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BB OGN REMOERO DI, RMERICESOREIERBMASK
bobd, 6T ﬂ%@ﬂ%&m®@% L0, FURERES 2 & OEH 3 HE
fﬂ%‘éfﬁ’ili?_;‘?euuﬂs% ENAHTT, INODOERREFEICLERBFICEET LR
MEOMBE L 2o TEY, BREMECER & WHEORAKE 2016 (FRL28F 63 2 HEA
BRE) ICBVWThH, EHNERMSOBEHORECHEELRL Z LTV

PR TFEEN G, BRERSEEE T 0 7 v A VBBEOGEREL EH S
REAZENBHDH, ZOED, A9NERUCLEEMHIZETIERN+EETIETO
M, YHMERSOBEAMCZTTAIZLNHBEINLIBEFCH LTHERT S & & LI,
BRSBTS A I % & A 2 L S ATREZR B O B A5k /= T EER R T
EHTE ENEETHD,

LMo T, BAHA RT AT, MBEESIAETILE LN TWHESERESE
0 - B2 RN ESE . BT oOEEROFHE 266/ 2 #2880 5 0B A2 B
EZHFRUCHEBESRELRT,

rds. ARAA RT A ik, MSEITEE A RIS EREESRE SR, AREEEAR
AEHFEMEE S, i dtEE A A REENEHES RO HEA B AR RSB FEO
Whob EFER LT

W b A BEEN oS F A ATERRE 200 mg (iR T T (B TFRLR
z))

HEE R DMEUTER | ARIEVIREAGE s M o B AR

HEERAMERURE - 73 F =7 o HICE T, lw, AR ifﬁqV?j
GHfaT-##z) & LT, 110 mgke URTE) % 2 8RIMIET
VERRALL it T AERE T A

R A E Ao %77’*“\7%3&%@

(BE)

A T4 FEE 1 mg, FEESmg (—HF% : 7T UF =T OPmEGIAR, HERUH

5

TIHE ST R - AR YRR R BE LSRR R o B B

HEROHE B, AR TR Fo27 L LT HESmg % 1 A2EF ARG TS
A, BEOWREC L VBT S5 1E 10 mg 1A 26EE TH&
TX D,



2. AH O, {EREF

PN F A RERE200mg (ARG T L= GRIETFREEE) . LUF TAR &
W) G AT A F Ty —e S A% L2 b programmed cell death ligand
1 (LT TPD-L1) &) ) it MU IgGI £/ 7 n—FAHETH S,

PD-L1 1, AP BV THRETHRS I CRRE L TBY, FHl LY v 3k (T
M, B MERAML O F 2 5 A% 5 —T fike) SIZRBET S CD279 (LLUF TPD-1) ki
D.) KU CDBO (B7-1) &AL, SASEFAIRETIEEZLA TV A (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, fx OEEMRIZLER LTS 2 E (Int
Immunol 2007; 19: 813-24) FRMESINTEH Y. PD-L1 & PD-1 2 L 72Kk, JEE
MBS PURRFRATE T MlE 0 OB ENMT A2MFO— 2L LTEZLNTNAE
7. BREREIZENT, PD-LIBBR L THWD 2 LERHE STV S (Cancer Res
2006; 66(7): 3381-5)

AL PD-L1 DHIBIAMERIZHE S L, PD-L1 & PD-1 & OF A 2 0% LU ABES
B097 T MMAOMRRESEM AT 2 L Sin Ly, IDEOMEENE+2 222
HAIL T A,

AAN ORI LS BEOKERITC L 2BERERD & b, E%Kﬁiﬂit‘
IZEDHEHEMERH D, Aﬁ'UD}x%EP&U}x%%ﬁ X, BEOCER L5, B
PR LNTEE TR, %Efﬁ{,TL%%M@L?‘\_i’??ﬁfz‘i’]fi?ﬂﬁc&f‘"%ﬁ%%“ﬂ:ﬁﬁ?&@%
L CEGIR SRR 21T\ BEORERISIC L DRWEARR DN A HOTIT, BB
B AT R OB GO 2 0B 21T 5 %%h%
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(LSRR O 20,
EANBRE 67 HlE ST

