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FadE) O—FBIEW 2N T

BEMBEE L REOERF2 2016 (ERL 2846 A 2 BHHBRTE) B
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S, TAN<T (BEFHAKRZ) BEH (RES AV F I JEHE
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Tk, BHA FTL VIOV TEEENS L5 BENOEFEERUVER
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1. UDIT

EER O - BEEORED DT, BAXEEICE SV B ERBERAR
HHNB, b, TEORSEFOESC LY, MIEERR R Y OEHNZFHME
AFERLNPEBEINIZITT, ThbOEEHEFBRILERBFCRETL MR
BERDOBEA L 2o TEY . BRFEMEGEE & EDEARFSE 2016 (Frk 28465 2 A
H/RIE) KBV TH, EFNEENEOFRAORBLEEEXRSIZ L ash TS,
- HHERBFEERMLZ, RBEERREEET e 7 7 ANVBEBETFOEEREWA LN
BRA7ERHE, 20D, AR UCESECET A ERE+OERTHIETO
fl, YHMERLOBEBZHM RT3 LBHFEINDIBEFITHLTERT LS & &b,
BERMFHA LI HERMEE & 5 2 R RR—EOEG W T EFREE T
FERTAZLNEETHD, -
LiERoT, AHA F74 0Tk, BRERPCINETIRELNN TV HIEEXESE
B« R R E-SE, UTOERRORERERAZHET 2880 b LERTEHF.
ExFROCEEFRERT,

BB, BAFA FTA i BTRIEAEESERBGRRGEE. AREHEAR
AEEEEESS . —REEEA R ABEEABRES R R—RHHIEA B RRRBESO
WAhHDb EERR LI, |

KB L RBBEHS AR F A ERERE 200 mg (—R4 : T~ T (BiaFHLER
z))

AL RAFETIDE  RIGEIRT REIEES - O BH s

HELRAPERCHE . 7X O F oL RAIRBWT, B%., BRARRT V<7
(EEFHEEZ) L LT, 10 10 mgkg ((FE) % 2 BRERBT

1 BFRLL EA T T RiddiE+ 5.
BERGEEH ANy A F 77 <At
(%) .
AT FEE 1mg, REESmg (—R4E : 7HIF=7) ORBEXIIHE. HERUH
=

ZNRBILIEEIR R IR RE U O B i fE

RBEROHE B, BARRT XV F=7L LTI S mg% 1 B 2BRORET 3,
e, BEORBCIVEFEHET 525 16 10mg 1 A 2EE THE
TE D,




2. AHOKM. EAEF

SRR F A EERIE200mg (—iE4 T (BIGETFHBE), BT TERA &
W) K AT AL G T R AHRBR Lt b programmed cell death ligand
1 (BLF TPDL1] &0 5,) T35k hRIgGlE/ 7 n—FAHKTH B,

PD-L1 %, AHFEAEBWTHFERTHARSICER L Y, BEELLY 73k (T
i, B MBREOTF2F0%5—T fIlE) SICRBBT5 cD279 (LT PD-1) &
7.} BT CD80 (B7-1) LA L. ARRKEXRITHETILEELLNTNS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 i, fi4 OFEBMHRICLFER LT3 2L (Int
Immunol 2007; 19: 813-24) ERMEZINTEH Y, PD-L1 & PD-1 Z4r LRI, JEE
FREAFFESERNSZ T M2 L ORBEEZEMT IBFO—2L LTELLN TV,
Fir, BHIEBIZBANT, PD-LIAFER L TWB I EERHE XN TS (Cancer Res
2006; 66(7): 3381-5)

A PD-L1 OHIMASMEIIZ S L, PD-L1 & PD-1 & OFE#HE L THATRE
BE07 T ARROHIREEESEZBAT A Z L EI Ly, BEOEMZMETELEX
LT3,

AEOERBFFCES GRECRERGICE DBIERSE S bbb, EEXIIFEL
KELZFREYRDH D, AHORGFPRUVEREGEICIE, BEOBEL LTV, B
BRHLNBEITIT, FBRUICERITIE C-FMRRER & BB e FoERM L EE
L CHEG)RERZE 21T, BEOCHRERIGIC X 5RIEAAEDN S HEIIZ. A%
BEANE ROREEOBERAB LT 5 VERDH S,



3. BRPREuE
R IEEIRSE AR M SRt 00 B AR O AR GRRFIC SN 2 1T » 7o E R RIKRBR O RKIE =
T,

[FAzhi:]

E it R MARRAER (B9991003 #AER)
(Vg O 2, RGBTSR RE X IS o MR A B s R 886 41 (B
ANBE 7 HIEED) 2xZE LT, ARFETHIF=7 L offARS CIT X
I THRYF=T] kn),) TeA=F=F Y IBE UUT [A=F=7) &»
5.) ?OEDERCESERSRE S, TEFMEH X PD-L1 B BEICBITS
mpaE AR (LLT TPES) &5, ) RUAFHR (BLF fos] &vwid, ) T
HY . BIKREEEEE & LT PD-L1 ORBEZBHARVRBE BT S PFS XU 0S 23
aFahie, ’
FREMTOME (2018F 6 A20R7T—F Ay bA7) | AH/T X F=7HiLPD-
L1 it BE R R U PD-L1 OFRE M DRVWEBEITET 5 PFS OWTRIE20ThH
R=F = TR L TRHFENICAE R RIER R LT,
*] : AT 10 mpkg % 2 BRI TARBRELE. 730 F=7ik IR Ss mg 2RABARLLT, 1A
2EEOEES L,

