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BREMEIEE L REOREATE 2016 (ERL 2846 A 2 BREBIRE) &8
WT EFWEELOFROREHEESRIZENREVIAENZI L ER
T ESHNEELPECLEREE RS2 EDICREFEREET A F
SAVEERTBZEELTWET, .

A TAAST (BETFHEBLZ) H8H (RFE4A  S_XUFFRABHE
200mg) IZHOWT, BHEEIZG L THATIEOEEFERMNROLEBD
G HEET A FTA LV ELTERVEEDE LT . EOHEMICY o
T EAHA FTAL OV TEESINRD LY BEWNOEFEBEARVER
et A EmEBEWVLET,

Fh, TANAST (BETHEBEZ) #MA (RES - S FFRBEFHE
200mg) # AN AMAECE L TERTABEOZEEE I VWTIE, [T
N7 GEETFHEEBE L) BRI OREHRAEET A F7 4 v (A filkiE)
oW T) (ER 204 11 B 21 BARATIRARER 1121 5 1 TEAZHEE
W AEHEAREELEETEEEEN) KXV RLTERLLZATYT,

L. TN (EEFEEL) HAORMXECHEH LOEERUD
bR EEITHEWN YA FTA U EREOLBVHRENELELED
T, BENOERBBEROCERICHT2AMEZBEVWLET., B, ER
OREBERAET A FT4 0, BEHESEDLRBY TT,
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728, /%= b ARV b BIRBWTEAER,
PVEMEAE R 1 6 (1. 1%) ROOF, IrieRE
8@ (9.1%) RO 241 (6.9%). KBk - HEDT
ALE (L1%) ROO0MF., FIRIRHEEERE 5 4
(5.7%) RUOH, 1HUBERMB LA (1.1%) EO
O, Mk - BEADRIELE 34 (3.4%) KU 14
(3. 4%) . PRIEE (XTF v AL —EEREST)
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8 (9.1%) KRU24 (6.9%) ., KiB&k - BEDT
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BHEEIT> TV AMEY (FR 20474 1 AR
AL 1 2531 HiER)

(6) MEBMEIEBAIL T EEMAOMREREITHED
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AR 2540-HEER)

(5) EMIEBAIL 5 S EME DM B MG D

-




BHZEIToTHOBiEER (E29FE7H 1 AR
A 1287 FEER)

BHEIT>TWAMEER (V2847 H 1 AfF
A 12005658

s MOTREMSEEH AL TESEND

BE

[Zeficl+ 5FH]

7= @-3 BIEM oW LT _ 7= @-3 B{ERADZE-=eRIzE LT
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BIEHEERE, THEAMAERSE), 18 RAE, O 1 BUBERRYE, LB, Bk - B RLARAE, fhiR
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.U

E%mmﬁﬁﬁ REMEOREFEOT DI, BTCESEESOWBERERSR
Hhhd, EHIT, IFEORFEERFOERICL Y, AEER R EOEFWRFRE
FAMFEELPERBINLGT T, ThODERMFPEICLERBEICEHETLE LM
REOBREL - TRY, BEMBGEE & ZEDOEAR;E 2016 (F28F6A2HM
BRE) KBV TH, EFENEESZEOFHOREEEZRLZ L LEhTH 3,

FHREABFEREMT, BEERREEM T u 77 A VBBFEOERREGEHLMZ
BRBIENBDD, ZOED, APHRUELECET AERS+OERTIETD
B, YZEXKRZOBREF MBI EBHMBENIBEH LTERT S L L BIT,
BIfEADRE LB EREE & 5 2 L B AR —EOEHF &M T IEREET
FEHTAZEBEETH S,

LB oT, BHAFZA T, AREBRPINETCRKEBELN TN HIESEESE
#Y - BEER RHICES X, uTmﬁﬁmmﬁﬁ&Em%%ﬁfaﬁﬁm&z%ﬁ%#
Z2HFROEEEHERLTRT,

B, BKIFAFTA 03, MSIITREAER & EFRERSSHE, &E&E&AH
AERRIER ¥4, —RAAEA B ABREARES RO —BEFEA B AWBRSSE
BAOoH EEKRLE,

WL RDBEES A F A ETEEE 200 mg (—4 TN~ T BETFRR
. %))
ARLRDPEIHE - BIBEIRTRE S TSR OIS
HBERARERVRE . 7HF I F=7 L ofRIZBWT, @, RAZETRLv<eT
(B=THMEL) LT, H]mmyg(ﬁﬁ)%2ﬁﬁﬁﬁf
1 ISR L TAEBERET 5,
B AR e ¥ E AN AL F Ty ERSHT

(B%5)
AVFAFE I mg, REESmg (—RE : 7FF=7) OPEXIIDR, HERUA

F=N
2

ZhEeXITR  RIGUIRATEEXITEB IO B Rl

RERUVHRE : 8%, RARKRTHRF=7L LTIESmg® 1 B2EEARET S,
B, BEOCRBICLVEEEMT 52, 1E10mg | B 2% THE
T& 3, '



2. FRIORM, 1EFRBF

AT H I 200mg (—ES T (BAETEEER) . BT TAH) &
WIL) 1k AT RS F T v RASNBRR Lz | programmed cell death ligand.
1 (BLF TPD-L1] & 3,) Iefd % e MlIpGl &£/ 7 u—FAHEThd,

