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1. I ‘

ESE R OFNE « TEMOREED - DICiL, RASTESICE SO EEERER K
W HILD, S hiD, IREOREHHTOES T LY., FUEERERS 2 EOFERNRETRIE
FIMSFFEHADAEREIN AP T, INHOERELFEICNERBRCRMET LS &8
MEBORE L 2 - TE Y, BEMEGEE L EORARFSE 2016 (CERE 28 26 H 2 H
BIEERE) WBWTh, SHNERENSOMEAOREEEEZENSZ L ENTHD,

PR ERLE., REEACZeE T2 7 7 A ARBETFOEREML LB L0
BAaAZENDB, “0h, HHERUVERELICET ABRS+SEETL2ETO
M, YEENOREABRITAZLAHFINABEICH L TERTS & &b,
BERASRERE LB LB g & A2 AR — BEOBG R 3 ERMER T
HERTAZEBREETHL,

LMo T, BHA K4 0T, BRERPLINE BN TV B EERY
1) - B RMT -5 % BT OEES ORI E 2 #2800 b LB R B,
ExHROCEEFEEETRT, ,

B, RHA FTA 3, WSIATEGE AEELERESR GRS, AntdHEANE
AEEFRIEE S, — AR A B ARG ARHES R VAR EREA B AR ER S0
WmAos & e L,

xR AERER - SN F A AT 200 mg (A - T T (BT
Z))

LR APEULSE  ARIGEIEANEE R A L LR

FRLEARERUER  EE., AR T LT (BT Z) LT 10 10
mg/kg (RE) % 2 AT 1R ET CREFET 5,
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2. FEIOEH, AR
PR P A EREERE 200 mg (AR T T (E{ETFEEEZY, DT TERAD &
WHL) L. AnsEvn— ) RER Lt b programmed cell death ligand 1 (BLF
[PD-L1] &1 9,) kT s MIgGL € /) 7 n—F A4 THD, -
PD-L1 13, EENICBWTHIFERTHSICBEL TR, EMELEY 23k (T
Ak, B ARG F 2 T0% 7T filE) FIHET5 D279 (BLF IPD-11 &
9.) BT CD80 (B7-1) &AL, REREZAICHBETSEZL5M TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 iX, T« OEEMRRICHFHER LTS 2 & (Int
Immunol 2007; 19: 813-24) ZRHE SN TE Y, PD-L1 & PD-1 &4 LRI, HEiE
MRS PURFFRA T T M6 OWBFEEZFERET LSBT0 2L LTEZLR TV,
Fi. AN AHIBREICBWT, PDLI BFEE L TW»D I & (Cancer Immunol Res
2013; 1: 54-63 B T Clin Cancer Res 2013; 19: 5351-60) Z833$45 XL TwW 5,
AFNE PD-L1 OfFEAMERICHESG L, PD-L1 & PD-1 & OfAZ2HE L THRAHRR
BAY T MNEOMBESEELREHRTS 2 8o X0, HEBEOBEMEINET L&z
BHILTWD, ‘

AFOERABFCEZSOREORERIGC L2AERSRS Hbh, BEUIETIC
FELAHERR H D, FAIORETRUCRSRICE, BEOBZEL 5Ty, BER
RO LN HEITIE, BB LRSS U MR ik & SRR A F-OE &% L
CEEZRERZE 2T, BEOHREISIC I SEWERARRDROHEITE, AT K
BBt VA0 G OIE R R AR 24T O BB D,
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RGBS RED A /LA /LIS O ARGRHHC T 2 4T - 7o Bk ER B O i 2 w1,

[B7h]
[EEEdL A & T AR (EMR100070-003 3R5&R)
EEEE AT A RIBYIRAE R AL VIR EE O 5 b, s b A TIiMBE¥PEE
BObhHEE 8F (AAARFE IMNLET), 73— B THLEEERO 2 WEE 29
& sige LT, A 10 mgke % 2 ABMECRERE LD, — b A OXETHMHE
HThAHEGE T, 31.8% (95.9%SHAKE™ : 21.9~43.1%, 2016 £ 3 H 3 A5 —&
o hFT7) Thot, B, FECHRE LEBESSHEIX 2040 Thok, 7~k B
OB REME B C & A" O AT R 13 62.5% (95% SRR : 35.4~84.8%,
WI6E12HIRTFT—F Iy h47) Thol,

¥] : RECIST # 4 K5 A 2 11 MRICE-3 < harEic L 5 CR XL PR,

¥y . ARG CITE DM EA E LR IR A S SN TE Y . B 0.025 225 B3 rh R IC

BiTA4 5 LOEEAE 00045 T LW AEKERM 00205 2 BT, 959%{FHEEM%

BHTAL &R,
3 FAHHERITARER O 5 b FREZERAE 13 M RS 16 B0/,

=1 A 2%—1+ B

i (%) i (%)
F2ZEW (CR) LCAY 3 (18.8)
worzEsh (PR) 20 {22.7) 7 (43.8)
#IE (SD) 9 (10.2) 2 {12.5)
HEIT (PD) 32 (36.4) 3 {18.8)
PEARABE 19 {21.6) 1 (6.3)




