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A% =R~ 7 GEIB R 2 ) A (M54 - 4 77 — 78 B 1 20mg,
A AL 5 100mg . [R] AL e 120mg M OVRDASE 3 E 240mg) (2 DOW T, i
AR ICK L CHEHT 2BOEBEFHEZHNEREO & 50 & i HEE T A
RIZALLELTMOVELDELZOT, ZOMEHICHY 2> TIE. RKTA N7
AVICOVWTHEEIND L) EENOEBRERE &K KT 28 mE R
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—REE#E 120 mg, 7Y —R ERETE 240mg)
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1 IC®HI

EIRMOF I « BEMEOREROTZDITIT, IR SCESICESWIZEIERHE AR RS b
D, IbI, TFEORFHAMOMEANT LV | FUREIES 72 & O R0 228 BLVE B 235 5
PEKRBENDLHPT, ThbDOERLZEICLERBEITRIET 5 2 LB ORE L 7> T
B, RFEMBCEE & SCEO AT 2016 (kK 28 45 6 H 2 HERRIRE) IZHB WV ThH, #
FHEIRGEOMEHOREHELZXRD Z L3 TnD

FEERMFERLIX, REERASCZEM T 1 7 7 A VP FOEIRS LR D
LEDBDDH, Zold, AR OLEMEICET RN T ERT 5 E TOM, YiLESRE
O BEEZ RS ZT 5 Z RSN BEICH L THERT S L & bic, BITERMNRE L2
BRICH R IG 2 & D Z L DN ATRER —E DB 2l 1= TR TN 32 Z & NEETH
Do

L7eo T, KHA RTA4 - Tld, BBEESLZNE TIZE LN TV D EFIER - By
LN D & | LUN OEE IR S o S 7o i F 2 HEME S~ 2 BLA 0 DB e BE . B 2 07 RO
BHEEA T,

BRI, RAA RTA %k, MSIATEIENEIR M R SR AR A AR
JES 2, —MAREE N A AREERNFHE S K OB AN A ARG R0 o b S E
% L7z,

G L R HERRSL ATV — R AL 20mg, A7 Y — R EE 100mg, AT Y —R
SRIEFRE 120 mg, A7 Y — AR s EHE 240 mg (—ix% - =R~ T
(GEfm I z) )
REERDRREIDR « HFEAI
B ERDMERORE @, AICIZ=AL~7 (BisTM#z) & LT, 13240mg % 2
HFMRR X 1 [\ 480 mg % 4 R CREEET 5.
B ik FE ¥ NP TR




2 AHFORE. 1EREF
7 — R S EE 20 mg., [RLASEEE 100 mg, [R] A EHE 120 mg K ONF] AR 240 mg
(—fk : =AN~7 (BEIEFHBZ) . LT, [TRAD Luvo, ) &, /NSRS TS
fhEA XV 7 2% BT VARV e~ —X 27147 (BMS) %) 23BR% L7t k PD-
1 (Programmed cell death-1) (2%t % MU IgG4 &/ 7 n—F AHETH 5,

PD-1 0%, #EMAL L2 D 88K (T Alld, B Ak OV F = 703 7 —T fifld) K OVE#ER
AIRIZHELT 5 CD28 7 7 X U — (T MR OIS A2 fiBhavIC IE & AICHIET 5 08 12
BT 5% /IR TH D, PD-1 IZHUFERAMIBICHEELT 5 PD-1 Y 7> K (PD-L1 ¥ PD-L2)
EREA LY URERICHNHIME S 7 VB REE LT U Vo SEROTEHEIIRREZ AU L T 5,
PD-1 U v NIFHURIRRMALISMNC b N DRk 2 22 EEHHRRIC B L T v | B RANEERE
BN U7z AL 35 1 2 PD-L1 OB L itk O ZEAF I & ORI A OAHBIRIR A & 2
ZEMHAE STV S (Cancer 2010; 116: 1757-66) , 7=, EMERAEES CIIMHMBRE T
MR EAT DA v F—T7xaH o~ (IFN-y) I2X - TPD-L1 ORENFE I, I L
T MESAERRIC 31T 2 PD-L1 DR & it DA AFHIE & ORI IEDOHBIRR H 2 & OHE b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 Z5&HIZEB S B2 A ML, HUR
FrSir) CD8 Mtk T Hife oD Al 5 515 M 2 1655 S & 5 2%, it PD-L1 /& T PD-1 & PD-L1 &
DOfEE ZHET D & OMREFEEREET L Z L8 RENTWD, FOZ L)b PD-
1PD-1 U H > NS, 25 AABIEZS U AR R0 7 T AR & OB 2 [mkEd D 0 —
LLTEZLR TV,

