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1. 1ZU®HIC

RS DA M« L EPEDRHEARD T2 DITIE, TR SCESE IR SV B IE 22 233k
HHND, S 5T, IEORERTOMEAIC LY | FUREIRL e & OHHE 7o B e
AT ERLNARINIHT T, ZNHDERLZEICHERBE RS S 2 L3
MEXOFRE L 72> TRV | RFMBLES & 0 FEAR T # 2016 (CFRk 28 6 H 2 H
BIRETE) I2RBW T, HMERNEOHHAOKRE(LHEZ XS Z L L ST\ 5,
BORMERM A ER L, EKEERSCL R T 1 7 7 A VBREBEFOESR G &5 0
B2 BB D, 20D, AR OLZEMECET 2 EEN+SE-ET 2 ETO
M, YHERLOBEEZBRZT 2 ENMHFSNIBEFICH L THEATL & &b,
BIER DR LRI B & & D 2 L A AHEZ R — E O B % jii 7= 3 E R HE RS ©
AT ENEETHD,

L7eBoT, RAA RT7A4 0Tk, BARBBERESLINAETIZHELR TV D EFHEY
1)« BHPRRHNCEE D& | DAT O BEIE S O fei 7288 2 HEtE T 5 8L & LB R B
BRI R OEEFHE T,

BRI, KA BT A 0, MSATEOE N E KRR AR, AmrEEE AR
ARERANES 7o, — R EAN B ARERRANEE S KON E N B AR R ER 20
oL EER LT,

RGe L 7p HEIREL © SR F A S EE 200 mg (%4 ToUL~ T (Eis R
Z))

MBERDMENIDE - RIBEIBRAGE R A Vo VR

HELRAMEROHE @, AT T L~ (BEFHEEEZ) LT, 13 10
mgkg (KE) % 2 BN T 1 BB E2 T TS 5,
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2. AFIOFE. 1T

PN F A pTEERE 200 mg (%4 ToUL~ T (BB Z) . LU OTARAD &
W) IE, A er— 2 #23BHF L7k b programmed cell death ligand 1 (LAF
[PD-L1J] W9 ,) 2325 NMillgGl €/ 7 a—F LUk TH 5,

PD-L1 /&, AENIZEBW THIRRTMREICHE L TR0 | {EHE LY 38k (T
AifE, B MM N F = 7 0% 7 —T fifd) FICHBLT 5 CD279 (LLF [PD-1] &\
9.) KUY CD80 (B7-1) &ffier L., EISEZAICHIETEEZ2 6 TS (Ann
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, 4 OEGMAICHFEI L TS Z & (Int
Immunol 2007; 19: 813-24) “ENHAE SN TEY, PD-LI & PD-1 24 L7=fREIX, JEE
MR S HURRF A 72 T MO OB BEZ BT 2FDO—2 & LTEX LN TN D,
T2, AN VIR IS VW T, PD-L1 A BLL TW\Wb Z & (Cancer Immunol Res
2013; 1: 54-63 }2UF Clin Cancer Res 2013; 19: 5351-60) ZEA3 5 ST\ 5,

AFNE PD-L1 OHIEAMEEICHE S L, PD-L1 & PD-1 & OfEAZE L TR APURET
B2 T MR OMIREEEMEZ B2 2 LI kv | BSOS ET 5 L& %
bNTn5,

AFNOVERFEFFIZ 3D BEOREKISIC L D2EWERSERH bbb, EE IS
BHARMENH D, RFOHEGH R OEE#ITIT, BEOBELZ 71TV, BFEN
O LA, B LERITS U A2 55 & R A RO ER &8s L
T Y 2R BRI W A ATV IBE OB RISIC X A RITER NSO A HEI2IE, R
RN HIOEGEOEY) 72 AE 2T O BN D D,



3. FEIR R
FRIGUIBRASEE 22 A VA7 VAN IR O KGRI GG 24T - 72 = 72 B AR 7R BR O il &2 7 1,

(B 2]

[ B[R] 26 1 AHRRER  (EMR100070-003 55%)

