EfEHEET A R A v
TNV wT7 (BioFH#Z)
(BR7E4 : SRV F A EREHIE 200 mg)

~ X VA VKB R ~

Y2 94118 (Ff54 2 ALED)
BA A
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1. IZT®IZ

RS DA N« L EPEDHARD T2 DITIE, TR SCESE IR S @ IE 22 233k
HHND, 6T, IHEOREFITOMEAIC LY | PURERN 2 E ORI 25 BE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MEXDFE L 72> TR Y | RFMEGER & SCEO AT # 2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

BORMERM A ER L, EEERSCLZ 2T 1 7 7 A VBREBEFOESR G &5 2
B2 enNbD, 20D, AWEROLZEMEICET 2 ER N+ T 2 ETo
M, YZERLOBRELZBZ T EPHHINLBEFICHLTHERTL & L BT,
BITER DT LRI MBS & & D 2 & WS AThEZe — & OB &35 7= - R R ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHICEE S & | DIT O BEIE S O fei 728 2 HEdE T 2 8Lins & LB R 8L
B2 IR OEEFHE T,

I, RKHA BT A 0, MSATEOE N EE G EREEGRR AR, AmrEEEAR
KREGRIES 2. —MAtEN B ARBBRNEES K OASHENEN B R ER T2 0
Whob EER LT,

RGe L I BEIREL - SR F A ETEEHE 200 mg (%4 ToUL~ T (s R
Z))

MR ERDBEIHE « RIGUIBRREEZ2 A VA VI sE

HELRAREROHE  @E . AT~ ~7 GBFHHEZ) LT, 118 10
mg/kg (KE) % 2 @B T 1 EFRLLE2 T TR 5,

G RE EEH D ANV FT 7 —~ S




2. AHN DR, VERBF

PN F A STHEE200mg (—%4 TV~ T GBI R Z) . LT TARA] &
WoL) E, AT Eu— 2t L7k b programmed cell death ligand 1 (LLF

[PD-L1J &\ 9,) 2325 NMllgGl €/ 7 a—F AUk TH 5,

PD-L1 I&, AENIZEB W THIR RIS ICHBLL T | EHb L2 88k (T
MG, B M N F = T 0% 7 —T fifld) FEI2HIT 5 CD279 (LT [PD-1) &\
9.) MUY CD80 (B7-1) &ifc L. MEISEZAICHIETLEBZ 26 TWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, Fix OEFMAICHIEEL TS 2 & (Int
Immunol 2007; 19: 813-24) “ENHE SN TE Y, PD-LI & PD-1 24 L7=fREIX, B
AR DS PUR SRR 72 T MR O OBEBEEZ BT 5T O —2 L LTEAXA LN TS,
F72. AN VRIS W T, PD-L1 238l L Tu\wb Z & (Cancer Immunol Res
2013; 1: 54-63 % UF Clin Cancer Res 2013; 19: 5351-60) 2235 ST 5,

AFNE PD-L1 OFMIASMEEICHE S L, PD-L1 & PD-1 & DA % [H5E L TN AP
B e T ARG EFEMEZRT 2 2 E&IC L0, EBORIEAMHT5 &% 2
5 TW5,

ARFNOVE IS BEDORERISIZ L DRWERERH b biv, HEXIIET
(CEDWREMEN D D, AFOREG PR UREGRIZIT, BEOBEL 75TV, B/
WERO BTG AT, FEBL Lo FRITIE U M 22 ek & B8R 2 R SRR &
L Tt 22 8RR W 2 A7\ I O SOSIC XD RIER 2 B b 5561213, Bl
BB AV RO GO Y) IR ALE 21T 5 MENRH D,



3. BB
RIBYIBRANEE 7R A L2 VMR E O AGREF IR 2 17 - 72 B 72 Be R BR O il 2 7n 37,

[ 2]
BRI [R S T AERER  (EMR100070-003 345R)

