BT
BB ANE R OB EFE OB 2 0LE Z21T 5 Jéx%?ﬁ H5, :
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IRIGEIBRABE R RIS LR E MS B4 lﬁ%)ﬁ{f% @ﬁ’éﬁfﬁ&@ﬁ(wﬂ#m‘%ﬁ Zi{To7z
E R ERRABROREE T T,

[F5hiE]
ERRIEFIE MIARRRER (B9991001 FABR)

7’5?*@%‘1%’%’%}‘&%’?%% (4~6 A 7/1/) W TRBEITERD BTV
VW, RIGEIRTRRZ R ERBEE 700 61 (AARANBE 7130258 ZRRELT,
A & Best Supportive Care (BT BSC] &\ 5,) OfRAFE (BIF T zl:#J/Bst &
WH,) e BSCEMBEDOA MR VRSN Sz, FRIBHTORER (20194
10821 BF &by bAT), TEFMEER & Shic PDL1 OBBEEMbRVARE

(BT T2B#&] \H,) ROPD-LIBH2REFICK T AL4£FHM LT los) &
VW 3,) 1TONT, AHI/BSC B BSCBEICH L THEHEMICEBRER 2T L,
%1 : AN 10 mg/kg % 2 AR CARBE L,
2 : REERILEREIC L D . ROVTRA LTS8 % PD-L1 B & HIE Lk,
. EBMENAO 25%E LIRS bR B, |
. BT L S OB A 1968 >R R0 5%l I E D b3,
. EECEE LRSI OB S 1% DRI 100%ITRE R biLb,

£1 AR (B991001 a&)

EBELH PD-L1 Bt BEER |
AFI/BSC BSC AHI/BSC BSC
 (n=350) (n=350) - (n=189) (n=169)
oS hofE (B) 214 14.3 "NE 17.1
[95%CI] [18.9,26.1] [129,17.9] {203, NE] [13.5,23.7]
APF— R 0.69 ' 0.56
[95%CI] [0.56, 0.86] [0.40, 0.79] -
A p 0.0005 0.0003

FEPHXITHLHTZ. BE) RUONEES (Y. 2L) X585 log-rank RE

BSC : Best Supportive Care, CI : {p?ﬁﬁfﬁ NE : R, = —RIEFREOREREDR (4




1.0

0.9

0.8

0.7 1

0.6 -

A&H),/BSCHE

0.5

e

0.4

0.3

0.2

0.1+

0.0 -

NS

T T T T T T T T T T T T T T T

0O 2 4 6 & 1 12 14 16 18 20 22 24 26 28 30 32 34 36
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EBERBIV AT HLOHE (A)

At risk#
K /BSCEE 189 185 177 165 146 129 114 95 81 TFO 49 38 32 26 18 9 8 4

(%]

BSCEf 169 165 152 132 113 89 76 67 54 4 37 30 23 21 12 8 6 2 1

K1 OSOHFEEN RO Kaplan-Meier Hi#t (89991001 3E)
(LR : £@#EHE, T : PD-L1 BiEAEEH)



(%44 :
EERILFEE I HERER (B9991001 FAER) _
AEEST. AKI/BSCEE 337/344 ] (98.0%). BSC BE268/345 1 (77.7%) 1R &
n. BWBRELOFRRBERETECEIRVAEESR BUER) 1. ThTh 266344 fi
(773%) ROt 4345 B (12%) W@ b, WERHOREBETRHREARN 5%l k
DEHERIETED LBV Thoi,

22 WThHPOBCRIELN 5% EOBIER (89991001 REY) (R&MMITHREAH)

- Fig (%)
BE RSB/ AT AFHI/BSC B ‘ BSC B
(MedDRA v22.1/T v22.1) 344 ) : 345 1
4 Grade  Grade 3-4 Grade 5 4 Grade - Grade 3-4 Grade 5
£RIER 266 (77.3) 56 (16.3) 1(0.3) 4(12) . 0, 0
—i% - SFEER X UREEMORE .
& FRE 34 (9.9) 0 0 0 0 0
Pt 33 (9.6) 1(0.3) 0 0 0 0
HEsE 24 (7.0 0 0 0 0 0
53, 23 (6.7) 0 0 0 0 0
BB X OB T HRREE e , _
Z 5 4 47 (13.7) 1(0.3) 0 0 0 0
4273 25 (7.3) 1(0.3) 0 0 0 0-
A2 ‘ 18 (5.2) 0 0 0 0 0
BREE ‘ : )
TH 35 (10.2) 0 S0 0 0 0
=i, - 24(1.0) 1(0.3) 0 0 0 0
HERAE IUHAEEES = EEEE
. BEE 23 (6.7) 1(0.3) 0 0 0 0
P WEREE . SR - _ .
Bk B AR TR 36 (10.5) 1(0.3) 0 0 0 0
R IR AETTXESE 21 (6.1) 0 0 0 0 0
BE, PEBITABEHE