3.) " OFEMER OZEEN A RR S vk, FEEMEE B PD-L1 B BE

15 A 7
HY .
FfEn,

A £ A

R OGS R QOIS A BT —F Ay AT
L1 er *L%%H&U\ PD-L1 OHFEBAEMHAVWEREHIIRBITS

VEERR M O T AL 0D GBI

A5 AR (B9991003 3R
RGBT ERAHE SR IRk o> 1 A A B R i

R AT o T R

PRERER 00 Bl &

ERE 886 {7 (H

B L UT, AR ETFR T =T L oS (BT TRA]
JTXRFoT ) B, T ERSF2T Y oI@E (T TA=F=27) b0

BIAGEEIE QR & LT PD-L1 %83

H’ji % =8 f:ﬁi.&%’]‘bﬁ_a

(LLF TPFS) &vvH, ) RUVBAfFEM (BLTF Tos) &va, ) T
PRRbaWaREIIBTS

BITS

-3

PFS & TN OS 23fa

AH T 2 F =L PD-
PFS W2 2T 1

*] o AANE 10 mg/kg Hf’ﬁlsm'f.':‘?‘{fﬁn%{ll,fw FHLFoFIT I E S mg RBHRES LT, 1H
2 RN LT,
¥ A =F = 7"3; GEMA I FA VAL LT, S0mg % | B 1EN4EEROERS Uiz, 2B MHREES
AMEE - BEL 2his,
*3 - nﬁ)\%tf" E{J%’f?gf‘&zfﬁﬂ THim « FAFTT AT 4w AfED [0 %) OptiView PD-LY
(SP263) | HEI-REERC T RIS L B S . MSERIC RS IT D PD-LL R R LR
B2 00 AERE DY 1%L LIS PD-L1 B & Il S 47,
#1 FOHRE (89991003 HRER)
PD-L1 B 2t ] Ul B
N: : e 4 BY AN I 7 y P PAY
ARTET| ez RRVTZZT o g
=78 (29041) =7 R (444141}
(27017)) (4424
PFS™ | hsefi () 13.8 72 13.8 8.4
[95%C1] [11.1, NE] [5.7,9.7] [11.1, NE] [6.9,11.1]
e R 0.61 0.69
[95%CI] 10.47,0.79] [0.56, 0.84]
F{RlpfE™ < (.0001 0.0001
os o (8) NE NE NE NE
[95%Cl] [21.3,NE] [21.0, NE [NE, NE] [21.0, NE)
sntf— R 0.82 0.78
[95%C1] [0.53, 1.28] £0.55, 1.08]
A lpfE™ 0.1911 0.0679

Cl: {ZHEIXMH. NE : #EH,
1) kUil CRE, A4 -

status (0,

Cox Hoffl A~ — R F 0 R UV B log-rank R 7E

*1 T REE DRSS,

= AT AN

*2 : ECOG performance
F Do) (XD E R
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5+
34 .

HR B

5 e

2 A=F TR

01

00 , S . : S e e L
0 2 4 6 8 10 12 14 16 18 20 2 24

BIERET L0 (B)

At risk 3
FEVTEVFZT g o w154 1m0 % 55 32 2 13 3 1 0
AEFET 0 e om me s 0 35 16 13 5 0
]
4y
i B
CLN
A AHl T X F = TR
ﬁ_ 3
}4: <3 =
.
; [
Gl A==
ne . . T . . . - }
¢ 2 3 6 1 10 12 14 16 18 2 2 2
SAESENT L OBERY (H)
At risk &1
EHlS T F S g 304 3N 2% 193 127 94 57 42 24 5 1 u
AEFET s 30 M 19 44 W 64 20 20 £ 2 o

1 PFS OFRIEHTRO Kaplan-Meier #1852 (B9991003 3X5)
(EE - PD-L1 BBHEBERE. TR : £8FEH)



(PD-L1 % BLIR I O 201E)

[ A MR (B9991003 BABR) IMA AN DNIZBEDT —FITITE,
PD-L1 RELEGNCIERAIANT 2T - IR VR BEORRITUTO LB TH
o

HHHZ 0T, DTG PD-L1 BREOH v MAZTHH v B A TR U
WOHRE & b1 ’zzfzf%ﬁ%ktwﬁ LT AREl/ T v F = T I3 D PES DIER RN
W B As, PD-LT BT IE SIERERD NSV EMNRY i,

fe3s. PD-L1 ORBARICL BF, FEOEEET 07 7 A VZRIRTH -T2,

%2 B9991003 RERIZISIT 5 PD-L1 #HEHIOD PFS

PFS
PD-L1 #H R gk AE [95%C1 A A AL -
FRAERT O p R
(7 B) [95%C1] ZRARE00 p
BT EF =T 132 16.1 [9.7. NE]
< 1% i 0.89 [0.609. 1.308]
A=F =T 120 11.1 [6.9.17.3] 0.2406
AHTELF =T 270 13.8 [11.1.NE] e
Z1% \ 0.61 {0.475.0.790]
AR=mF = 290 72 [5.7.9.7]
< 50 FH T ERFT 293 16.1 [11.1.NE] 0.73 [0.566,0.943]
. . 200, U,
° AmF T 271 9.8 [7.1,12.6] > L0605, 825 oo
] KR/ T RF=7 109 125 [8.4.NE] "
= 5% . - 0.63 [0.432,0.913]
A=F =T 139 57 [4.4.94]
wE T FT 363 14.7 [11.1, NE]
< 10% _ X 0,73 [0.581, 0.909]
A=mFoT 359 9.1 [7.1,123] 01569
; D
N HH T HRF=T 39 13.8 [5.6,NE]
2 10% 0.48 [0.260. 0.886]
A=F o 51 42 [28.69]

