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1. XTI |

EXRSOEYE - RLEORROLDITIE, BAXESCESOEBERERARK
HoND, EbiT, EFEORERFOESCLY ., HEAERRR L OEFHRFHRE
FBFERRAKBINDTT, Thb0ERRXHICLERBFCRET I 2L
WEOBRBEL 2-oTHY, BEMBEE L BEOERSH 2016 (FAL 2846 A 2R
MERE) KBV Th, EFNERRSOERORBELEEZRZZLLEATVS,

FRIFABFERAT. RBEEASKERT 07 7 A VERFOERS L HLII
RR2ZL03H2, 20D, APRRVCERLBICET IHEN+IERMT S ETO
M, YHEXROBELR BT 5LAMFSNIAZIHLTEAT L L BT,
BERRRER LB LEARE L L 5 2 L RARR—EOES & T EMREE©
ERTB L REETHS,

LENRoT, BHL KT Tk, BEBBRINETCEALATVAIERES
B - BIEMARICESE, UTOREROREREALHET 2BA» O LERER,
£ 2 FRUBEFALTT.

BB, BHA FF4 13, BITREAERSERBBRROME. ABEFAEAR
AERESYS, —BEAEA B RERABES R CAKHREA B REERNES O
BADG LR LI, |

MEBLRBERES  ARVFFEABHE 200 mg (—BEL : TN=T (REFEHR
z))

R RIPRREIHE : RIBCIBRTEER A VTV EREHE

HBLLOBERVAR : BE. BARIR7Z<Ar~=7 (BEF#EKZ) LT, 1H 10
mg/kg ((RE) % 2 BRI T 1R E» T TREHET 3.

BEIRFEEE: ANVsEe— ) kXeit




2. AFOWE. EREF
R FF STEHIE 200 mg (—R4% : TV~ T GRETFHE$EZ). UT (XA &
W3, IE, A tEu— )RR L b programmed cell death ligand 1 (LA TF
PD-L1) &\ 5,) XT3k bRIgGLE)/) 7 u—FAHilETHD,
PD-L1 it. AENICBVWTHRE|THRSICRBALTHY., Bk LY v 83k (T
e, B MBREGTF2I0%7—T HR) FITRHR T3 CD279 (LT PD-1) &
5,) BU CD80 (B7-1) &AL, REREZAICHETILELLN TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, f& OEFHRIZLRAL TS L (Int
Immunol 2007; 19: 813-24) ZENHWE XN TE Y, PD-L1 & PD-1 #47 L7=EBix. B
ARAHFEROL T MR»LOBBE2EBTIHFEO—DLLTEXLRA TS,
T, ANV NVERBIZEWT, PD-L1 BREHE L TWS Z & (Cancer Immunol Res
2013; 1: 54-63 & T* Clin Cancer Res 2013; 19: 5351-60) &EXR#E&EEhTW5,
A#iZ PD-L1 OMRANFEIRICHKS L. PD-L1 & PD-1 L OFEAZAE L THARRKE
R THAROMRESESELEMTI LSk, BEOHEMENNTILEX
bhTwW3, '

FROVERAEFICESGBEDAERKIC L ABEASRHd bbh, BEEXIIRCI
ELWBERDH D, FAOREFRUEERIZIT, BEOBEBEZT2IZITV. BEMRN
BHONEHEAITIE, BELAERICH - EMe2 MR L BRE R OEM L EHL
TEOREHNZH 21TV, BEORERMICLZEERARRDASHEIIE, BIBK
BANVEVRORESOBEY RLE %175 VERSH B, |



3. BB
RIGOBRABR AN T NVERBORBIRICHMEE2IToERBRBRROBRE L =T,

[F%hix]

EEILFEIS M 4858k (EMR100070-003 3R5%)