AHANL, BB OME R 5 PD-1 Ofifast ik (PD-1 Y > FiFEE) (/& L. PD-
1L PD-1Y B REDEGEILET S Z EICLY . BATURFR 7 T IR OEMEL KO
AR 2 MM S IR VE 2 BT 5 2 & TR AR PUIRE R A R T 2 L SR S T
W5,

ZAIH OB G | ARANTEMEES T DB 7 ARIRIRIC R 0 55 b O L WIFF S AL, TR
FERIEEE A XIR L LTBIRRER A Ei L. AE, etk R OREER R S i,

AANDVE B ORI L HBIEREN O S b, EEXIIFETIZED
ARV 8 D, AR OG- RO EG#ICIE, BEOBSEEZ 02TV, RENRD b
a2, FBH USRS U H M2k & Rk 2 RO PRAM &g U Cili bl 2282l
ATV, WEORERISIZ LD RITER S DN 256113, BB EE RNV E CFOREED
YR UE 2 AT O MENR D D,
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JFE AN BRI D AGRIFZ G 21T o 7= £ 722 i AR 5RO il &2 7~ 9,

(A 2hE]

[ENES T AHRER  (NM-K2002 35k)

FRARPREERET  (EEORIE - IS 12 RS W THER S LA IRIRIED & 5 B2 13k
Gh A7) 56 il A xS AR 240mg A 2 3 [ R C R EHE Lo, FEREHEEE Th Sk
FLRAERED B D B (45 Bi]) OFEBhH (RECIST H4 K74 > LIKIZE S Pl Eic L 5
CR XX PR) 1% 22.2% (95%(5HEX ] : 11.2~37.1%) Th -7z, 7B, FANIRTE L-BHE
£ 5.0%TH -7,

Flo ALFFREREO IV EE QL) ORFRIT, 18.2% (95%[EHHXH : 2.3~51.8%) T
HoT,

1 EEAEBRTH D Z L AT RMRE TR S, 2 OMIEEE A CT. FDG-PET. L FEBH(LE

ARSI A S OGRS L OIS U= MR 72248 (FLIREL. B AR WIRERRE CHRFR) I
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 FROWT NN 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

« SRR 355 SRR PN 45 AR D K M % A S % B

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



[Z24tE]
ENEE AR (NM-K2002 75%)
AEFRIL 53/56 B (94.6%) (TR Hiv, AAIL DRPRARBEETERWVAEFEFLRIT
35/56 il (62.5%) |ZF8® bz, FEEN 5% EORIERIZFRO LBV Tholz,
£ 2 RIEFEN 5%LL EOBRIEA (NM-K2002 FRER)  (REMENT N REM)

HERIRHE B (%)

FRGE 56 i

(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=rT I NG URT 2T —BEN 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
FERE ¥ KOV TRk R

