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EIGOBEINE « ZEMEOFEROT- DI, IR SCEZEIZI S Wi E el 2R D
b5, DI, IWEOREEMOMEAIC L0 | FUREIRSL 2 & OFH 72 BriR 1E A%
FEEMPEBEINDLHF T, ZDDERLEZEICHNERBFITERMT 52 L PRED
E L 7o TRV, REMEGEE & DA T #2016 (FRL 28 456 A 2 HMERILE)
ICBWTH, HHER LSO ORELHEEZX S Z L LS Tn5,

FREARTERLIL, KEEAOCRENE T 0 7 7 A VBB FOER L6 R
RHEZENDD, ZOID, AR OLREMICBET 2 IERD SR T 5 E TOM,
WHEIGLOBEERZIT 2 Z ENMFIN L BEICH L THERT L & L bic, RBIfE
R LT BRI B 25t g & D 2 & A AHE /e — 18 OB 25 7o 3 R B <l
HZLENEETHD,

L7eo T, BRIA RTA TR, BABBERELZNETITHE LTV D EFIEFH -
BRI IS & | DUN OEIRS ORE 2 2 HET 2880 6 B Ef, & x
FHR O EERE T,

B RKTA BT A L, MSIATEE NEIE S RS OHE . AREENEANR A
ERRRES s, — M EEE N B RERR N FHE S K OVARSAE AN B AR ER 2 O 7)
DY EAERC LT,

WG E R DERY =RV~ T GBI Z)

REERDMEUIHNE - ARTAUIBRAEE AT « TFIE D B R B G NS

WG ERAMEROHE - W%, RAICIZ=ARL~7 (B z) & LT, 1[E240mg
% 2 TG ST 1 15] 480 mg % 4 IR C Al siET 5,
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2. AFN DR, TEREFT

=R~ T7 (BEFHEEEZ) CUF. TARAL Lo, ) 13 NS TERASH &
AR Ly 72 BTV AL e~wAY—X 22747 (BMS) 1) 233 L7-t  PD-
1 (Programmed cell death-1) (Zkf3 2% & Nl 1gG4 £/ 7 v —F PR TH 5,

PD-1 1%, #&MAE L72U /38R (T M, B Ml OV F = 7 v% 7 —T fifd) NKOVE
BERMAIC R BT 5 CD28 7 7 2 U — (T MilaiEMA b 2 #iBhIC IE & AICHIE3 5 5y
THE) R T 2% B TH S, PD-1 IIHURIR MIIZFE S5 PD-1 U o R (PD-L1 &
W PD-L2) EfEA L. U2 RERICMEINES 7L B RE L TU Vo REROEME LR IEE &
ARSI LT\, PD-1 U 7y RIZHURER RSN B N Okk & 7 FEEFARRIC R EL L T
BO ., EERAEEF DU LA D PD-LL O3 EL & ik O L7 &
ORNCEOFBERERNH 5 = L A ST\ 5 (Cancer 2010; 116: 1757-66) , 7=, &
PR E RS TSR TR EAT DA X —T B~ (IFN-y) 12X~ T
PD-L1 OFBINFHFE I, 858 LI EEEMRICIS T 5 PD-L1 O3B & ifi% o E 7 &
ORNCIEOMEBIRIRR B 5 L DA H H 5 (Sci Transl Med 2012; 4: 127-37) , S BT,
PD-L1 % Ji| Bl S 7223 MR, PUFRESLA) CD8 Bhitk: T AHHAE o Ml A5 s 14 4 655
X528, PLPD-L1 HUA T PD-1 & PD-L1 & OFEA ZILET S & = OMIEEEMEM ]
TWTDHZLEIRENTWD, D Z L5 PD-1PD-1 U H > R, S AMIENHUR
Fe 572 T IR O O W BEZ BT 2 FO—>2 L LTEZ LTV,

AFNL, IR OFE RN PD-1 OfffasE (PD-1 U F > FEEHEE) IT/REE L.
PD-1 & PD-1 U A REDFEAZILET D Z EICLD . BNAPURFRZ T MRoOEE
LK O AFRREZ T 5 MRS EIEE 2 R 3 2 2 & TR e itiEEsi R 2 "4 2 &
DER I TV D,

