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(R7E4 « A7V — R AL 20 mg, F 7V — R RE#E 100mg, A7
— R R 120 mg, A7 O — R AR FRE 240mg)
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1 I

IS DGR « ZERMEOFHERD O, IR SCEFICE SV IERE KO b
Do EHIZ, EFEORFEAMOEART LY | FUREIK G & OFH) 7285 E S = 3
WERRENLIHT, TNODOEKLZHICHERBHRIZRMIT 5 2 L PBRBOREL o> T

V. RREMBOEE & RO AT R 2016 KAk 28 4 6 H 2 HREERE) (B ThH, H
BHEFE L O O i b HEE A XD Z & & STV D,

BORMERM T R, REERSCLZ 2T a7 7 A VRBEFOERL E LIRS
LEDBDDH, Zold, AR OLEMEICET ERN TSR 5 E TOM., YiLESRE

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

LIEDBoT AKUA RTA - TiE, BB INE TICHELNA TV D EFEZN - B4
HY RN EED & LU O EFE S Ofi 72 ] 2 HEME S 2 8LR 0 O MBI B, B 25 MO
BHREATT,

B, KA BT A %, WATEE NEIEMEREG R SR, A HEEE A B AR
JEIZ ey —MRAEETE N B ARERIRNEBHE S M Ot HiE N B ARREER 2010 b L 1E
k% L7,

g b I HERSL « ATV — R EREHE 20mg, A7 Y — R EHE 100mg, AT U—R
SR ERE 120 mg, A7V — AR AR ERE 240 mg (— %4 =Rv~ T
(& fsT-HHz) )
REERDRREIDE « I
RELRDMEROHE  @H. RACIZ=RL~7 (BE##Z) L LT, 1H240mg % 2
W FIRIRE 5% 1 (3] 480 mg % 4 3 ] IR CAlfiidiEd 2,
DIl T I AN o R Y ST i




2 AHFORE. 1EREF
7 — R S EE 20 mg., [R]ASIHEEHE 100 mg, [F]AE I 120 mg K ONF] S §#F 240 mg
(=4 =R~ 7 GERFHEHZ) © BIT. TARADL Lo, ) id, /NS TS
fEAZL VLY I A (BT VARV~ Y —X 2747 (BMS) 1) 23Bi% L7t bk PD-
1 (Programmed cell death-1) (2%t %t R 19G4£/ 7 n—F AHETH 5,

PD-1 1%, IEMEALL72 U o 88k (T Mifa, B MHfAK OV T = 7 0% 7 —T fifd) K OVEE#R
MICHB$ % CD28 7 7 2 U — (T Ml OTEMAL 2 MiBhEIC IE & BUCHIEE3 55 T8 |
BT 2%/ TH 5, PD-1 IZFUFIRRMIBICHELS S PD-1 Y > K (PD-L1 & PD-L2)
EREE LY oSBT B RE L CY U BROTEMLIRREZ AIZHAT L TV B,
PD-1 U 7 FiZHUIR~ifaLsM b b Offx 2SRRI BL L TR 0 | BB AEEE
BB U7z AL 35 1 % PD-L1 OB L itk O ZEAF I & ORI A OAHBIRIR A & 2
ZEMNHAE SN TS (Cancer 2010; 116: 1757-66) , F7-. EVERGAERE CIIMMEE T
MRS EEAT DA 2 —T7 x> H < (IFN-y) IZX5 5 TPD-L1 OFRBENFES N, 55 L
TSR 35T 2 PD-L1 O FEHL & i DAL & ORI EDOMHBRGRY H 2 & OME b
& % (SciTransl Med 2012;4:127-37) , & 512, PD-L1 Z 3@l B S S7= RS A MM T, HREs
SLE) CD8 Btk T Mifa ool (5 ETEME 20658 S & 523, $t PD-L1 $ifkC PD-1 & PD-L1 & D
A EET D &2 OMIEEEENEE T2 2 LB RINTnD, %D Z &5 PD-1/PD-
1 U Ay MREIE, SAMBRSTURRR A e T Mlas b OBERE L A 2HF0—o L L
TEZLATND