PD-L1 (. ANV THEISFIIRSICRE L TR Y, Bk LY o8k (T
Wi, B MIREUGFF =T 4%F—T #ilk) SIcRET 5 CcD279 (UUF PD-1) &
5,), BT CD30 (B7-1) rHE L. ABEEZALHIBTZ EEA LN TWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1i%, fE2~ OEEMMICHEHRELTNE 2L (Int
Immunol 2007; 19: 813-24) & SHTEY ., PD-LL & PD-1 &4 LR EEIT, 1EE
A PURSERA T T MIEh b ORBELEHET HEFO—D2 L LTELLNR TS,
i, BMIAEIZEBW T, PDLIBERLTHWAZ L ERHEIN TS (Cancer Res
2006; 66(7): 3381-5)

AFE PD-L1 OMRSMERIZES L, PD-L1 & PD-1 & & ZIE L TR AHURE
Ba47 T HEOMBESEE PRSI ES LY, EEOHEBEEIHTELE2
HhTn3,

AR DERBFICES BEORERKIC L 2BIERSERH bbh., ERXIIET
KEHTAEERD D, AFORSHRUERSZICE, BAFOBREL 2TV, RE
MR HRHAITIE, BR LU FRITH U SRR 5 & R E RO & B
LG RENBEETY. BEORERIGCLSEHERASZDRDGEICE, BI%
BEFRNE HRORSSEOBEHNRNBEEZLT I LELL D,



3. ERERARE
RTEEIBRTEE S e o 00 B M O AR T 21T - 1 TR ERRBR O BHE &
' 77:"#—0

[ 2h]

EERIFMFARS (89991003 FER)

{LFEFEER O 2V, BIRTRFEXIIESE O A RE EiEEE 886 Fl (H
AABE 67 BlEEL) 2XMBELT, FFLTEIF=T7 LRSS (BT THH
I7XIF=T] bnd,) N R=2F =T Y OB (T (R=F=7) Ln
9.) 2 OFPERTELENRHRET S, FEFMER X PD-L1 BiE" BEICBIT5
EREAFHM BT TPFSI W, ) RULATHIR (BLF fosy &wH, ) ¢
HY . BIRFHMESEHE & LT PD-L1 OEZRZBHRVLBEITBIT D PFS LT 08 B
MEhiz, '

PR ORE QUI8FECHA20BFT —F v bF7) | AH/F X F =71 PD-
L1 HEBEEM R U PD-L1 OEREMbRVEEEFICRBIT 5 PFS ORI O>NTH
A=F TR U TR FENICEERER PR LT,

*1: AFi 10 mg/ke % 2 BRI CARIHE L, 733 F =711 18 5 mg 2BMARE LT, 18

2[ERE LS Lz, . :
A=F=TH, 6HBEZ 1A ALLT, S0mg% 1 A 1184 EHE0EE L, 280 HREYT
LAk - ARE ERT,
tHARBRIChRREEEE oY 2 - A T7Y ) AT 4 v 7 Rtk [=y &4 OptiView PD-L1

(SP263) I RV RFHE LRI X W IEE S, EEERIC ST B PD-L1 & 3E Lisfa
RN &5 3D DS 1%L = DIE-ET PD-L1 B & JiF S -,

*2

*3

#F1 AZEREE (B9991003 2Bk

PD-L1[5H: B 4EM R EN
AH/THRF| BE/TERF|
il Ml B A
: (270451) . (442451)
|PFS™ | digefm (B) 13.8 72" T 13.8 8.4
[95%CI] [11.1,NE] [5.7,9.7] [11.1, NE] [6.9,11.1]
N — R 0.61 0.69
[95%CI] [0.47, 0.79] [0.56, 0.84]
FrllpfE"™ <0.0001 0.0001
0s oL (H) NE NE NE NE
[95%CI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
PAY Al - A 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
FplE™ 0.1911 0.0679

CI: {E8XMH. NE: #EFRH, *1: MrFHREHEICE-S<, *2 : ECOG performance
cstatus (0, 1) BRUHUR CRE, Z5-F - BI—n v, 200 ck 385
Cox bl N — FEF AR TR log-rank B JE



0-
-
PP -
£ FH/T L F =R
:[‘E 5
2=,
3
AR=F = 7EE
a1+
0.0 T T Y T T 7 T 1 T T 3 T T
0 2 4 6 8 10 12 14 16 18 20 22 %
SE(EAEIG TG OME (R)
At risk 3
EA/TXLF=T a3 am 25 134 1200 T6 0 53 320313 3 1 o
A=2F27 p a0 1 we  ss 4 3 16 13 5 0
e
0-
w
IS
oL
£ R/ T HXF=TE
;@ 5+ .
=
34
2—
01- A =F o T
0.0 i T T T T T T 1] T T T ] T
0 2 4 I3 8 10 12 12 16 18 20 »n 24
SEERBT G OME (B)
At risk 3
KE/FELFoF 2 W 3 B W 1@ % 37 42 24 8 1 o
AR=F=F 44 e 3 192 42 %0 64 29 20 B 2 o

X1 PFS OHREMEITED Kaplan-Mejer Bt (89991003 3R -
(kR : PD-L1 BHEBEERE. TR : £8FELF)



(PD-L1 FEZR T DA Lh )

