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1 X

IS DGR « ZEMEOFHERD T OIIT, IR CEFICESWEIERME KO b
Do BT, EFEORFEAMOEART LY | FUREIK G & OFH) 7285 E S = 3
WERRENDLIHT, TNODOEKLZHICHERBHRIZRMLT 5 2 L PBRBOREL o T

V. RREMBOEE & QRO AT R 2016 KAk 28 4 6 ] 2 HREEERE) I8V ThH, H
BHEFE L O O HEE A XD Z & & STV D,

BORMERMF EIR L, REERSCLZ RN T a7 7 A VBB OESRL E LR 5
LD DH, Zoled, AR OLEMEICET ERN &R 5 E TOM, YiLESRE

DOREZMLSZT D RSN BEEICH L THEAT S & L b, BERAMRE L
BRIC LB kIS 2 & D 2 L N ATRE /R — E DB 2 i 7o R B TR 35 Z L A EHETH
Do

LIEDBoT, KUA T4 TiE, BB INE TICHELN TV D EFEZN - B4
RN EED & LU O EFE S O fi 22 1 2 HEHE S 5 8LR 0 O MBI, B 25 MO
BHREAZTT,

REB. KHA BT A %, WATEGE NEIEMEREG R SRR, A EEE A B AR
JEZ ey —MRAEETE N B ARERIRNBHE S M Ot HiE N B ARREER 20O 10 b L 1E
ik L7z,

WG &R DRI ATV — R AR EE 20 g, AT Y — R S EE 100mg, AT Y —R
UM ERE 120 mg, AU — AR AR ERE 240 mg (— %4 =Rv~ T
(GEAR Tz ) )
RELRDMEIDR « JRFEA
MHELRAMERORE @i, mRAIZ=Rr~7 (Eiaf#fz) & LT, 18 240mg % 2
W R R 31 1 5] 480 mg & 4 JEFIEIRE C A EET Do
B 3E R 9T O NP TS




2 AHFORE. 1EREF
7 — R SR 20 mg, [R]ASTEEHE 100 mg, [F]AE FHE 120 mg K& ONF] S §FF 240 mg
(=4 =R~ 7 (ERFREHZ) © BAIT. TARAL Lo, ) id /NP TS
MEAZL VLY I A (BT VARV~ Y —X 2747 (BMS) 1) 23B% L7t k PD-
1 (Programmed cell death-1) (2%t %t R 19G4£/ 7 n—F AHETH 5,

PD-1 1%, IEMEAL L72 U o388k (T Mila, B MR OV T = 7 0% 7 —T M) K OVEH#ER
MRICHH$ 5 CD28 7 7 2 U— (T Ml OTEMAL 2 MiBhBIC IE & AUCHIEE3 55 T8 |
BT 2%/ TH 5, PD-1 IZFUFIRSMIGICHBLS S PD-1 Y > K (PD-L1 & PD-L2)
EREE LY BRI Y 7P A B RE LT Y S BROTEMLIRREZ AIZHAT L TV B,
PD-1 U 7y FiZHURIR~MfaLsMT b b Offx 2SRRI BL L TR0 | BB AR A
BN U7z AL 35 1 2 PD-L1 OB L itk O ZEAF I & ORI A OAHBIRILR A & 2
ZEMNHAE STV D (Cancer 2010; 116: 1757-66) , 7=, EVEROAERE CIIMMEE T
MRS EEAT DA 2 —T7 x> H < (IFN-y) IZX5 5 TPD-L1 ORBENFES N, 55 L
T MESARERRIC 31T 2 PD-L1 DR & it DA AFHIE & ORI IEDOHBIRR H 2 & OHiE b
& % (SciTransl Med 2012;4:127-37) , & 512, PD-L1 Z 3@l B S S-S A MM T, HUREs
FLH) CD8 [tk T Mife D HH e (5 =5 M 2 Jigs S & 5 2%, $t PD-L1 /AT PD-1 & PD-L1 & D
fEaalET 5 L 2OMEGEEENEER T L Z BRI TS, E0Z LG PD-1/PD-
1 U Ay MR, SAMBRSTURRR A e T Mlas b OB L A 2HF0—o L L
TEZLATND

