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BREMBOEE & WEDEARTE 2016 (Frk 28 46 A 2 HRRIRE) 1T
T, BEHFHERLOFEAORBEHELRD Z ENBVAENT-Z & E2%0T
T, EFHEEMZBEIIVERBEICRET 2 -DICKEERBEET A FT7 A
VEERTHZEELTWET,

A%, BRI OWT, BIRE L O LB 0 EEF R, REFTRE TR OFRIX O
BAETEW (B) BB TRALE LEOT, flTHanEE LEbic, BELE
~ADFENZHDE TEHE LA LS BEWVWLET,
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BEEFBEER - AFEHEREXRLEFEFTERE
( & F & K )

TRNVeT (BEFAEBRZL) RAORBEEREETA FF 14
(R L) DERIZOWNT

BEMBOEE L WEDOEKRST# 2016 (k2846 8 2 BEZERE) I°B
WT BEHFHNEEROERAORBLHEEZRIZLABVIAENLZ L 2%
T EFNERRZEICMNERBEICRBTIDICREFEREET A N

FAVEERTDHZEELTVET,

Lo, TARA~T (RETHRHERZ) BE (RRA  ARUF 4 RERE

200mg) IZPOWT, RELRBICHLTHERTAROBEEERIROL B
DRBERMETA FSAVELTRYVELDELEDOT . FOERITY -
ST, AFTA FTA VIOV TEEINRD L), BEERNOERBBR UK
RicT2BmZBBEVNLET,
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1. ZL®Iiz

ERROFDE - REMEORROTZDICIL, FATEZICE SV EERERNR
HHND, &bic, ITEORREROESIC LY., FIKERR 2 ¥ OB FHRE
FAMFERRAABENEFT, INbOERRZEICNERBEICRET S Z LN
REOBRB L 2oTHY , EHEMBOEY L MDA S 2016 (B 2846 7 2 B
BRE) KBV TH, EFNERREOEAOREIHEELZNDZ L LI TS,

FREAREERRIL, KBERAPEEN T2 7 7 A NVREFEOERR LA LT
BRRBIENHB, 0D, AIEROLZEMICHET 2 ERS+OERT 5 ETO
B, YZERLOBELM T2 LAPRShIBECHLTERT S & &bl
BHERNER LB LERRSZ L B 2 L RAERR— E OB & 7 T ERSE T
AT AL NEETHS,

L7edo T, BAHA FIALV Tk, ARBBELINETEIH/LONTVWIERET
- BEHRHICESE, UTOERRORERER L HET 2880 b BREREH,
E 2 HFROCBEEEEYTT,

I, AKHA FFA 0, BTBIEAEERLERSSR S, AMEAEAR
AHRIEEYS, —REEEA B ABRRARER RO —RAAFEA B ARRSHNES
OBHDH LVERK LTz,

R L RDERES : ARUF I AEHFDE 200 mg (—%4 - TV~ 7 (GRiaTHHR
z))

HERERDPETIRR « RIGEIBRR A2 RBE ERABIT 31) 2 LRI R OMERFIRES

ABLRABERVEE : BE. BARKIE TV~ (EfEFHEHBzZ) LT, 1 H 10
mgkg (FE) Z 2@REBIRT 1 BRI LT TRFFHET 5,

RERFTEE: ANIASNTT7 7 —<A &4




2. AR, ERBF

RRUF A B E200mg (—}4 : TV <7 (BEEFEEZ), T TR &
WIL) k. AVI AL FT 7 —< BT Lot b programmed cell death ligand
1 (AT TPD-L1] &\ 5,) Ixi¥ e MUIgGl £/ 7 v—F VK TH 5,

PD-L1 13, ARV THRETMRSCRERL TBY., EEbL) »5k (T
MM, B MAROFF=2I0%5—T i) SICRHETS CD279 (LT PD-1] &
5,) RO CD80 (B7-1) ¢#EAL., ABELELZAHBETIZLEZLNATVS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 i, Fx OIEEMRICHFERL TS L (Int
Immunol 2007; 19: 813-24) &AMESN TR Y, PD-L1 & PD-1 4 L= RREIL, JER
MRS FURSRR T MR L OBRELZRET 2FO—D2L LTEZLNTWVS,
¥, REEEBICBVT, PD-LI BEBEL WL LERRESNLTVS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) .