¥ RA=F=F, §EMEIVAIALLT, 50mgZ | B 1 A4ABEOES Lo, 2 BRFET
B - AR 30T,

*3  MAANBICREREREE TR Y= « FAT T AT 4 7 AtD [ F 3 Optiview PD-LI

(SP263) | FHW-EEHESLERAEC L 0FEMS N, BEEASICET 5 PD-LL 28R Lihi
IR G AEE DS 1%L - 0BEIC PD-L] B &R & vk,

# 1 AEERRE (89991003 3B
PD-LI1BtEEEEM 2REEM
FRTESTF| gy [FTRYT| o
=7 (2901) =78 (aaatsl)
(270%9) (44241}
PFS™ | diskfi (H) 13.8 7.2 13.8 8.4
[95%CI] [11.1,NE] [5.7,9.71 [11.1,NE] [6.9,11.1]
HF— R 0.61 0.69
[95%CI] [0.47,0.79] [0.56, 0.84]
FrllpiE™ <0.0001 0.0001
0s hfE (A) NE NE NE NE
[95%CI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
sN— R 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
F RlpfE? 0.1911 0.0679

Cl: {fE¥EKF. NE: HEART, *1 : ML RHEIICE S, *2 1 ECOG performance
status (0, 1) RO CRE., #F 5 -BI—a v/ ZTOMOHIR) 12X 55
Cox BN — FE=F VR OEHI log-rank i 7E




-
e
i 8
j;g T
oo *H/ TR F = TR
7
B,
.
27 A=F TR
0.1
0'0— T 4 1 T T T T T T T ] T [
0 3 4 & 8 6 12 14 16 18 220 22 24
BIEAEIFITA S OHM (7))
At risk ¥
FH/THRYF=T o 2m7 25 154 120 76 5 32 ;313 3 3 0
A=FET e me o w9 B 0 0B 16 13 5 o
o
-
m
i% 7
B
£ AR/ T ¥ F=TRE
i
3!-
2]
8.1 - ;(:9:':7~‘E¥
A T ¥ ¥ T ¥ T L] ¥ T ¥ Y ] T
o 2 4 6 P w0 2 14 1 18 0 2 24
EFEABHTIT A B 0B (A)
At risk 3
AR/ THELFoT M2 %t 3 6 15 1 ™ %1 1= oM 8 1 o
A=F=T o 3290 2 192 M4 % & k" 20 8 3 0

X1 PFS ®FRIAZHTRD Kaplan-Meier Bi#f (B9991003 21§k
(ERX : PD-L1BEAEER. TH : 2BEFEH)



(PD-L1 HEBLIIR B DFZIHE) :
L R IR RER (B9991003 BRER) ICHAANbhEBREOFT —FiIcESx,
PD-L1 ERFJNBEROICETEIT o BIERCEEMOBERIILTO LB Th

<7,

AIEIZSWT, WTFho PD-L1 BERFOH v FA7ETHA y bF7HEUERTR
WOEM L BICA=F =T E B LI FR/ 7 % 2 F =T BB 5 PFS DIERZNENR
B b, PD-LI BEBREWE FEEHENRKE WMERSED b,

7233, PD-L1 PREABIZL 6T, AAOZEM 07 7 A VTR TH o,

2 B9991003 RBXIZIB1T 5 PD-L1 HBKFI D PFS

PFS
PD-L1 RH BER #i% PRE [95%CI) I Al A _ “
(#8) [95%CI] REARMAO pil
FH/ T HRF=F 132 16.1 [9.7, NE]
<1% 0.89 [0.609, 1.308]
ARomFof 120 11.1 [6.9, 17.3] 0.2406
> 19% FF/THF=F 270 13.8 [11.1,NE] 0.61 [0475.0.750] ’
=0 C R=Foo 290 72 [5.7,9.7] ’ e
AR/ TXF=F 293 16.1 [11.1, NE]
<5% 0.73 [0.566, 0.
% A=F=TF 271 9.8 [7.1, 12.6] [0.566, 0.943] 0.6238
> 504 FE/ T FF=7 109 12.5 [84, NE] 063 [0432. 0.913] ’
=0 A=F=F 139 57 [4.4,94] : e
FTELF=T7 363 14.7 [1L
<10% AR/ TEVT ‘ 7 [1L1, NE] 0.73 [0.581, 0.909]
Ro=F=7 359 9.1 [7.1,12.5] 0.1569
R/ 7T EF=T 39 13.8 [5.6, NE] )
=109 ’ . . .
0% I s 42 [2.8,65] 0.48 [0.260, 0.886]