EERILRIFMFARER (B9991003 HE) IKHAANDNAEBREFOT —FIZEIE,
PD-L1 ERBHIZEBROIBITEIT o L AYER R LMDOHRIZLTO LBV Th

27,

FAIECOWT, WTho PD-L1 #RROD y MA7HTHD v hA7EEERTER
WOEME BICA=F =T HELB L AR/ T X F = 7HICRIT 3 PFS DIEEHENR

D LRIEH, PD-LI REREFEWVIZEERDRE K EWEABRD bhi,

2B, PD-LI OREALILH T, AROREET a7 7 A MR TH -T2,

2 B9991003 RERITBIT 5 PD-L1 REHE| D PFS

PF$
PD-L1 35 ke Bl Ml [95%CI] M R .
' (5 A) [95%CT] SEAARA™ 0 piE
AR/ THRF=T 132 16.1 [9.7, NE]
<1% . 0.89 [0.609, 1.308]
A=F=S 120 11.1 [6.9,17.3] 0.2406
>1% KR/ T FF=T 270 13.8 [11.1, NE] 061 [0.475. 0.790]
A=F=F 290 7.2 [5.7,9.7] a
<50 ER/TEF=T 293 16.1 [11.1, NE] 073 [0.566. 0.943]
A=F=F 271 9.8 [7.1,126] T 0.6238
> sos xEF/ T HFF=F 109 12.5 [8.4, NE] 0.63 [0432, 0.913] )
A=Fo 139 5.7 [4.4,9.4] o
FR/FHF=TF 363 14,7 {11.1, NE]
<10% AP 359 6.1 [7.1, 125] 0.73 [0.581, 0.909]
> 10% TR/ THRLF=T 13.8 [5.6,NE] 048 [0.260, 0.886] 0.1565
A=F=T 51 42 [2.8,6.9] N

CI - fBIXR. NE : 2R T, *1 : ECOG performance stams (0. 1) RUTER R, 777 - o —5y
2R, ZOMOHE) &BUEF & L BRICRHANF— KEF L, 2 : D5, OPDLIEERRE K
@B 54 L PDLIBIRE & O3 EM 244 R & L Coxlb flA— FEF L

By
#ri
" {\1
ari
»” "
oo
P
",
wi

B R

L2

0 2
Atrisk$l

4

e
o i
. g
AR T % F= TR 5 o lﬁﬁv?#-‘/?:jﬁ’ﬁ
mo
Ay ‘Ij‘_:. it"f { .
E o I
e L—]
A =F =T . RN .4 AR=F o7 '
®E
6 8 10 12 14 16 18 20 22 24 0 2 4 6 B 10 12 14 16 18 20 22 24
IAEAEET AL OMM () At risk# fEfE AT & oM (A7)
I 0 RA/THLF=T 132 105 90 72 54 40 31 18 14 6 2 0
50

TR/ T7HFZ7 270 227 205154 120 76 53 32 23 13 3

A=F=7 290 210 174 119 85 49 35 16 13

A=F=F 120 97 78 61 50 35 25 10 5 2 1 0

X2 B9991003 %ﬁ%lzﬂ%h‘ % PD-L1 ZEH ST D PFS ¢ Kaplan-Meier Hi#
(£ : PD-L1 H#HE21%DBEEM, HH : PD-L1 BER<1%DBELER)



[Zz 4]
ERREFF IR (89991003 RER)
BEERIT, AR/ TXHF TR 432/434 ] (99.5%), A=F=THE 436/439 H1
(993%) LD LI, HREL OREBEHREFETERVEEESR EER) 1. %
NI 414/434 5] (954%) 1K 423/439 6] (96.4%) IR bhiz, Wihd D& 5
TREALENR 10% LOBERIITROLEBY Thot,

#3 WThhOFECRHREAER 10%LL EORIER
(B9991003 B (XSRS ER)

Fldg (%)
REMNKRSE S LAF — —
(MedDRA v21.0/] v21.0) FH/T R F =T A=F =R
434 1) 439 i
4 Grade Grade34 Grade5 4 Grade Grade3-4 Grade5
2REH 414(95.4) 241(55.5) 5(1.2) 423(964) 242(55.1) 1(0.2)
W
T 235(54.1) 22(5.1) 0 196 (44.6) 11 (2.5) 0
B 107247 3(0.7) 0 148 (33.7)  5(L.1) 0
el 96(22.1) 8(1.8) 0 100 (22.8)  4(0.9) 0
B 207 1(02) 0 68(155) 7(1.6) 0
IR R 4 ) B 0 Mideyn o 0
i SHRESIURSEEORE
sy T 156 (35.9) 13 (3.0) 0 159(36.2) 16 (3.6) 0
e 62(143)  1(02) 0 16 (3.6) 0 0
4290 41094) 5012 0 54(123) 8(1.8)° 0
Higs o g2 o s8@34  sazy 0 60037 409 0
P, MemBLOWERE 0 B
T 116 (26.7)  2(0.5) 0 1227 0
HELIRSE L BE22) sae 0 M6y 100
BMBXCRTRREE
Fit - BISEFRMERSERFE 144(332) 25(5.8) 0 148(33.7) 19(4.3) 0
R 54(124)  2(0.5) 0 42(9.6) 2(0.5) 0
T 5 IR 55029 0 0 193y 0 0
R o o
T 49113) 7(1.6) 0 17(3.9) 1(0.2) 0
ALT #9751 57(13.1) 21 (4.8) 0 4398 91 0
AST B 490113) 12028 0 48(109) 6(14) 0
LA 7(1.6) 0 0 61(13.9) 22(5.0) 0
o1 HEkgs ey 0 0 #@00 2567 0
ames SR
BIE 208 (47.9) 106 (24.4) 0 142(323) 67(153) 0
REEsLUSEERE o L
FHR 86(198) 7016) 0 150262 4@9) 0
EREE
OREL AW _ 56 (12.9) 6 0 .w@@En 0 0
WEERBRUESESRE
BA 52(12.0) 1(0.2) 0 24 (5.5) 0 0