AK|t: PD-L1 OFIESMERICHES L. PD-L1 & PD-1 & D& ZHE L THAHURFE
Ri7r T MIROMIEEFEELZERT I ZLEICXY, BREOHMEEZNG T LEX
bBRTW3,

AFOEABFICESBEORZERINIC L 28RS H bbb, ERXIIET
CEATRMERD B, AAOREFRUBER L, BREOBEL 4TV, AF
RO HNTFAITIT, BB L EBERICE U FMR2 M L BRRE FF-OER & B
L CEGI2ERRMZ 1TV, BEORERGIC X 2EERAREDN S HAITIE, BT
RBEANE R OREEDBEN LB LT 5 LEPH D,



3. ERPRER
ARG SR REE R RS L EORIC 3517 B (LA RRIE TR DM RRIE O AR I Sl 24T - 72
ERERRROBRME S T, '

[FzhiE]
EERIL R O AERER (B9991001 FRUER)
7T F ARG —RILERE (A~6 VA 7)) WTRBETARD LTV
W, IRIGEIBRT 2 R LEERE 700 5] (RAABE B3 HZ2ET) ZXRL LT,
ZA#| & Best Supportive Care (LLF [BSC] &\\5,) OBERA®EE (WUT TAH%I/BSC) &
W9H,) e BSCHMBIEDFIMER NE2MPRET Sz, PRMBHTOFRE (20194
108 21 BF—4 0y A7), EEFEER & Shiz PD-L1 OBREMbRVEBE
(UTF r&fF] Lvwd,) RUPD-LIBHZBEICK T 2EE7FHM (LT fos) &
WH,) ITDOWT, AHI/BSC#EIL BSC BT L THEIHERNICABREREZTR LT,
*1 : AFNX 10 mg/kg # 2 BRRIR TABFHFE LK,
*2  REEBLEREIC LY, ROWTHIETRETHE% PD-LIGEHE L,
o EFHHEELD 25%LL LICERENED b D, .
o EEICEE L RER ORISR 1% B DR EMIRD 25% L iz el bn b,
o EBCRE LI REMIROEIEDN 1% 0RmERIIRD 100%IC a8 bivs,

N

£1 AR (89991001 )
2BRELEM PD-L1 BB EER ]
AH/BSC BSC AHI/BSC BSC
(n=350) (n=350) - (n=189) (n=169)
0s RRfE (B) 214 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
NY— R 0.69 0.56
[95%C1] [0.56, 0.86] [0.40, 0.79] s
Flp fiE” 0.0005 0.0003

BSC : Best Supportive Care, CI : {§8EX[H, NE : #EEAT, *: — bR REORRHKEDE (£
BHXIMHED, KE) RUNEES (bY, 2L) 1ZX 585! log-rank B
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BSCE: 189 183 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8 1 2 0

BSCEf 169 165 152 132 113 8 76 67 54 45 37 30 23 21 12 8 6 2 1 0

1 OS DHEIAENTE D Kaplan-Meier Hhi#it (89991001 3RE#)
(EX : 2B#4£H. TR : PD-L1 BEREEE)



[Z4tk] .
L FEE TARER (89991001 RBR)
BHEHERIT, AK|/BSCHE 337/344 1] (98.0%). BSC B 268/345 6 (77.7%) 27D 5
h, BBRELORREBREZZECERVWEESRSR BEIER) 1. ThEh 266/344 i
(77.3%) K O* 4345 Bl (12%) KRO BN, WTINDLORERTREER 5% L
DORIERIITEROLEBY ThoT,

£2 WO OBCHRIRRN 5% EOBHER (B9991001 FEY) (ZR&tARirdf£ M)

Bk (%)
BENKYE/EARE A#I/BSC B ) BSC 2%
(MedDRA v22.1/1 v22.1) 344 45 345 {5
4 Grade  Grade 3-4 Grade 5 4 Grade  Grade 3-4 Grade 5

2EVER 266 (773) 56 (16.3) 1(0.3) 4(12) . 0 0
—i - £HEER XTREHAORE

|E 34 (9.9) 0 0 0 0 0

At 33 (9.6) 1(0.3) 0 0 0 0

E 24 (7.0) 0 0 0 0 0

RE 23 (6.7) 0 0 0 0 0
BB L O TRgES

% 5 EEE 47 (13.7) 1(0.3) 0 0 0 0

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

i 1 ‘ 18 (5.2) 0 0 0 0 0
B BEE

T 35(10.2) 0 0 0 0 0

B, 24 (7.0) 1(0.3) 0 0 0 0
HEBRRB I UESERES

BB 23(6.7) 1(0.3) 0 0 0 0
PRWEE ,

R IRB B T 36 (10.5) 1(0.3) 0 0 0 0

PR R AR TUAEE 21 (6.1) 0 0 0 0 0
#E, PEBIVWLESHHE

BEATHES K 35(10.2) 3(0.9) 0 0 0 0

7235, AKI/BSC BECEHVCRIBMIER 1261 (3.5%). e 3 61 (0.9%). FFigas
BEE 1841 (5.2%). KIBR - EEOTHSH (1.5%), FIRIRHERERESE 4841 (14.0%) .
BIEHSEEREE 40 (12%). PREE (X5 « AV—ERBEEZST) 66 (1.7%). B
BEE 76 (2.0%). Fhsk - BREUHRIARAE 2 61 (0.6%) KU infusion reaction 69 1 (20.1%)
BRBO B, o, FTERAKEES, 1BERRA. LRk, EEGHEIER O -
MRZIIRBO bR o fz, RRERREBTRIBEESES EBERREEREZED)
R AT REL T, '



