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EHEGOFNE « ZEVEOFERDTZDIZIT, IMICEFICESWCEIEREEA AR 51
Do SHIZ, EFEORFEAMOUESRT LY | PUREIK G2 & O 228 B E R 3R

REINDTT, b DEREMZ LB REE RIS 5 2 LR OBRBE L 2> T

BY . RFVEBOEE & SOEO AT B 2016 ((FAL 28 4F 6 H 2 HREERE) 1BV TH,
BrIER L F O OREHEELZX S Z L LS TnD

BHEM T EIELIL, EEERASZ 2N T 0 7 7 A VDRBFEOEREL L LR D
LEDBDDH, Zold, AR OLEMEICET RN TSR 5 E TOM, YiLESRE
pnDBEZ R 25 2 NI ENBE TG L TERT S L L bz, RITERAREEL L
BRICHEE RIS 2 & D T L DN ATRER —E DB 2l 1= TR TN 32 Z &N EETH
Do

LI2ino T, KAA RTA4 Tk, FAREBELINE TIIE LN TV D EFIRE - B
HIRMNCEED & DU D EIES O 72 ] 2 HEE T 5 8L 0 O BB B 27 MO
BHREAZTT,

B, RITA T A %, WATBAE NESE L BRSO . NISHERTTE N B ARERIR
WEG e, —MAEEE N B ARERIRNEE S K Ot HiE N B AR R T2 0m 1o b L 1E
ik L7,

KL IR BRI AT YRR 20mg, AT YR A EE 100mg, A7 U —R
REFRE 120 mg, A7 P — AR s EHE 240 mg (—ix% - =R~ T
(BfE T Z) )
REERDPRETDR « I
B LRAMERORE @, MACIZ=RL~7 GBEFH#z) & LT, 118 240mg % 2
HFMR X 1 [\ 480 mg % 4 IR CREEET 5.
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2 AHORE. 1EREF
7 — R S EE 20 mg, [RLASEEHE 100 mg, R EHE 120 mg K ONF] AR F#HE 240 mg
(=4 =R ~7 (BIa i z)  BUF. TRAL SWvo, ) 13 AEPEEG TERAS
HEAZ LY 7 A (BT VARV~ Y —X 2747 (BMS) 1) 3% L7zt bk PD-
1 (Programmed cell death-1) (2%t %t R IgG4 &/ 7 n—F AHETH 5,

PD-1 1%, #EMAL L2 U s8R (T Alld, B Ak OV F = T /0% 7 —T fifld) K OVE#ER
AR FEBLT 5 CD28 7 7 X U — (T MR OIGME(L 2 #iBAIZ 1E & BUCHIET 290 18 |
BT 5% /IR TH 5, PD-1 ZHUFERMIGICHEELT 5 PD-1 Y 7> K (PD-L1 ¥ PD-L2)
EREA UL U SERICHIRINE S 7T BARE LT U S EROIEME LR EE 2 AICHRET L TV B,
PD-1 U v NIFHURIRMIALISMNC b N DRk~ 22 EEHHARIC B L Tl v | B RANEERE
S EIER U7 JEEHERR 35 1) 2 PD-L1 DFE 8L & it 0 AAF I & DRI A DFRBIRIR D B 5
ZEMHAE STV S (Cancer 2010; 116: 1757-66) , F7-. EMERAAEES CIIMHMBRE T
HIENFEAET DA v X —T7 T~ (IFN-y) (255> TPD-L1 ORBENFHFEI N, 5L
T EIGHERRIC 31T D PD-L1 DFEHL & it o A7 & ORICIEDOFBERR & 5 & Ot b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 #5818 B S B2 AL, HUR
FrSir) CD8 Mt T Hife D AR (5 515 M 2 655 S & 5 2%, $t PD-L1 /& T PD-1 & PD-L1 &

DG EET D &2 OMEGEEEREE T L2 EBRINTND, FDOZ Lirb PD-
1PD-1 U 77 > F#&IE, 23 AR AN GU AR SR 72 T a2~ D D KBRS A (Rl 2 B8y 0D —
LLTEZLR TV,

AHANL, BB OKE R 5 PD-1 Ofifast ek (PD-1 Y > FRFEE) (/& L. PD-
1EPD-L VA REDHEZEMET D Z LI2E 0 DATURRRRAZ: T MR OTEMEAL & O3
ARG 2 MM S IR VE 2 R 5 2 & TR AR PUIRE R A R T 2 L SR S T
W5,

