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& RRERET |HETES (R B B
B o8 K -

BASBHEER - LEHLRERSFECERE
(2 B 4 %)

TRV (RIEFHERZ) BAORBEEREETA FFA4Y (ANVTFIVE
' BE) lzonT

BHEMBERE LEEOERFE 2016 (ER 28468 2 RMAEBRE) Ik
WC EHMERROERAOREEEERME BBV AThZ L ER
FC . EFNERRZRICLERBECRETILDOITREEREEYL F
FAVEERTHIILLLTWET,

SR, TRV (BEFHRAZX) WA RRA : SXUFIRAHRE
200mg) = 2WT, ANFAMBEEIEH L CERTIROFTRHREEJIHTO
EBYVBRBERBEENA FTA L LTRYVFELDELEZOT, TOEAIC
Wi o T, BHAL FIAL VROV TEHESRD L5, HENOERBHR
VERBIHTAMEBEVWLET,




REEREETA 5LV
TNV T (BinTFHE#RZ)
(R5E4 : 73RV FF R 200 mg)
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1. XLHIT

ERROFHYE - TMORBOEDICE, HEXESICESWBERSEANR
Db, SbiC, EEOREHNOESRIC LY, HEEERR ¥ OEFORFTHRE
. ABFEERNRBENAZFT, ThbOERRFHICLERBEICRET B LM
BEROBHEL 2o THY, SEMBOEE L UHOEXFS 2016 (FR 286820
MIBIRE) B8V TH, EFNERSSOERORBLMALEETREZ L LEN TS,

FHRIERBFEERIL, ERERAPERE/n 77 A VEEEOERRLALNIC
BRABZENDHB, ZOD, EHERURSHICET 3 HRE+SERTIETO
M, YHERKOBELM BT A LBMBINIBHTHLTERTH L L bIC,
RERARB LB LERSE R & 5 2 N —ENES+ETERRET
ERTAZLREETHB,

LERST, BHA KA TiE, BREBEPLINETCREBLNATVWIERES
0 - HENRBICESE, UTOERROGERERLZIEET 2R, L LERER,
X FRUCEEERLTT,

R¥. KHA FFAL 0%, MIATEEAERRERBBAGEE. ABEAEAR
ABKEEYS. —BEFAEAREKBEARESRUAREHEABREERESO
BHDY LR LT,

WRLBBERS  SUFFEBERE 200 mg (—R4E : TV T (BETFHRBR
Z))

HG L RAPENIHR : RIECIBRTREZ2 A v VIR

HRLRARERUBR  EBE. RARIRTAV<7 (UEFE#RL) LT, 18 10
mghkg (KE) % 2 BT 1B LD TRBEET S,

MNERERE: ANVZ2Eo— KXé&tt




2. AA DK, fEFRHRAF

R F A BRHE 200 mg (—B% : Tv=7 (REFHREX), UT TXH) &
W3,) ik, AZa— )RR LE  programmed cell death ligand 1 (BATF
[PD-L1] &Vv5,) o35k MUIgG1 &) 7 u—FAHilkThH S,

PD-L1 ¥, £FNIZBV THRRTERSICERL TR, Bl » /3R (T
ARa. B AR F2 I 4%5—T MK) SIcRBT5 CcD279 (ULTF PD-1) &
5,) BUt CD80 (B7-1) L&AL., AERELACHETSLELALATVS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1{3, i+ OEHHRICHLRERL TSI L (Int
Immunol 2007; 19: 813-24) M SH T Y. PD-L1 & PD-1 &4 L@RiL, MELS
MMIARFEIS R T I8N 5 0RBEE L ET IBFO—2 L LTELLNRTWVS,
Fi. ANTIVBREREIZEWT, PD-L1 BEIMLTWB Z & (Cancer Immunol Res
2013; 1: 54-63 L UF Clin Cancer Res 2013; 19: 5351-60) S #&EEh TV,

##id PD-L1 OMIAAGIRICEES L, PD-L1 & PD-1 & OB EME L THANRSE
RE9% THBROMMEEFEELNMTIZLSIcLY, EEOHMMEIHTILEL
bhTwa,

FRAOEABFCESIBEORERISI L ZBEMSENH L b, ERRXIBETIC
EATMERDH D, FFOREPRURERICE, BEOREL+LIT, REHR
BHOLNEHATI, BRLABRICE CAFMMOLMR L EREEOEM LML
TEOL2EJBIEITV., BEORERGIC L ZBERAREDLDISBE I, BITK
AN ERORESOBEN VB LTI LBENH D,



