KEEHEETA FTAL4 v
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(BR7E4 : SRV F A EREHE 200 mg)
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1. IXT®IZ

S OGN - MO O T2 OIZIE, IR SCES SO Il IE 2 235K
HHND, 6T, IHEOREFITOMEAIC LY | PURERKE 2 E ORI 25 BE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MIEXDFRE & 72> TRV | RIFMBOEE &SRO AT #2016 (CFRk 284 6 A 2 A4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

BORMERAM A ESR L, EEERSCL R T 1 7 7 A VBRBEFOES G &5 2
B2 eBnNbD, 20D, BAMWEROLZEMEICET 2 ERN+0EET 5 ETo
M, YZEERLOBRELZBZ T2 EPHHINLBFICHLTERTL &L BT,
BITER D HH LB M B e is & & D 2 & WS AhEZe — & OB &35 7= R R ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLINAETIZELR TV D EFHE Y
1)« BHFRRHICEE S & | DIT O EIES O fei 728 2 HEtE T 5 8Lins & LB 8L
B2 R OEEFHERT,

BRI, RKHA BT A 0k, MSATEOE N EE S EREEGR AR, AmrEEEAR
ARERANES 7o, — M E AN B ARERRANRE S KON E N B AR R ER P20
Whob EER LT,

R L T BEIREL - SR F A ST HE 200 mg (%4 ToUL~ T (s R
Z))

MR ERDBENIHE « RIGUIBRREEZ2 A VA VR sE

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

BE IR T EEH ANVIRLFT 7 —~ RS




2. AHNORK. VERBFF

PN F A STEE200mg (%4 TV~ T GBI R Z) . LT TARA] &
WoL) Ek, AT Eu— 2t L7k N programmed cell death ligand 1 (LAF

[PD-L1) &\W9,) 2325 NMllgGl €/ 7 a—F Lk TH 5,

PD-L1 I&, AENIZEB W THRIE RIS ICHBLL T | EHb L2 88k (T
MG, B MM N F = T 0% 7 —T fifld) FEI2HBT 5 CD279 (LT [PD-1) &\
9.) MUY CD80 (B7-1) &ifEc L. MEISEZAICHIETEBZ 26 TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, Fix OEFMAIC I L TS 2 & (Int
Immunol 2007; 19: 813-24) “EMRHAE SN TE Y, PD-LI & PD-1 24 L7=fREIX, B
AR DS PR 72 T MR O OB EBEEZ BT 5T O —2 L LTEAXA LN TS,
F72. AN VHIREICEB W T, PD-L1 238 L Tu\Wwb Z & (Cancer Immunol Res
2013; 1: 54-63 % UF Clin Cancer Res 2013; 19: 5351-60) 2235 ST\ 5,

AFNE PD-L1 OFMISMEEICHE S L, PD-L1 & PD-1 & DA % [H5E L TN AP
B T M OMIREEEMEZ R 5 2 LI kv | BSOS MHT5 L& 2
bNTn5,

ARFNOVE I BEDORERISIZ L DRWERER S b biv, BHEXIIET
(CEDLWREMEN D D, AFOREG PR UREGRIZIT, BEOBEL 75T, B/
WERO BTG AT, FEBL LT FRITIE U M 22 5k & B8R 2 R SRR & i
L CE bl 2 8h 2 W 2170 B EORERISIC X 2RWERA RSO 2561213, BIE
BB AV RO G DY) IR ALE 24T 5 WENRH D,



3. BB
RIGEIBRANBE 72 A V7 VM gE D AGRIRFIZ R 21T - 72 R KRR O i 2 7n 7,

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

EIREE 2 AT HARIGUIRAGE /2 A NV VIR E D 9 b, S— b A Tl LR
EIREO & 5 BE 88 il (HANEE 3HZET), /S— N B TIHMLFRIEREDO W EBE
29 il ZxtGe e LT, ARAI 10 mg/kg & 2 B FIR CAREHE L2, 2S— ~ A O FZREHfh
HEThHLZBFETIL, 31.8% (95.9%FHX M : 21.9~43.1%. 2016 4= 3 H 3 A7 —
I3y NAT) Tholz, ¥, FANIHRE LTEBEERDFEIL 20% ThH o7, 73— b
B O RIKFEAME H T 5 RN O FRBEHTRE RS 13 62.5% (95%(E X H : 354~