Cl: {EHEERM., NE: $#ZEFF. *1: ECOG performance status (0, 1} ROMHE CkE, #+# - @Ha—o v
A, EOMORE) EHIRAT & LI BRICoxkFINY— FEFL, 2 ORFEH,. OPD-LIZHKRRT
@ 58 L PD-LIRERI L ORAERAZHER L LicCoxlelny— FEFN

18 1o
i . o
ax g W .
i-.’}j AT % F =B & oo j—“\—,_L R/ T FF =T B
,E,_;, e % [T ’”"\W‘M:&
& £ ‘;_‘—‘_‘1_.1_‘
£ — £l |
* »”» A=F=THE LTE A=F =78
(3 a1
0 2 4 6 8 10 12 14 16 18 20 22 24 0 2 4 6 8 10 12 14 16 18 20 22 24
Atrisk#t - EERBTT L08R () AtriskE EELFHTHLOHMA (A)
FRTERLF=F 270 227 205154 120 76 53 32 23 13 3 1 0 EHEV/FHLF=7 132 105 90 72 54 40 31 18 14 6 2 0
A== 290 210174119 85 49 35 16 13 5 O A=zF=7 120 97 78 61 50 35 25 10 5 2 1 O

2 B9991003 R BT 5 PD-L1 FEEREID PFS O Kaplan-Meier Hif
(£ : PD-L1 RHEZ1%DOBEEH, AR : PD-L1 BHER1%OBEHLF)



N Za]
EIFRIERB AR (B9991003 HER)
BEHERIL, X/ T XF =T 432/434 F (99.5%) . A =F =7 FE 436/439 B
(99.3%) IZRD LI, BRELDREEFREZEETERVWEETES EUWER) 1. %
LB 414/434 ] (95.4%) RTF423/439 6] (96.4%) 2B b, WIhhORGHF
THRBEEN 10%L LOBERIITRDO LBV ThoT,

#3 WTh O CRIBRR 10%L _ LORBIER
(B9991003 3ER) (LM SR ER)

g (%)
= =
%Midﬁlgjjzﬁnﬁizl/o)g "B AT xS F =T A=F=TH
’ ’ 434§ ] 439 {1
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade3
2EWER 414 (95.4) 241(55.5) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
B o : AR L
Fitl 235410 22(5.D) 0 196 (44.6) 11 (2.5) 0
LW 107 (247  3(0.7) 0 148(33.7)  5(LD 0
NP 96(22.1) 8(18) 0 100¢22.8)  4(0.9) 0
nEnk 207 102 0 68(1535)  7(L6) 0
BT R 24 (5.5) 0 0 74 (16.9) 0 0
—f « HEES L OCREHLORE S T
P 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0
HFE 62(143) 1(0.2) 0 16 (3.6) 0 0
EAEE 4194y 5(1.2) 0 54(12.3) 8(L.8) 0
Py A 58(134) 5(1.2) 0 60(13.7)  4(0.9) 0
RRUESS. MEERES K UVGERRREE ' - C -
BT 116 26.7) 2 (0.5) 0 12027 0 0
PR, R 53(12.2)  6(14) 0 24(55)  1(0.2) 0
R U TS , - T
TE - PERFNETESEGE 144332 25(8) 0 148(33.7) 19(43) 0
5 54(124)  2(0.5) 0 4296 205 0
X5 53(12.2) 0 0 19 (4.3) 0 0
FRARRZE , B o
EERD 49(11.3)  7(1.6) 0 17(39) 1002 0
ALT #50 57(13.1) 21(4.8) 0 43(9.8) 9. 0
ASTIHEM 49 (113 12(2.8) 0 48(109) 6(L4) 0
/MRS 7(1.6) 0 0 61(12.9) 22(5.0) 0
AT HEREOR Y 1(0.2) 0 0 44100) 25(5.7) 0
e o . S
i 208 (47.9) 106 (24.4) 0 142 (32.3) 67(15.3) 0
Kth L UkREE . o _
BHEGR 86(19.8)  7(L6) 0 115(262) 409 0
iR EE _ N _
R 56 (12.9) 0 0 141 (32.1) 0 0
MEHREB L UEARERE '
RAE 52012.0)  1(0.2) 0 24 (3.5) 0 0



soE Rk A MRk Hild (%)

(McdDRA v21.0/] v21.0) A 7::;"_ﬂ¥ 8 ’jg;fﬁ
% Grade Grade3-4 Grade5 £ Grade Grade3-4 Grades
NS . R ,
Bk BRI T 105(242)  1(0.2) ) 59(13.4)  1(0.2) 0
BE PEBICRESHE 0 - : D _
EAHED B 52(120)  7(L6) 0 0 0 0
s KO SR . S B
gy 921  1(0.2) 0 73(16.6) 22 (5.0} 0
/R 1228 102 0 78(17.8) 24 (5.5) 0
FhRRAE 6(14)  1(02) 0 79(18.0) 34 (7.7) 0