EIREE 2 AT HARIGUIRAGE /2 A L VIR E D 59 B, S— kb A Tl LR
EREDOH LA 88 il (AARNEE 3 HIxETe). /~— F B CIHMEFRIERO W EE
29 izt Gr e LT, ARAI 10 mg/kg & 2 B HFIR CHREHE L2, 2S— ~ A O FZREHfh
HETHLZFETIL, 31.8% (95.9%FHIX M : 21.9~43.1%. 2016 4= 3 H 3 A7 —
L1y NAT) Tholz, i, FANIHRE LTEBEEREDFEIL 20 TH o7, 73— b
B O RIKFEME H T 5 RN O FRBEHTRE RS 13 62.5% (95%(E X H : 354~

84.8%, 20164F 12 H30OHT—¥ v "4 7) ThHhot,
*] : RECIST A K7 A > 1.1 I EES <MSHEIZ £ D CR XL PR,
*2 . ARBR CIXAIMERMZ B9 & U2 P BT 235 0E S TR Y . Al 0.025 2> 5 43 AT IC
Bl 54 H EOFBEAKYE0.0045 %75 L5 W2 HEKUER M 0.0205 2 VT, 95.9%(FHE XM %5
Hizz L,
*3 0 HIMWERRNT RIS D 5 B ARAIFR 5B 13 L EBIE S 7z 16 o E,

#1 A& (EMR100070-003 3ER)

R— kA X— B

% (%) Bk (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
w0755 (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
#17 (PD) 32 (36.4) 3 (18.8)
P BE 19 (21.6) 1 (6.3)




[Ze 2]
[EI B L[] 26 1T AHRRER  (EMR100070-003 F5%)

HEFERIT/S— N A 86/88 ] (97.7%). 7~— K B 28/29 il (96.6%) IZ# & HiL, &K
HEDOREBEBNEE TERWEESFERIT N~ A62/88 % (70.5%). 73—k B 23/29
Bl (79.3%) IZRO BT, WIT IO/ 3— F TRIEN 5% EORWERIZTED &
BYThHoT,

#F2 WIFNHD/N— N TEERN 5% EORIER (EMR100070-003 3R58)

ZRERIR A B (%)

FEAGE N—hA X— kKB
(MedDRA/J ver.19.0/19.1) 88 15 29 3]

4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

2EIEH 62 (70.5) 7 (8.0) 0 23 (79.3) 5 (17.2) 0
B Ik

T 9 (10.2) 0 0 2 (6.9) 0 0
GV 9 (10.2) 0 0 1 (34) 0 0
—i% « R EER X O SEAL
DARRE

957 21 (23.9) 0 0 8 (27.6) 0 0
I ) 9E 7 (8.0) 0 0 0 0 0
JHREE R P

ALT #4/n 3 (3.4) 1 (1.1) 0 2 (6.9) 1 (34) 0
BE, hEB L OWESGHE

HEANTAE D RO 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
R L O EREE

Bl Bl 6 (6.8) 0 0 0 0 0

U o—E8n 0 0 0 3 (10.3) 0 0
IRERFAD 0 0 0 2 (6.9) 0 0
KT R Y 7 A ME 0 0 0 2 (6.9) 0 0
FREF X O ALk

5895 8 (9.1) 0 0 0 0

& O PEIE 5 (5.7) 0 0 2 (6.9) 0 0
RN IN A 5 (5.7) 0 0 1 (3.4) 0 0

B, N AKRON— b BIZBWTENZEL, BEMERZER 16 (1.1%) R0
B, FFHSRERE S 8 5] (9.1%) M O2H1 (6.9%). KiGFHK « EEO FH 16 (1.1%) KO
0 B, BUIRMREEREREE 5 61 (5.7%) KLUV 0 i, 1 ALHEIRS 1 61 (1.1%) J&OY 0 f5il,
K« BRRUBRRIE 361 (3.4%) KON 1B (3.4%). fEE (X7 « NU—JERERE%
o) 116 (12.5%) K261 (6.9%)., BEEEF 246 (2.3%) KOV 14 (3.4%). N
infusion reaction 19 %l (21.6%) K541 (17.2%) BNRDHNTZ, E7-. BIBHERENEE
DR L O ZE - BEERIZFRO SN2 hr o T-, RBIERRBURIUIB#ES: (FRMR
BEAE L ET) 2 E0EFRKRERT,