Cl: (EAEEME . NE: #EF. *1: ECOG performance status (0, 1) RUHI CRE, #F+& -HTa—w >
S OO RERET & L EMCoxH - FEF L, 22 D ER, OPD-LIREPA KT
DG E PD-LIURIRR & OB TAEMZ ST L Lz Coxfil/ i — FE 51

¢ y e ",
oy N, s é
2 [ L PR hﬁi\ L
", o KR/ T FF TR ﬂ’g 02 BT W T o F o TR
o, R . Lol
e e, e ;1-5 o [
T ey o : - Vin
(T C T ;
# AzF=vE = |
—F=E - AR =F TR
[N a1
20 o0
0 2 4 6 & 10 12 14 16 18 20 22 24 . 0 2- 4 6 8 10 12 14 16 18 20 22 24
At risk |AEBREITT A BOK () At risk#x SEABUT T L OB (A
A TR L= 270 227 205154 120 76 53 032 23 13 3| 0 EHTFOFY 132 105 90 72 054 40 31 18 4 6 2 (]
Zz=F=% 200 210174 119 85 49 35 16 13 5 0 moFomss 1200 97 7R 61 30 35 25 16 5 2 1 0

X2 B9991003 REZHIT 5 PD-L1 FEEKR D PFS ¢ Kaplan-Meier fiif
(£ : PD-L1 ¥BEZ1%0BEEM, 5 : PD-L1 FHRE1%OBELH)



[Zatk]
EfR L EEE AR (89991003 #ER)

AEERIT, RAE/T X F =7 432/434 B (99.5%), A =F =78 436/439 {7
(99.3%) RO LI, HWRELOERRBHREATETERZVEESR S (BHER 1. #
AL 414/434 ] (95.4%) KUK 423/439 5] (96.4%) 2D L. WPh O 5E
THARB 0% LOAERAETRO EBY Thotz,

F3 WThHOBTRERES 10%L LOBIEM
(B9991003 3BR) (TSI SEH)

B RN EAS P Co
(MedDRA v21.0 v21.0) AT RS F TR A=F=TH
el 434 171 439 {7
4 Grade Grade3-4 GradeS 4% Grade Grade3-4 Grade 5
> B 414(954) 241(55.5) 5(1.2) 423(96.4) 242(55.1) 1(02)
T 235(54.1)  22(5.1) 0 196 (44.6) 11 (2.5) 0
EA 107(24.7)  3(0.7) 0 M8(33.7)  5(LD) 0
0P 96 (22.1)  8(1.8) 0 100(228)  4(0.9) 0
g - 42097 1(02) 0 68 (15.5)  7(1.6) 0
TR 24(5.5) 0 0 74 (16.9) 0 0
—i - SREES L UES R ok o R o
s 156 (35.9) 13 (3.0) 0 159(36.2)  16(3.6) 0
e 62(143)  1(0.2) 0 16 (3.6) 0 0
48 139 a4 5(1.2) 0 54(123)  8¢1.8) 0
O RE 58(134)  5(1.2) 0 60 (13.7)  4(0.9) 0
MRURES . BEKds X UwEbENEE - - : ' R
BERE 16 (26.7)  2(0.5) 0 12(2.7) 0 0
I R 53(122) 6(L4) 0 2455 1(0.2) 0
R R U TR & D - R o SR
T4 RERFMERSERE 1440332 2505.8) 0 148(33.7)  194.3) 0
&5 54(124)  2(0.5) 0 42(96)  2(0.5) 0
SN 53(12.2) 0 0 19 (4.3) 0 0
s : DA . o
ER 49(113)  7(1.6) 0 17(3.9) 1(0.2) 0
ALT Ham 57(13.1) 21 (4.8) 0 3098 921 0
AST B 49(11.3) 12028 0 48(109)  6(1.4) 0
i R AR 7(1.6) 0 0 61(139)  22(5.0) 0
I T ER B 1(0.2) 0 0 44 (10.0) 25(5.7) 0
s A L L o L
& ILE 208 (47.9) 106 (24.4) 0 142 (32 3) 67 (15.3) 0
ol L URRESE I R T R L
frERR 86 (19.8)  7(1.6) 0 115 (26 ) 4(0.9) 0
RS L T R e T I e e e s
R R 56 (12.9) 0 0 141 (32.1) 0 0
BEBARBLOMAMBIEE T
i 52(120y  1(0.2) 0 24 (5.5) 0 0



FlEE (%)
KE T R F =B %= F R
434 439 7
4 Grade Grade 3-4  Grade5 4 Grade Grade3-4  Grade 5

R T N - S S
{(MedDRA v21.0/1 vZ1.0)