2B, AR/T XV F=TRCBWCRIEEMES 6 61 (1.4%), BER 24 (0.5%).
FTEERErEE 88 ] (203%), KBB4k - EEOTHILH (7.1%), FIRIZHEEREE 122 #
(28.1%), BIBHERERE o #] (2.1%). TR{GHEERE 241 (0.5%). 1 ZFERRK 2 ]
(0.5%) . D24 (0.5%), HREEF (¥FF SAU—IEEREEET) 1846 (4.1%).
BEEE 561 (1.2%) . BEEFENE 14 (0.2%) KU infusion reaction 112 f (25.8%)
BRO bR, i, Bk - SRUBBEE R UK - BEKIRD ook, &
BERARRAIEEES: (RRREERFLED) 2R 0EHERETT,




4, HERIZTOWT

AFREME LTHERBERE (2FIEF) SEELATVEIEhE, YEAES
HEOWEETEXLIMRTHLILERDD, TOLT, FAlOREREN BREED
B - FEL., AFHOBREC I VEERRERZRBR L EBRICHET 5 Z & BBk
B, UTOO~@DT X CEHETHRRICBWTERTIRETH S,

© BRIZOWT

D-1 TN (1) ~ (5) OWTFTHPIEYTIHRTHHI L,

(1) BEEFBRESEET 2 BARIESELARE GREFRS ABRESBILSR
Br. HUSEAS A BEEEMARER, HIERADRURER YY) (STFEE 7 A 1 EIH%?
M2 436 HEER)

(2) FEHERPE (FR31FE 40 1 BREE ;86 HErk

(3) #EMFRMBESIRET D BABIOEE R (BARFREEREREE. BSABRGE
AR, BARRESEERER L)

@) SRR EEEFRE L, SR BBEME | iEASebFENE 2 ofizr it
WARDBRHZIT> T iR (R 29427 A 1 H#FA @ 2531 JEgR)

(5) MBMEEANSFEENEOHBREEICRIBHEIT> QWS HERR (ERK 20 4 7
B 1 BREER 1287 HiEgR)

[

@ -2 B OLERER CRWEARBRBEOM ISR R e BB E2EEM (T

ROWVWTNNIZHEY T HE) 2, YZBEROFRFICETIHEORESF L LTR

BENLTWHWAIE, '

*

«  [ERiRIFEEE 2 FONHITHEZIET LicRIC 5 ELL LR AIBROEHRIHE
ToTWaZE, 95, 2 EU EE, BAEYEREEZTE LEBRESZOME
B{ToTHAT &,

o ERfSFREE 2 EOYVITHERET LBl 48 oW RSN ZOBEIEEZT
STEY, 55, 2 L T, BHEEORAEYEES SN AREOKENE S
fToTWBHI &,

@ BROERMFSREEOEHIIC T

EEMFREECEFTIFHEEIEE S h, BEARMLOFRED, Aok -
ZEMERFHHNBROETER CEMEFCX§ H1EHEML, FEELERELLEAO
WEXEE, FHRELLITITENSFHPE>THWEZ L,



@ BUERORIRIZONT

@-1 BIfEARBRRF O SRR 5B
FEMMEREOEEREMEASRAE UKRIT, 24 RHEZRERO T, HikmRX
IR VT, BRLEEHERIZR CTAREER T CT E0ORITEH OER|IZ L

BERREOKRENY BRIE LN, EHITHIGARERGHBE-TVDHT L&,

@2 ERRAEEFIC L A FHRLICET RN

BABRCED 2 FFN2MRECREL T T 5EREFEPBERN =5V 7
EEDEERDOAS Y —=r VTV EREL BREIE TE LS — LERERISE
WEhTnB e, 2B, BEgHicontT, PARE LXOFRERCFFEAMES R
T3z,

@-3 BIfER oBBr-eahiicB LT : '

BI{ER -(REMMERIIMAZ, MRS, XBE - EEOTH., AZWES (F
WIRHRAEREE ., RITHREREE, TEAMEERE) . 1 BERK. DK, B - S
BRI, PREE (X¥F v - AL—fEEHEST). BESE. infusion reaction, FEXK,
Ride - SRR, BEEMFENES) T LT, YBERDIBEREEOEMLEZ A
TAEMEEEL EEROZE-PHEICE L CTIHERUIEZZITONEEHBICH
AT L), BHIZHETHRABRTE B HFIRES-TNAZ L,
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5. BEXGLRBRE

[FZEIC R 2% R]

O (BFEREEQCROCRIBIBRTEIIESEOBHMTERAE LRV TERE 7 v

Fo7 L OGRAREDEDIENTENTN S,

@ TRECEEN T 2RE T 2 ARORER EALFEC OV T, TR ORIELFE

MENTELT, FAHORERF LR LRV,

- SRR

»  AFOHARE

s OTHAOEDHMERRENTVRWROREMEEA & O RA#RE

[Z2ticE+ 2 FE]

D FREENYTIBRFICOWTHARORENEBRELERTWH I Ehb, k5%

Thlhwnwr &,
o AHIOESITH LVIRBEIEOREERDH 5 BE

@ BEAIOFBICBWTTRICEYETIBE TS N TI, FRAOREGIHERE L

WA, MOEFERIRBR R WERICRY, EEICAREZERTILEBETE

5.

