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xEEREET A FI14 2 ()
TNV T (Bis ¥ z)
(BR7E4 : /S FF A ERTE 200 mg)
~ A VA VKA ~

Yk 2 94EOHA
B A s




SR/

AN W AW =

XL ®HIT

AFN DR VEREF

P R AR

MERRIZ DN T
BhH5R &7 DB
BHICE L CHEE T R&EHIH

P2
P3
P4
P6
P8



1. IIT®IZ

IS OGN - L EVEORERED T2 OIZIE, IRAT SCES SISO 725 1 22 23k
HHND, 6T, ITHEORFHMOERIC IV, PURERN 2 ORI 5 HE
P ERLAAR SN T, 2D DERNZEICHEREHE RS2 Z L2
WEXDE L 72> TR | RIFMBGEE & E DA E 2016 (KL 28 426 A 2 H
PIREILE) 128 W ThH, EHMERLEOHEAOREHEELZXL Z L EEhTWna,

FrHLE AP ESR G, REEASLREE T 1 7 7 A VBRBEFOERS &5
B enHb, 20, AOMEROCLZEMICETERN 0 EETLIETO
M, YEERLOBELZR 2T ENMRFSNEBEICH L THERT L & BIT,
BITEF N3 L2 BRIC ekl Is & & D 2 L S AalRE 2 — E OB % it 7= 9~ E &R ©
AT ENEETH D,

LR oT, KRTA RTA TR, BABERESSINETICELINLTWD EFREKY
1)« BHPR M EE-D & LU O IS O feii 7260 & HEE - 2 8L 0 & B2 B
B2 TR OB FHE /T,

I, RKHA BT A 0, SCATEE NEHE G ER SR AR, AEENEAR
ARERARNES 7o, —ME AN B AREBRRNEE S R OREAEEN B AR ER 20
WI1ob EERR LTz,

RS L 7R HEIREL N F AT 200 mg (k4L 0 T UL~ T (B
Z))

KGR ERDMBETHNGE  RIGEIBRARREZR AV Vi

REERAMEROHE « @, RAICIZT L ~7 (EiEFl#Ez) LT, 1 E 10
mg/kg ((AE) % 2 BT 1 RRILLE T TR 5,

#l g ¥ F A vrvo— RSt




2. AHN DR, TERBF
PR F A pTEERE 200 mg (%4 - ToUL~ T GBI Z) . LLT TARA &
W) IE, Az er— 4R L7k N programmed cell death ligand 1 (LA T
PD-L1] W9 ,) 2925t MllgGl €/ 7 vn—FLHkTh s,
PD-L1 (X, AEERNICB W CTHRIR RIS ICRIL L TR0, IEEI L2 Y 88k (T
M, B fla O F =2 T 0% T —T fifld) FIZHEET S CD279 (LLF [PD-1) &\
9.) KON CD80 (B7-1) EfEA L. EREZAICHIETLEB5206 TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, Fix OEEMICEHEE L TWHZ & (Int
Immunol 2007; 19: 813-24) £ X TEH Y, PD-L1 & PD-1 40 L= EK 1L, fEE
AR S BURRR S 72 T M & OB EZ BT 28F DO — D& LTEX LTINS,
Fo. ANV EB W T, PD-L1 8% B L T\WbH Z & (Cancer Immunol Res
2013; 1: 54-63 K X Clin Cancer Res 2013; 19: 5351-60) 033 E ST 5,
AFNT PD-L1 OMIFRAMERIZKEA L, PD-L1 & PD-1 & OfEA 2 HE L THAAHURES
B T O E ETEE 2 B0 % 2 LT kv | IS OB A mE T 5 L&
LTV,

AFN OIS B < W OSSO LD EWER SR H ok, BEEIIFLLTIZ
ELAREMEND D, AR ORGHROERERICIT, BEOBEL HoIATV, B R
O BT AT, B L 2B RITIS U7 7 ik & B8R 4 FF OB Al & L
TV 28R W 21TV M O RERISIC K D EWER 2R s 2581213, B K
EAE R OFRGE DY IRALE 21T 9 MER D D,



3. BREREGE
FRAIGYIBRABE 72 A VA7 VIR O GBI REAI 21T - 72 3= 72 B AR 3R O il & 7~ 37,

(B 2]

g [E 5 T AAFABR  (EMR100070-003 7k5%)