REEEs R AR PR S
B R A I T ' 105242y 1(0.2) ] 59(134) 1(02) 0
B, mEk L UNE A HHE O T ST IR _
HAILEE S RS 52(12.0)  7(.6) 0 0 0 i
MES T TR L SRBEE e _
& o9l 1402 0 73(16.6)  22(5.0) 0
s/ NI E 12(2.8) 1(0.2) 0 78(17.8)  24(5.5)
i PRI B 6(1.4) 1(0.2) 0 70(18.0)  34(1T 0

feds. AR/ T X vF = TRHC W CHEMESE 6 B (1.4%), B 261 (0.5%),
EHSREREE 88 ] (20.3%) . KA - EEO FRI3LA (7.1%), BIARMIERE 122 f
(28.1%) . BINSHEEEREE o 5] (2.1%). THRMCHEREREE 2 1 (0.5%). 1| AUHEIRIN 2 6
(0.5%) . D21 (0.5%) . HEREE (¥5 0 - AL—IERBEL S 186 (4.1%),
R 5 5 (1.2%) . EFEAGIEE 18] (0.2%) MUY infusion reaction 112 5 (25.8%)
MBIV, 7. Bid - EROHRATE R UK - RIS b o, K
FIEARBS R RES GRREERE LD 2O0EHBRERT,



4. HERITHONT

ARG E LTHERMERE (2FE) SBEOThwaAZ L, YRt s
HWYNZERTEDMRTHOILEN D, 20 LT, AAOK EREY 2B ELD
B - BEL, ARORGICLIDERVEERABELZBICHE T3 2 L ASER
B, UFOO~QOT X TEmiTREIIBWTERTA~ETH 5,

O HRIZoWT

Q-1 TFito (1) ~ 5) OVWTNNCESTHERTHILZ &,

(1) BEEFZEBRENEET LV ABEESEI SIS (FER IR DS A S i 5 95
e, Holdkhs A SRR IR, MRS AR E) (SToceE 7 A 1 Ok
A 436 K

(2) HTERERERGE CERk 31424 H 1 SR 86 BET%)

(3) FOEMFRAMENRE T APADREERE (DABTREEEERR. NADEE
W Wb, AR FREEHERERT 2 &)

(4) AARACFHREELRE L., AR EFEEENE | U3/ RIS 2 o ke
CHELAREEIT> T D MR CERC294 7 H 1 BWESR @ 2531 %)

(5) PUEMEEARALSEEMEORREEICRIBHET > T B R CER 29 4 7
B 1 BEEAS 1287 HER)

O -2 BB QAL FILE R CEIER BRR ORI o2 Wik & BB 5 oEM (T
RONTINICEY T HERM) B, YE2ERORRCETLEROEREE L LTHE
BEINTNDHIE,

#

o [ERRGIFEAE 2 EOMMTHERE T L% S FELL LD AR OBERYHE %2
fToTWnWhz e, 96, 2 U T, DAEMRELY T2 U-BRBIESOFE
FIT->TWAIE,

¢ EMSITFRE% 2 EONMTHELE T L RIZ 4 EULOWREBR EOBENES 1T
STEY, 26, 2FU R, BB OB A DL L &1 A TEE OB THE %
ToTind I &,

@ BRRNOERLBREBROFRIZOVT

EEMEFRETAICKE T 2HEE0ERE S, BESENLOBRER. HiE -
HEMFEENEROBTALCEMS T 2 IEHREMHE, FHEFLERELEEEO
R EINELHIITON A ERNE - TNE 2 &,
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@-1 Bl AR O & B3 2 B

RSB EBESEOEELBERARA L-FIC, 24 SRREERH O T, Yk X
PREEEREY T BT, BRE L EIERICIS C T ARE L CT BEORIER ORI L
EARAREOHEN Y APITG LR, EHICE TR ER - TS &,

@ EFHEEI I 2ABESNGICET A BEH

HRABRCHEDL A HEMA MR 2T T 2EREEENEERE=% ) 7
HEHEEHORA L V== FERITOFBE S FRE LA T D F — AERKH 2
I TnAZ &, ek, BiifkEic>0 T, BABRE L ZOFBR I HFICEmEN
TWhH Ik, '

@-3 BHER oZroxt i iz LT

RITERD (BB B nE . AFREREmEsE . R - RO TR, RowiEE
WIS RERE . BIRHERERE S . Tl MsekiEE) . 1 RO, DR, haR - BHUD
BARRIE., MRREE (X5 v - NL—fEEEE ). BRE®E. infusion reaction, %,
Wds - SRS de . ERIESAESE) 106 LT, Makhiak B E R o S A
T AER EEE L (RIENOBZEEISICE L URER U IEEEZIT bR RIS
LZE), ELIZHEAAABERTELARNEThD I,
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5. REXNRERLBE

{AaEIc B 2 H]

O ALFRIEEO R OCIRIGUBR TR SGIER OB EH - BV TAR L 7%
F=T E OHMRGOADIERRI TN S,

© TRICHEST 5 BEIIT S ARORE R OERFEIOWTH, AAOAIE T
TENTBEF, AROREMGL 2B,
o R
. RAID A
¢ OTHRAOADIERR SR TORVIOREEEA & o (RS

[Z2 4Pz 4 % %)