TS DN | ARFNTEMEREZ 5T 2 72 28R IRIC2 0155 b o & iR S,
RIGEIBRARE /2 AT « TR O ERCR B BRI BT & 5t G & U 7oK s 2 520 L |
BEE, REVER OBRIEN MR ST,

AFNOVERABE IS < BEORERISIC L DRIERS RS S, EEXIILTIC
ELRRMEND D, AFOFE T KO GHIZIT, BEOBIEL 012470, BFE1H
D HNTEHEITIE, BB LI FRITS U7 fP R 72 ik & BB 2 RO Al & i L T
B2 8RR ATV RE ORE UG L HRIER NSO DG, BIBRE RV
E LR OB G EDOW Y RILE ZAT O LER S D,



3. ERPREURE
IRVREIBRARE 7R AT « T8 D | SR B2 MR I I O ARGRIRF I Z - A4 T o 72 T 2R BRI
BRODpSE 2 7”7,

(A 2]

O ENENFERE (KCTR-D014 35k)

RIREIBR AN REZRHEST - FR D L RCR B BRI R 31 B (A ioiiAaE 20 1, JLJE
HRaE 2 B, FLEAN N = v N 4 B BEA R 5 B (=27 U TR 3 1. TR
LB, BRI 1B ) Z xS, ARAI480mg & 4 MR CAREHE LD, B
FHIE B T 5= (RECIST HA KT A > L1 RIZEES < S e Eic L % CR X
IX PR) % 19.4% (95%(Z#EXM] : 7.5~37.5%) Th o7z, 7B, FHANCHEE L-BHIZ
5.0%Cdh -7z,

JRELARHRAL B D ZE%h = (RECIST HA K74 > 1.1 fRICEES MNP 9 EIc X% CR
XX PR) . AR 20.0% (95%(EHHIXH] : 5.7~43.7%) | AJEAAZRE 50.0% (95%
fEHEXR] : 1.3~98.7%) . FLEA ST = v MF 25.0% (95%(5#E XM : 0.6~80.6%) | fZ
JEfT B A 0% TH > 7=,

F 2 ENREDOEBEMOR—2 T A 2D D RE{L=R (RECIST A R7A > 1.1
FRIZ S SMNZHSHE) T FTRO LB Thotz,
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[Z241]
O ENFEDFERE (KCTR-D014 #5R)
A EFGL 29/31 ] (93.5%) ITFRD HAL, KAlL OERRBRNGE TERWEEFS
1% 18/31 f4 (58.1%) (ZFB & H LTz, HBLEN 5% L. EORHWERIZ TERDO B ThoT-,

£1 FEREN5%L EOBIER (KCTR-DO14 RER)  (REMMITHEBER)

BRI HH B (%)

HEARGE 31451

(MedDRAV/J ver.24.1) 4=Grade Grade 3-4 Grade 5
AFEIEH 18 (58.1) 4 (12.9) 0
Mg LY R REE