AHANL, BB OME R 6 PD-1 Ofifast ek (PD-1 Y 4> FFEE) (/& L. PD-
1EPD-1LY By REDREEEIET S Z L2 BATURERFRENZ T MBOTEMEL & O
PRI 69 5 MRS IR VE 2 iR 5 2 & TR e B A R 9 2 L SR ST
W5,

THIVHDHENG | ARFNTENENEG ST 28 - R EICR VR b0 L IFF S, i
FEARPEBE 2R E LR Z i L, A2, 2t R OREMER R S v,

AFNDVE RIS B DORERINT L HRIWEREN O S bil, EEXIIETIZED
AIREVED B B, AR OG- H RO G5%I2I1%, BEOBE L 24TV, RENRO LN
e lid, B L2 FRITIS U HI R 2 ek & S8R & B AN & s U CRibl e @i
ATV, WO RISIC KD RIER B DN 25 E1IE, BB RE R VE CHOKREE
WY 72 E AT O R D %,



3 BEEREGE
JRFEAS B O AR IR I GG 2 17 o 7= B 72 B R 5 R D a2 79,

[ 2hE]

[ENES T AHRER  (NM-K2002 3X5%)

JFRARBEERET  (BEEORBIE « fHE S 2 RS W THERE S LA IRIRIED & 5 B2 13K
GhEaTe) 56 il ARG, Al 240mg % 2 ERIEIRGE C AR EHE Lc, EEFHMEEE Th Sk
FERIERED B D B (45 B1]) OFEBhH (RECIST HA4 K74 > LIKIZE S Rl Eic L 5
CR XX PR) 1% 22.2% (95%(5#HIX] : 11.2~37.1%) Th -7z, 2B, FHANIETE L7-BHE
1X5.0%TH -7,

Flo ALFFREREO IV EE QL) ORFRIT, 18.2% (95%[EHHXH : 2.3~51.8%) T
K?Jof:o

RSB E TH D 2 L SERFRE TR S, HoEEEAR CT, FDG-PET, Lk FHHLE
NSRS O WG RS R OB IS U= B2 25 (FLIREL. BAR WRERLOCHERR) |
L0 TOREHBREEFEM L LT B FREAEE SR o 7o RR MM (R RN,
PEY L ER ORIEIER ) B, Al (LEREREOH I b L TRGR L S,

¥2 0 FROWTNITHEY T 5B,

IS UNOYR i Wk s ) ey

- MR (MEA) OHEHT D LMOBEERS

C S LV EER OB E AT B ROT LR

- BB L EIER OB G T DR R R

« RIS SRR N S UANE 5 O R M 2 9 % B

CEEE OB O EA U, MEIIEEN ORISR RUR (PSA) NEEZ R~ T BIkEE



[Z24tE]
ENEE AR (NM-K2002 7L5%)
AEFEFRIL 53/56 ] (94.6%) [ZFED Hiv, AL DRRELPGE TERWVAERRIT
35/56 5] (62.5%) (Z#8 BTz, FBLFEMN 5% EORIERIEI TERDO LBV ThoTz,
#2 REFEN5%LUEORIEA (NM-K2002 3RER) (REMENTREM)

HERIRHE B (%)

FEARGE 56

(MedDRA/J ver.22.1) 4 Grade  Grade3-4  Grade 5
2EIEH 35(62.5)  11(19.6) 0
Mg LY R REE

U HR BRI E 3(5.4) 2 (3.6) 0
PR A

PR b R T U E 3(5.4) 0 0
R IR RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TI7=2T ) N UAT 2T —EEN 3(5.4) 0 0
TANRTGEUEBT I NG RAT =T —EHN 4(7.1) 0 0
RE N IS SR ]