84.8%, 20164F 12 H30OHT—X v "4 7) THoTo,
*] : RECIST A K7 A > 1.1 fRIZEES <MSHEIZ L D CR XL PR,
*2 . ABRBR CIXAIMRMZ B & U P BT 235 0E S TR V. Al 0.025 2> 5 4 5% b AT IC
BT 54 B EOREKYE0.0045 %72 L5\ oA BRI 0.0205 2 VT, 95.9% X M4 H
Hizz s,
*3 0 HIWERRNT RIS D 5 B AAIR 5B 13 L EBIE S 7z 16 o E,

#1 AzMaEE (EMR100070-003 3RER)

AU X— B

BiE (%) % (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
W0 7%5%h (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
#1T (PD) 32 (36.4) 3 (18.8)
FHTABE 19 (21.6) 1 (6.3)




[Ze 2]
[EI B L[] 26 1T AHRRER  (EMR100070-003 55%)

HEFERIT/S— N A 86/88 ] (97.7%). 7~— K B 28/29 il (96.6%) IZ#&H Hi, &K
HEDOREBEBAGETERWEESRERIT N— b A62/88 % (70.5%). 73—k B 23/29
5l (79.3%) 2RO B2, WT DD/ 3— N TRILEDN 5% L EORWERIZTRD &
BYThHoT,

#F2 WITFNHD/N— N TERERR 5% EORIER (EMR100070-003 3RER)

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 (793) 5 (17.2) 0
HEEE

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 OB SEAL
DARRE

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

ALT #4n 3 (3.4) 1 (1.1) 0 2 (6.9) 1 (34) 0
BE, hER L OWE A GHE

HEANTHE D R 13 (14.8) 0 0 4 (13.8) 1 (34) 0
R L O EREE

BEX el Bl 6 (6.8) 0 0 0 0 0

U ox—E8n 0 0 0 3 (10.3) 0 0
IRERED 0 0 0 2 (6.9) 0 0
KT R Y 7 A ME 0 0 0 2 (6.9) 0 0
FREF KOV ALk

5595 8 (9.1) 0 0 0 0

& 9 PEIE 5 (5.7) 0 0 2 (6.9) 0 0
RN SN A 5 (5.7) 0 0 1 (3.4) 0 0

B, N AKRON— | BIZBWTENZEL, BEMERZER 16 (1.1%) R0
B, FFHRERESE 8 5] (9.1%) M O2H1 (6.9%). KiGFHK « EEO FH 16 (1.1%) KO
0 B, BUREREEREREE 5 61 (5.7%) KLUV 0 6, 1 ALHEIRHS 1 61 (1.1%) J&OY 0 fiil,
&K« BRBUBRARIE 361 (3.4%) KON 1B (3.4%). ffEE (X7 « NU—JEfERE%
wte) 1141 (12.5%) KO261 (6.9%) ., BREE 246 (2.3%) KO 14 (3.4%). LN
infusion reaction 19 %l (21.6%) K541 (17.2%) BNRDBNTZ, Ei-. BIBHERENREE
DR KL OMNZ « BEERITRO SN2 0 o T2, ABIVERSBURIUIBIHES (MR
BEAE L ET) 2 E0ERKRERT,



4. FRERIZDOUVT

AR OG-0 7 B 22l - e L, AFORGICE Y BEREEHZ I L
2B IT 2 2 E R NE 2720, L FTODO~Q@D 4T & i7= sk Iz TEH
THRETH D,

O MERITHOWVT

D-1 Figd (1) ~ (5) ODWFNNTEYT IR THDH I &,

(1) EAFBREDTEET 20 A FE LR E  (AE IR DY A2 R HE L S
Be, M2 A RGEERL SRS, IS AR ERPE e &) (BRIt 7 H 1 BRF
AL 1 436 fitii%)