E=gil 2 (6.5) 0 0
PN sk 55

R HRE R 4 2 (6.5 0

FFR A RE TUME RE 4 (12.9) 1 (3.2

FOR IR REAK T iE 3 (9.7) 0
—f - EFEER X OG0 RRE

TR 2 (6.5) 0

FEEN 3 (9.7) 1 (3.2 0
B R AR AT

1 H PR AR AL AR L R 4 (12.9) 0 0
MR as . MEhds X OEhm ks

IR P M 2 (6.5) 1 (3.2 0
ek X OV T A RRRE

Z 9 FEE 2 (6.5) 0 0

7k, HURIRBEREREE 11 # (35.5%) | FHIEIPERGZEAE 2 61 (6.5%) . mIEHERERE 2 {1
(6.5%) . WEREUTHRLARAE/ X A ST —1 61 (3.2%) . AFEEREREE 161 (3.2%) . T HE(AHE
REFEE 161 (3.2%) | FRERFETE 141 (3.2%) . BFHEREREE 141 (3.2%) KNS L HIEER
161 (3.2%) M bilz, Fo, BEIEMEGE, Ok, Bk, KX - /MEk - BE
O, LBRUBERE, BUERFR, AR, IR, BEPEIRAE &, Mk - BEER, BHEDRK
JEREE . FRARIMARZERRIE, infusion reaction, HEFE 7R MykkeEs, MERE AAEGERE, fikZ, B
K. HEOBHRK, DIERES, RIFERD:, g H L, EFLITERD o7, REIEHFE
BURDLIIBE SR (ARREMERT 2 5) 23 OEHEREZ =T,
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AHFNOREMEYFETT A ZFHLI-Y T 2 b—a 2k v, AKI1480mg % 438
W IR T4 5 U EBEAGE 0 FIVE - RS TG LT B OARA O M H IR E ARG S vz,
ZOREF., KKl 480 mg % 4 WERIFIR CTHEG LIZBEROEHFIRIBIZ IS 1T 5 T2 M i
(LT, TCagssl &9, ) I&, AHI 240mg % 2 BRI THS- L72BED Cavgss & HILL
THETRESNE (T#) » £7-. KK 480mg % 4 BRI TES L7-BEo & IREEIC
B D EEMETERE LT, [Cruxsl &V, ) 1E, AFKI 240mg % 2 BRI T 5
L72BED Comss & WL THEZ T EFRISNIZ b OO, ARABEICIO TEAM
IIHERS S AU TUN 5 YA« & (10 mglkg % 2 38 IR TG TARIZ #5- L 72BED Craxss
L L CTIRfEA T E TRIS R (TR) . AT, BHEOBEICKIT 27 —ZI1ckD
X, &K 3mglkg (RE) X% 240mg % 2 HEFE, # L < 134K 480 mg % 4 i R k&
THEG LB OREOMRGE & &AM X T LM & OB A RFd 2BE ST T LD
S S, YRKBIEIC O W TR ATk R, ERRo Ak - AROM THOMER O
MR R T & TRIE LT,

K2 FHRORUEEBNT A—F

v - B Crnax Crnindzs Cavgd2s Crax,ss Chin,ss Cavg,ss

(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
3 mgkg Q2W (3523?%8) (1623563) (2123229) (75%5?71) (27ﬁiio7) (422Z?27)
200mg QW | (o100 | 0an 800 | 08609 | o225 | wistse) | @n 18
400 mg Q4W <10;4207) (15-?17-4) (37-50?-34.8) (14&23,1236) (27.751,?37) (62.11(,)387)
10 makg Q2W <14é?222) <sei§?32> (101??48) <323?§25> (182?303) (2327277)

thafif (5%, 95%5) . Q2W : 2 ARG, QAW : 4 BRARIFGE. Cmax : #IIEIFE5-%% 0 & & ML P RE
Cmindzs : FIAIHE5-1% 28 B BIZH T D HRAXMIEHIRFE . Cavgaos : A 5% 28 B H £ TONEHIMIFHIRE.
Craxss : EHIRAEIZ IV D A im MLIE P IEEE. Crmings : EHFIRFEIZH T D IRIKMIE T IR, Cagss : EFIRAEIS

BT B R M PR
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IS Y R 7 E G (RMP) (ZH-D & A 0BG Z MR LTS B~ O 1) ) (R
NdHHERE T T, ARNOEGENEE) e BEZ2ZW - FFEL, AFIORGIZEI D EE
TREWER 238 LI BRICRIG T 5 2 E RSBl L FOO~QD 3 T & 7= 7 /i
RICBWTHHATHIRETH D,

D HEERIZ2OWT

O-1 Fio (1) ~ B) OWFINTES T HiERTHD Z &,

(1) EAEFGBREDIEET 20 ABREEERL SRS (FRE RS A RGERE LSRR,
Hidgk 23 AU RSB RUR e, HUE A A BB IRIR B 7R &)