% O PEIE 6 (10.7) 0 0

B 9 (16.1) 0 0

RN N A 3(5.4) 0 0

72, HURIREEREREE 9 151 (16.1%) . IFHEREREE 5 5] (8.9%) | FEIEMEMGYEE 3 41 (5.4%) |
RERCTHRLRAE X AN F —3 5] (5.4%) | EFHERERETE 3 141 (5.4%) . B 0D B2 [ 2 f41] (3.6%) .
PRI 2 65 (3.6%) . infusion reaction 1 i (1.8%) . HFA4 161 (1.8%) MOVKIGZK - /)
sk « BEDO THRILE (1.8%) Mo biviz, £z, HEMBE/IE, LK. FHik, 1R
. BUENTZ, AT, BEMERRE 78, T ERARRERES . RITPRREREE . Mk - Silst, $RRiL
FRIEARIE, HEBARMEMEE, mMERERIEGEE, kL R, SEIBER, DIEREE, JRIFEK
o TS R OMEALITER O DR o Tz, AEWEMFEBLRDUIEE RS (FRR MR A E s
wEile) HEDEREREZ TR,
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Bk - HE]

AR ORERBEDEREET VAR LT I 2 b—3 3 T XD | A5 480 mg A 4 3 M
b TG SUTBEAGR O AL - M TR G L IZBROARAF O Mg P IRE S BE Sz, T OR
R AH 480 mg % 4 JEEIHIFE THEG L7ZBR O EHARREIZ 35 1T 2 P Mg ik B2 (LU T T Cavgss!
WD, ) IE AAI240mg & 2 BFEFIE THRG LTZERD Cagss LHELT 2 &Pl (T
) o E7o. AH480mg & 4 BRI TG L7ZBRO EFIREEIC B T 2k m Mg iR (UL
Ty TCmaxss] &9, ) 1&, A 240 mg 7z 2 MR THEE L7ZERD Chraxss & L Tl
xzrdeTFllasnzbon, AANBHFIZEBOWTARERHRE I TV L - &

(10 mg/kg % 2 EEFEE THREG) TARIZEG LTZERD Craxs & R L TIRE 2773 & Tl
shiz (FFR) . AT, BROEEICET 27 —2I12E5& 0 KA 3 mgkg (KH) XX
240 mg % 2 EFERR, A L <13AH 480 mg % 4 MR TR G LIEBEOARR ORGER & A
MESNT 2 e & OBIE Z T DR SR SUNE T VM S L, HREBIEI O W TRE DT
biviziiik, Lo Mk - MEOM THMER VL EMEICHMERAER TRV E TFRIS AT,

K3 FHOKYER T A —F

. Cmax CmindZB CavgdZB Cmax,ss Cmin,ss Cavg,s
Mt - =
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 272 310 113 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)
2.7 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)

HLfE (5%, 95%5) . Q2W : 2 JRIFINE. QAW : 4 FRIMING. Crmax : WIIEHE 54 O fic i MLT% H#EE . Crninozs -
W54 28 A BIZH T 2 B ARME TR, Cagios : FIEHR 5% 28 H H £ TOFHIMIFEFIRE, Crmaxss : iE
FARRBIZ T 2 s MG PR EE . Cminss 1 E FRRBIZI T 2 BARIMLTE FIRE ., Cavgss 1 EFIRRBIZI T 2 FEH 1
TE IR



4 HERRIZOWVWT

EHG Y 27 EHEE (RMP) (ZED &, AHAIO B3 L2 2B E) ~ D i /iR
W DHIE Th o> T, REIOEG N EY) 72 BEEZZW - FFEL, AFORGICL Y EE
7REWER 2388l L7 BRI T2 2 ERME R0, LFOO~@D 3T % i/ 7 i
RIZBWTHHAT IRETH D,

O MERIZOVT
O-1 Tid (1) ~ (5) OWTIMNITEY T DHMEE THHI L,
(1) FEAEFTBRENFET 50 A2 HREEEILTIRPEE  (FBE TR A2 RE LS
JRBE, HUBHS A SRR EEIL AP, HUIEDS ARSI 72 &)
(2) FrEREEEIRLE
(3) HBENFULAIEDFEE T 2 DS A BT (A AR SRR B bt 73 A2t
BEW B, 3 ARSI RS HERE I 72 &)
(4) IRRALTFREEZRE L, SRIEFREEINE 1 ISRAFIRIENGE 2 O
FEMEITAR D i 24T - T D fitiak
(5) PUIEMERELES A AL 7 8 BN O Ji g% MBI 2R D i HY & 1T » T D filak