 MEMMRAOEHFXEIRETFOH5BE

o EESRE CREREED D BE R UTEEIEO RS #R IR RoRBR HBii 4
B REMELB DB EHE ‘

« HORERBOAH. MTBMMNLE L BERMEOE CARERBOMEE
OHDBE

»  ECOG Performance Status 3-4 &V @ E#

1) ECOG % Performance Status (PS)

Score

T

0

L B2 EHTE S, HZRAMLFALAEEERHR2ATAS,

1

BAEACELVEBITHRENSE, HITTET. BEELEsTOERIIT S LR TE 5,
) - SENGREE, BOEEEE

HAITMRETROOHFORD OZ X iF TS CARESEERTEZV., BP0 50%EL Eid<y FATIRI3,

BoitAo0goROZE LPTERY, AP0 0% EEy FRBFFTBRIT,

W

£y, BROSOED DI Lided TERY, TRty R ETFCRITT,
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6. BEKELTHEE &g

AT CESICM A, BUEIRIEESR PR3 2 BRMEICE S E XH| o4 K USEIE
FROEDILELERETSIBMR L TrERTLIZ L, '
BRI S b, BB LT ORRCHIMER R +ATEB L. RS
BTreRETHZ L,

ERBHERDO <X T A Y M2 T

@
@
®

MEMEMEBRS LA ZEBHDIOT, FHOREHIZ-> Tk, ¥
SR (B8, WS, ZEE) OREERCIE X BRECEES, BE
FHHET 2l £, MBS UTHRE CT, AF~—r—SoREE2E
BysZ &,

A2, [THEREE, FEXHobhb 2 3H 50T, EHMICHTHEIER
#& (AST. ALT, y-GTP. BV AV UEOHIE) T, BEOREL I
BETHI L,

FRSERES, RIREEEEROCTEREEEERSH LA 03HD
DT, EHMNCAZIBRERE (TSH, H#EE T3. #8f T4, ACTH, M=
FI-=NEFEORE) 275 L,

ST EE, RMEMEETREOBEERHOLNAZENHDIDT, F
TR EHERRELITY., BFOREE+HICEETs L,

1 BUER (BIE 1 BIEREFEESD) Bbbbiu, BREEF FPT F— 2
KELZERHDZOT, 0B, Bl IBHRFOEROERELCMIFED LRI
THERTHZ &, 1 BERAREEDNEGERICIEREEZHIEL, AV RD
RO 5FZOEDLNBEITI Z &,

TFr 747 R—ROG, BE, B PRREES S ETe infusion reaction 3%
BEONBIERHZIOT, FRAOREIIEED infusion reaction 12z TEA
BRI+ Rasin TE 2 HEEEITo R ETHRSBTA I L, £, 2EBLUERD
AFIERFIZ infusion reaction AH i L H 50T, BEORELZ+
STBET AT L, 728, infusion reaction AR L -IBSIC L. WA HN
BEITH L EbIT, ERVBEETHE CEFORBE+SICEETH L,
FEOREIZLY, BEOKERGICEET S LB X b 5F4 REBSRE
ERHLDLIWAZ LHRHD, RENFD LRGSR, BRLULETERIIE
U7k & RBER-OER & #EE U CGET RN 21T, BE
DHRZFIZ K HEHERB RPN D BT, AROEREIIPIE, RUE
BFREFRNVEVFIOBRSEER2ZETI 2L, B, HIBKERLVECORE
WXV EEROWERBD bN2WBEITE, BIRRERNVEVUNORE
mHROEMLEERT A &,

BEKTE, L0ARPOEIVARBL THIORHERBRRATEZ L BH D
W, FROERERTRIZHEERAORRITHAICEET S Z &,

12



@ AROEERBRICBHWTC, MEABIV 25 18 VABIX 6 BT, Fhilifk
. 2 BT EIEEMEOFHEE T o Tl 532D, ARBRSPITERNI
HROFEREITOIZ L,
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REEAEETA RS54
TNV=T (BT Z) S
(RFe4 ; SR F 4 Ei5HRE 200 mg)

~ A VA VRIS ~

YR2 91 1H (AfnE1 2 AED)
N BEA B EE




B

L= T T T R

XUHIT

REIOFA. ERHT

Fa R A%

HagRiz oW T
BEBpL o BE
RECELTEETEEFE

P2
P3
P4
P6
P3
P9



1. LT

EESOHEDME - ZEMOREEO DI, FASTESICE-SWIEIER B AR
HEND, &blc, FEORERNOERICE Y., MEERER L OEFNLZERE
AgFEERLPARBENEZT T, INLOEERAZRICVERBFICRETAIZ LN
WEROEEL RoTEY, BREMEGES L RFEOREASEH 2016 (PR 28467 2 A
BRE) TEWTH, BFNEERSOHEAOREEELZRLZ L Lah TS,

FREMSFEERY, EREACEEN T n 7 7 A VBEEOERS L H M
ARBIENHD, TORD, HFHEUCRZEECET BRS+SER/TIETO
M, UEEROBBELHIZT 2 EBNHHFInIBETHLTHRATS & L BT,
BIVER BRI UK ERMGE L 52 B —EOBEH 2/ T EREE T
FEHTAHIEREETHS,

