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REMBGEE b REOESRSE 2016 (FL284F 6 A 2 ARBIRE) 188
WT EHHERLOFERAORKBELHERZRIZEFPEVIAENT-ILER
T EFHEXRGMPERKELRBEICRET A OICKEERAHMET A F
SAVEERTAILELTVET,

Lg. TRLVT (EEFHEBRZ) ®BE REL ANV TF A RBEHE
200mg) IZOWT, AN LHIREBIIN L TCERATAROBEFREZRRD
LRBYVEEFERAWESN A RTA LV ELTERYVELDELEDT . EOHERIZ
Wi ST ATA RFAVITOWTEESND I EENOERBRER
VCEBICHT2EAMEBREVLET,



BEEHEETA FTA
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1. IZTHIC

EESOEDME - BEMEOTREDT-DITIE., BN XEZLIESWEERFEANK
HHEND, EHIT, EOREFMOERICL Y, HEERKMR L OEFRREFTHE
FAMFEERINARINLIP T, TNODEFEMZEICHELREFTRMET S Z L2
MEOREL 2o TRY, RFMBGEE & wEDELRFE 2016 (ERK 28 £6 A 2R
BSBRE) B\ Th, EFMERMNEOHERAORE(LHEEZRZZ L L INTWVS,

FHERARFERSIL., XRERRCR2M T e 7 7 A VBBEFEOERS LA LMNIC
BRBAIENRH D, ZOED, EOERVCEZESEIZET I ERB+OERTIETO
M., YZEEKLOBEZMZTA2Z ENHHFENIBEICH L TERATL L L HIT,
BIERNRE LI NERSIEE & 5 2 LN AiER—EOEF 2T EREE T
FERTAZLNEETHD,

L7edoT, AHA RTA4 TR, BREERCINETRELNTWHIEFES
B - B RHICE-SE . UTOEERSORER2ERZHET 28R D LEREMRE,
EZEZFROBEEEETT,

RB, EHA FT4 003, MUTBEAERGEREFGOEME, AREEEAR
AEERIERZS, —RAEFEAN R EAERABRESROAREEENBARERZSO
BhHOb EERR L,

RBL R BERER  ASRUF A AEHE 200 mg (—i&4% : TV T Gl
Z))

R ERBPEIPE  RIGEIBRTRERR A V7 VAR

HBYLPEERVHE  BE. BAICIEZ T~ (GEfEFEBRL) LT, 1| 10
mgkg (FE) % 2 BRERRT 1R ENT TRFEFHFET 5,

BT 2 E: ALsbo— ) KREH




2. AAIOKE, TERABERF

ISR F A TR 200 mg (—R4E TV T GlfsFEsEz),. UT (&%) &
WH,) X, AT Ea— ) EBRERE L b programmed cell death ligand 1 (BAF
[PD-L1] &\ 5,) iZxtt 5 hMlIgGl F/ 7 v —FARETH B,

PD-L1 1T, AERNIBWTHRBTHRFICRRLTBY, EEELE) 2K (T
A, B ARV F 27457 —T filg) FICRHE TS CD279 (BAT [PD-1] &W
5,) RO CD80 (B7-1) ¢#EAL. AERZEZAICHIE T LEEZ N TWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, fE4x OEGMIBICHRHEHAL TS L (Int
Immunol 2007; 19: 813-24) ENRMH/EINTE Y, PD-L1 & PD-1 40 L7=RKIX, [EE
HRARHREERN T MIR» L ORBELZERTABMFO—2L LTEZILNTVS,
E. AN NLFREICBWT, PDL1 BFEHELTWA I & (Cancer Immunol Res
2013; 1: 54-63 & X Clin Cancer Res 2013; 19: 5351-60) ZENHE I N TV B,

AF|iT PD-L1 O#ISMEIKICHES L. PD-L1 & PD-1 L DFEA4EEL THARER
B T MIAOMISEEEMLZER T Z 65k, EFOEELZMHEHT S EEX
bhTwWa,

FHEOEABFIZESBECRERGICL2BIERERH bbh, EEIELTIC
ELFREMERD B, FAOREHROEERICIT, BEOBELZTFITTV., BES
B LNBAITIT, BRLUEFRIG U EMB2 5 & BRRE - OER & & L
THEYZEHBE 2TV, BEOCRERISCL2BIEANEONZHEITIT. BIBK
BANEROREZEDOBEE LB ERIT O LEBD 5.