O-2 JFRAHEOZW K O (2% B ARERIEE TS, RIS AN AT A
RZA > SETH 2 Wi 2018.) Z 30 L AL5ARTE M OVEINE I 8 BN O e i+
Gy TR Gk & AR A RO ERT (TROWTNNIEYS T 2 ER) 23, YR
DAKNCEET HIREOFLE L LTRBEISNTNDZ &,

o [ERFFEEE 2 EOPIHINHEZIE T L2 5 FELLEDO R ATER D BRENHE 24T
STWBHZ &, 9B, 24N BT, NARMEERZ £ L L-BRREREZOWHE 217 -
TWAZ L,

o [ERGRFFEUSGH% 2 FEOPMNHEZE T L7122 4 FFLL EOERRRBRAHF LT D 2
Lo DB 3HELLEIL, JFERE ARG D N A SRR E 2 & T N AIBIR O G RHE
BT TCWNWDH T &,

@ BENDEZRMFEREEDOAEH]IZONT

AR L I W BRI 2 YRR DS E S, BRSO OFHRE 0 ARE - L4
PESESREHE R O B ORISR (69 D iAe . AHFFRNIEAE LIZHE O@IE ¥
B, FRERNATON D IKHI R > T D Z &,




@ BHERA~DRRITDONT
@-1 MR AMHICBY 5 B

VLN B O B AR BIE I 28588 L7, 24 RERIRSIRIATHI O F | Ha%itiak i
BRI IZ BV T, FEBLLIZRENWERITIE CCTABRE B R Y CT EORWER OB MEE
IRRRAEORERD Y AP b, B DS TR KR 2 > T D Z &,

©@-2 EFRUEEEIC X DAFERISITHEY 5 E M

IR ARSIRIC D 2 BRI 72 i e OiE 2 A9 2 IR RIE A DRIERt =2 ) v 7 %
BOTERD AT ) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERIRHI D =
NTWDHZ L, B, BIHEHICHONT, BARE LZOFEECHFIAmMEh TN D
ze,

©-3 BHEH ORKTCHRISIZEI LT

RIVER (HVEMERZREICIN 2 BESEMEE0E, DR, Mk, BIEUmREAEE, Rk
NG EEO TR, LRBERSE . BUEAT R, ITAR4, ITHRER S, 1T, SELPERRAE 2%
FUR MR RERE . T I (MBI S | MhRtiaE | BIEE | BIRREE. MK, EEORRHESE,
FR AR FEARAE , infusion reaction, FEfE7c MRS, MERERMEMAE, FilZ, Bk, WE
OGERE, I, DS (OFEME) - IR - OMEAMNGES) | AREFERE
RS, BEFLSE) (TkF L CL YRRk T M A B O B 2 T 2 R & i
L EEROZWCxHGICE L CTHREL OB Z T ON5&FICH L2 E) | EHIC
WY 7R ALE S TE DRHIBE - TV D Z Ly



5 HEMBLRLBE
[H2htEI B9 2 F1H]
O TROBEZBWTAFIOADEI RSN TN D,
o [FERAHABALBIRTA T4 ) (AREREETES) TS5, Wty
SR OYRE PRI A A FEf U7z T JRISNBER DS AN 7 b B RS EES & S22k S,
Do, JEBORIE « M SO THER S D TRIRIED I B

@ TRICEY T HABN OG- L OMEH FIEZOW TR, ARAIOFIMERHESL SN TR
59, AFlOEER LB 720,
o fhoPUEMIEEA & OO S

[Z MR d 2 9]