= E Rk SHE/ EAE #i (%)

{(MedDRA v21.0/7 v21.0) XMﬁﬂwﬁﬁjﬁ z:?:?ﬁ
434 44 439 {3l
4> Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade$5

RN IS T i 105 (24.2)  1(0.2) 0 500134 1(0.2) 0
. R EEAGHE | e e
g P TT M 1 T i Rt s g
BEBICI SRR L

1, 921 1{0.2) 0 73(16.6) 22(5.0) 0

M AR RS 12 (2.8) 1(0.2) 0 78(17.8) 24(5.5) 0

B T ER R 6(1.4) 1(0.2) 0 79(18.0) 34(7.7 0

BRI, AR/ T XUF T HICBWTHEMEESR 6 1 (14%). Bk 241 (0.5%),
FFHERERESE 88 B (20.3%). REBZ - EEDOTH 3161 (7.1%), FiRIRMEAERE 12241

(28.1%) . EBTRAERIE 9 6 (2.1%), TERHERERST 2 6] (0.5%). 1 RFERE 2 41

(0.5%) . D251 (0.5%) FREEE (¥ - NL—EREEZET) 1861 (4.1%),
EREE S B (1.2%) ., EEMENE 1 H (0.2%) KU infusion reaction 112 ] (25.8%)
BFRH LTz, i, fHR - HERIARER UK - ERERD oo, &
BFRARERRIIEEFS: (BEREMAE28) 280HEMERETRT,



4. F@fﬂ}:olﬂf

B E LTHEARERE (&F5HE) SfEohTnwaZ b, YE%AEE
:E@Jh%ﬁ'ﬂ’C%Z)ﬁtnﬁ’Cﬁ)éME#%%’)g FOLET, AROREVPEEREBELD
Wr - fE L. AROHREIC LY BEEREWERAZ R L RICHIST5 2 L RRERTT
B, UTOO~@DTRATEMAETHERICBNTERT & TH D,

@ HERiIcoOWT

@-1FTED (1) ~ ) DT FYTIHERTHL L,

() EEFBREPRBET DB ADHEELEN RS EREFR S A ZREEEI AR
Bz, il A S FodHe il S, BN AREREER ) (STTE 7 H 1 B
FL: 436 HEER)

(2) FERREEiT CERL314F4 4 1 BRAR : 86 HidR) ,

(3) #HERRAMENRIRET 2B ABEEERE (BARREEBIEERE. 1A BRE
BB AR, BARFRHEEHERERE R L)

(4) SEILFEREELHRE L. AORLFEEENE 1 AR bR ki 2 oHisk
KARD R ZETo T 55 (ER 29470 1 AR : 2531 Mgk

(5) MEMEENAFEFHMNEOHRELECRIBHZITo O 2R (R 29 F 7
H 1 AR : 1287 HERR)

@ -2 %‘ﬁmﬂ@ﬁOD{EiﬁE&tFEIH’Eﬁ%ﬁH#@ﬁF I+ 7 mi s REE RO EM (F
ROWThICELE T HERM) 23, MwﬁﬂwﬁﬁkﬁTé%%wﬁ&%&brm
BEntwnazl,

%

. E%ﬁ%ﬁ%&éﬁ@@%ﬁ@&%Tbﬁ%msﬁuioﬁm%ﬁbﬁﬁﬂﬁ&
ToTWaZ E, 5b, 2 FL kX, BAESELEY L LEBEEESOHE
FT-oTnA I L,

«  EMfRFREE 2EOPHITHEZET Li-#Bic 4 EL LOWRBREIZOBKRIHE ST
STEY, 35, 2 EL T, BHREORALEMEEREESHRABRDERIME R
TFoTWaI L,

@ EHNOEXEBFREEDOEHICTO>NT

EEMLERERICHETIECENEE SN, REGEMNOFRED, FEE -
FEMERENFROTREOEMSICHT 2 FHEYE. AFEEBRELLZGEO
SRR, EREOHIZITON B EHNIESTND T L,



@ BEMEROFIONT
@-1 BRI B ORISEIC BT 2 B

R MR RS O RS RBER S LB, 24 BEZREHO T, Mty
I EEERIC VT, ERUFBERCE U T ARSEL U CT S0 RIER DENIZ &
BHREEOEENY FRIBELN, EbIHETRER RS- TWE D b,

@ ERHEEIC L 3SR E T2 EAE

BABRCED SEMNRARE RS G 3 2EREEAVEERT=F Y 7
EEDLERORAI ) —= 0 FEITOFIRE L ERE IR TE 25— LAEREHINE
HEhTwaZ L, 2B, BEESIcOVWT, PABELZORE+HICARENR
TWBZ Lk,

@-3 BHER OZE-CHRIBEI LT

BIER (EEMEmERICImL, FHEEREE, Xk - EEOTH. ASBEE (§
RIRERAEIEE, BIRHEREE. TEABEES). 1 BERE. Ok, i - 80
ARE, MRMEE (¥5 2 - NAU—EERE2ST), BEE, infusion reaction, B,
Mt - B, EEMENES) WO LT, MR SULEBREREEOFEMEEH
TAEMEEE L FIEROBE-CHIRIE L CHEEROXEZZIT OAEHICH
BT, BHICHEORAER TE 3HHAE-TVWBI L,
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5. ERSBLLRDEE