3. BRERB#E
RIGEIRRTREE 2 A Vo VAR DA REFIZ M 21T - T- ERBERRBROKEZ =7,

[H%hiE])
EE4£RE D+A3ER (EMR100070-003 FAER)
BREEB 2E T ARBYRARER ANV IVHIREBERED S b, /X—F A TIHMELFERE
BobhAEFE 88F (ARANBRE IGIZED), /— b B TIHMLEERERO2WVEE 29
FlExtR e LT, &% 10 mgkeg % 2 BRER CARBEEFE L, 73— b A OEEFFHEA
BTHEEME 1T, 31.8% (95.9%EHEXRE"? : 21.9~43.1%, 201643 A 3 A5 —¥4
By hAT7) Thotl, 2B, EANIRE L-BEZRDERIT 200 THH-7=, />— M B
OBIKREAGIE B T 284" O P RMRITRER 12 62.5% (95%(SHEXH : 35.4~84.8%,
201612430857 —# by bA7) Thotz,

*1 : RECISTHA RT 4 v LIRRIZE-S S MM EIZ L D CR XiX PR,

*)  ARBRTCRADEEMEENE L-PRBAAERS LTI Y., A/ 0.025 25 YK ERRITIC

BIF24 B LOAEBKHE 00045 2ZLBIW=AEAEAR 0.0205 2AVT, 95.9%EHRXM %

EHTAZEEENT,
*3 . MR NRER D 5 b, FHERL%E 13BU BRI h 16 A0SR,

N—FA >X—+B

Bl (%) BiE (%)
E2ES (CR) 8 (9.1) 3 (18.8)
4% %h (PR) 20 (22.7) 7 (43.8)
ZE (SD) 9 (10.2) 2 (12.5)
1#1T (PD) 32 (36.4) 3 (18.8)
AR 19 (21.6) 1 (6.3)




[Z2k]
ERRILRIEE TR (EMR100070-003 FER)
HEESRIIN— b A 86/88 1 (97.7%). 7¥— b B 28/29 il (96.6%) IZFBD LI, FHK
COERBENEETERWVWEEERIIN— M A 62/8881 (70.5%), 73— B 23/29 fl
(79.3%) IZRBH b, WTFNHD/S— N THREARN s%LL EDORIERIITRD LB
W Chot,
WD N CHERER 5% LORIER

BERARSE % (%)

ERE NR—hFA R—1B
(MedDRA/J ver.19.0/19.1) 88 29 451

£ Grade Grade3PAE £ Grade Grade3 AL

£RIER 62 (70.5) 7 (8.0) 23 (79.3) 5 (17.2)
SR i '

TH 9 (10.2) 0 2 (6.9) 0

AR 9 (10.2) 0 1 (3.4) 0
e e e R Sy S A VUAE TN 14 _

I 21 (23.9) 0 8 (27.6) 0
Eiabiic 7 (8.0) 0 o 0
iR SR ) '

ALT /0 3 (34) 1 (L) 2(69) 1 (34)
5, thaEs L O S B\ mam et N =) P

EAICHE D RS 13 (14.8) 0 4 (13.8) 1 (34)
{Cllis KUsesiig:. T i iR A e
BARBIIE 6 (6.8) 0 0 0

Y S~ PR 0 0 3 (10.3) 0

RER 0 0 2 (6.9) 0

i N Y & b _ 0 0 2 (6.9) 0
IS L0 T : i

®e 8 (9.1) 0 0 0

% 5 FERE 5 (5.7 0 2 (6.9) 0

R EBIRE S 5 (5.7) 0 1 3.4) 0

728, N—FAROS— b BIZBWTZhEh, FEEMER 16 (1.1%) EKT 046,
FERgRerEE 8 6l (9.1%) ROV 24 (6.9%), KK - EEDOTH 141 (1.1%) K041,
BRBHSEEREE 5 B (5.7%) ROV 0B, 1 BUERIE 1 61 (1.1%) R0 Fl, fhik -
LUSRMARIE 3 61 (3.4%) RN 141 (3.4%), HREER (X7 - NL—EEHLET)
11 6 (12.5%) ROt 2 6l (6.9%), BEE 2 fl 23%) RO 1 ] 34%). ¥
infusion reaction 19 5] (21.6%) RU5# (17.2%) B@E D BN, FT-. BIBHEEEE,
DFRR UMK - HIERITRD R o T,