(2) HrTkgEERPE CERK 31454 A 1 BRGAL : 86 ik

(3) FBENFREENIRE T 20 AR FELER P (03 AR E T, 23 A2
et J1mile, S AU IEEEEHERE NPT 7 &)

(4) ARACTFIRIES 2 5RE L, ARIEG ARG 1 XIS SRIESG G PR IEZ R
BE2 Ofiak FAEIAR D B 21T > T D lfiak CERC294E7 A 1 HREA 2531 fiak)

(5) PUEMEIEEAI S EHEINE OfEa% EUEI R D BHZIT > TV Dltisk PRk 29 4 7
A 1 B 1287 Jifigk

@ -2 BeJE MRS DAL 0 K O RIVE R FE S OIS IS 447 70 ik & #EBR & FF O BE Al
(FROWTIINITHEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

o [ERNEFFEUSE 2 FFOWHIHE ZE T L7211 5 LU E O AR DB RIHE 2
1ToTWABZ L, 95, 2 L R, BDAEYRELS T L LU-BREKBEESONHE
BITH-oTWAH I L,

o [ERIRFFIGR 2 FEOMINHE ZE T L7-&RIZ 5 LU L0 B EMENELT 20 O i
KR EA L TV DH T &,

@ BENOERLFEREHOEHITOVNT

MR ICEE T 2 ELE AR E S, REEEEN D OFERED, AoE -
REMWEIRLNE RO B CERS 5T 2R, AEFERRELLED
W, ERHELIITON KNS TNDHZ L,

® EBHEARD®RIZ2OUVT
®-1 BIWERRBLEE Ot A B3 2 B

VPR R O EE R BITER N34 LB, 24 BERIRIRIAHI O T, Sk X
IEEE R 123 T, BB L 7 BERICIS U CABEE B L O CT ZE O EIWEMH ORI
RO RS Y HHPIZE O, EHITRIGFTREZRAHI N > T D Z &y




@2 EREEEIC L 2B8FFRAICICET 2B

DN ARSI 2 B 2 sk B OB RE A2 T D IR HE DN EER =X U v 7
EHEOIERDOA TV —= T E2ITOERE &L HFREZ LA TE 575 — ARG
S TWbZ L, 2B, BEEHICHOWT, BDAUBRE L ZOFRKRICHFRICEMEN
TWAhHZ k&,

@-3 BHER OZMWrox M L T

BIER (RVEMERR BTN Z . IFRRERRE . KGR - HEO TH, AokEE (F
WIS RERE =, FIRAREERS S, TRMAMAERE), 1 BUBERIA. LR, MK - SR
RUAEIE, shRRPESE (X7 2 « NU—JEBERELZ 5 Tr) . B, infusion reaction, L,
g - BEESS . EEIEMGMEESS) 1Tk UL Y RkHE % ST B E R B D B A A
THERMEEE L BEWERAOZKLRISICE L CHREROTEAZ T N5 H
HZ L), BEHBITHERAENTE DIEHNESTND D L,



5. REXBRLERDBE

[ 2hic B 2 F1E]

@O ALZEFIEFE D 720 R OMLFFRIERE D B 2 IRIRUIBR AR B 72 A L7 )V HIE B 128
WTARFIDOH R RSN TN D

@ FREICEEY T 2 BRI DARAN OB G O A HIEZ W TIE, AFIOF Bk
DEENL SN TE LT, AAORGRG L2570,
o fhOPUEMEEAIEOFH L TR S D EE

(ZaECB+ 2 FH])