[ #hitkic B9 2 5H]

O ALFREED ZVIRBDBRTESEBECTHRELE TSN TARR L T X
F=7 L OUFRESORMER RS TV,

@ FRICHYTHREHT EFAOR SR CEAFIEIC VT, FROGHIENI R
MERTELT, FROREHGELRLR,
< iRERBLERER
o FARIOHAERS
o QTHEEHOFEPEITR IR TORWILOREMERER & OFARS

[ZZetEicBd 5 FE]

@ TRIEEYTIBFILOVWTRFHOEBREREZR LI TWBI b, 5%
Thlenz &,
o FBEIDORESTH LIBBUEDORRERD H 5 8%

@ BEFOTHEICE VT TFRICENYTIEFICOVWTIE, AHloRSaHE S hx
VWS, D EEEEIREARONEAIRY . HEAREZERTAI L 2EETE
B,

o BEMEMEREOGHIIEBHEOR D BE
o EEEBRECHERE LR D D BE RUTREINEOHHE BB SR &
SO RENEEAHON D BE
+ HEHRERBOA( XITEBMANLRE L IIEREED A CRERBORAEE
OBBEE ' ' '
e ECOG Performance Status 3-4 " &

1 ECOG @ Performance Status  {PS)

Score iEFR

0 | 2<KMERLEHTE S, BFEMLFE LD HEAEFENHREZ T 2.

PRI LUETNEIIR S 528, HITAE T, B{EECHE > TOMSERIT ) Z LB TE S,

Vol mgem, wsveg

HTECTHOOEOR Y O = LIS < THEESMEERTERY. BP0 50%A EE<y FATRI .

BRONEASOHORID O L LATERY, ATO 0% EEZy FOFFTRATT,

Bl

LTy, BSgool) ol e TERY, FelkSy FARFTRIT.
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6. BEKELTEE Tﬁ%?ﬁ .
BAICES IO A, MEREEESEETIERSICESE AR OBER UHEIE
HROEDISERFTRE TOICEMR L THLERTL L,

BHBIAIC RN D, MEXBZORKICHEHERCERIEEZ+4FHA L. BEE
BThbEETBIL, ‘
EREMER DRI A2 MZONT

® ® ©:

MEEMRRERD b2 Z L RBHDDT, ARDEEIHIZ-> T, H1H
fERR (BE0h, PRREEE, BWE) OFGERUINE X BREOFEHSE, B
EHSIITH L, e, LEIISUTHE CT, hF~v——S0REL2E
WiaZ &,

AR, FSERE, FEPHbbh2Z 8350 T, EFMICIFEER
# (AST. ALT, y-GTP, B ULEVZEORIE) 1TV, BFOREEZ+HIT
BETHE, ' '
RIS RIEHEEERCTERAEEEER b2 LD D
DT, EHRICHSWHERERE (TSH, &5 T3, R T4, ACTH, M=/
FU-NMEORE) BT L, |

SHEBEE., REATHEEBREOBTEENRS LWL EBHLHDT, E
iR B aE ﬁﬁ%ﬁw\%%®&%%+ﬁkﬁ$¢5 &

| BUBEERYS (B | BUERIA B S T0) b bbh, EREES FT Y R—v R
WKWERZZERHDHOT, BB, Bl REFOERORESLMEED EFIZ
THEET B E, | BERAEXEDR SRS ZPIEL, AR
HWANOBRELEDOBEIRINEEITI Z &,

TFH7 4 7%k, BE, BIE, MRS ST infusion reaction 3%
BLNAZERHBOT, FEOFBEIZEED infusion reaction 2% THEE
BRI in 0 TE ¥R EITo - L THRBTS 2 &, &, 2EEBUED
AFEERHZ infusion reaction B3dH BB Z b HHOT, BEORERZ T
SITEETH I L, 728, infusion reaction B3FRD HAEAITIL, WEEIR 4L
BE2ITH L e bz, ERPEET I ETREEOREZ HHICEHETBE L,
AHROBREICLY, BEOCRERGNEET D LEX o ks RERBLOR
EXAbLbbRAZEBHB, BEPRDLNEESICR. BEHLEFRILG
CHEMMRmE L BRRE2FOERM & EE L THDLENRE 21TV, BE
DRFEFISIZ L DBEHFRAP @ PN DHEITIE, FHOREETIE, RUE
BERERNERIOBRESEEZERETDHZ L, B, RBREFRLEORE
IZ &Y BEROEESRD b WIEEIZIL, ﬂ%&ETW%/uﬂmﬁE
MERoEMLERETEZ L,

BEKTE, BOEM»LEIABRALTHEE {’Eﬁﬁﬂ%ﬁ’ﬁ‘é EBHBR
D, AROBRERTRICHRERORRICHFICEETDZ <‘:
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@ ﬁﬂ@ﬁﬁﬁﬁmﬁmr‘%ﬁ%%bﬁﬁmawﬁﬂﬁméﬁ%ia~%nu%
. 12 8 L S OFEME T o CWED L RSB, AL R EDRI
HEOMEREITOZ L,
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EEREET A N4
TS (BETHEBEZ)
(BRFE4 © 3 y?ﬂfﬁ?ﬁ%& 200 mg)