EREBE2ETIRBUBRTERZ ANV NVEREBRBED > H, /X— b A Tid{bE iRk

EnH2BE88H (FAABEIFALZEL). — b BTIMEERERO2VEE 29

Pl e LT, & 10 mgkg % 2 BRHRBCTRBEEEL 2, /3 F A OFERFHHAE
B THhBEHR" I, 31.8% (95.9%EHEEM7 : 21.9~43.1%, 20164 3 A 3 BF—%

v bA7) Thol, B, FENTRE L BREEHDRIL 20%TH -7, /S—F B

DBIKREFHEE R Th 2 EHHR" O PMBHTRER" 1L 62.5% (95%FHEXM : 35.4~84.8%.,

20164E 12 R 30 AT —F Ay bA7T) Tholx,
*] : RECIST ¥ A FJ 4 ¥ L1IRIZESS MBI L 5 CRXIL PR,
= ARRCRADEFMEEZ BN L LEFMBRTREEShTEY . A/ 0.025 5 LeZPRAKRITIC
B34 B EOFRKE 00045 %2 L3IVAEKEAR 00205 AT, 9SI%EHEME
HHTaz e &his,

*3 : HIERITHREAD 5> b, RAAREMBEE 13 BULRARESh 16 ORKR.
N—FA : NR—1+B
FI% (%) Higk (%)
5e2%E% (CR) 8 (9.1) 3 (18.8)
2% (PR) 20 (22.7) 7 (43.8)
#KIE (SD) 9 (10.2) ' 2 (12.5)
1T (PD) 32 (36.4) 3 (18.8)
FHEAER 19 (21.6) _ 1 (6.3)




[Z2it]
EBRSLFE D 4a58k (EMR100070-003 BA8R) :
HEHFRIT/N— b A 86/88 #il (97.7%). ,S— b B 28/29 #ll (96.6%) IZFBH b, FE
LORRBE/BEETCERVEEFRIT/—F A 62/8841 (70.5%), 73—k B 23/29 4
(79.3%) BH b, WTFRID/A— M TRERN S%ULORIERIITRO LB
DV TChHol,
WFhHD - b TRERR 5% EORIER

BEMNKIE P (%)
EXE N—hFA »2— kB
(MedDRA/J ver.19.0/19.1) , 88 B 296
, £ Grade Grade3LALE £ Grade Grade3llLE

£BHER 62 (70.5) 7 (8.0) 23 (79.3) 5 (17.2)
HpEE e S
TH 9 (10.2) 0 2 (69 0
Bl 902 0 1649 0
8% 21 (23.9) 0 8 (27.6) 0
mpHE 160 o . e .0
ALTSM 364 101D 269 134
i, PRI ICAEAIHE D [
EAILHS RIS - 13 (14.8) 0 4 (13.8) 1 (34)
REILRREE . o L '
REKEGE 6 (6.8) 0 0 0

Y S3—EHIM 0 0 3 (10.3) 0
EEBD 0 0 2 (6.9) 0
7+ ) v amiE 0 0 269 .0
B X O TR _ - s
B 8 (9.1) 0 0 0

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

PR EERELE . 5(57) 0 1 (34) 0

BB, N—FARVTA— P BIZBWTELEN, BEEMESR 16 (1.1%) KT 04,
FFHSRBREE 8 1 (9.1%) RU 261 (6.9%). KEB%k - BEDOTH 161 (1.1%) RU 04l
FRRISEEREE S 61 (5.7%) RO 04, 1 BUBERIS 16 (1.1%) BT 04, 54 -
BUBRARIE 30] (3.4%) R 161 (3.4%), HREE (¥7 - AL—ERELSD)
11 61 (125%) RO 2 B (69%). BREEE 2 6l 23%) KU1 4] 34%) . ETZ
infusion reaction 19 %1 (21.6%) RO SH (172%) BB SNz, Fiz. BIBHERSE.
DHRBUEER - BREITBD bhBRhoTz,



4. HBRIZTOWT

ABEE L LTHEARSAE (&HHE) 2BRELATVRZ LD, YERELE
PIRBECE SRR THILERDHD, TOLT, FAORENBEL R BE & BH -
BHEL, ZFORECLVEBRAEA2RE LEBCHE T2 L BLERED

UFTOOQ~@DTRTEHETHRICBVWTERTIRETH S,

@ WRIZOWT

Q-1TED (1) ~ 5) PVWThLIEYETIERTHDZ L,

(1) BEFBHRESBET 5 RADTESHARGS EUEFR?ADRESLILRR
B2, HEIRAS A AL AUREE, MR A B RORbE R L) (Slzﬁiz 294 48 1 AR
R 434 HERR)