IR & A9 DRIGYIBRARGE/R A V7 VHIRFE R E D 9 B X—h A TIHLFHFE
JED B 5 88 (HARNEE 3B EZET), /S— b B TIHEFRIERED 72 WS 29
Bl xtgel LT, AH 10 mgkg & 2 BRHIFAIRR CAMEHE L7z, /S— b A O FEFEARE
HTHDEE 1L, 31.8% (95.9%(FHEIXHE™ : 21.9~43.1%, 2016 £ 3 H 3 A5 —#
>y bAT) Tholz, 7k, FANIRE LIZBERSEIT 20 THho7-, /S—F B
DOEIREHMIE B Tdb 5 F0h=" O PRMITHE R 13 62.5% (95%(FHEXH : 35.4~84.8%,

20164F 12 A0 HT—X% 1w b4 7) Tholz,
*] : RECIST A R 7 A > 1.1 fRIZEES <MSHEIZ L D CR XL PR,
*2 . ARBRCITAIEREM 2 B A9 & U2 P BT 23 3E0E S TR 0 . Al 0.025 2> 5 243 b AT IC
BT 54 H EOREKE 00045 &2 LW G EAKEN 0.0205 2 HW T, 95.9%FEX M4
HHTAZ L Ehiz,
*3 . FRMERMAT R BRER D O B, AREIE G BRMG% 13 HLL B S 16 BlORER,

AN X— B

BiIE (%) BIE (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
W25 (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
117 (PD) 32 (36.4) 3 (18.8)
A AR HE 19 (21.6) 1 (6.3)




[Ze 2]
[EI B LRI 26 1T AHRRER  (EMR100070-003 55%)
AEFLITS— N A86RS B (97.7%). 7X— K B 28/29 il (96.6%) 2588 Hiv, A
EDRBEBEBRNEE TERWAERGII N— b A 62/88 %1 (70.5%). 73—~ B 23/29 {4
(79.3%) 2RO BTz, WT IO /3— N TREEDN 5% EORIERIZTRD LB
D CThot,

WPRDD = b THRBLER 5% o EIER

SRERIRHE B (%)

FARGE R— kA X—}FB

(MedDRA/J ver.19.0/19.1) 88 14 29 fil

4> Grade Grade3 VL | 4 Grade Grade3 VL E

2EIEA 62 (70.5) 7 (8.0) 23 (79.3) 5 (17.2)
Bl

TR 9 (10.2) 0 2 (6.9) 0

B 9 (10.2) 0 1 (34 0
—i% - REFER X OB SEALOREE

i 21 (23.9) 0 8 (27.6) 0

1 9E 7 (8.0) 0 0 0
FREE R B 5

ALT #40 3 (3.4) 1 (1.1 2 (6.9) 1 (34)
5, R X OWLEAGHE

HEATLE S i 13 (14.8) 0 4 (13.8) 1 (3.4)
Rt LU E

BAEIR 6 (6.8) 0 0 0

U R—E 8N 0 0 3 (10.3) 0

R 0 0 2 (6.9) 0

KT U ¥ AfiE 0 0 2 (6.9) 0
K RER X OV Mk =

95 8 (9.1 0 0 0

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

BRI B IR 5 5 (5.7) 0 1 (34) 0

2B, N— K AKRUVS— bk BIZBWTEREI, BEMWEMES 1H (1.1%) KO0 4,
FFFERERREE 8 61 (9.1%) KON 241 (6.9%)., KAGZ « HED FH 141 (1.1%) KO0 i,
BRI RERE S 5 1 (5.7%) KO 0 B, 1 AURERSS 161 (1.1%) KON 0 fil, e - A
KU RLARIE 361 (3.4%) KOV 1A (3.4%), MfklEE (F7 v - NU—JEEREZ 5 Te)
11 B (12.5%) KOV 2 i (6.9%)., BEE 2 6] 23%) L1 461 34%) . WO
infusion reaction 19 1l (21.6%) M5 (17.2%) MR HIVT-, F7-. BIBERERE
MR O « BEIERITERO BV o T,
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IZEMTELME THDLNEN D DH, €O LT, KF OG- w@@Y) 78 B3 2728 -
%“ﬂeb\ AFNORGIZ L0 BEELRBENZHBL LCBRICRIST 5 2 & NRNERT-D
UTDODO~@DT X T &7z I Mgk ICRB W THEHAT & Th D,