L7zWBoT, FHA FTA Tk, HBBEPINETIEELN TWLESRES
B - BRI R K SE, UTOEREROKERERERET 28RN b LERER,
EZFROCEBFEETT,

RE, KHA R4 %, BUTBOEAEEGERBRGSEE, A%EFEAR
ABKEESS, —EFEAR ABRABESRUCARHAEA A AEEREEO
BAhob & e LT,

XfER &R AEERER ST A RETE 200 mg (—ik%  TA=T (B FHEM
Z))

AELRAPEIEDHE : BIBCIBRARRA A NV HIRE R

HELLAPERPAE - BE, RARRBTA<7 (BEFA#HKLZ) LT, 1 H 10
mg/kg (KE) % 2 BRI T 1R LT CRABERET S,

HWERRESR: ANVIALZTT7 7 —vHRE&H




2. AFIORE, {ERBF

PSR F A EERE200mg (—ik4 - T (BEEFEBRZ), UTF THHE) &
WHL) i, ANTEu— BB LA b programmed cell death ligand 1 (BAF

FPD-L11 & 3,) 93k FRIgGLE /) 7 o—FAHRETH 3,

PD-L1 i, AEAICE W THEETHRSIEALTEY, FHEELEY 38R (T
AR, B MBRER O F 2% 5 —T HilE) SCHATS cD279 (BLF PD-11 &
9.) KX CD80 (B7-1) &AL, ERELZACHHTEEZELLNTYVD (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 %, T4 OFEMIRIZ IR LTHEZE (Int
Immunol 2007; 19: 813-24) ERHFE XN TRV, PD-L1 & PD-1 24 L=REEIX, [BEE
MR AHLRAE R T RS OWBEZEMT 3BFO—2L LTELLR TN,
F, ANTIAVHBEEIZBSNT, PDL] BB L TWB I & (Cancer Immunol Res
2013; 1: 54-63 B U Clin Cancer Res 2013; 19: 5351-60) S #& SHhT W3,

AKX PD-L1 O/ EIZHES L. PD-L1 & PD-1 & OFESEILE L THRAHRE
Bk T ROMREEREEZEHBT - LEiCly, BEOEMLMETSL:E2
bhTWw3,

AFD VeI 25 < BEEDRERISIC X B BIER S5 bbi, BEXZET
BB TREMAD B, AFIOREPRURERITE, BEOBREHITV. BE
MW HNIB AT, R L B RUTIS U Pai0 72 itk & SRR % 550 N L it
LCREIZERNBE 2TV, BEORERRC X EER SEDL S BAT I, BB
BB VR LRI DI S B DR B 21T 5 BER D B,



3. BREREGE
BISEIRBRRERE A V4 VISR OEGERHC M 21T o e E R RRRBROER 2 7

A%k
EIBRIE[FSE MARRRER (EMR100070-003 3AER)

BRSBTS REERT AR AL VBB ED > b, S~ b A TP
EREOHSEE 88 F (AXARE 3 H2Ety). /S— b B TIiMLEBREEDRWEAEE
20 Bi% 5 & LT, AH 10 myke % 2 BIEIFRE THAMEE LTz, 25— | A OFEFHE
HE THHEHETL, 31.8% (95.9%EHEEM? : 21.9~43.1%., 2016 4F 3 A 3 HF —
EHhv bA7) Tholk, 2B, FAICRE L -BERHRIT 200 THo 7, /S—1H
B ORNKFHEIE B Tk 2 £ O FRAITRER" 1T 62.5% (O5%EHEEM : 354~

84.8%. 2016E 12 A0 BT —#H v hA7) Thoiz,
*] : RECIST ¥4 FF A 3 L1ARIZE-S < Jh<rflEic X % CR XL PR,
#2 : FERBCIIADMEEES B L L hERAER SN TE Y. AR 0.025 2 b YT RMsRIric
B 54 B Lo EKREE0.0045 %3 LB EAMER R 0.0205 BT, 95.9%EHKELE
Hiaz &b &Enk,
*3 AT SERO 5 b, AR SEE 3BU EBEEShE I6HORE,

#1 AHMRE (EMR100070-003 3U8R)

S—b A SA—1B

il (%) o Bl (%)
SERE (CR) 8 (9.1) | 3 (18.8)
HoED PR 20 {22.7) 7 (43.8)
Z2ZE (SD) 9 (10.2) 2125
#1T (PD) 32 (36.4) 3 (18.8)
FEEARE 19 (21.6) 1 (6.3)




[Z4H]) ,
EEE R THERE (EMR100070-003 3A5%)

FEHERIT N A86/88 ] (97.7%). ,3— T B 28/29 B (96.6%) IZFH LI, &
RLDORBBERTETERWVESHERIT S— 1 A62/88 4] (70.5%), +S— b B 23/29
B (79.3%) BB b, WTRAOA— N TREEREN % EORIERIZT TR L
BYThHoT,