~ R JUAr VR R ~

Y2941 1A (FfxfFE1 2 AKED
| - EAEGEE



B

U

AR OK, 1B
AN

HEER 12D T
BEMB LR HBE
BECBELTEET&FER

AN e

P2
P3
P4
P6
P8



1. T

EIELDE DM « ZREOTRD DT, BASTEZICESW BT ERRK
Hod, LI, MEORTFEMOERIZL Y, FFESERR EOEFNZFTHRIE
ABFEELBEKBENAIT T, ZhoDERMZEIINWERBFICRESLIZ LN
BEOME L 2o TRy, BEMEEY L WEOEATE 2016 (FRE284 67 20M
BRE) ITBWThH, EFHNEEREOFERAORBILHEEEZRA L &L LENTWS,

FREABFERS T, BRERAPELMt T 7 7 A VREEDEIER L H T
RipaZLddb, 20w, APHERUCLLEEICET BRI +LEEITLIETO
M, SREELOBEZMIZT A LB FIh3BE IR LTERT L BT,
BIVER B RE L BIC L ERMGE LD AR BB 2 TEREE T
HRTA2ZEBEETHD,

LIeBoT, AHA FIA TR, BREBERPINETEBELN TV IERES
B BRI ESE | UTOEERLOEERERLET 3B O REREM,
EXFRUCEEFRHEEZTT,

RB, BHAFIA ik, MITEEAEREERERBRRAEE, A%HEEAR
KIEREEFS, —REEEANE EARRARESRUAREAEBEAEREER2ED
- WBhob EERR L,

XL RHERESR AT AT 200 mg (—EA  TULY T (EBEFEBE
Z))

5L R BPETHSR | FRISTIRARALA A L& LR

HRERAAERCRAE  BE. RARET<SA<-7 (EeFEHBZ) LT, 1E 10
m@%(@ﬁ)%2Lﬁﬁhflﬁﬁut#HTﬁﬁ%E?5

B R FEEF AN AL FT RS




2. ARIOKME. ERERF

R F A BRI 200mg (—B4 : TR~ T (BEfEFlsz), BT [RE) &
WH) i, AnrEe—HRERELZE b programmed cell death ligand 1 (ELF
[PD-L1)] &3,) ioxtd 3k P Gl £/ 7 u—FREKTH B,

PD-L1 i%. AR THERRMBESICHERA L TEY, BE L) o835 (T
e, B ARG F 2 5% 5 —T M) FICRHRT 2 CD279 (BLF PD-1] &\
3.) BT CD80 (B7-1) (iEA L., AEISE2AKGHMETZLEEZLLNLTNS (Am
NY Acad Sci 2011; 1217: 45-59), PD-LI ik, 4 OEEMRICHEEL TS Z L (Int
Immunol 2007; 19: 813-24) ZENMEZINTE Y, PD-L1 & PD-1 # 4 L7=RREIX, [EE
WRAA LR R T fIIa)» b OWBELEHTABTO—D L LTEX LR TND,
F . AL AMEBEIZBVWT, PD-L1I ARBELTWSZ L (Cancer Immunol Res
2013; 1: 54-63 . UF Clin Cancer Res 2013; 19: 5351-60) &8 @E LTV 5,

ZF11X PD-L1 OfIaSMEBICHES L. PD-L1 & PD-1 & OfRSE&Z2EE L THRATIE
Byl T HIEOHMIESEEZERTIZLEICL Y, BHEOEMENFTIEEL
BT3B,

AR OEFBFIZE S BEOREISIC L DRWERERH bbb, EENIIET
ICEB RN D D, FFORSTROESRICE, BF0EE2 o127V, |/E
MWD BNIIBEITIE, B LRI U580 72 25l & 5R8R % o IEAT & i
LTl RERRE 21TV, BEOCRERIS LSEHEANSEDh BT, BIF
BREHRNE A AOBEEOBYRILEETT I LERH D,



3. RS
RIBEIBRARGE /R A 4 LA O AR TEM A2 1T o e 2R BRRBR O 2R,

{Fahi]
[ BEAERISE T HHERER (EMRI100070-003 35R%)

BREB AT ARIBURAER AV AVHIBERED > b, /A— bk A TiH{EHER
EEOHZBFH 88l (BAANBE 3fIZEL) ., /S— [ B TiMbFHRERORWEE
29 Bl E % e LT, A 10 mgke % 2 @FEMBRE CABIE L, ~S— b ADOFEEFM
HETHHEZET X, 31.8% (959%EREM™? : 21.9~43.1%. 2016 £ 3 H 3 AT —
ZHy bAT) Thote, 2B, FANCHRE L-BEMEESRIT 206 ThH o7, /S—F
B OEKFMER ThHEHFE" O PRATER 1T 62.5% O5%EHXR : 354~

84.8%. 2016 12 A30RT—FH v b A7) Thoiz,
*1 : RECIST A FZ A > 11 RICES < M Eic £ 5. CR XL PR,
2 ARBCRAAETEE HA L LTS RESHLTEY . FH 0.025 25 Si%rh AT
BT 548 LOFTEAYE0.0045 FE LS WG E AR 00205 2 VT, 95.9%{EEEM 2R
HsadzsEEnk,
3 HAMERRATRRIER O 3 b, FFIBEMRIAH 13 B LR SN 16 IO,

%1 AZMERE (EMRI00070-003 SU8)