O FTREHMYTIBRFCOVWTIERBOBESAERE SN TS b, H5%
Tz &,
o RBIOES O LB OO & 5 B

@ WEEOFTMICBVTTRIINYTHEEF IV T, AFlofs g andi

VAN, I OOTERERIRE R R VB AICR Y HEIIAMAER T LA EETE

D

« FEMERBOAIFXZMEOSL HBE

o NP EEMRE THE R A RO 2 BE R OTEEME O U Bl 22 <o m et i 4
ZOMIRIEETLNR AR LN 5 BE

s HERBEEBROSH., SUIBMEMAE L EREO B QRER B OB TR
OB 5B
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0

B MBERIEBTED, BHRGLFECAREBOMERTAD.
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EITARETCHSOFOEY O Z LT TEEE A ER IR TERY, BRO S0% EIRSy KA T,

RONBZOHORYOI L L TERy. BP0 S0% LRy FivlgF iR I,

PN RT RS

<R, BAeogoEh ol LR TERY, B2 Sy FilT T I,
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6. BETBELTHEET TR
WP BRI A . BEREEE SR T 2 RIS E AR ORIER UNEIE
EROZHICLERERE H IR L ThALERTL Z L,

BRI BT . B T E DRI R R T L. W
BThbkET224,

ERBIER O R Y A FIZ2NT

D

@

MEMEERNESSLNA I ERHDIOT, AROBRELH > Tid, 9
SEY (BYiiu, WRMREEE ) ofEERRUIEE X BREOERE, B2
AT n b, e, LEZECTHEE CT, MEv— 1 —E0m&ErE
s 5k,

FEASNA, IPREREREEE . PRSI D 2 E3Hh DO T, EMIZITHERE
# (AST. ALT. v-GTP, LU /L E L HOBE) #7170, BEOREL+5
BETo b,

Rk s, BISIBEREL O TERBEREESH LI EBHD
DT, EMOZ PSR R T (TSH, Uik T3, ifEsf T4, ACTH, =
F = EORIE) BT &

SRS RMEMEMERAEOBRBESS LRI IENRHLOT, &
WA B e 21T, BEOREAFICERBT 2 L.

| B (BNE | BRI A St bbb, BERFANS F T F—T R
WELIEREHOT, O, B, EHEOFROBELMBEE LRI

1A

i

Iz

FAEET A &, 1 HEREAEDNEHSIEREEPILL, A AT >
AOERESEOBY L MBEERITI L,
TF T 4 T E N, REEA, IR FRULEHERS A E T infusion reaction 235

LA I ERBLHOT, AFOEEITHEED infusion reaction (T A THEEA
LA eSO T & A 2T/ L CllsaTH 2 &, Fiz, 2BIELED
ARFHE 5IFT infusion reaction & HHNAZ ELHHOT, MEORES 1+
SUCEET A D k. 0¥, infusion reaction A3FEM HAUZSITRL, EYI A2 AL
BAEITH LIz, MRAEETLETRAOREY BT &
BRI OEEIZL 0 @EOGERIGICERT S & &2 LA A R B
ERH LS Z LRSS, BHEAEDLNZEAITE, R LULERIID
U 7= FPA) A il L BB & FF D18 A0 & 8 U Ot 22 8RB 24TV R
DRPERRIC L BRER BB 2551008, AROWESOGIP IR, RTEI
BREEFAECRORESAEZEETAH L, B, BIERERVEORE
ZEDBEERORESED LR VERE, RIBRERAE CUADRE
MsFOBMLEETL I &,

BEiETE, A OEPABRB L THoEHERBRETL A0 D
B, RFOEGETRIZVAMEROBRICI-SICEET LT &,
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. 12 TR EME DM AT T T E A BRI ARSI ESI
RO LTI &,
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B FRHEET A Ro A4
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(BRFE4 @ 7SR F A R MFE 200 mg)
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YRk2 91 1 H (ffxfE 1 2 AKED
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1. LIz

E G OB« TR OTRO I, R ESICASWIEER AR
BHhILD, S5, EEORSEEHOERC LY, FREER L S ORI HTHLE
PR ESEM 7 WéﬂéWf THLOEENAE CSERBEFICREETLI N
WER IR & fe o T Y | R M EGEE L O BASE 2016 (FAL284 6 H 2 B
sevhar) Iz T EHRIERNSOEHOREEELR D Z L LEN TV,
AR E ST E RS L %ﬁ%%%ﬁﬁﬁ7u774wwﬁﬁwﬁﬁ%k%6mu
BRhDH I EMbAE, TORD, HOMECEZEMIIET AERS+IERTLETO
. MEEELOBEFERCZTI P INIBFITH L TEATL L L BI,
SIPE AR L BT L E eI R b D T & ASTIREA TR OB AR TR T
FERTHENERTHD

Lo T, A4 K40 T, BEEBLIAETIELN TV L EFIRS
W'ﬂ#%ﬁ%ﬁ%@%\HT@@%%wﬁ@@ﬁm%%Lféﬁﬁﬁbb}f%ﬁ\
EZHROEBEREETRT,

RF. KA KT A R, ﬂjﬁﬁ&ﬂiimiﬁﬁﬁﬁ A, SRR AEHEAE
AFREIEE L i A B AR EHE & R ORI A R AR SR O
Whos EER L.