Fiifigi e 3(5.4) 0 0
B ¥ K OV TRk RE

% O PEIE 6 (10.7) 0 0
B 9 (16.1) 0 0
R IR SN AL 3(5.4) 0 0

7pds. HURIHEREREE 9 1] (16.1%) . ATH&RERET 5 1] (8.9%) | MIE MR E 3 651 (5.4%) .
RERCTHRRAE X AN F —3 5] (5.4%) | EFHERERETE 3 141 (5.4%) . B 0D B2 [ 2 441 (3.6%) .
PRRIET 2 45 (3.6%) . infusion reaction 1 % (1.8%) . AFA® 141 (1.8%) KUK - /)
W55 - EEDO THI LB (1.8%) MBSz, £z, EREMBIE, Ok, Mk, 1SR
Wi, BHERFe, HFge. BEILPENBA 26, NERRBEREIRTE . RITHERRIEE . A - BB,
BIERRE, EERMIREEE, MERE SR, . MR, SEORE, DIEREE, JRIFEK
5. NEIGH f  OYBEFLIZER D Do 7o, REWEHIEBUR DU LB E S (R AR A E 2
rate) HEUEHERE T,
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=
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[ - HE]

AR ORERBEDEREET LV AFIA LT I 2 b—3 3 TR D | A 480 mg % 4 3 fHfH
bR TG ST AR O ANE - MEFE TG LIZBRORA O MG TIRE SR Sz, € OR
ROAF 480 mg % 4 H [H IR TG L2 BROEFHMRARIZ IS 1T 2 F s TP AL (BAF . T Cavgss)
WD, ) IE AAI240mg & 2 BFEFIE THREG LTZERD Cagss LHET 2 & Pl (T
#) o £z, AH480mg % 4 W H MR TS L72EROE FIRBIZ T 2 i@ MiE i (B
T [Cmaxss) &9, ) 1&. AHI 240 mg % 2 W FEHFE TH G L7ZBROD Craxss & HELL T
xzrdeTFllasnzbon, AANBHFIZEBOWTARERHRE I TV L - &

(10 mg/kg % 2 HEFEMRE THE) TAHRAZERKG LIZERD Craxss & i L TIREZ /=9 & Tl
Sz (FFR) , MaA T, BROBEIZET 27 —2I2ES5& A4 3 mgkg (KH) XX
240 mg % 2 EFEERR. A L <I3AHA 480 mg % 4 MR TR G LIEBEOARK ORGER & A
IIMESUT e & OBIEZ R D RS LUSE T VPR S L, HREBIEIC SO W TR 2MT
DIz, ERRoOME - HEOR THIMER VL 2L ER TRV E RIS,

K3 FEORYMEERNT A—F

. Cmax Cmindzs Cavgdzs Cmax,ss Cmin,ss Cavg,ss
Mt - =
(ug/mL) (Mg/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 27.2 31.0 113 62.1 776
3 mg/kg Q2W
(35.2,70.8) | (16.5,40.3) | (21.2,439) | (75.0,171) | (27.1,107) | (42.1,127)
727 38.3 437 159 87.8 109
240 mg Q2w
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) (415,158) | (62.1,187)
145 29.7 53.0 216 713 109
480 mg Q4W
(102, 207) (15.5,47.4) | (37.0,74.8) (145, 336) (27.5,137) (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
(146, 222) (86.5,132) (101, 148) (329,525) (184, 303) (236, 377)

R (59%/7, 95%.5)  Q2W : 2 M [EIRE. QAW : 4 JEMIEING. Cmax : WIEIR5-1% O d5 & MLE i EE . Crinazs :
el 5% 28 B HIZHT 2 HARMIE H#R L, Cavgaes : 1A 5-1% 28 H H £ TOVIMETHRE, Comaxss : &
FORRBIZ IS 2 e i HR L. Crminss : TEHRBBIZ I D BRARMLTE PR EE . Cavgss 1 EHRIEIZ IS £ 44 1M
THP R



4  HEFRIZOWT
AL U A7 EPEGHE (RMP) (ZHD X AHI D [ 3 22 M ERE AR TR B~ o0 1 ) 14l
R DHHiak T - T, AEFNOREDEO 2 BEZ2ZW - FFEL., AFOTRGIZE D EE
REMER ZFBL LTZBRICHRIE T 5 2 E N7z, LT OO~@D 3 T & 7- 7 fi
CBWTHHT L2 ETH D,

O MERIZOVT
O-1 FTeo 1) ~ 6B) OWTIMNICHEN TR THHIL,

(1) FEAEFTBRENTET 50 A2 HEEEILTRPEE  (FRE TR A2 RE LS
JRBE, HUBHS A SRR EEIL SR HUIES ARSI 72 &)