AHANL, BB OME R PD-1 Ofifast ek (PD-1 Y > FfE ) [2#& L. PD-
1EPD-LY B REDREGEIET S Z L2 BATUFERFRNZ T MFOTEMEL L O
AR 619~ 5 MRS BTG VE 2 iR 5 2 & TR e PUIE R 2 R 9 2 L SR S T
W5,

ZAVHDHENG | ARFNIENENEL T 28 - iR EICR VAL b0 L HIF S, i
FEARPBE 2R & Lo IRRBRZ I L, A2, 2t R OREMER R S v,

AHNDVE BRI B DORERINT L DRIWEREN O S bil, EEXIIETIZED
AIREVED B B, AR OG- H RO G5%I121%, BEOBE L 04TV, RENRO L
Bralid, B L2 FRITIS U HPI R 2 ek & R BR & B AN & s U CRibl e i
ATV, OGRS KD RITER B DN D 5E1IE, BB RERVE I OKESE
WY 7R E AT O BN D %,



3 BEEEREE
JEFEAS B O AGGR IR I GG 2 17 o 7= B 72 B R 5 R D il 2 79,

[f2hE]

ENEE T AHRER  (NM-K2002 35k)

JFRARBREERET  (BEEORBIE « fERAS 2 RS W THERE S LA IBIRIED & 5 B2 13K
GhE 7o) 56 il A R, Al 240mg % 2 RIEIRE C AR EHE Lo, EEFHMEEE Th Sk
FLRIERE D B B B (45 Bl]) OFEBhH (RECIST H4 K74 > LIKICE S Rl Eic X 5
CR XX PR) 1% 22.2% (95%(E5#HX ] : 11.2~37.1%) Th -7z, 728, FHANIET L7-BHE
X 5.0%TH -7,

Flo ALFEREEO W EE QL) ORFRIT, 18.2% (95%[EHHXH : 2.3~51.8%) T
X?Jof:o

EEAERBE TH D 2 L SERFIRE TR S, HoIEEEAE CT, FDG-PET, Lk FHHLE
RS A S O WG RS R OIS U= B2 258 (FLIRRL. BARH, WRERL OCHE AR |
L0 POREHBREEFEM L BT L EREAEE SR o 7o RR MM (RN,
PEY L IER ORIEIEER <) B, Al (LFEREREOR I I DL TRG L S,

#2 0 FROWTNICHEY T 5B,

IS NN i Wk s ) ey

- MEBHERE (MEA) OHEHT D LMOBEERS

SR Y U REIER OB EH T DR RS

- BB L EIER OB E T DR R R

« RIS SRR N S UANE 5 O R M 2 T % B

B O EER OZ A L, MIE LIS O/ RS REUR (PSA) 2@ 45 BikEs



[Z24tE]
ENEE AR (NM-K2002 7L65%)
A EFRIL 53/56 ] (94.6%) [ZFED Hiv, AL DRRBLPGE TERWAERRIT
35/56 5] (62.5%) (Z# BTz, FBLFEMN 5% EORIERIE TERDO EEBY ThoTz,
F2 REFEN 5% EORIEA (NM-K2002 FRER) (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

R BB R TUAE S E 3(5.4) 0 0
R IR A RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TS5V T I NG AT =T — PN 3(5.4) 0 0
TANRGEUVEBT I ) NG RAT =T —EHN 4(7.1) 0 0
RE N IS SR ]