A=k A s5—FB

HlE (%) B3k (%)
22288 (CR) 8 (9.1) 3 (18.8)
HarZEL (PR) 20 (22.7) 7 (43.8)
2 (8D) 9 (102) - 2 (12.5)
1#47 (PD) 32 (364) 3 (18.8)
FERAEE 19 (21.6) 1 (63)



(&%)
EEEILEE DB (EMR100070-003 #Ek)

HEFGIT Ak A 86/88 B (97.7%). /S— b B 28729 ] (96.6%) IB¥ b, &
L DEEBENEETERVWEEFEEFTSRIT N— b A 62/88 il (70.5%), -¥— kN B 23/29
Al (793%) ITEH LI, WTRLD/S— B CREEN % EORIERII TR L
BYThoi,

#F2 WThhosi— FTERRER 5% EoRIER (EMR100070-003 3B

ERIRSE & (%)
AR s— kA »— kB
(MedDRA/T ver,16.0/19.1) 33 {7 29 f

4> Grade Grade3-4 Grade5 4 Grade Grade34 Grade$
£RIfER 62 (705) 7 (8.0) 0 23 (793) 5 (172) 0

HE 21 (23.9) 0 0 8 (27.6) 0 0

o S 5E .7 (8.0) 0 0 0 0 0
WERHAREE T e e R e e

ALT 370 1 (LD 0 (6.9) 1 (3.4
BE TRBIONESHHT | R U S S TR RE
BRI 4138 1034

AR 0 0

Y 8—EHn 3 (10.3) 0

FEED 0 2 (69) 0

0

EF Y v AiE
BB KO AR

F DY 0 0 2 (6.9) 0 0
Bk E B 0 0 -1 {34 0 0

72k, 2S—F ARUVS— R BIZBWTZRZh, FMEEMES 1 F (1.1%) EU0
5, ATHRREREE 8 ] (9.1%) KU 24 (6.9%), KBk - EEDCTHI 1 #1 (1.1%) RV
0 {5, FRAKIRBEREREE 5 ] (5.7%) KU 0l 1 BUBERA 161 (1.1%) RT0fl. &
45 « HILRRRE 3651 (3.4%) RO H] (3.4%), #REE (¥7 v - NV—EEEE
Eie) 1141 (12.5%) RU24 (6.9%). BREE2H 23%) EU1# (3.4%), LT
infusion reaction 19 ffl (21.6%) R854 (17.2%) BB bhiz. i, RIBBERES,
DR R UMM - BIEAIIED bR D o7, ABIERARBRRMIBEEESR (BER
FEREEZED) 280EHFBRETFT,



4, ﬁ%[’\-")‘l\f

FBEML UTHERASBTT (&) AREohTHaZehb, YEHRER
E@JL%EET% AMRTHASBERD D, TOLT, FHOBSGIED2BELD
W« e L, ARORSFICL Y EERBIERZ RBI LCBRICHET S Z L BSERE
. BTFOO~ODT~THMI BRSBTS 5= Th B,

© HFiToONT

D-1 FRD (1) ~ (5) OWFTNHTHELTIEETHE L,

() BEBBRENEET IPABREEILARRES (FEFRSASIEELSR
BE. mﬁ#b%ﬁﬁﬁmsrh\ﬂﬁ#h*%r efe &) (FFuTE 7 H 1 BEF
A 436 %)

Q) HEfiemlE (ERE314E4H 1 BN : 86 M)

(3) WMERRMNERISETI2BALIEERRE (BB ﬁ@%ﬁirh\#hﬂﬁﬁ
Bl mke, NABFCEEER L L)

(4) ARICPFEEERE L., AR RENE 1 ARG RN 2 Ol ik H4E
WARD B 2T TV AR (ERL 294 7 5 1 AR : 2531 fERR)

(5) FEMNEERAS EIEMEOHRERETE B BIHETo TV AR (TR 29 4 7
A 1 BB ;1287 HERR) ’

@ -2 HEEEEEOEFERURIERRERR ORI+ a8% L BB -OEM
(FROWTINIZEYTHERM) 2, YZ2EBOFANCETIHREROELEELL
TEREESILTWAI E,

#

. [:Eﬂifﬁﬁﬁﬂi*fgffi‘ 2 ﬂif’)@ﬁﬂlﬁfﬁg%{f;T L7E%IZ 5§ FL L0 ATREOBERIHEE
ToTndZE, 95, 2 EEIAJ:L;P BAIEDEEEE L LEBRBEEZOHE
FToTNBI &,

+  ERRFFIREE 2 FOUMHIFHEZET LAERIC 5 FU LD REFENRER2ROE
EERZAELTWSH I L,

@ BEHNOEELMERTEOERIZONT

EXLFRETRICHETITEENEB L, HESENLOERE D, FHH: -
EEMEEEENFEROTER VEMS T 2 FRitlt. AEFSRRELEHED
BEEG, ERELPIITORAEHPE->TWEZ L,




® BHEAOHRIRITOWT
@-1 BIfE AR FFO X & IC B4 2 B

M EASOEELBEHNRRAE LB, 24 BEZREROT, YUl
IREEER I BN T, BRLULBERIIECTARERE T CTEOREROERN.S
BELRBEORKRESY APIZE LN, ELICHEFRERERBESTWEZE,