O TFTRICHEYTI2EFICOVWTUEIARIORG N KDL S TWDL Z e, K5%
TRz &,

ARFND B kE L OE O BEAEE D & 5 B

@ RIFEATOFHMICIB N T FRRICEY T 5 EBFIC O W TR, AAlOE G IFHERE SR
WS L OTRFERIRE DN 2 WIGEICIRY | [EHEICAFZEHT 22 L 2&ZETE
%
 [HHE @Wr$®AﬁXi%@@%é$%

o HaEE AR A CHE R 2580 2 B K ONE BN O HUHB iR I <0 gy M it ¢
%@%K*ﬁ@%k#ﬁ%hé%ﬁ

o HOWREEROEOE IR L IXFEREMO B % B O BE TR
Do D BE

*  ECOG Performance Status 3-4 =V o f#&

(1 ECOG @ Performance Status (PS)

Score EFR

0 |&<MERIEITE 5, BMAlL R U A EAEENHIRZ <ATZ 2,

PIRIIZI LUEENIHIIR S 25, BTAIRE T, BIEESE > TOMERITITH LN TED

Ul o, s

2
3 RENTZASOEDOEY D L LNTEXR, BHRO 50%L L2y Rk iz,

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

HBATRBETH D OHOEID O Z L33 X CTRFEZAMERIZTE 220, HH D 50%LL Eid~ > R4 Tilh 29,




6. BEZELTHEEITREFIH

A SCESITIN 2, BE MR TEEF DR 5 B RS I EE D & ARH O Rtk J OVl 1
RO DI B2 ERE B L T OEHT 52 &,

TRWEBAABIC N b BE T Z OFBEICHIMNE R a2+ L, RE%
BTroEToZ L,

FERBIMERO~RT A MZONT

@

@

MEMEMEERH 5D ZEBH DD T, REIOEGIZHT > Tk, #IH
SR (EEIAL, PEVLIREE, k) Ok OO X i o E i, Bl
EHolATo 2k, Fe. HEIDG UTIE CT, i~ —F —ZE0R& % E
T 5z &,

A2, ISR E, TR 6bND 2 EnH 50T, EMBIZITHEEER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, BEOIREZ 157512
BET DL,

FOR IR RE PR 5 . BB AR
DT, EWRINZN W
FY = NVEORIE) 2175 2 L,

AMEEES, RAEHEEBEREOERENLDHOONDLIZENHLDT, &
HIFIC SRR A 21TV, BEOREEZ +0IBlE T2 2 &,

1 BUBEpRI (BE 1 BUBEIRIS 2 5 de) Db bbiu, HERFES 7V =T &
CEDLZENHLOT, A, El MR OGER ORI MFEFEO E5F-1C
THERT D, L REREN RO GEICIF &S E2HIEL, AR Y
BHIOF 5EOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, RN S 2 5T Infusion reaction 73
LD DD T, AFOFKEIZEE D Infusion reaction (21 2 TEA
i 2+ 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2[BIE UMD
AK G-FIZ Infusion reaction 23 HHONDHZ L b dHDH DT, BEHFOIKEEZ T
BT D5 Z L, 728, Infusion reaction 23R LA I, #Y) AL
BAEITH & L HIT, FERNEIET 5 TREDOKREZ I8l 562 &,
AFNOEGIZE Y, BEOGRERIGCERT % LB 2 5 DL R EEBECHH
BRHOLDLNDZEnH D, BENRO ONTGEITIE, BB LIEFELRITL
U 7o B 70 Fnak & BRBR A RO R Al & U CE bl 28R 22 W 2470,
DFRFZE SN X D EWEM RN D56 12IE, AFIORE T ik, K OFEI
BRERNVECRIORGEEZZRTHZ L, 2B, MIBKREFRLVESOERSE
20 EWEROBEENE D B2 WA, BIERERVE DS O%E
MHF OB ERET D Z &,

BEAA&TH%, BOBN LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC A 2ITEETH 2 L,

EfEEN O TRAEEERENOLDNDAZ XD D
¥i#s (TSH. W T3, ##EfE T4, ACTH, =1

anp

o

-
—



AR OEERRBRICIBNT, BEHHELS 1 HEMIX 6 @Bl ZE ., FRUFEIL. 128
;&: MEDFM 21T > T\ Z L 2 5E12, RAES HILEBIh RO
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