Fiifgi e 3(5.4) 0 0
B ¥ K OV TRk RR

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

7k HURIRBEREREE O 171 (16.1%) | ITHERERETE 5 ] (8.9%) | MMM 3 4] (5.4%) |
MR MIRAES < A3 F—3 {4l (5.4%) | BEHERERRE 3 ] (5.4%) | HEE D R IEE 2 {51 (3.6%) .
RIS 2 5l (3.6%) . infusion reaction 1 i (1.8%) . M4 1641 (1.8%) MK OVKHZK - /)
Ad - EEED THI LG (1.8%) i biviz, £7o, EIEMMEIE, Ok, Hik, 1R
. BIPENTZE. AT, MEPERRE 78, T EEARRRErE® . RIS RRAEREE . K - BRI,
FRZEME, HERMKRMET ., MERERAEGRE. ft%. R, SEORE, OIBIESE., HREFEK
L)

= K
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[ - HE]

AR ORERBEDEREET VAR LT I 2 b—3 3 T XD | A5 480 mg % 4 3 fHfH
bR TG SUTEAGR O ANE - MEFE TIREG L IZBRORA O MG T IRE S BRE S iz, € OR
ROAF 480 mg % 4 H [H IR TG L2 BROEFMRARIZ IS 1T 2 P46 TP AL (BAF | T Cavgss)
WD, ) IE AAI240mg & 2 BFEFIE THREG LTZERD Cagss LHBT 2 & Pl (T
#) o £z, AH480mg % 4 W H MR THR S L72EROE FIRBIZI T 2 i@ Mg i (B
T [Cmaxss) &9, ) 1&. AHI 240 mg % 2 W FEHFE TH G L7ZBROD Chaxss & HELL T
xzrdeTFllasnzbon, ARANBEIZEBOWTARERHRE I TV L - &

(10 mg/kg % 2 HE IR THE) TAHRAZERKG LIZBRD Craxss & i L TIREZ /=9 & Tl
Stz (FHR) . MAT, BROBEIZET 27 —2I2HES5& A4 3 mgkg (KH) XX
240 mg % 2 EEERR. A L <134 480 mg % 4 B MR TR G LIEBEOARK ORER &4
IIMESUT e & OBIEZ T DR ERLUGSE T VPR S L, HREBIEIC O W TREDMT
DIz, ERRoMiE - MEOR THIMER VL 2R ER TRV E RIS,

K3 FEORMEERNT 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 (5%/7, 95%.5)  Q2W : 2 [ [EIRE. QAW : 4 EMIEING. Cmax : HIEIR5-1% O d5 & MLE i EE . Crinazs :
el 5% 28 H HIZHT 2 HARMIE HHR L, Cavgas : UIEIH5-4% 28 H H £ TOVIMEFHRE, Comaxss : &
FORRBIZ IS 2 e i L. Crmingss : TEHHRBBIZ I D BARMLTE PR L Cavgss 1 EHRIEIZ IS £ 44 1M
THP R



4  FEFRITOWNWT
AL U A7 E PG (RMP) (ZHD X A D [ 3 22 M ERE AR TR B~ o0 1 ) 44l
N L%k T - T, AR OG- NEE) e BE Z2W - FFE L., AAIOFKEIZLY HE
REWER ZRBL LTIZBRICKHG T 5 2 LB R l=d . LFOO~@DFT XT3 )i
CBWTHEHT 2 X&ETH D,

O MERIZDOWT
O-1 TR 1) ~ B) OWVWTINICHEYT DR THHIL,
(1) FEAEFTBRENTET 50 A2 HREEEILTIREE  FRE TR A 2 REHEILR
JRBE, HUBAS A SRR EEIL SR HUIEDS ARSI 72 &)
(2) FFEREREIRbT
(3) HBIENFULAIEDEE T 2 D3 A BT (A A2 SRR EIbE, 7% A2
BEW B, 3 ARSI RS HERE I 72 &)
(4) INRALFRER 23R E L, ARIER L RIEZ R 1 SRS iR s
2 SIS RIE U LR 3 DOk FEHEITLR B Jm 21T > TV D Btk
(5) DUIEMERE LS A AL 8 BRI O Jie g% MBI 2R D i HY & 1T © T D Jilak