ZAIH DR G  ARANTEMEEE T DB ARIRIRIC R 0 55 b O L IFF S AL, TR
HAREBE E xR L LR E i L, Aok, Ltk OBRENHE S,

ARANDVE B I < FEORIERISIZ L HRIEREN O S b, EEXIIFLTIZED
AIREMED & Do AFIOF G RO GHZITIT, BEOBEL 0TV, BEFIRBD LN
a2, FBH USRS U H M2k & BBk 2 RO ERAh &g U Ciili bl 2282k
ATV, WEDORIESIGIZ K DERERR DI D 5EIT = Y S [ F S X
YR UE 2 AT O MENR D D,
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ENES T AHRER  (NM-K2002 35%)

FRAPREERET  (BEEORTE - fHERS I LSO THER SN ATRIEIED b 5 B2 13k
GhEHLTz) 56 il A x5 AR 240mg % 2 3 [ R C R EE Lo, FEFEHEEE Th Sk
LRIERE D B B B (45 B1]) OFEBhH (RECIST H4 K74 > LIKICE S Pl Eic L 5
CR XX PR) 1% 22.2% (95%(5HHX ] : 11.2~37.1%) Th o7z, 7B, FANIRTE L-BE
1X5.00CH-o7-,

Flo ALFEREEO IR0 EE QL) ORFRIT, 18.2% (95%[EHXH : 2.3~51.8%) T
HoT,

1 EEAEBERTH D Z LA RMRE TR S, 2 OMIEEE A CT. FDG-PET. Lk FEBH(LE

RS A S O WG RS L OIS U= MR 72258 (FLIREL. B AR WIRERRE CHRFR) IC
L0 TOREHBREE M L BT B EREASEE SR o 7o RR MM (RN,
PEY L IER ORIEIER <) B, Al (LFEFREREOHEICI DL TRG L S,

#2 0 FROWT NN T 5B,
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[Z4tE]
ENEE AR (NM-K2002 7L5%)
AEFRIL 53/56 B (94.6%) (TR Hiv, AL ORPRARVBEETERWVAEEFFLRIT
35/56 Bl (62.5%) |ZFE® b, FEEN 5% EORIERIZFRO LBV Tholz,
£ 2 RIEFEN 5%LL EOBRITEA (NM-K2002 FRER)  (REMENT N REM)

FRERIKR A B (%)

FRGE 56 14

(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 s

PR BB R TU A 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

TI=UT ) IR T =T —EHIN 3(5.4) 0 0

TANRGEUEBT I ) NI RAT =T —EHN 4(7.1) 0 0
R E N IS SRON ]

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 SN A 3(5.4) 0 0

72k, HUIRIREERERREE O 1 (16.1%) | JIFHREREES 5 41 (8.9%) . BB ML 3 1] (5.4%) |
BERBCTH AR, < A /3F—3 {3l (5.4%) . T HERERE 3 (31 (5.4%) . L D R IETE 2 5] (3.6%) .
FfEREE 2 41 (3.6%) . infusion reaction 1 5 (1.8%) . A4 14 (1.8%) KUVKIGZK « /I
fask « BEDOTRILE (1.8%) MR bz, £z, HEMBEIE, LK. fHik, 1R
. BUENTI. AT, BEMERRE 78, T ERARERET . RITBRREREE . M - Silst, ki
RIEARIE, HEBRMEMEE, MERERIEGEE, ML R, SEIBER, DIEREE, JRIFEK
o TS OMEALITER O DR o Tz, AEWEMFEBLRDUIEE RS (RFRR MR A i s
wEile) HETEREREZ TR,
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Bk - HE]

KRN ORERFEDEEET VARMA LI I 2 L—3 a3 X0 KA 480 mg % 4 3 [HfH
b TR G SUTBEAGR O AL - MBS TR G L IZBROARAF O Mg P IRE S BE Sz, T OR
R A 480 mg % 4 JEEIHIFE TG L7ZBR O EHARRBIZ 38 1T 2 ) Mg ik B2 (LU T T Cavgss!
VD, ) IE AAI240mg & 2 BFEFIE THREG LTZEROD Cagss LHBT 2 &Pl (T
) o ETo. AH480mg & 4 AR TG L7ZBROEFIREEBIC B T 2k m Mg iR (UL
Ty [Cmaxss] &9, ) 1&, Al 240 mg 7z 2 MR THEE L72ERD Chaxss & L Tl
xzrdeTFllasnzbon, BPANBEFIZBOWTARERHRE I TV L - &