(2) FFEREREIFRT

(3) FBEFF AN E DG E T D S AFOEEERT (05 V2 PEEERE EWPE. 75 A2tk
BEW B, 3 ARSI RS HERE I 72 &)

(4) IMRALFFEEZRRE L, SRS L RESER 1| XUISSRIES LR 152
BB 2 Ot FEEITAR D i 21T > T 2 fi ek

(5) PUIEMERELES A AL 7 8 BN O Jie g% B IR D i HY & 1T » T D Jilak

O-2 JFREAWHEOZW K O (2% B ARERIEEFSm. RIS A AT A
RZA > SETH 2 Wi 2018.) Z 30 L. AL5ARTE M OVEINE I 8 BN O Seh i 2+
GYIRHI L R AR OERM (FROWT IS T HERM) 2. Mz R
DAKNCEET HIREOFLE L LTRBEISNTND I &,

o [EREFEEE 2 SEOPIHIHEZIE T L1215 FELL EDO R ATER O BREHE 24T
STWBHZ &, 9B, 24N BT, NARMEERZ £ L LIBRRIEEZOWHE 217 -
TWAZ L,

o [ERNEFFEUSE 2 FOUIMINHEZE T L72&IC 4 FLL LOBKRREBRZ AL TW\DH D
Lo b, 3ELL T, BRI KT 2 23 A MR & & e S ATRIR O SR IHE
FIToTWBAI L,

@ BENDEZRMFEREEDOAEH]IZONT

AR L I W BT T 2 YRR DL E S, BRSO OFHRE 0 ARE - L4
PESESRE G IR O BN O ERTE (9 D15 iR Bt AFFRNREAE LI2HE OWiE
B FRERNATON D IKHI R > T D Z &,




@ EBIERA~DHRIZDONT
@-1 Mgk Az B3 2 B

EMEMR RSO EERBWER A TA LB, 24 FEFRZRIAEHI O T, MaZhisx 3
HEERE BT, BB LZRWERIZIE U CABREE LY CT FORIER ORI L
TRRRAORERDY BRI O, EHICRHSATREREH N> Tns Z &,

@2 BERRFEICL 2AEERIISICET S EM

IR ARSIRIC D 2 BRI 72 i e OiE 2 A9 2 IR RIE A DRIERE =2 ) v 7 %
BOTERD AT ) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERIKHI A =
NTWDHZ L, ks, BIHEHICHONT, BDABELZOFRECTHFIJAMETND
ze,

@-3 BIfER DB LT

RIVER (HVEMERZR BTN A . BESEMBE e, DR, iRk, BIEUmREAEE, K
NG EEEO TR, LRBERIA . BUEAT I, IPR4, ITHEREMR S 1T, b PEAR A
FUR IR | T IR (AR REIR S | PRI | PR S RIS IMAE . B oD B2
FR AR FEARAE , infusion reaction, FEFE7c MRS, MERERIEMAE, FifZ, Bk, HE
DER, SE IR, WEOGRERL, WIREREME, DIEEE (OEME) - RIK - O
WISMIGHESE) |« ARIFERSF, BT, BEALE) (T LT, YRk TR E R o B
P2 A 2 EERl L L (RITEH OB SIS L TR R OSSR A 21T bt b 4
Hcdh 2 &) | EBIZHEUZRLEN TE DEHINE > TN D Z &,
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5 HEMBLRLBE
(G 5hIEIC B3 2 F1H]
O TROBHEIZEBWTAROFIMEN RSN TND
o [FERAHABALBIRTA KT74 ) (AREREETES) TS5, Wty
SR M OYRB IR A 2 520 U 72 B C, JRSIEER 25 N 72 b R M & 52l S 4.
Do, JEBORIE « M SO THER S A TRIRIED 2V B

@ TRLZEEYN T D AR OG- K OME R HIEZ W TR, RAIOFIMER ML S TR
59, AFlOEERE /B0,
o fhoPUEMEIEEA & OO S

[ 4PEIZ B3 2 FH]