(2) FrEHERERIPL

(3) HEFIRAENHEE T 2 AR (03 ARSI ERbTL. 23 A ioEE i
TIIRBE, B AR EEHEHE SR B 722 &)

(4) A RACFRIEE 23R E L, SRS LR E 2R 1, SR IEE b2 e 2 X
XA SIS L RIS IREL 3 Dk EI AR D H 24T - T D itk

(5) PUEMEREESAIAL T & BN O h sk FHEIAR D i H 21T > T D fitiak

O-2  LRGRBEE NI O AL 20 TE K ORI E I FE T O R G50 720 ek & Bk &
OEM (FROWTIMNTHYTHEM) 25, YL RBOARANE T 5RO ELE
ELTRESNTNDZ L,

*

o [ERIGFFEIFE 2 FOMHINHE ZE T L72RIC 5 LU DD ATERDOERIRDHE 217
STWDHZ &, 9B, 24U RIT, BAREYRIEZ & LTBRRIES S ONHE 21T -
TN5HZ L,

o [ERiREFES% 2 EOPIEIIMEZE T LI212IC 5 4ELL o B2 VIR 2 9 O iR
BEBRAFLTWSZ &,

@ BEAOERMFEHREHROEHIONT

R ERE P F T 5 SMEA D E S, BN ofFmEn, Aot - &«
EVERERITE MO E B NEMSII ST D EHRIZ M, AFERNEE LG EOWE
s, FERHELDIATONDEHINE>TND Z L,

® BIERA~DOXRINZDONT
®-1 BIWEASBREO S IZ B4 5 Bk

VR MR RS O BEE R RIE 23384 L7 BRIC, 24 RERIESIRIRHI O T, Sakhisk %
HHEERERIC BT, B LZRIERICIE U CAREEE N CT ZoRI{ER ORI /3
RIREORERIYG B PIZE DI, B HICHHEATRE R R HI A FE > T D Z &,




Q-2 ERUEFE L OAEFRAIGICET D&M

N AR D D M 7R ik S OB B2 A 9 2 EIRIEFE DRIER e =42 ) 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERAHI D =
NTWDZ e, 2B, BEAEHICOWT, BDABE L LTOFRICTHFITAmMENTND
Ze,

@-3 BHEA DZBroxHccBE LT

RIVEA (MEMMEEICM A, EREGEEAE, LK. Tk, BHRRIEE, KIB%K.
/NS BEED TR, L BUBERIA . BIENT & IFAR4, IFRaemdE, s, mifbrEAneE 28
LR RS RE IR . T IR (B RE IR | Pk IR | B IR RIEIRE ., Ik, BB, FlER.
O R EREE . SRR ZERIE, infusion reaction, HEEZRMKFEE ., M ERE BIEMREE.
FEEE, WER, EHEOERK, 5 RE, BEOREMIG, WIRIEFEME, DIEEE (LA
B - ARAR - DS PERISMGESE) | ARIFERES . G, BEALSE) 1SR LT MakhEak X
UL RSB O B FIVE 2 A3 S EEAR LB L (BIEA OB Kr-oxHc B L TR E L O
BEZTONDIEMICHDH L) | EHHICHEYRLENTE DEFINRESTND I L,
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5. BREXBLRDBE
(A 5hiEIC B4 2 FIE]
O TROBEIZBWTAROFEIMENRINTND,
o RIGUIBRABEZRMELT - FRE D L RR R R

@ TFRISZUT DA OFE K OERGIEZ SN TR, AFOFDEPHESL SN TR
59 AFIDORGRZ LR BRN,
o fOTUELELH & OfF RS

[Z 2RIz B3 5 5]

O TRICZETIEFIZOWVTUIAFORENEERE SN TNDHZ &b, &5 51T
DNz b,
o KA LSBUE DB ERED & 2 B

@ JEFRATOFMIZIB VT FRICEY T 2 BHFIC OV T, AFOFEGIFHERE S L0

D, A OIRFEPE DN R WIGEICIRY | HEICAFIZHFEHT L2 L 2BETE D,

o [WEMMZEREOGO IIEEDH 2 BHE

o JERE iR A CHRIE R 278 0 2 B3 M ONE B OO KU iR 2 <0 iYL il 2 %
DRI RIEPEZALD 2 B3 5 B

o HOMEERABOA, UTBMERNZE L IXHIHEMED B CaEREOBE D
b HRE

o BERBHE (GEMSMIaBHEELET) ObHBE

o EEORBYSUIEEE BT HEE

»  ECOG Performance Status 3-4 " o @3

() ECOG M Performance Status (PS)