4. FERIZOWNT
AHN OG- EE IR EE Z2W - FrE L, AAIOTRGICL Y BELREWEHZ BB L
BRI D Z E R0, LTFOO~BD T T &= a2 B\ VT
THRETH D,

O MERITOWVT

D-1 Fi2d (1) ~ (5) OWVTNMNITEYT DR THDHZ L,

(1) EAFBREDTEET 20 A FE LR (BB IR DS A2 R HE L S
Be, s A RGEERL SR RE, MRS AR ERPE R &) (BRIt 7 H 1 BRF
S 1 436 fiti%)

(2) HFrTkgEERPbE CERK 31454 A 1 BRGA : 86 fipk

(3) FBENFRRENENFRE T 203 AR FEEER P (03 AR E T, 23 A2
Bat J1mile, S AU IEEEEHERE R 7 &)

(4) S RACFFRIEE 2R E L. ARG L FRIEZRE 1 SIS RIEG L P RIE 2 %
B2 Ofak FAEIR D B 21T > T D ek CEEC2947 A 1 HREA 2531 fiak)

(5) PUIEEMEREBFINL T SN Ol B UEI AR D B AT > TV Dl CERk 29 45 7
A 1 B 1287 Jifigk

@ -2 SRR DAL R E K ORIVE I FE S OGS 147 70 Ak & #EBR & FF O BE Al
(FROWTINITEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOWHINHE Z1E T L7221 5 L E O AR D EERIHE &
ITHoTWAZ L, 956, 2 4L BT, DASEWEEY T & U ERIEESOWHE
EITHoTCNWH T &,

o [ERRFFIGR 2 FEOMBNHE ZE T L7-&RIZ 5 ELL L0 B EMENELT 20 O i
REBRZA L TWVD T &,

@ BENOEXRLFEREHOEHITOVNT

EEMERE ISR T 2 ELE AR E S, REIEEEN D OFRED, AoE -
REMWEIRLOEROE L CERS SR 2R, AEFZERRELLED
W, ERHELNITON KN - TnDHZ L,

® EBHER D@ 2OUVT
®-1 BIWERRBLRE Ot A B3 2 B

PR R O BEE R BITER 2354 LB, 24 BERIRIRIAHI O T, Sk X
TEEERERR (23 T, BB L 7 BERICIS U CABEE B L O CT ZE O EIEMH ORI
ERRAEORE RS Y HHIZE O, EHITRIGFTREZRAHI N > T D Z &,




@2 ERNEEEIC L 2A8FFRMICICET 2B

DN AR B 2 ik B OB RE A2 9 D IR HE DNEER =X U v 7
EHEOIERDOAY V== T E2ITOERE & HFREZ LA TE 55 — ARG
S TWbZ L, 2B, BEAEHICHOWT, DAUBRE L ZOFEKRICHFDICEMEN
TWhHZ &,

@-3 BHER OZMWroxt M L T

BIER (RVEMERRZR BTN 2, IFRRERRE . KGR - HEO TR, AoinkEE (F
WIS RERE =, FIRAREERS S, TRMAMAERE), 1 BUBRIA. LR, Mk - SR
RUAEIE, sk (X7 2 « NU—JEBERELZ 5 Tr) . B, infusion reaction, L.
g - BEESS . EEIEMGMEESS) 1SR UL Y RkHE % ST B E R B oD B A A
THERMEEE L BEWERAOZKLRISICE L CHRER T EAZ T N5 H
52 &) EHITEYZRLED TE DKM > TG Z L,



5. BREXBRLERDBE

[ 2hic B2 FrE]

O ALZEFIEE D 720 R OMLFFRIEIE D B 2 IRIRUIBR A EE 72 A L7 )V HIE B 28
WTAHIDOHMER RSN TN D,

@ TERMIREY T D HRE IR T D ARAN O G K O B>V TR, ARANOHFZME
DEEL SN TE LT, AAORGIG L2570,
o fhOPUEMEEAIEOFH L TR S DB

(ZtEicBE§ 2 F1E]