3. BEPRRRBt .
RIS EIRRTRARE A V& VARREES DA BRI % 1T - T EREEERBRBR OB E T,

[F2hik])

EpE3t RIS MR (EMR100070-003 3%%)

HBREB AT 2 RGORTRZ ANV I AVARBBED > H. A— 1 A TRMLFERE

BohsBE 86 (AXARE IFZET). 74— b B TiMLEREEORVEE 29

Plaxtgl LT, A 10 mgkg % 2 BRMR CRBHE L2, /34— b A DZEISA

B THIEHRIL, 31.8% (95.9%EHMEM™? : 21.9~43.1%, 20163 A 3 BF—%

By bA7) Thote, 2B, FANCHRE L-REZEDRIX 206 THo, S—F+ B

DRIRFEAR Th D EHR" OPMARHTER" 1T 62.5% (95%IBHXM : 35.4~84.8%,

20168 12830 A5 —FHy b 47) Thote,
*] : RECISTH A ¥4 ¥ LRI E-S BrHEIiz L 2 CRXIL PR,
2 ARRCRAMMEREL AL LR R EhTH Y, A7 0.025 5 & HElAzTIc
B34 HLOFEAS 00045 2ELIWEFEALEA 00205 2BVT, 95.9%BHEME

Bdaszn i anik,
*3 : THERATHRRE D 5 . ANBEMHEE 13 B LRABR S 16FORR,

Nn—FrA A—L+B

FIE (%) IR (%)
Se2%% (CR) 8 (9.1) 3 (18.8)
H5y3Esh (PR) 20 (22.7) 7 (43.8)
RE (SD) 9 (10.2) 2 (12.5)
437 (PD) 32 (36.4) 3 (18.8)
FRETER 19 (21.6) 1 (6.3)




[Z24)
EE LS 04838 (EMR100070-003 BUER)
HERSIZ— b A 86/88 B (97.7%). /35— k B 28/29 | (96.6%) TFBHHh, AR

LOERBEATETE RWEEESIT — | A 62/88 4] (70.5%), 75—k B 23/29 #
(79.3%) I2@®D STz, WIFERMHO— F TRARE SHU EOBHERIITRO LS

Wehot,
WThho— M TRERN %L EOBIER

BEIKSE P (%)
KA N—FA A=} B
(MedDRA/J ver.19.0/19.1) 88 294
2 Grade Grade3Pll 2Grade Grade3PZlE

20HER 62 (70.5) 7 (8.0) 23 (793) 5 (17.2)
WREE . . . A LTy e
Tm 9 (10.2) 0 2 (69) 0
9, (l°2> RUURL TR W & A S
—&9: Qﬂ?ﬁ@kliﬁ%ﬂ&@ﬁm R e LT R e
&= 21 (23 9) 0 8 (27.6) 0
B TGO 0 0 0
ALTSM
F FHSXOAREHE 7 B ks
CEARESERE '3 048),
KMprogEgEs 0 . 0 Lo
RAEGR 6 (6 8) 0
Y 2R—E 30 0 3 (10.3) 0
0
0

BESCONRE U

_14 (13 s) A

IR 0 2 (69)
ErryosmeE o 0 0 26 0
BURBXUBTAMRE o o e e

R 8 (9.1) 0

% L 5 5.7 2 (6.9)

SERESRES 5 (5.7) 1 G4)

S o)
oo

(-]
[}

BB, =M ARVS—F BREBWTENEh, BEEWERER 16 (1.1%) RV of,
FTHEREREE 8 6 (9.1%) RV 28Y (6.9%). KIBR - EEOCTH 14 (1.1%) KTt 0H).
BURBRSEERRE S B (5.7%) RO OH), | BVERA 16 (1.1%) B0 M. 54 - ik
SFRARIE 361 (3.4%) RO (.4%), AERE (¥7 « AL—EERYS)
11 B (12.5%) BT 2 ] (6.9%). BREE 2 # 23%) BV 1 # (34%), Pz
infusion reaction 19 6] (21.6%) BRUSH (172%) MKBHbhi-, £, BIBHERE,
DR RO - FREEBD bhiholz,