#F2 WEhhoA— P EREER 5% EORIEA (EMR100070-003 28)

BERIANE K (%)
A A=A MA—L+B
{MedDRA/T ver.19.0/19.1} 88 4 29 {8
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 (Grades
£EHER 62 (70.5) 7 (3.0) 0 23 (793) 5 (17.2) 0
BIBERE o T L e D e B
FH 9 (10.2) 0 0 2 {6.9) 0 0

EBEL 9102 0 0 1G4 0 L

. 21 (23.9)
F R Al : .
ALT 3

3 64

HE: PRESIUVMBSHE R T T
CBEARHSERE 13 (148) 438 1064 0
RBBLUREREE 0 e R R i
RERR 6 (6.3) 0 0 0
U A—F M ] 3 (10.3) 0 0
R 0 2 (6.9 0 0
{&7- bV v AdiE 0 269 0 9
BB LU FAagES o R
B g8 (0.1 0 0 0
5 EEE 5 (37 0 0 2 (6.9 0 0
PR Bk 5 3.7 0 0 1 (34) 0 0

2B, 27— ARUSS— | BIZBWTENRETh, BEERES 146 (1L.1%) RO
. RS s 4 (9.1%) RU2#] (6.9%), KiB%K - EEOTH 14 (1.1%) RV
0 7, FLRERHEAEREE 5 61 (5.7%) RUF 040, 1 BUERW 1 6 (1.1%) RO 0 fl. #
% - BAUGRAVE 36 3.4%) BEO1H (34%), #EEE (X7 - NL—ERHE
i) 1141 (12.5%) BEU26 (6.9%). BEE 28 (23%) RU14] (3.4%), ETIC
infusion reaction 19 ffil (21.6%) RO 5# (172%) 2FEH LA, £, BISHEERESE,
DERRURNS - SRR bhidofe, AEEMAFRRRIIBESES (HHER
EHEREEED) 2ELEMRERETRT,



4, HEIZoWT
ARG L L TEREGERE (26 MREOh T3 LD, YEFAES
BEICERTEIBRTHILERNSD D, TOLT, FAOREPEYLBEE2

%}f.
&b\

@

HEL, AMORSC LY ERAREMERR LGS 5 2 L S RBRE
BT OO~@0F ~TEHETHRICE O THMT 5% Th 5.

BRI oW T

Q-1 TFRED (1) ~ (5 DWThNCEETIHERTHDEZ &,

(1)

@

3

(4)

(5)

EAFBREREET S AARFESELARERS GEEFRSARREELSRA
Bre, MRS A HOEMEIL R, HIEBARERERRR L) (FfixsE 7 H 1 B
A5 436 Hi%)

FFEHERERRE (R 3144 A 1 BRRT : 86 HEER

HOE REMENTEET 2B ABREERR (BABFEERERR. A BRE
Pl e, A SRREEEERE 2 £)
HRALFRIEEZRE L, ABEREME 1 OISR b 2REINE 2 ORagk i
RSB EIT> T HER CERL 29 78 1 BIRR 2531 fiicR) _
MM EEAN S EEMEORRERICEZBEEIT> TV AR (BR 29 4 7
A1 AW ;1287 MEsk

@ -2 BEEEERE O CFREER ORI SRER OIS +42 72405 & 8E8R & B ERD
(FROWTIMIIHETHEM) 2, SESEMOAFICET BEREOEESLL
TEEShTWDZ L,

=

[=EAe S 2 SEOPHINHERET LnRIC 5 £ OB ABERDERKRVHE %
FToTWaZ L, 55, 2 E I, BAEDRER?EE L-ERIBREZOIHE
T TWBH I &,

EER SRR 2 FOMPTHELIET Lintkic 5 FL Lo R EEMEESHOMR
KEREAEL TSI L,

©

BN DO EEREBREROERIZOWT

EXRGFREBEIUFTI55EEFNRES L., RECENSOFRE D, 2% -
LS EINFROTERVEMSF T 2REHRE, FEFRPRELLEED
BEER, SRECHITITONSKFIRE-TWH L,

;



® BIEROF SISV T
O-1 BItFRBBR OMINERICET 58

MEMSMEBREOEERBERNREAE URERIT, 24 BREZFEERIOT, Mkl
PR IC BV T, REALEZAERE U TAREEE UV CT S ORIER OERIZ &4
BERREOCHERA/Y DPIZAELL, HBICHIGrRREHBE-s TS Z L,

@2 ERUEEFIC L5 EFRNIGICET 5 ES

RABECED S EMNRMREVEREZE T 2 EREEEPRIERATE=4 Y 7
EEDRBEROAZ VN —=v V2TV ERELHREZET TE 57— AEREKH D
HEhTWaZ L, B, BiEfllconT, BABRELZ0FRCTSICARMER
TWAHZ &,

@-3 BIfERORZET-CH I L T

BIER (REMEMEARIMA, IHREREE. K%  BEEOTH. NoWwEE (B
IRARRREREE . RISHEAEREE . TERMEMERD . 1 BBERR. LHE. k- 885
PRAE, MREE (XT7 2 AL—EREEZET) . BEE, infusion reaction, L.
it ge - BhiEze, BAEFFEENES) (X LT, UM IR BERBEOFEM 24
THEMEEEL (BFAOZPHGICE L TRERUIEZZT bNIERGLD
B L), ELICHEZLEBEN CEDERIBESTND I L,