O TRICHEYTIEFICOWVTEAAOERGEN LR LI TNWDLZ D, BE%E
TN &,
o KRBT UIBBUE ORBEERED & % BHE

@ BEATOFHIZIB W T RIS T 5 EZICHON T, AFORGITHER IR
WS L OTRBERIRE DN 2 WIGEICIRY | EHEICAFZEHT L2 L2 ETE
%

o MEMMZEROEI IIBEOH 5 BHE

o HaEE AR A CHRIE R 2580 2 B K ONE BN O HUH Bt 2 <0 gy M it ¢
EDOMICRIEMEZEALA B B D B

o HOWREEROEOE, UXEMN R L IXFEREMO B % B O BE T E
DI % B

*  ECOG Performance Status 3-4 =V & &

(1 ECOG @ Performance Status (PS)

Score EFR

0 |[&<MERIEITE 5, BMAlL [ U A EAEENHIRZ <ATX 5,

PRI LVEENIHIBR S D 03, BTAMRE T, BAIEERE > TOEREITTO T LN TE D,

Ul moss, s

HBATRBETH D OHOEID O Z L33 X CTRFEZAMEEIZITE 220, HH D 50%LL Eid~< > K4 Tilh 29,

3 RONTZASOEDOEY D L LNTEXR, BHRO 50%L L2y Rk i zd,

4 | E&<BETR, BOOHDEY O LiFEL TERY, BRIy R+ Tl I3,




6. BEZELTHEETREFIH

I SCE TN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E R ERE B L T BRI 2 &,

TRIRBAIRICHESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroETHZ L,

FERBEIERO~RT A MZONT

@

@

MEMEMEERNH LDONDZENHDLDOT, AFOEGIZHT--> T, ¥H
SR CEEIAL, PEIRREE, k) OREE R OMTE X S o S, Bl
AT 2k, £, HENZS UTE CT, i~ — T —S0hm&%HE
T HZ L,

AR, FEREE ., R H LD Z e 50T, EWRIZIHERER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEOREZ 15712
BT L,

FUR IR RERR S . BB MR E L N T BAEERENH L DNDLZ D H D
DT, EHENHNIEERER A (TSH, Rt T3, W#HE T4, ACTH. =L
FV—=NVEOWE) 2175 Z &,

SVEEREE, RMEMEEEREDEREERNHLDLNLIZENH LD T, &
IR A LTV, BEORBL I8R5 2 L,

1 BUpEIRI (BE 1 BUBEIR I 2 5 e) Db bbiv, HERFEE, 7 v F—T &
CEDZLBHLOT, A, Bl MRS OREROFE I M E O _E5FIZ
ToEETHZ L, 1 RN EON - SGEIITRGEZHIEL, AR v
WA OB GHEOMYIRLEZITH Z &,

TFT 4 T7F S, FEE, EIE, MERIKNEESE 2 5T Infusion reaction 7% &
LD ENRNHDLDT, KREOFEIIEE D Infusion reaction (2 2 TEA
BRC 0D CTE 22 {T 72 ECRtE T2 2 &, 72, 2B UKD
AHN B G2 Infusion reaction 3 HHILDH Z &EHHHD T, BEDIRIEE |
IS5 Z L, 728, Infusion reaction 23iR& HAVIZGAITIX, #U) L
EE2ITH & LB, IERNBEET 2 E TCREOREZ +DICBZET 2 &,
AR OFEIZL Y BEOREKIGIZERNT D &5 2 b bikx RIEBASRH
ERHLLNDZERH D, BENPRO LNIZHAITIE, BB L-ERITN
U 7= BEPH Y 70 Jnalk & #2850 2 Re D= fill & i U Cll bl 22 852 Wr 217\, Il
DEIERIST X DRWER D BN 561213, AFIORFETH I, K OE]
BRERVEVAIOBRGEEZEETHZ L, b, BMIBKERLVEORE
2 XV REIER OUENR D VR WIGEITIR, BRI RERVE LS DR
MHAEOBMbEEE TS Z &,

BT %, AN ORI ARB L THroRWEARRET LIt DT
D, AFNOFEGAETHRIZHEWEMORBUCA3ITEET L2 &,



AR OEERRBRICIBNT, BEHHBENS 1 HEMIX 6 @Bl ZE ., ZRUUFEIL. 128
J: AIMEDFl 21T > TV Z & 25E, ARG RILEI RO

10