Sl b e HEER S o S EE 200 mg (R4 T T GEETHLR
)

g e RBMENTHR  RIGTIERAE R A /L7 /Ll

WL AARERORE @A, AT e (EEFRRE) L LT 1 E 10
mg/kg () A 2 WRHRIRG T 1 BFRT A L AT CRURERET D,

MR AR ¥ ALY AL F T v R




2. FAOKB. ERBF

PN TF A EEERE 200mg (R4 Tk~ T GEEBETFEER) . DT AR &
W I) ik ANy Eu— ) AR L E b programmed cell death ligand 1 (LU

TPD-L1J E9.) 2t ae MlIgGl®/ 7o —FAHETH 3,

PD-L1 &, AR THIREID TS BB L TRy, EHE LY w58k (T
AME, B MlAKR UM F 2 Z 0% 7 —T #IlR) HI2%H95 CD279 (BLF [PD-1] &1
9.) KUY CD80 (B7-1) &fFE L. MELRSZAKHETSEE 25TV S (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 i3, 4« OFEEMRIZL B L TLWA 2 & (Int
Immunol 2007; 19: 813-24) FAWME SN TE Y, PD-L1 & PD-1 & 4 L 7= #8812, IEIE
A AFURRREY 7 T MR O OB L HT AT D —2 8 LTEZ LTS,
F, AT ARBREIZBWT, PD-LI BB L TVWA 2 & (Cancer Immunol Res
2013; 1: 54-63 B UF Clin Cancer Res 2013; 19: 5351-60) SR #H&E Sh T 5,

AH1T PD-L1 OMIBRAEEIZFE S L. PD-L1 & PD-1 & RS A2 IEE LT AR
BRyZe T Ml OMIBESTHAEMT S %00y, EEOEMEMHT R L 22
LRTA,

AR OEMERF IS GBEORERISC L ABMERS RS bibh, B8R
CEDIRER S S, REORGTRURGHIZE, BHOBEL FHILTV., B
PR LNITH AT, BER L ZERITE U EMA A i & R 2 o R0 L
L Tl 2SR 21TV B ORERIGE LARERPEDLN A BA I, BIE
BEBNE AROBSFEORODARLEL]THLERSH B,



3. EREERRER
FR ISR R 8 72 A 24 VAL 00 GRS I & 17 - 12 E 7R BEARBRBR D R & 1

[ A hi]
[E| 4[58 0 FHEER  (EMR100070-003 5454)

SENERE % A AR YIRTAE /e AV AR E D Y b, S— b A TR
RO B 5 BE 88 7l (RANBE 3 HE I, 4 b B CliLFREEO 2 BH
29 il % e LT, AF 10 mgkg & 2 BRI CEMEFE L2, /3 b A OFE
HiH Chh 5 R 1T, 31.8% (95.9%SHIKMT : 21.9~43.1%, 2016 FF 3 A 3 BF —
BZH e NFET) Thot, 7ok, FENTRT L-BERGERIL 20 TH -7, 7—h
B OFIREMIEE Th D EHET o DM R 1L 62.5% (95%FHEKHE @ 354~
84.8%. 20164 12 A0 HF—2H v +47) Tholo,

*| RECIST # A4 K54 LRI #-3< MITHEIC LS CR XL PR,
3 . ASHERTITA AR S BAS L L RAE S B SR TR0 . A 0.025 7 b MRS
B A% B EOBEEAE0.0045 235 LI A BAEER M 0.0205 2 H1 T, 95 9%EHRMEHE

WislkkaEhin
3 AMERAT R EEO S b, ARG B 138 LB ST 16 B0/,

#1 AHESRE (EMR100070-003 BU8)

sie— A 25—~k B

¥ (%) Bk (%)
FEEEY [CR) LICRY, 3 {188)
4% (PR 20 (227 7 {438)
i (SD) 9 (10.2) 2 (12.5)
HEFT (PD) 32 (36.4) 3 (18.8)
SR TRE 19 (21.6) 1 (6.3




(Zatt]
FEBR IR T AERER (EMR100070-003 35
HEFERIT/N— N A 86/88 B (97.7%), 75— B 28/29 il (96.6%) (I8 5. A&
REODRARBHRVTETCELVEEERIT/ A+ A 62/88 ] (70.5%). <— |k B 23/29
Bl (793%) DN, WO A— M TRREN % EORERITTED &
B ThHT,

E2 WPRHOA— FTREERN 5%L EORIER (EMR106070-003 3X8)

HERIASHE Hilg (%)