4, ﬁﬁﬂkolﬂ'c

%#tbrﬁmm#ﬁﬁ(émﬁé)ﬁﬁﬁanrméckme‘%ﬁﬁﬁ%
ﬁ@_%WTéém RTCHIVNENRNDD, ZOLT, RROBREVEONRBELZ
W BEL, AFOREIZLVEERAEALRBR LERICRHET S Z L BRLERTE
B, UTOO~@D TR TEHTHRICBNWTERTHIRETH D,

O mRIZOWT

@D-1TFED 1) ~ 5) ODVWTHNTHEUTIHERTHDZ L.

(1) BEESBRENEET 2 BARFREENLAFARS EhE/FRD ABREEILIR
B, HURA A ZROEEEILAURRE, A A BIRREE 7 &)

a)%iﬁ%ﬁ%

3) FHEFRMENBET 2NABREERE (PAREEERETERE,. SARRKE
HH Rk, BABREEHEER R &)

(4) SRICFERERZRE L. ARIBREME 1 ISR FRIENE 2 DR A%
IR 2 B EIT > TV S HERR

(5) PEIEIEERIAT EERMNE O EEIR D BHET > TV S HER

D -2 EEE%J:BZ?“034E%=55%EZQKFEUfFFH§§¥%5¥OD?THS (oo 7adni & R & RO EERD
(FROVWTANCHEYTIEM 2, YRPRBOFAFIETIERORERL L

TREBEhTWAZ L,

=

o  EMMGIHREEL 2EONYMTHELET L% 5 £ EOBAIRROBKTHE 2
fFoTWAZE, b, 2 FEL LT, BARYMKREEL XL LEBREEFZOVHE
PITFoTWAZ &,

o  [ERiGIHREL 2 EOUINHELIET Liz%IiT 4 FL L OWREBEZ OBRKRYHE
BIToTEY, 95, 2 FU LR, REERBONARDEELZSDRAIRERD
BERHEZ 1T - TWB T &,

@ BRADERZFREEOEHIZONT
EEDIEREBRIRETIEEENRESh, BESENLOFREBD. Ao -

LEMSRZHBROETER CEMEICKT 2 FRRMEt, AFFRVBELLEROD

MEEBELERESLHIITONDERISE->TVEZ L,




® BWEHOXRIZ2OWT

@-1 BIfE ST DXt 12 B3 5 BiF
BEERRBSEOEELBERNTAE LRI, 24 FEZRER OTF, Ykl X
IREEBRIC VT, BRLUEZBIERICE U TAREERC CTZEDORIER OB

ERREOERNDYBPIZELN. ELITHETRRERBESTNS Z &,

@2 ERREERIC L 5FEESRNGICET 2B

BABRICED BEMNRAME VL2 E T 3 EREEENBERTE=7) v
EEDLERDORY ) —=0 7 E2ITVWERE L ERZILH TE 5 F — AERKHI N
fHIhTWaZ &, nB, BEEGICOWVWT, BABE L ZOFKCHZICAMEh
TWB T L,

®-3 BHER OBIRORISIBILT

BIVER (MEMEMRBICM ., FFMENE, X% - EEOTA. NOWEE (7
RO, BTN, TEAMERE) . 1 TERE, D%k, B - RO
BARE, WERE (X572 - SL—IEGERE ST, BHEE, infusion reaction, FEZ.
Risk - BB, BEGEAES) CX LT, MRMRXILEBEREO T
T BN LS L AR ORBTOAEICE L TR SR USE 2 21 bh s R b
5T &), EBITHEDROEN CTE 2EHPESTNDZ L,



5. BENRLRDIBE

[A%hiEIc B+ 5 30E]

O 77 FFHAEEL—RIFREC TRBETARD b TV, BIBEIRAR
fe72 BRI ERBRE BV TAROEIMERT STV,

@ TRIECEYUTIBEICHTLFAORERHERAFECOVTIE, FAIOHHEDS
ML ESNTELT, AROREHRL RO,
o TIFFRAEREL—RIFRIEORERED 2V BE
o TIFTRAIE S RICERERICRBETIRD b BE
- FROMBIKE
o {OTUBMIEREA L HAL TRESNDBE