(10 mg/kg % 2 EEEE THREG) TARIZEG LTZERD Craxs & ik L TIRE 27~ 3 & Tl
shiz (FFR) . AT, BROBEEICET 27 —2I12E5& 0 KA 3 mgkg (KH) XX
240 mg % 2 EFERRE. A L <134 480 mg % 4 MR TR G LIEBEOARR ORER &4
IMESNT 2 e & OBIE Z T DR SR SUNE T VP S L, HREBIEI O W TRE DT
bivlciiik, Lok - MEOM THMER VL EMEICHMERAER TRV E FRIS T,

K3 FHOKYEL 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 JMIFINE. QAW : 4 FRIMING. Crmax : WIIEHE 54 O fi i MLI% H#EHE . Crninozs -
W54 28 A BIZH T 2 B AERMETIRE, Cagoos : FIEHR 5 28 H H £ TOFHIMIFENIRE, Crmaxss : iE
FARRBIZ T 2 s MG PR EE . Crminss 1 E FIRRBIZIT 2 B ARIMLTE FIRE ., Cavgss 1 EFIRRBIZI T 2 FH 1
TE TR
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RIZBWTHEHAT 2 RETH D,
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(1) JEAEFBRENEET 503 A2 REEEILFRPESE  (BRE TR A R ILR
JRBE, HUBHS A SRR EEIL AP, HUIDS ARSI 72 &)
(2) FrEREEEIRRE
(3) HBENFULAIEDFEE T 2 23 A B EEHT (A A2 EERE EIbE, 23 A2
BEW e, 3 ARSI RS HERE I 72 &)
(4) IRALTFREEZRE L, SRIEFREEINE 1 UISRAFIRIENGE 2 O
FEMEITAR D i 21T - T D fitiak
(5) PUIEMERE S A AL 8 BRI O Jit g% MBI AR D i HY & 1T © T D Jilak

O-2 JFRAHEOZW KO (2% B ARERIEE S, RIS AN AT A
RZA v ETH 2 Wit 2018.) Z 30 L. AL5ARTE M OVEINE I S8 BN O S 2+
Gy TR NGk & AR A FEOERT (TROWTNONIEEYS T 2 ER) 23, YR
DAKNCEET HIREOFLE L LTRBESNTNDZ &,

o [EREFEEE 2 EOPIHINHEZIE T L2 5 FELL LD VTR O EREHE 21T
STWBHZ &, 95, 24N BT, NARMEEZ £ L LI-BRREEZOWHE 21T -
TWAZ L,

o [EENGRFFEUGH 2 FEOPMNHEZE T L7122 4 FFUL EOERRRBRAHF LT\ D 2
Lo OB 3L EIE, R KT D 0N A SRR L 2 & o S ATRTR O IR IRIHE
BT TCNWDH T &,

@ BEANDEZRMFEREEDOEH]IZONT

AR L I W BT 2 YRR DS E Sy, BUEARZED D OFHRE O ARE - L4
PESESREHIE R O B OERTSE (69 DRt AHFFRNRAE LIZHE O E
B FBRERNATON DT > T D Z &,
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VMR B O BB RRAIEA DS54 LT2BRIC, 24 B RHI O . Yk X
EHEREER IZ BT, BB LZRWERICIE U CABEHE LY CT S ORIVER OB 245
RRRAORER DY BRI O, EHICRHSATREREH N> Tns Z &,

©-2 EFRUEEEIC X DAFERISITHEY 5 E M

N ARSIRIC D 2 BRI 70 e O e 2 A9 2 IR RIE A DRIERE =2 ) v 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LEBRAHI D <
NTWDHZ L, B, BIHEHICHONT, BDARE LZOFEECHFIAmME TN D
ze,

®-3 BIER 0K NICE LT

RIVER (HVEMERZREICIN 2 . BESEMEEE, DR, iRk, BIEUmREAEE, KRk
NG EEO TR, 1RBERSE . BUEAT R, IPARA, ITHRERR T, 1T, ELPERRAE 2%
FUR MR RERE . T EE BB S | PhRtbeE | BEE | RIS, MK, EEORRHESE,
FR AR FEARAE , infusion reaction, FEFE7c MiRPEE . MERERMEMAE, FilZ, Bk, WE
OGSERE, I, DS (DS - R0k - OEAMNGES) | AREFERE
RS, BEFLSE) (TkF L CL YRtk XU M A B O B 2 T 2 R & i
L EEROZWCxHGICE L THREL OB Z TN &FICH DL L) | BHHIC
YR ALE S TE DIRHI - TN D Z Ly
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SRR ORI A A FEf U7z T JRIENBER DS AN 7 b R RS NEET & R2 b S,
Do, JEBORIE « M S W THER S D TRIRIED 2V B