BEALCEE 5 B 35 (10.2) 3(0.9) 0 0 0 0

-

723, AFI/BSC BTV CRIEMMER 12 61 (3.5%). Bk 341 (0.9%), FFise
E 18] (5.2%). KBS - BEDQTHISH (1.5%), FIRBHAEREE 4851 (14.0%).
BIMSAEIEE 4] (12%), MHERE (X5« AL—ERBEED) 68 (1L7%). B
B 7 H (2.0%). £ - WESUHRIARIE 2 41 (0.6%) R UV infusion reaction 69 %1 (20.1%)
R b, Eie, TERAERERS. 1BERR. DHK. EEHEIERORE -
BIERITRD bR o e, ABERARERREIEESS RRREEREZET)
R EUEHRREZTRT ‘
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IR B EHEIT> TV AHER
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- @-1 BIERRBEE ORISR 5 Bk
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@2 EFREEEIC L 5 A EFSBIC T 5B S |

2R ABRICHED 5 FFN AR R LA T 5 EREFE SEUER =5 ) v 7
EEDEERORY Y —=r VT RITOERE L EBREE T 57— AEREHNE
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TWaZ e,
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WIRREREE . BIBHEBREE. TERAEMERS). 1 BERKE. LHR. HR - B
BAAERE, MRREE (XFT7 v« NV—EGHLZED). BEE. infusion reaction, R,
Ms - BEMRZe, EREMENES) Ok LT, HRERIIEBERBEOEMELT
THEMLESEL GEERAOBIOMICE L TRERUXELZ T bh2EHH
5ZL), ELCENZAERTE 2EHNBE-TND T L,



5. REXNRLRDBE

[F5hiEic B4 5 =IE]

D 79FFWAIEEL—RIEHREC TRBETARD bR TRV, RETRT

BEZR JREE LB BA 1T \'CZK%'J DEIERRIN TN,

@'F@kﬁ%?%ﬁ%uﬂTéKﬁwﬁﬁﬁvﬁﬁfﬁuowfi AR DA EEN

BTSN THBT, AROBRERRLRLAL,

¢ TIFTEAE B U KICEREOREEO R B

 TIFTEAE B RCERE R CRRE TR b B
i

o MOTUBMIEEA L 0 L CRE ShE 8%

[ZaicBd5EHE]

@ m_ﬁéTéﬁﬁ_owruxﬁmﬁﬁmﬁﬁaénfwéctm6\E%%

fThnz L,
o AHORSITR LIBBIEDOBEEROH 5 BE

@ BEHMOFMICBO TTRICEETIBEFIC OV, FHOREIHERI N2

W, mwﬁﬁﬁﬂﬁﬂtw%Ahm?Vﬁimﬁﬁ%ﬁﬁféik%%ﬁf%

Yo {

s RHEMRERBOAHNIIFEEOHLBE

o MEGRE CHEEERD D BE R OB O BRI Rk G i 4%
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AT LW EENRIR S h B35, STAIRET, BERERE S TOERIITI Z LB TE 5,
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BEICBL THET SR |

R CESITME, BERTEE SR 5 EH SIS & AR OB IR UHE
BEROIDILERERE ACERLTHLERTH 2 L,

BRBIAICSET b, BERITZ ORKICAMER VERIES +ABE L, AE%

BIHERETBIL,

ELRBIERD~=X YAV M2 T

MEEMERRLLLNAZENHBDT, AROHEEITH > Tik, M
FER (Bb0iv, FRREEE, ZlE) ORRBEVER X BRREDCERES, B8
EFRTiTo5 2, ¥, MBS UTHE CT. IiE~—F—%0oREL2E
) R ' :

FrRe, FFREREE. FEARHbbNEZ e85 50T, EHRICFEER
7 (AST. ALT, y-GTP, ¥ U AVEVEDRIE) 21T\, BEOREEZ 5T
BEyBIL, '

RS, RIBMEREER U TEAEERSNHobNE L3 HD

DT, EBHRIZASIWEEEERZE (TSH, 78 T3, ¥ T4, ACTH, M=
FY—NVEORE) 2ITHZ L,

AKBEE, RBCHELEASOBEERSGLDLNEZLALBEDT, &
I BEESERERITV., BEORBEZTHSICEBETSZ L, -

1 BUBERR (BIE 1 3R 28T bbb, BRRES V7Y F—v X
CEZZERHBHOT, OB, BL, BHEOERORRSLMFEED EFIC
+HEBETE L, | HEREREDN -SSR ELPIEL, 1R
HAOBEEOENRLBEITO 2 L, l

T 74 5% RN, RE, BE, MREHES ST infusion reaction 3%
LB ZEBHDDT, FHOREIZIEED infusion reaction [Z4H X TEBEA
BHC 072 D CE B WE R ITo = L CHET A2 L, £, 2EAUED
AHKF 5 RFIC infusion reaction b HPONBZ L b H I DT, BEOREL+
SICBET AT L, 728, infusion reaction 235D HN-BAITIT. EWEI R
BETH L EbIC, ERBEETIETREOREBZ+SICBET S L,
AR OHEITLY . BEORERIGICRET B LE2 bh 5iEx REBRSH
BRHLDLNBIERNHD, RENRD LSS, BB LEERIUS
U7 PR 72 205 L IRBR B B BT L B L OB 2 ERIR I 2T, BE
DHRBRINIC X 2EERB RO A BAIIE. ABOKREXIZFIE, RUE
BRENVELVROREEXEET 2L, 7B, BBRERVEVORE
KL VBEROBEERED b RWHEIZE, BIBRERNVE VSN ORE
MR OBMbEBRETAZ L, )
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