HAgE 28— A s— kB
{(MedDRA/ ver.19.0/19.1) 88 29 4

% Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade 5

£BIEH 62 (70.5) 7 (8.0 0 23 (79.3) 5 (17.2) 0
BRREE R R B N T P o s
TH 9 (10.2) 0 0 2 (69 0 0
Bl 9 ﬂoz)_ o0 t G4 0 0
—% . %%ﬁ*%iﬂ&%%u e L R T
k7  Tm-”-:.-@.'--.-_:_: _
g 21 (23.9) 0 0 g (27.6) 0 0
I _ 780 0 0 0 0 0
FIRBGEFRRREE 0 0L T
ALT #0 364 1 an 0 2069 1G4 0
BE, MEBICREAGHE 0 T BTSRRI
Kl H)&u _ 1348 00 4(mw 1 (3.4) 0
ﬁ&ﬁﬁ 6 (6.8) ] 0 0 0 0
U o s—F AN 0 ] 0 3 (10.3) 0 0
R 0 0 0 2 (69 0 0
{5l SNV ik 0 0 0 2 (69 0 0
BRI U Filldkes B R AR
5 8§ (9.1 0 0 0 0 O
F 9 AR 5 (57 0 0 2 (6.9 0 0
B Rk s 5 (5 0 0 1 34) ¢ 0

RE, SN AKRUS— R BIZEBWTERLFh, BEMRHES 16 0.10%) KO0
Bl AHHEGERE 8 6] (9.1%) RUL2H (6.9%). KB4 - EEOTH 1H (1.1%) RO
01&1 FLRIRBBEREE S ) (5.7%) B TF 0 i, 1 BUBEGRIE 1 41 (1.1%) ROF o . &

- PRECARREARAE 30 (3.4%) RN 16 (3.4%), MRREE (5 - AL —ERENy
air) 1HE (12.5%) RO 21 (6.9%), BREE 26 (23%) RUOV1E (3.4%), Wire
infusion reaction 19 ff (21.6%) KRN 5l (17.2%) BiEHHNT, T, BIBHRSE
LR B TR « IS IATR D G otz REER SR RIIEEHES: (BHESL
TEEEZE0) 23LEHRERT,



4. HERIZHOWT

AEGRAM L UTHERENE (REEHE) BRELATVD I e, HE&NEE
WU ERTEARBRTHAILERDH D, £OLT, KH| O AEY) BB T
i M L. ARIORSIC Ly BEEARER AR UZBICNT D T g Eal
B, LTFOOQ~@DT T %*‘:ﬁﬁfcﬁﬁz%&“a:m\fﬁﬂwéf\%*cﬁ; %

@ HRicHOVT

D-1Fied (1) ~ B5) OWFRPCESET IR THDLZ &,

() EAEFERESRET 55 ASHEEILRRE S E IR A EE 0 5
B, HUAS AR RGEE AR, MRS AR E) (FROCE 7T A 1 Ok

A 436 fiGR)

() FeEHRREmbE Gk 314E4 A 1 B - 86 )

(3) HEAE RS ET 5B A BRI (AR ERRE, 2 D5RE
Hel . DA RO HEERR e L)

(4) ISR R AR L. AR SHRIEINE 1 UL BEETIE 2 O i AL
RS R R T T AlagR CER 2947 A 1 FIRFRL : 2531 i)

(5) HOHAL:REYE AL BN E O B GR IE UL AR D B L 2 7T > T D JEEY (YLRE 29 4E 7
A1 AR 1287 k)

=L

D -2 2 R TR 0 {1 S B OV 1 FE 58 SRS 0> SR 143 7 S0l & ARIR & 5 D[S FiD

(FROWFNICEY T AER) 25, MR OARAN T AEHFORETE S L
TERHRBEENTWAEIE,

o EETEHIEE 2 EOMMIHEELET LRI 54 J«/LJ‘Ubﬁ\/ufi*f?M}ﬁmH\Efﬂk%
ﬁ STWAEZ Y, S 6. 2 EELEIE, BARBIRREE T L RRIEEEOHE

o ERifRITIIES 2 EOMBFHEAE T Linkic 5 F00 Lo RERIEIRETRS A O
RS A L TND &,

@ BRAOERMMEEFEROEHIZOVT
S A R A RS AR E S h, REAENLOKBRED, A -
ik 5”‘13\‘?9’9 & ﬂiw PN VRS AT SRR, AEFLRRELIESO
By SNER TN S R E S TV D 2 L,




@ BIFERORISIZONT
@-1 BIVEH R BB OXR S 2 B84+ 3 8
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FEEERERR 1T 38\ T, B L BIERNCIS U T ABYS B R 18 CT 5 O BIVEF BRIz &/
HIRBEOHRPEARIZELh, BEbIOSWEEREH R E-T 1 a 2 L,

@2 EFREEE I L2 FEENIC BT A EH

C BABREED S EMM MR A T A EREEE SR = Y v
EEDLERORY Vo FEITOTRE L BB LR T 2 F— A S kg

WS TnDIE, 22, ARSIz OWT, BABRELFOEEICHSITEM S

TWAIE,

@-3 BIER oREr-eatRIzBE LT

BIFEA (RMEMARBICMA, FFHEERE, NBL - BEEO R, NOWEE (3
WIRGRAERE S . RIHERERS & TRAEIES) . 1 MRS, OB, 04 - fun
REAFAE, FHIERER (¥ 71 « N L—fRERAEE) ., BRE . infusion reaction, 5.
B de - BEMIA, FAEFNMENES) 1T LT, MM UL E S P O B i % A
THERMEEHE L (BIER OB L TIRER UEES ST L h A5 HEI0b
DI &) HBITEURAUER TEDERHNESTNE T E,