Score | EF

0 | &<MEARIEFEH TS, WAl &lFE U HEAERNHRZR AT D,

PIREICI LUWTEENIHIR S 40528, SITARE T, BAEERH > TOEEIITH 2N TE D,

Vol mozs, wseg

2 BTRIEECHSOH DRI O Z L 13T N TRHREIEDBEEIZTE 2vy, HHFD50%LL g~y R Tl 27,
3 BONTZEHADEDEY DL LNTERY, AHo50%LL LAy R+ Til I,

4 2LET RV, BOOHFORD OZ LiFael TERY, BRIy KRR TId,




6. HEICBELTHEETREEH

O WACEZITM A, BIERTEEE DRI 2 RS D & ARH O Rtk & OV EAE
RO DIZ B R ERE I L T OERTZ &,

@ REBIBIZIENL D | BBE T OFRIZA R faltEZ + o3 L, REZ5T
NoEETHZ L,

® EREWEHDO~F T AL MTHONT

MEMEMEEDRD LoD ZENRD LD T, KFOEGIZHT- - T, BARER
(WP PRI, nmik, FEENE) OffEss M OWE X SR o Ehi%, Bz +71C
179 2 &, £, LENDIE U THHES CT, i~ — 0 —HFOMmEZFMT5 2 &,
KA O 51X HEE D infusion reaction [ 2 TEEARFIZ 43 72 %I D T & 25 Hafi
ATo 7 ETHIET 5 2 &, £72. 2 [ HUBEOAF G- IZ infusion reaction 73
HobNDZEbHDHDT, KFEG T MR G THRIT AL Z P A
ARET D%, BEOWREEZ 0T8T 5 2 L, 72355, infusionreaction & FE 5l
L7 aicid, BEToEELERPERICEET 2 E TREZ +o8lET 5
ek,
R RERE S T AR E M CRIEREERNH OO Z ENH LD T, K
D1 5-BRAAET M OF G-I I3 B N s sefe & (TSH., 028 T3, ilF
#E T4, ACTH, IMF=/vF Y —VEORE) 2FEfid o L,
AFIOEEIZ LY WEOREFRICTER T 5 &5 2 b D Ek 2 RFE B RE
NHOLOLNDZENHDH, BENRDOLNHEEIIE, BELEFRIISUEHE
FH A 7 NGk & R85k 2 FEO PRl &l U Cli bl 22 88522 W 217V, I8 OE X
SR K DRIER DN B 2 56113, AFIORFES T ik, R ORI RE ARV
CHIOERGEEBRET DI L, 2B, BB REARNVE ORI X Y EWER DS
TNRD LR NVEAICIE, BIBRE R v DSOS OB &K
THZ L,
PEERET %, BB OE I ARE L T GEWERADNBELT 2 Enb b2,
AHN OB THIZ B EWEH ORBBUC2IHEET H 2 &
1 BUOHE RIS (BIE 1 BUHEIRIG 2 5 de) b bbb, FERWEMES N7 v R—U R |Z
BLHZENHLOT, Ag, Eo, EEEOTEROFBLCMPHE D A2+
B8, 1 RSN EDN - GEICIIEG 2RI L, 4 R Ao
HEDOWMYIRAE LT Z &,
BIERT 2%, B4, TTREREREES . T2k, BLEIERRHHDONDL T LB DD
T, EHHICITERERE LTV, BEOREZ +oIC8lE2T 52 &,
SEVERBRH LN ENRHDHDOT, IROBEOFREL EHICHRT D
b, Fo ROEFENRD DNTGEICIE, HONIERERAE 23589
BELRRETLZ L,
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