4, HERRIZOWT

AREMLL LTHEARERE (20/FE) BBEELNTVEZ s, Y%RELYE
P EMTE MR THEIMBERDHD, £DO LT, AROTRELEY) /2 BF % D0 -
BEL, AFOBREIZLVEERBERAEZHBA LIBRICKIGT 5 Z EBBERTD,
UTFOO~@DFT RN THEMITHRICEBWTERT S ETH2,

@ HEFRIZOWT

D-1FED (1) ~ (5) OVTNNTEETHMEETHDHZ &,

() EEFMRENEET 508 ABDFELEIL RS @EOGEF RS A BEEEL R
B, HuEAS AP ILEURRE, HUSAS ARERRE2 &) (B 294 4 A 1 ARF
A 434 FlaEk

Q) ReEREERbE (ERL294E 6 A 1| BRFA : 85 5i3%)

(3) FEFRMEBRET D OVADFEERPE (B ARRESERERE. 7S ADRE
BB R, DA EEEHEERT R L)

(4) SRICERIEEZFRE L. SSREERENE | IS RCFEREMNE 2 OEskE
HEICRDBHEITo CWAMIER (FRL 284 7H 1 BERR : 2540 HiEgk

(5) PIEMIEEAILS EEMEOMZRELEFRLBHEITo TV 5iEsk (Fk 28 4 7
H 1 AREA : 1290 fgk) '

@ -2 BEEMER OFRIER ORIERFETRE O IGR 5 255 & B8R 2 FFoERD
(FROWTHhDIIZE T HEM) 25, SE2ENROARICET REOREEE L

TEEINLTWD Z &,

3

o ERMGRHRER 2ECTHTHELRT L-RIZ 5 ELULOBABREROBEKRIHE 2
ToTWAZE, 5b, 2 FEL LT, DAEWEEYL XL L-EREREZOTHE
BITRoTWAI L,

s EEIGRFRE% 2 FOPMHMTHE LT LicRIZ 5 EUEDREEREERBR O
REREFLTND I L,

@ BADERMFREBROMERIZOVT
EXRERERCAET 2 FEFSRESN, BELEI O OEREN, AP - &
LUSELOEROTER VEMS IR T 5 HRRLE, AEFENBELLHEOH
BRI EANERNIITON S EHINES TN Ik,



® BIEROHIHITONWT

®-1 BWEARERRF O EHICET 2 B
MEMMEBREOEELBERNRA LBRIZ, 24 FFEIRZEARIO T, SZMERNIT
EERRICIBW T, BELEZBEWERICE CTAREER D CT £0RIERDERIZ &
ERRBEOBENSYAPIZELN, EBICRIGFIRERERINESsTWEZ L,

@2 EFHEHIC L 2FEERNNICET 52
NABEIZEDLAEMNRMME 2 AT AEREEENEWERE=4 ) v 7%
EOTEFEDA ) —= v T ERITVWERE L IFHREIEF TE 2F — AEREH B
InTWAZE, 2B, BEEEIZOWT, BABRELZFORKICHSICAMINT
WwWaZ kb,

®@-3 BHWEA oML B LT

BIVER (RIEHEMEAICIZ, FABEEE. KBX - EEOTH., FRIRBEREE,
BIMSREREE, 1 BUBERIA. LK. Bk - BRGRRE. MREE (X7 - v
—IEER A STe) . BEE. infusion reaction, M - FEEASE) IZx LT, MMk X
I EREEOEMEZ AT HEMEEEL EERAOBERCXISIZBE L THEER
VUXEPZITONAEMECH B L), ELITHENZLEN TX 2EHINESTVWDZ
L.



5. BEXRNBRLRLBE

[ZemicBEd 25I1E]
D TFTRITZYTAEFZFICOVWTIIARIOBENBZR LI TWAZ b, 5%

)

ThnwZ &,

o KFIOBSITRT URBIEDOBERDOH HBE

BRI OFMICB W T TRICEE TABFICOVWTIL, AFOFRGITHREz 2

WAL, OB BERIRER 2 WGEAICRY , BEEICARZER T L 2EZETE

Do

o MHEMMEREBOEHFIIIBEEDH 5 BE

o JEMEBRRE CEERE R 5 BE R OTEENME O BURBR RS R G 4 i K
LOMICRERE A DD BE

s BHORERBOAS. XITBHEMZELIIEREED B SREREBOBER
DHBHRE

s ECOG Performance Status 3-4 &V O BE

[BEZhtEI B 2 HIH]