O TR T 2BEECOWVTIARKIOEENEEZ L INTNWD Z b, FHE1T
y OVAN AN
o KRBNDRGTKE UIBHUE DRBEIERED & 2 BFE

@ VRHRATOFHRICIB W T FREICHE Y T2 BH T VT, AFOREIIHIE S 20

R M OTEFRERI DN 2N EIZIRY | HEICAKIZEHT 2 L 2BETE 2,

o [HEMMREEOEHIIEIEDH L EE

o MofBEi G AR A CRVE S 2380 5 B K ONEBIME O B BT e S0 e M it 2% 55
DR RIEPEZEALDN I &3 5 B

HOREREOGH, BRI L IIEREMED B Do R B ORERED
oY e

o lESEBAEEE (EMEHHBEE L G1e) ObHEE

o MDY I LA AT DB

e ECOG Performance Status 3-4 ™ g

() ECOG M Performance Status (PS)

Score EF

0 < R JEBITE 2, FHETL [ U HHEAERHIRZR <ATR 5,

PIRBZIE LWEENIHIR S 525, BTHRE T, BAFREH > TOERIITO 2N TE D,

! B R, R

) BATRRETH S DH DRI O Z LT T N THREEERIZTE 2V, Ho50%LL EiTy RALTil

=7,
3 [BHNTESOHEDEY DI E LTERY, HEO0%LL EE Xy R2sF1-Cil =9,
4 ELENT RV, BAOHOEY O Z L34 TERY, BEICy R+ T4,
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FECERLTEETREEH

AT SR A, SOEMRGEFER DRI 2 BRI & KRR DR K& OV A

MO DI 2 FWa T3 B LT b+ 2 2 L,

TBRBARIZESL G B T E OFIRITHIMER OEEZ + st L, RE L5

ThboEETHZ L,

FEREWEFAO~ R Y AL MZONT

o MEMMEERNGLLNDZ ENHDHDT, KEIOEGIZH T > T, AR

(PR PRISE, nZmik, FEEVE) ORER K OWIHE X fif i O£ hi%, BligEr -+
1792 &, . MBS U THES CT, IE~— W —FOMELZET 52 &,

o AHFNOEHIXHEE @ infusion reaction (2 2. TEARFIZ 447 72 ki D T & 5 e
ATl BTGS2 2 &, 72, 2 [BIA LU O AA|FL 5152 infusion reaction 73
HobNDZLEbHDHDT, AAFKE T M OAAF G TRIT AL XY A
ZRET 2%, BEHEOREZ H0I085T 5 2 L, 728, infusionreaction % FEHL
L7eaiZid, 2TOBELOIER P ZRICEE S 2 £ TREZ +08I8ET 2
Z &,

o FRRMRBEREFE T . TEMAEREREE M ORIBEENH SDONDLZ ENHHD T, A
F DOFe 5-BRGERT M O G-I I E WA I N W RE R A7 (TSH. EHE T3, 16
BE T4, ACTH. frP =Ly —VEORE) ZFEhT 5L,

o AFOHEGITLY | WMEOKRIERINIER T D EF X B DR R BIRRE
WHHONDZ N D, BEPEO NG, BB L CFRITS U
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @GR W 217V 8 D5 I
S XD REWEH N BN 2 A ITIE . AR ORFES T Ik R O RE A VE
YHIDEEFELERET DL, B, BB ERNVE L OREIZID RIER O
FNED BN VAL, BB R VE LIS O IEIF OBt E E
ERAR

o REMKTHR, BOERNOE HRE L T LRIERDNEELT 2215720,
AN OG- T B BIERH OB A3 ITEET D,

o IAUHESRIE (BIE 1 BUBEIRG 2 Ede) b b bodu, BERWMES R R—3 R
ELTENDHLOT, A, Eols, WRMHSFEOREIR O FEHCMBEE O L7207k
BT 52 L, 1 ERBER LN T REETIE L, A2 ) VRGO
HEDHEURELZITH Z &,

o BUENTR. FPARA, ATHEREFEE . T2, BH{LMIE RN HOEDONDL 2 LRH DD
T, EWWITITHEREMA 21TV, B OWREL 0T8T 5 2 &,

o REINERNBHLONDZ ENRBHDHOT, IROBEOHEZ EMHRT D
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T L, Fol IROBENED DN HEIIE, WONCEREEEZZ2 559
BEEZEETLZ L,
@ AANOEERFERICIBWNT, 6 W Z LIZHARMEORI 21T > TWeZ L2 BEIT, K
Al G-I E RIS BHER A CRUROERB 21T O Z &,
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