(2) tEHRmBE (FR294F 6 A 1 BRFA : 85 HERR)

() FENROERBET I NADRESERBRE (A LRIYEEERR. iniﬁ"i&ﬁ-
B AR, BADIREEHERBR )

@) SEALFREREZRE L. ARCRREME 1 ISR PREME 2 OBERE
HIZARBBHEZITo>TWAHER (FR 28478 1 BRR @ 2540 HERR)

(5) REMEENLSEENEOHBREMIEIBEHEITo TWHRER (MR 284 7
A 1 B : 1290 HEE%)

D -2 FRESEEOFEFRERVCBERARRROMSIC 22 L BB E K OEM
(FEOWTFINICEYTIERM) 2B, YEBEROFFICETIBROBEFL L

TEBShTWAI L,

K

o  ERfRFRSE 2ECTIMFHELR T LEERIZ S EL EORABROBKRWESL
fTFoTWdZ L, 5b, 2 LU LI, BAEYEEELZEL Ltﬁﬁi}ﬁ%%@m{g
2{FRoTWVWBZ L,

. EMRIREE 2 FOUMFHEERT LRI 5 F5LEORBEBELROH
FEREALTVBIL,

® BEHOERREFREHEOMEHEICTOVWT :
EXLESTRCRFETISEENRBESN, NESEMOOHRED., AP B
LAHERLOFBROTERVCERSICH T 2 H8RM, ATHERBLELEHAOR
EEE SRELHIITbhAGHRBoTVET L,



® BIERORIKRITOWT

@-1 BIVEFA SR BLBS O R 4kt 1z B3 2 Bt

MEMEREBSEOEELRBIERSRBE LZBIZ, 24 RFHEZEREHOT. YRk
BEBERICBVWT, BHRLZBMERICIE CTARSTER Y CT £0RIERDOEMNIC %
BRREOCKRFYUBFICALN, ELIHLTRREHSE-TVWEZ L,

@2 ERHEFFIT L AHEHSMNISCHT I EY ,
BABERICHEDIEMAN2ABRUBEBEATIEREFENRAERE=2Y 7%
BOREERORI ) —= v TEFTVERE L ERE{F CTE B F— AERER SBMH
IRhTN3ZL, BB, BHEARIZOWVWT, BABELEZORKRIZ+HICARENT
wazZe,

@-3 BIER ORI RICBL T

BIVER (MEMMEBICIZ., FFSEEE. KBk  BEEOTH. PIRREERE,
BIRBRREE. 1 BUBEIRA. LR, Bk - SUUGRARE. HEEER (¥52 - L
—REFEREE ade). BREE. infusion reaction, MK - BEMALE) 12w LT, MUEEMERX
W OEBEERSEOBMEL AT IEM LB L BHEROREPHEICEL THEYER
UXB2Z06N2R8ICH5I L), BHLICENRABRTX ZEHNRE-TVWE
&,



5. BEXRLI2DBFE

[Zetici¥ 33R]

@ T?K&%#éﬁ%mowrﬁiﬂoﬁﬁﬁﬂg&éhfmé:k#B\&5%
Thianz ¢,

. *ﬂ@&ﬁhﬁb@ﬁﬁm&ﬁﬁ@&é%ﬁ _
@ WRAOFMEICE T FTREKST3AFCO VTR, FAORSIHRSNAE
VWAL, MOBFCRIRERRVWBAKRY , HECAFEZ2ERTI I LeBETE
B
o RMEMMEBOSHXIIEEDHLBE
 HMPERRECHREREZRYD 5 BERUTEEIE OB SRR BRI %
LOMICREEELLEA DN D BE

o BOAEFEBOAH. XIB4MLE LIIBEREOC B CRERBOREEE
DHHBE -

e ECOG Performance Status 3-4 &V D85

[F%hikicB8+ 2 30E)