@ TRIUCEY T AR OG- L OMFEH HFIEZOW TR, ARAIOFIMERHESL SN TR
59, AFlOEERE /2B,
o fhoPUEMEIEEA & OO S

[Z MR § 2 9]

O TR T 2BEECOWVTIARKIOEEN LT L SN TND Z b, FHE1T
PR L,
o KRBNDRGT KT UIBHUE DBEIERED & 2 B

@ BFEAIOFHIEIZ BV T FRICEY T2 BEFICONTL, AAOE G THESE S 700

R M OTEFERIL DN 2 NG EIZIRY | HEICAKZEHT 2 2BETE 2,

o [HEMMREEOEHIIBIEDH L EE

o MEBEER A TRV R 2380 L B K ONE B 0 T i it i 28 <0 5k Yu i it 2% 56
DI IIEIZA LN T DI D B

o HOREREOGH, B L IO B Do R B ORERED
5B

o lESEBAEEE (EMEHHBERE L G1e) ObLEE

o FEREORBYLUIBE R A AT DR

e ECOG Performance Status 3-4 ™V B35

() ECOG®Performance Status (PS)

Score TE %
0 A MER EBTE 5, BFaiL R CHEAENHIRR <ITX 5,
1 ARRICEL LUVEENIHIIR S D0, BT AlHE T, BRI TOERITITO Z LMW TE D,
B NF S, FBIEE
) BATRRECTH S OE ORI O Z L3¢ X CHREENERIZTE 2V, HHDO50%LL EiZ~<y RALCil
=9,
3 BOHNT-EHADHEDEY DL LNTEXRY, AFO50%EL FaXy R TilI4,
4 2LENT RV, BOOHFORD O LiFael TERY, BECy KRBT TiZd,
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FECERLTEETREEHR

A SCEEITN 2, WERTEER D3R T 5 G I & ARH D Rtk K OVl =48
RO DI B ER A+ L ThORT 2 &,

TBRBARIZESL G B T T OFIRITHIMER OEEZ + st L, FREE5
Tho5ETHZ L,

FEREWERADO~ XY A2 MZoOWT

MEHEMEER D S5 d Z LN D DT, KFIOEGIZH T > Tk, BRAER
(RER PRI, ik, FEEVE) ORER KO X S & O E RS, #igx -+
1792 &, 7, MBS UTHES CT, I~ — W —FOMmELZET 52 &,
ARFNOFE 1L EEE O infusion reaction (2 X TERRRFZ 43 72 k5 O T & 5 i
AT ETHMAT 2 2 &, £72, 2 BIH BABEOAA# 5K infusion reaction 73
bobNDZLEbHDHDT, AAFKE T M OAAF G TRIT AL Z YA
ZRET 2%, BEHEOREZ 00853 5 2 L, 728, infusionreaction % FEHL
L7emailid, EToELOIERPTRICEET 2 £ TREZ 0885
Z&,

HURIREERERR . T EAHREEE R ORIBREENH LD Z LN HHDT, K
F DO¥e 5-BRAART M O G-I T E IR N B RERR A (TSH. ERfE T3, i
BE T4, ACTH. M=y —VEORE) ZFEhT 5L,

AFNOEIZ LY, WEDOHRIEFOSITER T 5 & B 2 b Dk R ECHRE
WHHONDZ N D, BEPED LNTHEITIT, BB Lo FHLRIL UTE
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @B W 217V 8 D5 I
SIS K DEWERD N S 58I 2IE, AFIORES T 1k e ORI BE AV
VRIOBRGFEEEBRT DI L, 2B, BB EERVE ORIV EIER DS
FRRD LR VEA IR, BIBRE R LVE USSR A OB IS & E
T %,

BT, BB OB ARGE L T LEIERDNBET A2 Z R H 5729,
AR OFEHE T B BIER OB A3 ITEET D,

1 BUBEPRI (BIE | BUBEIR G 2 &) 2 d b bdv, FERPMES F 7o F— R
BLHZERHLOT, Hig, EO, EHEOTEROFBICMAEIED LI+
BT 52 L, 1 EREN LN T REETIE L, 42 ) RGO
HEDHEUREZITH Z &,

BIEATS. P4, ITHRREREE . TR, BLMEIRERRH L ONDL Z LBHLHD
T, EWWITITHERERA Z 1TV, B OWREL 01T BlE8T 5 2 &,
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