4, HERIZHOWT

ABEMEL LTHARSHE (SRR NBELATVWAI LD, YERELE
DcEMTE 3R THILENDD, TOLT, AFORENEDRBEEDH -
BEL. AROBSEIC X EB2IHER LR LABITHST 5 2 LSS ERY

UTFOD~@DF T RFETHRICBWTHERTIRETHS,

@ BRITHOWT

D-1TFTRD (1) ~ (5) DVWTFhhIIEYTIHERTHD Z &,

(1) BAEHBREREET XA DRESILARRS EHEFRSAZFREHILAR
Bz, HUSIAS A RRGEIEILSREL, HURSARIRRB R Y) (ER 296 48 1 BW
A 434 HEER)

(2) BEWEREE (ERR 2946 A 1 AR : 85 M%)

(3) BEMFRMPRIBRET 2 BARFURR (RABIEYEERR. RAZHKE
HBin b, A BIESHEERP R )

@) SRCEREZEZRR L. SRCEFTREMR 1 XA SRbEREMR 2 O
BB BHEITo TV DK (ER 284 78 1 AR : 2540 HEAR)

(5) PUBMEMEERLS ERMAOKERERMIIRIBHEIT-> TODMER (T 28 4 7
B 1 AREFAR : 1290 HEA%)

@ -2 ERBEBO(LFERER CRIER BB OIS I+ 2 MM L ERE R OERM
(FROVWThPIZEST S EM) 5, YBBHRAOFFICHTIHROBEFL L
TREBshTWSZ L,

&

o EMGRIFRGE 2EOTMFHELRT LIRIZ s EU LORABROBERIHE %
fTToTWBZ L, 3H, 2 ELULEIIR, BAEYREYE L LEBERIEESOHE
2o TWWAZ L,

. E%ﬁﬂ&ﬁ&zﬁo@%ﬂ@%%?bt&ksﬁHLo&ﬁ@&ﬁ%%mom
KERFAELTWVWBZ L,

Q@ BRADEXRLKRBTROEHICOVT
ERXRLMBETRIIRFTIHFEEIRBSh, BELEHLOWBED, AP - &
SMSRFOMROTBRR CEMSIIHT 5 WHHEBH, FEFERRELLHEOHR
BHL. FHEPHIITON B HHIRE>TWBZ L,



® BHERDOHIGIZOWT

®-1 BHERSEER O ERIIC BT 5 B
EEHRBEOEBREEANBAE LLEIC, 24 HREZSRENOT, YRR
WHHERIT BT, BRLULEBERIZIS L TARTRRD CT S0ORIER OB L
ERREOKENYAPIZE LN, EbIHSTRREHIETWII L,

@2 ERUEHE I L A HBHSHN I 5B

NAZRIZE DI EMN2OBRRVEES AT IEREFEESEHERE=4 V7%
EDEEROAI YV —=v SR ITOERE LIHRLIF TE D5 F— L EREHSEBH
EhTwazl, 2B, BEENIICSOWT, BABELZORRZ+FCAMSHhT
Wwazé,

®@-3 BI{ER OBEFOHIIZBL T

BIfER (MEMEMmEBICMA, FFHEERIE. K%k - MED TH., PIRIRBERREIE,
BIRSHaeRE. 1 BUERIR. L. 5k - BREUGMARE., WERE (X7 - sV
—EBRBL S L), BHIE, infusion reaction, M4t - BHARAS) ITxL T, MBAMERX
IEBEEFBI O EME > A+ A EM & EHE L (BERoZI-PSICE L THERER
VEBEZTONBERMGICHB L), BHIRBEVNRLABNRTE HEHNE->TVE T
b



5. eERBLR25BE
(22 &M ic BT 5 ER)
@ TRK&%T%%%KOWT@$HD&E%%E&én1w6:k#6‘EE%
Tornw &,
e *ﬂmmﬁnmbﬁﬂﬁoﬁﬁﬁo&éﬁﬁ
@ %mmowmwserwumgfamﬁuowrm\xmw&smﬁménm
Wik, fLOTEFOBRIRBA ZVWBRICIRY HEICAREERATHZL PEBTE
%,
. BEEMEROSHXIEEOHDBE
. W%E&#ETME%&%b5%%&0%@&@&%&%@&%@%&%&
SO JEEELNBONDBE
. Eaﬁ&ﬁawém\Xﬁ@ﬁ&&%b<ﬁﬁ%&®ﬁ&ﬁ&ﬁ%®%ﬁ@
DOHHBE
«  ECOG Performance Status 3-4 7 OB