EIREE 2 H T HARIAUIBRAGE /e A VI VISR D 9 B, 73— F A TIHMEFFRE
JED & 5 885 (AARNEFE 3B EETe), /S— bk B TIHBFPRIERED 72 WEFH 29

Blzxtg e LT, A& 10 mgkg % 2 HFEFR CRMEE L, /S— b A O EEFHIE
HCThoEME X, 31.8% (95.9%(FHEXHE™ : 21.9~43.1%, 20164 3 H 3 A5 —X

1y NAT) Tholz, 7ok, FANIRE LIZBERSEIT 20 TH-7-, /S—F B

DOFNRFEMIE B CTd 5 R0 O P RIMBITHE R 13 62.5% (95%(FHEXM : 35.4~84.8%,

20164 F 12 A0 HT—X v b4 7) Tholz,

*]1 : RECIST WA FT A > 1.1 BUICHEES <A EIC X 5D CR XU PR,

*2 0 ARRBRCITA RN 2 B & U2 P BT 23 520E ST 0 . |l 0.025 2> 5 M43 B A#TIC
BIT24 B EOREKE 0.0045 &2 LW G EAKRE 0.0205 2T, 95.9%(F X%
HHTAZ N,

*3 0 HAMEMATRIGEE M O 5 B ARAIEG-BIA% 13 B EBIZE STz 16 flofE R,

R—k A X— 1 B

B (%) B (%)
SE475%) (CR) 8 (9.1) 3 (18.8)
#5r2E5h (PR) 20 (22.7) 7 (43.8)
“2ZE (SD) 9 (10.2) 2 (12.5)
#47 (PD) 32 (36.4) 3 (18.8)
RN 19 (21.6) 1 (6.3)




[z 44k]
[E BRI A5 T AERRER  (EMR100070-003 FR5R)

HEFELII/N— b A 86/88 il (97.7%). 7X— |k B 28/29 ffl (96.6%) IZaB¥H HiL, AR
EDORBEEZENEE TERWAEFRRIT N— b A 62/884] (70.5%). 73— k B 23/29 #i
(79.3%) IZFBD HITZ, WT D/ 3— K TRERN 5% FEORWERIZTED & B

D ThHoT=,
WIERHDI— N TREER 5% EORIER

SRERIRHE B (%)

FEARGE N— kA X— kB

(MedDRA/J ver.19.0/19.1) 88 il 29 15

4 Grade Grade3 VL E 4 Grade Grade3 VL E

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

Bl E

TR 9 (10.2) 0 2 (6.9) 0

L 9 (10.2) 0 1 (3.4) 0
— % - RHEER L OGN OIREE

it 21 (23.9) 0 8 (27.6) 0

piipabns 7 (8.0) 0 0 0
FHREE R i 55

ALT H#4m 3 (3.4) 1 (1.1) 2 (6.9) 1 (3.4)
BE, R X OEAGHE

HEATLE D i 13 (14.8) 0 4 (13.8) 1 (3.4)
Rt LUk E

RAIER 6 (6.8) 0 0 0

U —B N 0 0 3 (10.3) 0

RE D 0 0 2 (6.9) 0

K+ U 7 A fE 0 0 2 (6.9) 0
g X OB Rk

2 8 (9.1) 0 0 0

% D FERE 5 (5.7) 0 2 (6.9) 0

RN SN2 5 (5.7) 0 1 (3.4) 0

2B, N— K AKOUN— K BIZBWCTZENZE4, MEMEMER 16 (1.1%) KO0 H#i,

JFREREREE 8 5 (9.1%) KON 261 (6.9%). KRG -

BHEDOTH 16 (1.1%) KO0 f,

HORIRFEREREE 5 6] (5.7%) KOY 0 51l 1 BLBEIRIE 1611 (1.1%) KO 0 fil, fhdk - k4
KOHRIRIE 361 (3.4%) KO 18 (3.4%). #iklEEs (F7 v « NU—JEBRREL T L)

11 B (12.5%) KO 2 i (6.9%) ., BEEE 2 #] (23%) KO 1 6] (3.4%). W
infusion reaction 19 1l (21.6%) M54 (17.2%) DR HIVTZ, F7-. RIBFEREREE
DR KON - BEERITERD b7z ino T,



4. FEFRIZOWNT

KERSAM L L CHEABRERE (2FHE) BT onTnsZ e, %%ﬁﬁ%‘
UNCEMETE DX CTHOINENDH D, €O LT, KEOELG N #EY) 2 EE %22
%EL\$ﬂ@&5_;DEWQ@Wﬁ%%ﬁLtm_ﬁmﬁé_&ﬂﬁgﬁt
UTDOO~@DFT X T &2 I ik CB W THEHT & TH D,