O-2 JFBEAWHEOZW K U2 (2% B ARERIERE FSm. RIS AT A
RZA > SETH 2 Wi 2018.) Z 30 L. AL5ARTE M OVEINE T S8 BN O e i+
GYIRHI L R AR OEM (FROWT IS T HERM) 2. Mz R
DAFNCEET HIREOFLE L LTRBESN TS Z &,

o [ERFFEEE 2 EOPIHINHEZE T L2 5 FELLEDO R ATER O EREHE 21T
STWBHZ &, 9B, 24N BT, NARMEERZ £ L LI-BRREREZOWHE 21T -
TWAZ L,

o [EENEFFEUSE 2 FOUIMINHEZE T L72&IC 4 FLL ELOBKRREBRZ AL TWDH D
Lo b, 3EDRIE, BRI KT 2 23 AR & & e S ATRIE OISR IHE
EIToTWBHZ &,

@ BEANDEZRMFEREEDOEH]IZONT

AR AL I W BT 5 B DL E S, BRSO OFHRE O ARE - L4
PRSP IR O & BN O ERTE (9 D5 iR Bt AFFRNRAE LI2HE OWiE
B, FBRERNATON D IEHI R > TN D Z &,




@ BHEA~DHRRITDONT
@-1 MEFRAHIEE ¥ 2 EiF

BV MR R E OB ZRRIER T4 L7 BRIT, 24 RISl 0 T, Mi%iak XX
BHERFR BV T, BB LZRWERICIG U CABRE L O CT ZOEIER OERNIZ MHE
IRRAEDOFER Y BRI/ L, EHICRHISATRERIAHINE > TnD Z &,

@2 BERRFEICL 2AEERIISICET 2 EM

N ARSIR D 2 PR e OiE 2 A9 2 IERIE A DRIERE =2 ) v 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERAHI D =
NTWDZ L, b, BIHEHNICHONT, BDABE LZOFEICTHFIJAMETND
ze,

@-3 BIfER DKo LT

RIVER (HVEMERZR BTN 2 BESEM B E, DR, iRk, BIEUmREAEE, K
NG EEO TR, LRBERIA . BUEAT R, ITR4, ITHREMRE . TR, (b rEAR A
ORI RE IR | T ER (R R IR | ik ieids | IR . RIPEFRR S, AR BB . i
BEORIGEE, FARMAERZERSE, infusion reaction, BEES/RMIEREE, MERE AIEMRE,
FEEE, R, EEOHR, SEER, BEORERKIG, IR, DS (L E
B - ARIR - DEMEISMGHES) | ARIFERES, S, EFLE) 1Tk LT MRk U
T WA B O B A A 5 2 Rl & s U (RIVEA OB MRS I B L CHRE K OV
BEZTONLIEMHICHDHZ L) | BEHITEORAEN TE KGR ESTND Z &,
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5 HEMBLRDBE
(G 5hIEIC B3 2 F1H]
O TROBHEIZEBWTAROFIMEN RSN TND
o FERAHNABDIETA T4 ) (ARERERGYS) (TS, Meatgin
SR M OYRB IR A 2 520 U 72 B C, JRSIEER 7S N 72 b R & Rk S 4.
0, JEIBORIE « M SO THER S A TRIRIED I B

@  TRLZEEN T AR OG- K OME R HIEZ W TR, RAIOFIMERHESL S TR
59, AFlOEER LB,
o fhoOPUEMEIEEA & OO S

[ 2RI B3 2 FH]

O TRAICEAT2BEEICOWVTIARKIOEENEEZ L SN TND Z b, FHE1T
y OVAN AN
o ARBNDRSTKRE UIBHUE DRBEIERED & 2 B

@ VRHRATOFHRICIB W T FREICHE S T2 BH T OV TE, AR OREITHIE S 20

R OTEFRERIL DN RN EIZIRY | HEICAKIZEHT 2L 2BETE D,

o [HEMMREEOEHIIEIEDH L EE

o MuEBEi G AR A CRVE S 2380 5 B K ONEBIME O BN TR e S0 e e M it 2% 55
D RIEHEZEA 208 T Eﬂé%%

o HOREREOGH, UEBMER R L IO B DR R B OREREO
oD EE

o SRR (S EE L ST) Ob 5 EE

o HWBORGSUIBEE AT 5 EE

e ECOG Performance Status 3-4 ™ g

(E) ECOG M Performance Status (PS)