)

®

LEFIERE D 12 R ML IRIREE D b B IRIGYIRTAE 22 A L & VAR B I
WTAFIOFHER RSN TV D,

TRICEY T2 BEFITHT AR ORERGERALTHEIZ OV TR, AFIOFHME
PHELINTELT, AFORER/RLRLR,

o fLOTEMERHR & O,

@1V ECOG ® Performance Status (PS)
Score EHE

0 LKHELRKESTES, AR LB EEEVHRRLITZ S,

’ AEEICE LWEENIHIR S 348, HITARE T, BRIEERE > TOEEIIITO 2 &M TE B,

5l : BVWFE, BHEEE

5 iﬁjﬁvﬁﬁw%w@bw:&mf&rﬂ%ﬁﬁﬁ¥uf%&woE¢®ﬁmutmNyF%f
3 | BONEESOFOEY O ELNTEARY, ARD S0%UEEZ Ny ROEFTEIT,

4

2BV, BROHOEY O LFE TERY, BRIy FOFFTB I,




6. WEZBEL TEETR&HIF

O AT XEZCNZ, BERFEEEVEET 2EREICE D E K ORMER OTEIE
FERADOTDIZLERERE TDICHEBE L THLLERTLZ &,

@ BERBICESLD, BEXIIFOFREZADIER M EREZ+oFBAL. RER
BTrbRETHI L,

® ERBEMERO<RI AL MIOWT

MEMEREERDLONAEZERHDLDOT, AEOEEIZHTZ-TiE, M1#
JEWR (B8, MPREEE, %iRE) OMREUIIE X MRECERSE, B
EHoIATo 2 b, £, HEISUTHE CT, MiF~— I —EDORERE
Midaszé,

FFARe., IFEEREE, FRRHObNDZ L03H LD T, EHRNIZATHEER
75 (AST. ALT. y-GTP, E UL EZDHEIE) 21TV, BEORELZ I
BETHIL,

FRIRBAEEE, BIBHBERERD LD I ENRHH DT, EHRIZFR
IREEEERRZ (TSH, fEHE T3. 5l T4 EORE) 21T, BEFEORELZ+5H
WWBETHZ b, o, KERISUT ACTH, M aLF Y — LEDRKRIR
E, ERRECERGEETDHZ &,

ANREE, RUETHEEBREOBEERHONIZLBHEHDOT, E
BRI EHRERE R TV, BEFEOREBEL+AICBET L L,

1 B RIR (BUE 1 BUERFAZST) Bdhbbh, BRRA%S F TV F—V R
KEBZERHBOT, AB, Bl REFOERDORERRCMEED EFIZ
+HEETHZE, 1 BERASELODN SRR EGEPIEL, AR
HEN OB EZEOBERLELITO T &,

TFT7 4 7F VKGN, BE, B, TREEH%%Z ST Infusion reaction 3%
EhNAIENHBEDT, AFNOEEIIEE D Infusion reaction (Z{f 2 TER
B2+ RO TE DU E2ITo - ECRMT A2 &, £/, 2EBBLED
AFIF% 5T Infusion reaction 238 BB b HBHDT, BEDREEZ T
SITBET B L, 7238, Infusion reaction 23FRD LN TZIHFAITIL, BH) 4L
BEITo L bz, ERPEIETHETEEOREEZTDICBETLIZ &,
AFNOBEICL Y, BEORERICICERT S L E 2 b b kx REBERR
ERHLLNEZENHD, BEFPROLONEHEICIE, BRLLEFRIIS
U7-E MR 2 ik & RR & FFOER & EE L CEE 2RI 21TV, BE
DRIEIN L 2BERARSEOLN D HEITIL. REIOKRFETHIE, RUE
BEERLVEVEIOBRSESE2EETHZ L, 2B, RIBKEFLVEOBRE
(2 X W BIER OSEIED b 2WIEAITIE, BIRRERNLVE VSIS DORE
mHFOBMLEET S &,

BERTH%, HARHSEITARBL THORERDBREST 22 EMRH DT
B, AFNORELTHRICHEWERAOEBRICHDIZEETDHZ L,



AR DEERABRICBWNT, HERBMDS 1 E£BIT 6 AR T L. FRUBRIX, 128
TEICEBENEDOTMEITo TV D & EBED., AFIREPIIELNZROTE
BEITHI L,

10