[ 2hisic B85 2 W] :
@D (EEFRERORVWRTLEREROSH S IRIBRARZ ANV VERBREILE
WTEROFPERTRERTWS, ,
) TRIZYT 3 BECHT AAORERTERAFEIZOVWTHR, ARIOH M
NEESL SN TR L, FHOBEXRERLR,
o fhoEHIELA L OFFR,

(ix 1)
Y ECOG @ Performance Status (PS)
Score

0 | E<mEn<EnTES kR

AL LY T BIERCE S TORRITS Lo 5,
B PEY DT kit ~THRER
¥ IRESERITTE R,

BoN% B 00
‘_" £< Mi)‘f;y\°

RED SO%LL LI~y Koo

Bfo S0%LL k3~
> Xy K 5 g
& vain, TRz~ p;gxm::?—:;g )f.; L

BYoz LA
= T&
Eﬁ”ﬂ'@@b@: 2V,
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6. BERRLTHETREPIH

@ ﬁﬁx%%kMK\&ﬁﬁ%%?ﬁﬁﬁ?bﬁﬁ%k£d§KM®ﬁﬁ&UﬁI
ERDDIILERERETFITEREL THhbERATHZ L,

BRRBMRICEST D, BEXBFORKRICEIERUGREEZSBRAL, RAEZ
BTHhoRETRZL,

ERBMERADOT XA Y MzonT

@

©)

MR EARHLODbNE L RHBDT, AHOBREICHL->Tid. 9158
SER (B8, FRIRERSE, WE) OMBRUEN X BREOXRES, B8
YHFoz e, £, LERZECTHE CT, hf~—d—SORELE
BTaz k.

AL, FERERE,. FAXHLbNAZ LML 20T, EBHMMICIFHER
# (AST, ALT, y-GTP, Y A EUEDRIE) 21TV, BEORBE LI
MRTsz L.

RRIREEERE . BITRERERSLDbh D ENRHZ0T, EMMIZER
JRESREIAZE (TSH., M8 T3. Wl T4 SORE) 247, BEORBE+5
WWHEBT3 oL, ¥, LEIZSUT ACTH, it anF/ — VS OBKER
&, BRREOEBLERTIZ L,

AMTHE, ROFMEANBRASOBRERSODhZZILBEHEDOT, &
ME0IC BRI 21TV, BEORBE+HICRBTI L,

| BB (BIE 1 RMERB2AT) Mbobh, BREES P TV F—Y R
KEZZLAHZOT, 0. Bl EHRSOERORBRCMIEHED ERAIZ
+REETHI L, | BFERK bsﬁbﬂt&"‘hi&&@%tmt L. AVvARY
WROBEFOFRAMEITI Z &,

TF7 457 —RiE, B, BE EREHS%E ST Infusion reaction 3%
EbhaZRHBDT, FAOBREIXEE® Infusion reaction IZ{if X THEA
BIC S0 TE 32T LTG5 2 &, £, 2 BALUED
AF|5-FFIC Infusion reaction BNHHHLNBZZ L bHHDT, BEOREL+
SITBBTA &, 215, Infusion reaction 2B b= BAITIL, HEIRL
BEFTI L LBz, ERVEEETIETCREORBEISICRBTI L,
FROBEIZLY, BEORERMICEET? LE LN IR RRBIOR
EBRHobhaZ N3, REXBHOLNEBAIE, BRLAFRITE
U-EME2 0L SR IF-ER & L CEYRENBIETV., BE
DHRERISIC L BEHERREDN 3BT, FAOKREIZPIE, RUE
BRERNEVFOBESLTEBTBZ L, 2B, BIBKEAEFVEVYORSE
X DEEROKENBD LhARVWHSITIE, BIBTRARVEVUNORE
PHRFOBMbLBRTIZ L,

BERTHE, AR CHEYARBLTHLRERARRRTIZLAHDI
B, FHORERTHICLEERORRIC SRS,



@ AROBERBRICIT, BEHEIE 1 EM% 6 BT L, Fholiit, 1238
L ZLRASHEOFHEET o TWe I L 2BBIT. FAREPREMOICHR O
%%ﬁ5: o *
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