) m%ﬁ&@o&w&&m#ﬁﬁﬁmaam%w%x%uxw#wmmﬁﬁzr
WTAHFIOAERTRERTVS,

@ TREBEYTIAZCHTIEAFNORERCERFEIZOVWTR., FAOHFHE
BRI SN TELT., FROBRERRLRLRY,
o fhOMBHIEEH L OBHA,

@1 BCOG O Performance Status (PS)

Score ' B

0 | 2<BEREHCES. BHEMLALBREBEIHRRITX S, -

1 PIARIZE LWEBHIZHIR SN 52, BITTEET, BERCE-> TOERIITI Z LM TES,
B : BVEY, TEHER

1 BiFTReCERRDOEDEY D= L 13T <THRERERIITE RV, BFRO S0%L LT~y FAT
BT,

3 |Boh=aS0FOEYDZE LATELRY, BRO S0%ULEE~Ry FOABFTRIT.

4 | 2<BFR. AHOHOEY D= LELL TERY, BTy FARFTHEIT.




6. REITRL THET~REIH

O BAXEZIIME, MEREXENRRUT I2BHFCESEFAOKERTEIE
FERADOEDICLERERETRICERLTHLERTHZ L,

BRBMRICEN S, E%Xﬂ%m%ﬁhﬁ%ﬁ&@f&ﬁ%+ﬁm%b Hﬁ%
BThoRETHZ L,

ERBIERAO-RT AV MZoWNT

@

©)

HEEREBREDbbNAZ LBHEZDT, XROREIZH > Tk, 71
fER (B9h, FERELE, %% ORERVEN X SREOEES, B8
+RciT5 28, £, HLBIZECTHE CT, AF~—1—S0oRESE
s e, |

FRE, FFERE. FARHbbh3ZRBH30T, BHMICITEER
7 (AST. ALT, y-GTP, t)w&/%mwﬁ)%ﬁw BEOKREBLZ I
METHL,

FIRIREEERE ., BISBERERHODNIZENH DD T, EHMHICRR
JREEREMRZE (TSH. HHE T3, M T4 SORE) 2TV, BEORBE+2
KBETH L, £z, HBIZS LT ACTH, P anVFY —VEDOBEERR
E, ARRECEMLEETHZ &,

ANTEE, ROSHEEBASOBHERSLDNEZLAHIDT, &
B BHEREZTV. BEORBR2HOCEET DL,

1 RUBERR (BUE | ERBZ D) Kbbbh, HREES P TV F—U R
CELHZLDBHHOT, Al Bl BHEOEROERALMIBEED LI
+REETA L, 1 RERBRZELNHEICITEEEZPLEL, 1RV
BAOBREEOBENRLEBEEZITOZ L,

TF74 7% v—Rib, B, BE, HFREHSS ST Infusion reaction 233
bbh3aZiRHs0T, FHOHEIZEED Infusion reaction 124 2 TEA
B+ TE 3 MMHEEIToT ETCRETA 2L, £, 2 BEBLUED
A K| 5FFIZ Infusion reaction BHHHONBZ L b HBDT, BEORELEZ+
SITBBET B L, 728, Infusion reaction RFH SN B AIZIX. BELL
B2T5 L bz, ERVEETSECREORBETABERTIL,
FROBREICLY, BEOCRERINCER TS LE L b 3#kx REBRB
BRHOLIAZLBHD, RESBDONALEAITIE, BRALLERITK
UM R2mii L BR2GOEM &8 U CGRE2ERNRZIF 21TV, BE
DHEEBERIGICEZBEAREDLDN I HAITIX. FAOKEXIZPLE, RUE
BRESNVEARORESEEZEEBTIZ L, 2B, BIBRERLVEVORSE
X VEMEROBERBD bR RWRAITIE, BIFRRERLVEVUSNDORE
IHRIROBMbLERTDZ L,

BREKTH#,. HEM»OCEYVARBLTHLRIERARBRTAIZLEEH BT
D, FROREB/RTRIZHBERAORRIZ TR TS L,



@ AROEWHRRBRICBT, BEMENS 1 FMIT ML, ThBBI, 128
TLICEDHEOTEMEITo TV L EBEHIT, AHBREPIIENOICHRORE
BEITSZ ‘
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