5. REMRERDIBE
[HAEhEIZ B 5 HIE]
O LHFFEEORVRCEEREREO H 5 BROBRARERR ANV AVHRERE IR
WTAHRIOFEIMEN TS TV 5,

@ TRICEZYUTHIAREICHTAIRFOBRERMERFEZSWTIX, FHOFHE
WFESL SR TEBLT, AROERERH L 2L,
o fMOREMEERCHALCRESNIBE

[Zetic+53R]
@ "FEL ZYTHBECOVTHAFORERER L ShTVBZ D, £5%
Thini t,
o FRIORAIC LRECEOKITEEOH 2 BE

@ WERTOFTMICE N TFRICHKE T 5BECO VTR, FHORG IR SR

WA, fLDIHERIRER Z2WHEICRY . BERAREZFER T - ¢ &EETE

B

s MEMNEBROSHXEIEREOCHLBHE

o JEMEGRE CHEE LR 5 BAE R UEREEO OB R L PRI Mgk
SOMITHFEMERH DB BE

s HOHRERAOESI, XITBHESLE L XERED B CARAEEBOMAERE
OHDHBE

e ECOG Performance Status 3-4 &0 D H 3%

(1 ECOG ® Performance Stams (PS)

Score ik

0

K BEAKEDTED. BFEMLFALABERSHRAE LTS

BRI LWEENIRIR Eh 555, BITRRET. BIERECE - TOMEEIITI 2 &8T5,
Bl BogE, EHEE

HITARETCESOEFOR Y O Lk -<CAEMERTTE Ry, APD 50%E EiF<y FATRIT,

F-S R FL R e

RONERASOFOED O L LA TERY, BHRO S0%EL EE<y FAFF RIS,

BTy, BADEOBRDOI LTl CERVY, BERAy FIBFCRITT,




6. BEITBRLTBET&FH
O WHCESZmz, BERGESBRET 2 ERSCESERF ML R UEIE

FERODILERFEREZ+ICEBE L THLERTDZ &,

@ WHERBICEN D, BEXBZOFRCHADERCAEREZ +SFBHAL, AER

BThoRETHI L,

® FRBEMERO=RIAL MZONT

v FEMEMEREHLLNDZLENRBHLDT, AROTREITHIz- Tk, 1
SEIR (B8, MEREEE, W) OEREUEE X SREoEES, B8
ST o ., i, VEIZSCUTHEE CT. MiE~v—r—S0REsE
Az L,

»  fFAE, FEEEEE, TR AZERHBOT, EHMICEER
# (AST, ALT, y-GTP. U A EVEDRIE) 217w, BEORELZ ST
BEysz L,

. FRBUSERE, BSREEERCTEASERERLLbRBILEHS
DT, EHRICASWEREIRE (TSH, #EHE T3, #HEE T4. ACTH, M=
FS—NVEORE) BITOT L,

s ANEEE FHEHMEMBLAEOBEERLHLDLNAZLEALEZDNT, ¥
HMIZBHERE TV, BHEORERZTAICEET L L,

o TEUMEIRF (RUE | RERBEET) Bhbbh, ERAMES T R- 2
EEDZEAHBOT, AE, Bd, BHEFOEROBHECMBEED EFIC
+SEETHI L, | EERBEREDNZESREREEFLEL, fARY
WA OBREEOFENLLEBEETI Z &, _

o TFT74T7F VKN, I, BE TFRKEESEZ5Te Infusion reaction 235
BB LBHBEDT, FRDFEIIEED Infusion reaction (24 2 TEA
B+t D T S#FEEIT- - LTHRAT 52 &, i, 2BBELLUED
AK#R 5 Infusion reaction BRH LMD Z &L HHDT, BFEORES T+
SWBEST AL, 703, Infusion reaction 23R B BSIZiX, B4
BTl bic, BREEE TS ETREORES THEETE L,

o AFOFRGEICLY, BEOKERINCERT 2 L EL LN DEL RKERH
BRHLLIDZLRHDH, REPBOONEEEITIE, BRLEFRIIS
UMk ek & BB % B0 [EAT & 8 U CESIZERIZET 21T, BEE
DHRERIC L BBRHEAPEDNDIHEIIT, AROKREIFE, RURI
BEEFALECRIORSSEEZERTLZ L, 2B, AIBEERLVEYORE
XV BHEROUENRD b RWEAITE., BIBRREFRvE LSO HRE
MEFIOBMbBET A L,

» BERTH, BORAMSLEVABB L THLEERBRRTHIZERH LT
B, AROBRELTHRIZLRERAORRI-SCERETD 2 &,



ARIOBEEREBRICEW T, WEMRG»D 1 FRII 6 BRI, FhUED, 128
TEHAYOEMEIT o T WD 2B, ARREPIIEHNNICERORE
BETHIZE,
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