O MEERIizoOWT

O-1 FiEd (1) ~ (5) OWTINIEYE T HMETHLHZ &,

(1) JEAFZBRENIEET 203 AROEEEIL SR BE S (A E A 25 A RS HE L AU
e, Huss A2 REREIL AR, U A IERbE 2 ) CERR 29 45 4 A 1 HEE
ST 434 Jii %

(2) HrEkERERBE CERL 29 4E 6 H 1 B RS« 85 fifigk

(3) AENFIRAFENFRET 2 08 AR EEERPE (D AR REES R R, 25 A s
Batih J1mile. S AU IEEEEHERERBE 7 &)

(4) ARACFRIEEZRE L, SASRAEFEREMR 1 ISR CFIRIEINSR 2 Ofis
IR D MHEIT> T D ftieg (CFR 2847 A 1 HIREA %mﬂr)

(5) PUEMEEZ A7 & BN O gk B HEIAR D B H 21T > TV D leg (CFak 28 4F 7
A 1 HEEA 1290 gk

@ -2 K REEMEIER O LR E L OR M’EH%%%EEH%EMTJE 53 TR ik & RRBR A RO ERT
(FROWT NS T DIERM) 23, BEZRERBORFNCET HEROBEE L L
THE SN TWDZ &,

*

o [ERNEFFEUSH 2 FFOWHINHE 284 T L721212 5 LU E O AR O EERIHE &
[ToTWAHZ L, 956, 2L EIT, DAEYEEEZ & U RRER S OMHE
AT > TWBAZ L,

o [EENRFFEUEL 2 AEOMMIMHE 2 #& T L7221 5 HLL L J & M NS 2 R O i
KRR AR L TWD I &,

@ BENOERSFHREEOMEHI SN T

= e dn i R BRI ﬁE%ﬁ‘é%E%ﬁ)@B%éﬂ BN O OFHRE A, A2 - L
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@-1 BIEHFEBLRF O RSN B9 2

F'ﬁéfﬁﬂmf$ FOBEERRIERNIEAE LB, 24 RRRE2IRIRHIO T, Y%tk
R IZ BV T, FEH L?‘: IWEMIZIE CTABREEH LT CT FDH| ﬁEFH@ﬁEi%'J v
Mﬁﬁﬁ@fﬁ%#é HHPIZE L, EBITS A RER AR 8-> T\ D Z L,

@2 EFRIEEH 1 L A HFHFRMICITBT D 2t

IR A RB IR HE D D B MR 2 Ak e DR RE 2 A 2 EEIRIEF A DRIERl =4 ) » 7 %
BOIEIRDOA L V) —= 0 T 2ATWERE LGl z A TE 5 F— L EREH 235 A
SNTWDZ L, 2B, BHEAEGICOVWT, NABE LZOFRECHSITFmEST
WwWnHZ &,

@-3 BIEH DR Wt iZ B L C

&I (F'EJE PERf ABICIN 2. IFERRERE S . KBk - BE O TR, HIRIRFERERE S,
AR RERRE . 1 BUHEIRIA . D2, A2k - BBUIRLRIE . frRtlEE (F7 0 - L
—IEMEREA S Te) . B FEE ., infusion reaction, JMZE - BEMIASZE) 1Txf LT, Ykl X
TR R RSB O FEMME A A SRR & E#EE L (RIVER OZWr-oxHc 2B L THRE &
OXEEZTONLEKMICH D &) EHIZEYZRAE N TE HEHIES>TND Z
&,



5. WEXRLDHBE
[ZaPEIC B9 2 $H]
O TRICEYTL2EEICOVWTEARAOERG N R InTnws 2 enn, 5%
Tho7enZ &,
o KHNDRGT S LBHUEORAEED & % B
@ WIFEATOFAHIZ BT TFRICKEY T 2BE OV T, AFOFRGITHEIE S
WS M OTRPRERIRE S 2 W2 R Y | HEICAK 2T 2L 2EE T
Do
o HEMEMREOSH UIBEDH 5 BE
o JfSEg A CHRIE R 2580 5 B M OTEEIE O B # il 2 o Jk Y it 4%
LD RIEMEZAL N DD BE
o HORERBOSH., MBI L IO B SR B OB T E
D> % B
*  ECOG Performance Status 3-4 "V o8&