Score EFS

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

PIREIZIE LWTEENIHIR S5 25, BTHRE T, BAFREH > TOERIITO 2N TE D,

! B R, R

9 BATRRETH A DOH DOEY O Z L 13T _RTHREZAERIZTE 2, HFD50%LL EiZ<y ATl

=7,
3 [BHNTESOHEDEY DI E LTERY, HEODO50%LL EE Xy KW Cil =9,
4 ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ T4,
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FECERLTEETREEHR

AT SR A, SOERGE RS DRI 2 BB T D & ARH D Rk K& OV (A

MO DI 2 F W e T3 B LT bR+ 22 L,

TBRBARIZESL G B T Z OFIRITHIMER OEEZ + st L, FRE L5

ThboEETHZE,

FEREWEFHO~ R Y A MZONT

o MEMMEERNGLLNDZENHDLDT, KAIOEGIZH T > T, BARIER

(PR RIS, nZmik, FEEVE) OfER K OWIE X fif i O Ehi%, BlgEr -+
1792 &, 0, MBS UTHES CT, IE~— 7 —FOMELZERT 52 &,

o AHFNDOEEIXHEE O infusion reaction (2 2. TEERFZ 47 72 ki 0 T & 5 U
AT ST BTGS2 &, E72. 2 BIA LU OAAF 5152 infusion reaction 73
bobNDHZLEbHDHDT, AAFKE T M OAAF G TRIT AN XY A
ZRET 2%, BEHEOREZ 085 T 5 2 L, 728, infusionreaction % FEHL
L7eaiZid, 2TOBELOIER P TZRICEE S 2 £ TRELZ +08I8ET 5
Z &,

o FRRMRBEREME T . THEAEREREE M ORIBEENH SDONDL I ENHHD T, A
F DOFe 5-BR AR M O G-I I E WA N Wb RE R A7 (TSH. UEHE T3, 16
BE T4, ACTH. M=oy —VEORE) ZFEhT 5L,

o AFOEEGITLY | WMEORIERISTER T D & B X B DR R R BIRE
WHHONDZ N D, BENED GNTHEITIT, BB L CFRITL U
FHRY 72 15k & RRR A RO R RN & HHE U Cl bl 22 8GRI W 217V 8 D5 I
SIS X DEWER D BN S 56 2IE AFIORES T 1k ORI BE AV
YHIDBEFELERE T D L, B, BB ERVE S OREIZID RIER 0K
FNED BN VAR, BB R VE LA OSEIEIF OBt E E
T %,

o B TR, BUHMNOEIARE L TOHORIWEADNRET L ERH D7D,
AR OFEHE T B EIER OB A3 ITEET D,

o IAUHESRIE (BIE 1 BUBEIRG 2 B de) b b bodu, BERWMES R R—3 R
ELTENDHLOT, A, Eols, WEMHSFEOREIR O REHCMBEH O L7207k
BT 52 L, 1 ERER LN T REETIE L, 42 ) VRGO
HEDHEUREEITH Z &,

o BUPENTR. FPARA, FTHEREFEE . T2, BH{LMER P HOEDOND 2 LRNH DD
T, EWWIITHERERA 21TV, B OWREL 0T84 5 2 &,

o REINERNBHLONDZ ENDHDHOT, IROBEOHEZ EMHRT D

10



T L, Fol IROBEDNED DN HEIIE, WONCEREEEZZ2 589
BEEZEETLZ L,
@ AANOEERFERICIBNT, 6 W Z L IZHRMEORI 21T > TWeZ L 22 E(T, K
Al G-I E IR IS EHERR A TR OB 21T D Z &,
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