[% 2]
E B[RS T ABRER  (EMR100070-003 3ER)

FAERELRII— 1 A 86/88 ] (97.7%). 73— b B 2829 il (96.6%) 12388 Hil, AE
FORBBEBRPEE TEROVEEERERIT/ N A 62/88%1 (70.5%). 73—~ B 23/29 {4
(79.3%) (TREH LI, WL 8~ N CREEN %L LORWERII TEO & B

W TCohoi,
WO N TREER 5%EL EoBHER

#=EMNXKEZE i (%)

FHAEE MN—TF A 25— B

{MedDRA/J ver.19.0/19.1) 8& M 29 {51

) 2 Grade Grade3BLE 4 Grade Grade3 Bl E

2IER s) 760 23 1) 5 W12)
RIS G Ty S

iRl 0
EBL 9
TR - REEELLUREMEORIR - e
®5 21 0

ALT ¥
B s s LA
CEACMESRUR
i peRd e ot

FrBCRER

U A—E D

R E R
TRy bE
B 5 SO TR i SR

B 8 (9.1) 0 0 0

F 5 ERE 5 (5.7) 0 2 (6.9 0

Bk iR is 5 (5.7 0 1 (34 0

BB, S ARDOS— R BlZBWTENRER, BEMERZESR 16 (1.1%) BT,
HTHEREREE 8 6 (9.1%) R UR241 (6.9%). K4 « HED FH 14 (1.1%) KO0,
FURBRSAEREE 5 ) (5.7%) RO 04, 1 BUBERSE 1 B (1.1%) FuR o ff, %545 - 5%
FOREMEE 361 (3.4%) BTN 141 (3.4%), MfFkEE (F7 2 « AL —EREZET)

11 B (12.5%) KR 2 81 (6.9%). BREF 2 fl 23%) KU1 f#l (34%), HUUC
infusion reaction 194 (21.6%) KR SHl (17.2%) AlHbhi, 7, BIEHEREE,

DR R UMMR - BEIRSIESERD bbb o T2,
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AL UCHEMEERE (ST AEELRTWA I kb, HEHAELE
B EM T AR THALERL D, TOET, KRN0 5B HEE) R BE LD -
BEL, ARoREIZ LY BEERBVEAZRE LB T 2 2 L BRERED,
UTFOO~@0 T T EM i THERT & TH 5.
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D-1 FeEed (1) ~ 5) OVWTFNNMCHEET IR THDLZ &,

(1) EASEAERHEET 5 00 ABROEEILARRES  (BRE IR A S HE LN
B, HERRAS ARSI ARE, HUSBS AR WRle /e &) (FEk 29 4 A 1 BE
A 434 KRR

(2) BrEtsEElT CFpk 2945 6 A 1 BREAT : 85 fEfk) _

(3) EHEFFRAEAEET 2B ARROHERE (B ABREEIE TR, B ABRIE
i R, AR FREEIEERE R )

(4) SRR AZRE L, S R(EPRENE | IS RAEARENE 2 Ol
TR D BHEIT-» QOB HEEE (ERR284E 7 A 1 B 1 2540 fis%)

(5) FUEMEREE AL BN ORI TR B B &1T o TV DR AL 28 4 7
B 1 B ;1290 FEFR)

@ -2 [& BN O R ORI ER R IR O RIS+ 2 ik & R & RO
(FROWPNCEYTAEM) B, YEREHOFRICET2BROBELEEL L
THREINLTHWAEZ L,
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o EMGQIFEREE 2 EOVMGHE ST Ln8IC 5 FL OB AJRROEKHHE &
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o ERRIFEREE 2 FEOMHMPHE LT LRIC 5 ELU o R SRR RO
WAL NS L,
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@2 EFRMEETIC L 2AEFEIN AT 2B

AR ED DM RS O 2 BT 5 EREEEPAEHC =4 ) v 7%
GOEERDAL U —= 0 V2T ERE L ERETEE TE 57 — L EEEHPEMSE
ERTWAZ L, BB, BiEfliconT, BABRE L FORECFSICASERT
WAhZ Lk,

3-3 BER OBBT-XIGCBE LT

BIEH (REMEMREICIA, ITRRERE, KBk - BEOTH, FRIRHELEREE,
RIETRAEREE. 1 AMERMF, DR, fiR - NEUBRMRIE, il (5 - v
—fEBEREE B Tr) . BIEE, infusion reaction, MH#K - BEFASE) (Cx LT, WRKMizk X
PR BEE R O FIME AT D ERT L W L (BIEHOREORGICE LTS R
DXEEZZITONDEHFCH LT L), EHITHERAER TE SEHFE-TWDH D
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(22l B4 5 $F1E]