(G5B 5 $1H]

@O ALFPRIEIED 72 O FRIETE O & 2 IRIGEIRARE 72 A V7 Vil BE 2
WTARIOFIERREN TN D,

@ TRIZEZEN T 2 BB T D AAN OGO 7AW TR, AFIOF B
PHESLSNTE LT, AFOTREHR LRI,
o HOFUENERELA & OGFH,

(E1 ECOG @ Performance Status (PS)

Score T

0 | <ML IEBTE 5, FWAT&F U HFAEESHIRZ AT D,

PRREIZI LUEBNIHIIR S 225, BATAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BOFEE, FHEE

HITHRETHESOE OB O Z LT T NTAREEAMEEIZTTE 2V, B D 50%LL B~y FHT
w® T,

RONTZESOHEDEY DZ L LTERY, BHHRO 50%LU EZ2 Xy R+ TiaZd,

4 | &<<ET RV, BOOHFOREY OZ L1TeEL TERY, BRIy Rk TEs7,




6. BHICEEL CTHHETREHHE

WA SCESITIN 2, G IRGEEH IR 2 BRI 2D & ARAK| O Ktk KON F
RO DIV E R ERE B L T OEHT 52 L,

TRWEBRIBICHENE D, B X OFIEICHE MR ekt i L., FEx
BTroETHZLE,

EREIER O~ A MZONT

@

@

MEMEMEERNH LoD ZERHHDT, KFORGIZHT-> Tk, ¥
SR (EGIAL, PEVLIREE, k) ORER &L OWaE X Mifd o Fiids, Bl
AT o 2k, £, RENDS UTRE CT, MiE~—h —%F D&% 5%
g5z &,

A2, IFEEREE., TR HLOND 2 E0nH 5D T, EWRICITRERER
# (AST. ALT, y-GTP, BV L E L EDOHRIE) ZATV., BEOREZLZ +71
BT L,

UK RERRE S . RIBWBEREEN OO DONDL Z DD 50T, EMRIZHR
BRpRERR A (TSH. EfE T3, W8 T4 FOWE) 2170, BEOWREZ 45
BT 528, Fiz, LEIG LT ACTH, L 2V F Y — LV E DR MR
B, HEREOFEMOLEBE T H I L,

AMEEEE., RAEHEEBEREDOBRENHLDONDZ ENHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 2 &,

1 BURESR Y (BIE 1 BRI 2 5 de) 23 b iodv, FEREMES RT3 R—v &
CEDLZENHDHOT, A, Eol, WRHEZEORER ORI M EO E571C
+oEETHZ L, 1V BERE N RN EICIEREERIEL, A RY
A O 5EOFEU) LB ZITH 2 &,

T T4 T7F UG, RN IR, RN EES 25T Infusion reaction 73 &
HEbNDZ EnHDDT, AKFOFKEIZEE D Infusion reaction (21 2 TEA
RFIZ 0 72 ke D TE D 21T 72 LTI 2 2 &, F7z, 2 BB
KA G-FIZ Infusion reaction 3 HONDHZ b HHDO T, BEOREL+
TCEERT A - L, 728, Infusion reaction 23EE HAILZIEASIZIE. wE) Ao AL
BAEITH & L bIT, FERNBEIET 5 F TREDOKREZ I8l 52 &,
AHNOEGITED | WEORERISITER T 5 &E 2 bl b Ekx REEH
BRHLDLNDZENDD, BENEDONTZHEAEITIE., BB LIEFELRITN
U 7o B 70 Jnaik & R BR 2 Ff O Al & s U Ca bl 70 8602 W 2170 1l B
DRIEFINT X D RWER B B0 2551213, AFIORIETH 1, K OE
BRERNVEVRIOBRGELEZBRETHI L, vk, BIBKERLVEORE
(X0 EWEROUENRD bR WEEIZIE, BIFEE AR VE LSO %
MHIA OB ERET D Z &,

BHETH%, FOAMNOE I ARE L T OETERD BB T 5213 H 57
D, AFNOFEGHETHRIZHEWEMORBUCA3ITERET L2 &,
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T LICAHEIMOFHE 1T o TV Z L 2B EIC, ARG E RIS RO
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