(ZeHicB+2FHE]

O TRREEUTIBECOVTRAFOBRENER LI TWVWIZ LD, BEXL
Thlhwnwz L,
o FAFORRSIIHR LIRBREOBRERO S 5 BE

@ BEAOFMICB W TTRICES T 2REICOWVWTIE, AR ORETHRESNZ

WA, OBERRES RWEEICRY . BEICAANEZERT I L 2ZBETE

5, ‘

o HMEMEMEROEHEIBEDHDBE

o MIEESRE CREE 2R 5 BE R UVEEMME O BUR BRI SRR GE 7%
ZOMICIIEEELB R LN S BE

o HEARBEKRBOAD, UTBMEMZE L IIFEREO B DAERKREBDOBERE
DHBHHBE

»  ECOG Performance Status 2-4 &V D B#E

(E1 BCOG ® Performance Status (PS)

Score B

2L B EBITE 5, BRaTL R ABERESHRR TR S,

PEBNIZH LWESIRIRE N 28, HITHHET, BIFECE> TOERIITI 228 TE 5.
Bl : BUWFE, EHIRE

SITARETESOFOEY OZ L 3T THEEMERRI TE 2V, AT S0%U LR~y FATBIY,

RONEBLODFOEY DI L LATEARY, BRO 50% EZ_y FORFTRIT,

2L BTV, BODFOED O LiFE TERY, B2y FORFTRIT,




6. BEITERLUTHEETNEFHR

O WwAAXESFICMZ, BERFEEDRET 2EREITE S & XFA ORIER OEIE
RO DIHERERE2HICEF L THOERTI L,

@ WBRBABICENL D, BEXIZORKICADMHRVERELZTS#MAL. AEL
BTrBRETHIL,

@ FERBHERDO<RXT AL MZONT

BEMREEARS LB Z ERHEDT, KAHOREIZH - Tk, 9
R (B8, MEREEE, k) OmERBEUEE X RREOEmE, B8
o TH 28, £z, BERZRUTHE CT. hfE~—V—S0oRhELE
WTadZ L,

FARZ, SRS, XS ObNDZ 035 20T, EHMICHFEER
#& (AST. ALT, y-GTP, YU A EVEDHEIE) 21TV, BEDOREZ 41T
BETZZ L,

FRIESEEEE, BISREREERVCTEZEERBERER PO ZLEHD
DT, EHMIZNSWERERE (TSH, B T3, TEHE T4, ACTH, M=
FI—NVEORIE) EIT5Z L,

DHEBEE, RETHEEBREOBEERHLDLNAZ LBRHHDT, &
HIMICBEHEERE LTV, BEORBE2+LICEBET2 L,

1 BRI (BUE 1 RBERRZ ST B bbb, HERRAES VT F—v 2
KELZLRHDHOT, A, Bl BMEFOEROREBESLCMIFEED LFIT
+HEBETAZ L, | BBERAREDLDNEGAICIIEEZPIEL, f VR Y
WHI OB EEDHE RNBEITH Z &, |

TFT7 4 T7xR Vb, BE, BE WRREESEEZ ST infusion reaction 23
b eRNHA0T, AROTEEIXIEED infusion reaction 12 2 CTEBA
REZ 72D TE AR EITo- LTI 22 L, £z, 2BBUED
AFK|# EFFIC infusion reaction NHHHONDHZ L L HDHDT, BEORELZ T
SICEBET A L, 2B, infusion reaction 23FRH LN -EEITIL. BE 2L
BT & Lbic, ERBEETI?ETREOREBEZ+SICBIRTE L,
AHROBEICEY, BEOHBERIGICEET 3 &EX b 55kx REABWR
BRHLLLNDZERH D, BEPNRDONEHZEICIE. BEALEBERIZL
C7= B2 il & RER 2 FFoERD & & L CHEEIZRERNZE 21TV, BE
DRBRISC L ZBMERBRDNLEZBEITIT. AFOKREXXFIE, RUE
BRERNEVRORES2ZRTI L, 2B, BIBRERNVEVOKRE
XY BEEROBERED bNRWEAICIE, BIBRERNVEVUNDORE
WHFOBMbBET A Z L,

BERTH, S0RM»LEY ARB L THLEERARRRT 52 L Rb 5T
W, FFOBZERTRICLEEADRRICHSCERT 52 L,

10



@ AROEEKRRIZIBNT, EEABVMT20 2 VAR SRR, FhllE
X, 2 BREIZ L ICADMEDOFEMEEIT - TW2Z & #5E |, AFHRERITIEH
WICBHROMERZITH Z &)
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