O FRIZZHTHEHFCOWTEAS ORGSR EINTNWDLZ e, BEE
Thlanz &,
o AFIORSICH UBETEOMARED H HBE
@ BEFTOFMICBOTTRIEELST2REF 20T, AFloREIHEREIRR
WS, D IEEERIRIE S R EACRY  HECARIEAHEAT LI L 2BETE
Do
o BEMEMRBOSHIEFECDH S BH
o AEMESRE CHERE £ R0 5 B R OTEEIE O FURHR g2 0 e it fi 2%
LOMICRIEEE(LB A LD BE
o HOMEBEREBOAM, REBMHEALE L IEERED R CAEREBOBITRE
D@ BHBHE
»  ECOG Performance Status 3-4 &Y o B#H
(HahiElz B4 2 HE]
O ALPEERO 2O R MEFEREREO B DRGSR A V7 Lkl B8 126
WUHRIOCHERRENLTWS,
@ TFTRICELETABEEF T AAFOKRGRCERFEIC >N TIL, KA OFZE

RHEST SITH BT, AFORSGAG L in bRV,
o DFTBEREEH & OB,

®Y BCOG ¢ Performance Status (PS)
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@ MR FETE S, BRETE AL BEEESHRR ATADL,

1

PEANCE L VSN R S 508, SMTWRET, BEESHE» TOERRTI LB TED,
Bl BEVWRE, FHEE

2

BT TEAOSOEY 05 2 BT CHEEEMERERCE 2, BERo 50%E Bty FAT
p =iy g

WBOENEESOEOED O L LnTERY, AFO S0%E LE-Ly FpRF TR IT,

AL BTG, BSOFOED O & 1FEL TERY, By FaFPF R d,




6. BEITBLTEETREEHE

O WAXFFICMZ, EEREEEFRILT 28RS0 53 & AH o8k & OSE 1E
EH O DI BB RERAE 2B L Ch AT 8,

2 WBERMICESD, BEIFOFRRICEIMERCGREEZHoHA L, BEE
BlhrbkETHE,

@ FEARBEWEHO~R Y AL Moo T

MEEMRELR Db AZ XL A0OT, ARlORE ChHz> Tk, W
FEtk (RET ., PR REE, k) ORERA O X REOEkS, Bl
EHoATI 2, £, LBEIGUTHEE CT, hF~—r—S0RELE
oz &,

s, ITEREES, TRILLLNAAZERH L0 T, FHICITHEER
# (AST, ALT, y-GTP, B VA EEDOHIE) 21T, BEOREBEZ 4T
WETHZ L,

RIS, RIBEHMEER L LA Z B HE L 0T, EHITHIR
IRESRERA A (TSH. JEBE T3. HEE T4 ZoRE) 21TV, BREOWRER 45
BT A b, Fi, BEIWISUTC ACTH, M sV — SO BRI
&, EERAOCERLERTHZ L,

SHEEREE, RMEHEHEBREOEEER LA LRHADT, &
AN BRI 2TV, BEORBEHIC#ETL b,

1 BRI (BIRE | BUSERIE 2 5de) Bhbbh, FRFEEr VT F—v R
WELZLEPRDHDHOT, A, Bl ELFEDOEROEHLMEEO EHIC
+HEBET B L, 1 BERHREDREBSICEIREETIEL, AR
RFN OB EEOWELREETO Z &,

TR 4T F B, R, TS, MR NS ST Infusion reaction 7% %
PhNAZERHBDT, FRAOEEIIEE D Infusion reaction 1245 % TEA
RAZ 0O CE AEFEET 7 L CHET L2 &, £, 2EHUED
AFF BRI Infusion reaction 23 Hbh a2 L bH AT, BEDRERY+
STICBET A Z k., 728, Infusion reaction 3FRY HAVZIESITIL. TG
BERITOE LI, ERBEE TS ECREORELZ+SICEBETL 2 L,
ARNOFEFICEY, MEOHRBRBICER T 5 & &2 b stk REBRCR
ERHOLDLNRAZ EBHD, BESHEDONEHGICE, BRUAESIOIS
U7z SR80 72 5058 & B2 59D Hf & E i Uit 7n g RIR W & 1\, HREE
OHRFEFIST X DBIEAB R LD BHEITIE. AFHOREGIPRIE, RUE
BRESAEFOREEEERTH L, 2B, BIERERVEORS
WL D EWEROUENTRD 5N WEEITE, AIREERLVE VS ORE
R OENEBET 52 &,

EE/RTHE, BoAMPOBIARB L CHLRWERNRETZ B85
B, AFOFRGHETHRICHBHERH OB HSICEETH 2 &,
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