5. WhENKLLRHBE

[t B 5 5 HIR]

@D ﬂ:ﬂ%‘{i E O Fo R UM ZERRIEIE O & 5 IRIB TR AR RE 72 A /v 7 VI a8 128
NTARFOE DR N TN D,

@ TRICHNTBREIHT AAFOE G ROEHFEIZ OV T, AROFEE
B ERTELT, REIOREXRLALIL,
o foodEMERA SO LTS SN D BE

(% 4tz 5 HIE]

D TEICHEYT AR TAWTIIARIOBEERER L SR TWNDH I £, v 5%
Tl &,
o CREIORSICH LBRUECMEEO H 5 B8

DWW, AT OB G S U

@ WBRERTOIFMICE VT PRI S )
EE AL ERTAIEAEECTE

=
WA, O FREERFE S R VB SIS
Do
o EEMERE RO ST O H 5 ER
. ﬁ@ﬁ:ﬂﬂfi{gﬂ?%* BT B A 2200 B FRE B ONE B o0 O AR I A Rtk L A 2%

SN RAEM AL A b D BE
. HEGUEEBROSH. UTEEN R L Bk B D RIEREOBEEE
BB

«  ECOG Performance Status 3-4 'V O BFE

THEE
By

Y BCOG @ Performance Status (PS)

Score Ef

0 |4 s EBTE S, BAHMEFLAREESBIRATAS.

FHREC M LS a R S N 2%, HTAMRE T, RO TOERIIT I TR T D
il EOEE, FEER

T IER T H O H OB & o b ST AR BRI T E e, B D S0%RLEIR S v WA T T

3 [RoAEASOEOBY O R LpTER, BFO 0% EES Y A R Qe S
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6. BREBLTEET&HH

O IRASCESICMA, BEREEE PR RS I LS & RE OB R USETE
RO DI LB ERE S ICE L ThoERT o L,

@ TRRBRLSICEI L, BE I T OFIEICEDER CRRIES 453 L, [JE s
BThbistarz L,

@ TERAEWERO=ERI AL MzonT

BIEMEMERSHHLND 2 &8 HDOT, BEOREGIZHT- - TiE, 511
JER (BUlh, PREIREEE, W) ORERKUMNLE X SMREOERS. B8
EPAIITO L, . BEDWNUTHEE CT. i~ —b —SolhtEsrE
s A T

A4, FFBRRERCE . HWREH LR A ERHBD T, EHIMICITRLER
# (AST, ALT, y-GTP, VA EOHE) 217\, BEORES 2510
BEITDH L,

RN EERE S . RIS R ER U T EASEEE R L bR D 2 L idh 5
DT, EMENCH SR (TSH, B2 T3, 7 T4, ACTH. M=
FY—NEORE) #1752k,

SMEFEE, REETHEEERASOBEERL LDbRAZ EN™LAOT. &
WRICERERT 2T, BEORELHOIEBET S D L,

P BUBETRT (BIAE | RUBEIRIG 2 B ie) Db bibh, HRIEMS F 74 K2
WEBILBHLOT, N, B, WHHEOEROBRHLNEED Rz
THEBET S &, | BERESEDN BB EE DL ARy
MR EFEOEIN BB EITHZ &,

TFT 47— ROE, BE, B MFRIRES S ST Infusion reaction 7% %
LN D ZENRHDHOT, AAIOEEIXER D Infusion reaction (248 2 THa
BHI A it 0 TE DM 51T - ORI TA 2 8, 2. 2BHEBLURO
AAHZ GHFIT Infusion reaction b B ONA I ELHADT, BEOIESL |-
DICHET 2 2 L. 728, Infusion reaction Z3ERH BN AITIL. WE A0
BEITH L& bHIT, ERMNEET S ETEEOYEE TS8R T S - L,
AFOEEIZ LY | HEORERIGITERET S & EX LN DA 2K RO
ERbLbNDZ LM 5, BREXERDLNAESIIE, BELEERIZS
C-HMA 2 MR & R A F D ERG &1 L CEY AR BRI 21T, R
OREIET L DEHER BB ON D H AT, AR OERE TP IR, RO
BEERAEHORSEEEBTIZE, bk, BBEER e 0RE
CEIVRIEHOWNERRO LMW EEILIE, BIBRERLE LS 0hE
MAEFOBMLEET DL &,

BEME TR BOEM» LB Y ARBLTAHALEWERRRBY LDt e 2
O, BHEOBE#RTRICLEVERORERIZ FHIcEET LD L,



AFOBEHRRERIT T, EERES D VERE 6 @M Z ThoEE, 128
SR CEE DI AT o T T & BB, ARRE PIEMRI RO

RETI L,
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