O MRIZONT

D-1 FiLd (1) ~ (5) OWVWFNNIHELTLHEHTHDHZ &,

(1) EAFBREDIRET 20 A 2 HOEEEIL SRR (R E I IR A AR i HE LS5
e, HutlHs A S REHEIL SR B, M AU IRIREE 2 &) Rk 29 4E 4 H 1 AR
R 434 fiERk)

(2) HrEHERERBE CERR 29 4E 6 1 H R 85 fifiak)

(3) HBENFIRAEDIRET 2 A RECEEEREE (DS ARREEER ERbL, A
W IRbE. DA EEREER 7 L)

(4) ARALTFIHEEZRE L, ARIFRENE 1 USRI FEIRE 2 Ok
ﬁ:%é@ﬁ%ﬁofwémﬂ(ﬁﬁﬂ&ﬂﬂlaﬁﬁ-%%mﬂ

(5) PUEMIEEAIL T EHNNE O IR D B 21T > TV A ek CERk 27 4 7
H 1 BWFS 1284 figk

@© -2 B ) AL OAb 7 K ORIE T S BLIRE OO S his |2 47 72 itk & -8R 2 R EE Rl
(FROWTNNITHEY T DIERM) 2, BE2RBORJNCET HEROBMLE L L
THREINTWDHZ &,

*

o [ERNFFEGE 2 FOWMINHE 2 #& T L7242 5L EDO N ATEIR D EERIHE %
IToTCWBZ &, 95, 2 U RiT, DARYEEZ T L L-BRBEREZONHE
BTl o TWAZ L,

o [EREFEISG% 2 EOPGIHHME 2 & T LI2121C 5 4ELL o 2 8 B IS S 2 0 O
RRBREZHEL TS Z L,

© BREADOEEMIFHREBEDOEAEHIZOWNT

WAL EREHICE T T 2 HEEDNEE S, MEAENLOBRED., Aok - %
PSR 2 A O B ONERTS 63 D IE IR, AEFRNRE LS AOH
W, HENHESLHIITON D IEEHINE S TWDEZ L,

ofF H> DA
P 4&? &o



@ BIEADRIRIZONT

@-1 BIfEFASETRE ORI B9 5 B

VBT HEAZR 8.5 0 TR AR M 5 32 L 7T, 24 WSRO L 2Rl S 1
MR 300 T BB L BRI U CABSF LR (Y CT S 0 BIE ORI &
FAREORRAY BRI DA, B HICHIS AR R 1 > TV 5 2 &,

@2 BRREFEIC L 2AEFRISICET 2 EMF

3 ARSIRICHE 0 5 B 70 ik e OB RE A+ D IERIEHEA NEWENE=2 1 v 7 %
BOIEIRDOA L V) —= 0 T 2ATWERE LIF iz A TE 5 F— LERIRH 2356
SNTWDZ L, b, BAAFNIZOWT, NABE L ZOFRBEIZ I EmshT
WwWnHZ &,

@-3 BIfER OZWrox B LT

BIVER (MEMERZEEICI A, IR, KIBZK - HEO TR, FRREEEEE .
R TE. 1 AUBERIA. DR, gk - BRRUTIRARIE . PRRREE (7 - L
—IEWERE A S Te) . BFEE, infusion reaction, JMAE - BEMBIARSE) (Txf LT, Ykl X
TR R ERSE OB A A D EA & EEE L (RIEH OZE-oxSICE L CTHE &
VXA ZITONLEMEICH D Z L), EHITHEEURAENTE HERHNES TS Z
&



5. BEXRLBRDIBE
[ZZetic B3 5 F1E]

@

TRICEY T 2EFIC OV TEIARAOTREGERES L SN TS Z &b, &EX

TN &,

o FHAIORSTR LBEUE DR D & 2 B3

BRI ORI B W T FRRICEE S T 2 BE IOV T, AR G3#ERE Sk

WS DRI W IGE IR Y | EHEICAHZFER T2 2 2BETE

Do

o RMEMMZEEROEI IIMEOH 2 BEHE

o JaEBmE AR A CRVE S A 78 0 D B K ONEENME O HU R st 2 S0 e fiti ¢
FEOMICRIEMEZEEN DD BE

o HOMEREREOEI, XM L < ITHFEMED B O 7R B O BEE
D% A

e ECOG Performance Status 3-4 "V o3

SRl hlE She Rt ) |

o)