O TRAICEAT2BEECOWVTIARKIOEENEEZ L SN TND Z b, 51T
PN L,
o KRFNDRGTKE UIBHUE DRBEIERED & 2 BFE

@ BFERIOFIEIZ BV T FRICEY T2 BFICONTL, A OE G THESE S 700

R MOTEFERIL DN 2N EIZIRY | HEICAKZEHT 2 L 2BETE 2,

o [HEMMREEOEHIIBIEDH L EE

o JEBEER A TRV R 2780 2 B K ONE B 0 JT it i 28 <05k Gu it 2% 56
DRIV B DI D B

o HOREREOGH, BN L IO B o R B ORBIERED
b5 EBHE

o lESERAEEE (EMEHHBERE L G1e) ObHEE

o FEREORBYLUIBE A AT SRR

e ECOG Performance Status 3-4 ™V 3%

(E) ECOG®Performance Status (PS)

Score TE %
0 A MER EBTE 5, BFaiE R CHEAENHIRR <725,
1 PRSI I LVEBNIHIIR S A 23, BITATHE T, BIEEM - TOMEEIITHI Z &N TE 5,
B NF S, FBEE
9 BATARE CTH YO DEIY O Z LT T R CAREEMERIZTE 220y, A D50%LL Fid~y RICifd
=,
3 BONT-EADHEDEY DL LNTERY, AHFO50%EL FaXy Rl I4,
4 2LENT RV, BOOHFORD OZ LiFael TERY, BEIy KBTI d,
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FECERLTEETREEH

N SCEEITN 2, BERTEER SR T 5 G 2D & A D Rtk K OVl =48
RO DI B E R A T3 I L T RS Z &,

TBRBARIZESL G B T T OFIRITHIMER OEEZ + st L, RE L5
Tho5ETHZ L,

FEREWERA DO~ XY A2 MZOWT

MEHEMEER D S5 d Z LN D DT, KFOEGIZH T2 > Tk, BRER
(RER PRI, ik, FEEVE) ORER KO X S & O E RS, #igx -+
1792 &, o, MBS UTHES CT, G~ — W —FOMELZET 52 &,
ARFN O FE 1T EEE O infusion reaction (2 X TERRRFIZ 43 72 k5 O T & 5 i
AT ST ETHMAT 2 2 &, £72, 2 BIH BABEOAA# 5K infusion reaction 73
bobNDHZLEbHDHDT, AARKE TR OAAF G TRIT AL XY A
ZMET 2%, BEHEOREZ 00853 5 2 L, 723, infusionreaction % FEBL
L7emailld, EToBELOIERPTRICEET 2 £ TREZ 2885
Z&,

HUR IR RERR . T ERAHREREE R ORIBREEN O LD Z LN HHDT, K
F D ¥z 5-BRAART M O G-I I E IR N B RERR A (TSH., UEHfE T3, i
BE T4, ACTH. M=oy —VEORE) ZFET 5L,

AFNOGIZ LY WEDOHRIEFOSITER T 5 & B 2 Dk R ECHRE
WHHONDZ N D, BEPED LNTHEITIT, FB Lo FHLRILS UTE
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @B W 217V 8 D5 I
S XD REWEH RSB DN 2 5 EITIE . AR ORI Ik R O RE A VE
VRIOBRGFEEEBRT DI L, 2B, BB EENRVE ORIV EIER DS
FRRD LR WEAICIE, BIBRE R LVE v US O Al OB S & E
ERAR

BHHETH%, BB OB ARGE L T LEIWERADN BB T A2 Z R H 5729,
AN OG- THIZHBIERH OB A3 IEET D,

1 BUBEPRI (BIE | RUBEIR G 2 &) 2 d b bdv, BERPMES h 7 v F—2 X
BLHZERHLOT, Hig, EO, EHEOTROBICMAEIED LI+
BT 52 L, 1 EREN LN T RELTIE L, 42 ) VRGO
HEDHEUREZITH Z &,

BIEATSc . P4, ITHRERE =, TR, BLMEIER R H N Z LDBHDHD
T, EWWITITHEREMA Z 1TV, B OWREL 0108l 5 2 &,
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o AFIOERKRRBRIZIBWT, 6 I L ICHIMDOFEIZIT> T\l L asE
(2, ARG FITELICE G R E THROMER 21T 5 Z &,
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