@2 BERALEEIC L 3 E EESIGIC T 58

DBABEICE D 2B R AR CHREL AT 2 EREFENEERE=F Y 7
R FORERORY ) == TETHWERE L EREHERF TE 57— LAEREHIE
fHEnTBZ &, B, BEHEHIICoWT, PARE L ETOREIHICEMSH
TWnHZ &,

@-3 BIfER oRErexHtIcE LT

BIfER (MEMMRBIZMZ., FF#iERE, Xk - EEOTH. AoWES (F
IR RERS S, RITHGREEE, TERAEREREE). 1 BERR. LBk, Bt - B
BIARRE, MREE (X5« A L—EENEST) ., BHEE, infusion reaction, [,
fage - BEfZE, BEMEAES) Ko LT, BRI EBERBEOFMELT
TAHEMEEE L EEAORE-CHISICE L THERVXERZZT ORI EHTD
A E), EBICEYRAES TCE I ERFIBESTNDE T L,



5. HERBLRDBEE

(A RE 45 BE]

D ACEFEEO RV R MEEEERD b 5 RETIRFEE 2 A A7 VTSR E IR
WTARIDEPHERR STV B,

@ TERHUTBEFICHT BAMOREERTERFEC VT, RFOAZE
BRI SRTBL T, FMOBEHER LR B2V, |
- {OBUBEMEIEEA L G LTI S B

[Z£ttiziE+ 2 %E]

O TRKEYUTIEZCOVTHAFORERERL SN TVAZ ENnD, &5%
Thini &,
©  FHORITH VIBBUEDBEEREO D 5 B

@ HBERAMOFMIBNTCTRICEYTIBEFCOVWTHE., AROKRSEHE I

VR, fEOTERIRIRIER W EEICRY | HERFREZEHTI I LEZETE

Do

 HEMMEBROSHIRFEOHZEE

o [AEREHERTE TRE 25 H 5 BE R UTEBIM: O BRI e gt
SO RIEREE DN D BE

» HOSREERROSOE XILEBMERMLE L IXFERED A CaEREBOBERE
D BHHE

*  ECOG Performance Status 3-4 &V B

#1 ECOG O Performance Status (PS)

Score T

0

MR RETE D, BRI LR L EEERPERR T4 5.

—

PIAROIZE LV HIR & B 43, HITWET, B o ToMfRITI e R TE 5.
B B, FESIEE ' i

RohFBH0Hd0oEb O b LATERY, BP0 S50% L2~y K TR,

ESIRVERE S ]

£V, BLOEOEY O L TERY, BRIy FFFCRIT,

FITAMETCHSOEFOEY O L I3 STHESMEERTERY. BP0 0% LE<y FATRTT,




6.
0
@
&)

BEIELTEE &g

AT CEBEITIN . BUEIRIE R SR 3 RIS & AE DR O E
BRI NER R TR L ThLERT 52 &,

IRBIAI Y D, BEXTTOFRCAPEREREEZ HABAL, AEE
BThBEETEL,

ERBIEADR DAL MZ2NT

FEHEMERR LN AZ BHIDT, FROTEEICH-->Tid, #IH
e (BE0dL, FRUREHEE, Y ORREUIET X BREOERY%, B8
FHoiTo b, i, BREZEUTEE CT, MiF~— 1 —Z0oREs%E
Wy aZ e,

FR2, FHEEEE, FR1XH b3 BH 50T, EHMICFHEEH
£ (AST, ALT, y-GTP, U AEVEDORIE) 2170, BEOKEZ oI
BETHT L,

R AREEREE, RIBREREENU TEREKEREERDODhSZ LD S
DT, EHIICNSERERA (TSH. B8 T3, 1 T4, ACTH, =
F—NVEORE) T L, .
BHEEEE, REEHELEEREDTRERHLDNDIZERHDIDT, &
HIC B REREZTV., BROREZSICBETH L,

1 BUBERRR (BHE 1 BPEIRN 2 8te) b obh, BRWES M T F—-v 2
WEHZLERHHOT, A, Bl BHECEROFEHRELOEEED EFIC
+oEETAZ L, 1 BEREREDRZGAIIIESEZRILL, 41 ATV
HAN OB EEO@ANLLBELITI Z &,

FTH 747X —Kit, HE#, EE, FERAHSL ST Infusion reaction 238
BhNBEZEBHIDT, AFOREITERED Infusion reaction 4% THEE
BRZ At TE AUE 2T /- L TRtAT A Z &, F, 2FEBLUED
AA|BSFFIZ Infusion reaction BH LN BZ ELHDOT, BEOREEZ+
SICBET BT L, 728, Infusion reaction BEE®H b4, B0
BEITH &b, ERBEE T2 ETCREOREZTACEETSZ &,
AHIOTEIZL D, BEOHERGCERTE LEEBL DN L REBOR
EXRBHLDLNDZENHD, BEFBOONEESINIE, BRLUAEERIZG
U7 5 & BB & RO EAT & B U CETIRER 2 21T, B
DRERIGIC L 2BERP LN S HEICHE., FHOEREX TP, ZURE]
BRERNLEEORSERZERETHIE, BB, AIBKEFRLVEORE
W EVEERORENRD bR WREEIZIE, BIRRERVE VUM DORE
PHFOBMBEETHZ &,

BEMRTE, ER»LEDARBLTCHLEERNERT LA H BT
B, AHRORERTHIZHEHEHORRICHSICERET A L,



AROERRBRIC BT, B | £ 6 BMS L. ZhosE. 128
= e R DT AT TV = & R BRI ARSI RO
BEEH T L. |
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