@

(P PAERE D 720 Je OB FFRIEIE O & 2 ARG UIBRANRE 72 A V7 Vil B 1236
WTARARIOHEHER RSN TN D,

TREICEE Y T B BT 2 AR AN O 5 O H FIEIZ SN TR, RAIOf 2hi%
MHELINTELT, AFOTEEGE[IR LR LI,

o fhoPUEMEREEAl & OOFH,

(1 ECOG ¢ Performance Status (PS)

Score TH

0 2 MERIEITE S, AL R U B EAENHIRR 1T 5,

| PRAGIC I LWSENXHIIR S A 23, BITAHE T, BIEEMHE - TOMEEIITHI 2 &N TE 5,
B« BN FE, EBEE

) ﬁﬁ?%?ﬁ%@%@@@@:k@#ﬁfﬁ%ﬁﬁﬁ%@f%&woH¢@ﬂmuL@NyF%T
el — 9 o

3| RONZESOHEDEY DO E LTE R, HHO 50%LL EE Xy K21 Cilh 29,

4 | &<ETFv, BOOFOEY OZ L3 TERY, BRIy KRR+ TilEsd,




6. BEICE L CTHETREEH

O WASCEZFICN A, BERTER DT 2 &R 23D & ARF O Rt K O%E IE
D72 OB A+ I L T bEHT 2 &,

TRIRBHARIC e B BB XUTE OFEIRITAH R R OfERME 2 5B L, FEZ
BTorbEET5Z L,

FEREIER O~ XY A MZOWT

@

®

MEMEMEEN D SDbND Z EBH LD T, KFOEGIZHT=> T, I
Sk CEGIAL, PEULIREE, k) ORER & O X Biedr o F2hiss, B2
AT Z k. £, KBNS UTTHRE CT, My~ —b —HDMR& %%
Mg 5z &,

A2, IFEEREE. TR 60D Z 085D T, EMRICITRERER
7 (AST. ALT. y-GTP, B VU L E VEDHIE) 1TV, BEDOIRELZ 3
BETHZ L,

ORI RERE S . RIEHBEREENH LN DH Z D5 DT, EMICHIR
RRefd (TSH, WA T3. WFRE T4 FOMIE) 217V, BHEOREL 5
BT 528, Fiz, BTG U T ACTH, ML 2V F Y — VDR
H. HRREOEMOBETLHZ L,

AMEEES., RAEHEEBREDBTEENOL OO ENHLDT, &
HWIMICEWEMRELZITV., BEORELZ I8l T 52 &,

1 BUBEPR T (BIE 1 BUEIR 2 5de) b botv, FERWEES R T R—v &
ICEDZENHLHOT, Oig, Eol, WEMESFEOIEIROFEHCMPEHED L5512
+oEET L2 e, VRERFE N RN ICITkGEHIEL, AR &
H OB HEORY REZ1T O Z &,

T T4 T7x b, FE, EIE, MEIRIREES% A 5T Infusion reaction 23 &
bbb ENnbHHDOT, AKEIOEHIXEE D Infusion reaction (Zfi 2 CEE
BRI+ 72 kD TE DY 21T 7= TRt T2 2 &, F7=, 2 BB
KA 52 Infusion reaction 23 LD I EHLHDHDT, BEDIREL +
DCHIET D Z L, 72, Infusion reaction 23FR® LA AITIE, #Y) 72 4L
EEITH L LB, IERVBEET 2 TREOREZ +SICBETH 2 L,
AR OFHIZEY | WEORERINTER T 5 &5 2 b HEkA R B
BRHOLDONLZEND D, BENBEDONTHEAITIE, BB LIEFLRITN
U 7= RPN 70 sk & ARIBR 2 KR O Al & s U Cl bl e 8012 Wr 247, s
DFPELNNT K DEWER DB DN DHEITIE. AFIORFE TH 1, K OE
BERERNVEVAIORGEEZZEERETDHZ L, ok, BIBERERLVEORSE
(C XV EWEHOBENRD SR WEEITIE, BB BERVE LS D5
R OBMbBETHZ &,

BHKET%Z, BORMNOE I ARE L TOrORTERBRET 520 H 57
D, AR OFGHETHRIZHEWEH ORI DITEETLHZ &,



AR ORI T, &GS 1EMIT 6 EE Z &, 2RI, 128



