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O EFHERMAZBECVERBZICRET 2 -0 IcRBEEAEET A R
FGAVEERTDHZEE LTVWET,

Sk, =R <7 (BETFHEE L) /WA (RES 47V — R AT 20me,
RS EE 100mg, [FAMEE 120mg & O RFEHE 240ng) 22V T, &R
RAFBIIAN L TEATIROFEFELINRO LB Y REHEHAHED A
FIAVELTYVELDELEDOT, EOEMICE > T, AVA KT
AVEDVWTEESRD LS  BEROERBHEVCERCHTIEMER
VL ET,
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1 BUBIT
IR DA - OB DT, R TESICHS O EER KD bh
Bo EBIT, EEOBERMOEHC LY, FHRERRR & OEH02 SRR ERS
RABENBHT, TRbDERREEICUEREH ICHRT 5 2 L SREOREL 20T
B, #ﬁﬁmﬁae&ﬁngﬁﬂamsmmtmﬁsﬁzamﬁ&ﬁ) BOTH, #

B EEREOEMNOREBEHEEXH A Z E L &R TW3,

FHMERIRAFER R, %ﬂﬁ%%ﬁé&fu774»#%%®E%mk%6m tRARB
TENRBB, TOED, APERUCESIICE ARENHAEMT 5L TOM, YHER
AOBRER N 52 LAMESNDBHICH LTHAT S L b, BHERSRALE
BC LB RS E L DT LB —ECEM WM T ERBETERTIZLPERTH
3, _
| LEBoT, AAA KTA TR, BRERES R E TIB BTV BRI - B
BRI ES S, UTOEKROREREAZHET DBAN D LELREE, X FROH
B ERT, ' S
I, KA A KT A ik, BIfTEIE NERSERSRR AT, AR B AR
MBS, —RALEIEA B ABRPIR ELR O — BRI B ABHRREEORAD b LfE |
B L7z,

X% LI BERS ATV — R REEE 20mg, A7 O— R REH#E 100mg, A7T—R
\ RFFRE 120 mg, 27— R RWHE 240 mg (k% - =RA=T
GRAEFRER) ) | -
HELRDPETINE : BTN
#ERBRERGRE  BE. RAE= R ~T (BETEREL) & LT, | E240mg % 2
| SERMNE I | ) 480 mg % 4 MR ©AMRHET 5.
% E . PRR TS |

H & IR

b




2 FHIOFHE. ERRE
Ao I 20, FUATEHHE 100 mg. [FANHIE 120 mg & O ARG EE 240 mg
(—ffd : =A< T BETEEX) BT, FEL &), ) i NeErmTHE
HEAF Ly s 2 T VA M =A% =X 277 (BMS) #) BEF LKL b PD-
| (Programmed cell death-1) =&+ 5t M 1gG4 & J 7 o —F K TH B,

PD-1 kX, &L LAY %8R (THIME, BHRRE U F 2 Z 035 —T #ilg) RUEER
Mz 3B 5 CD28 7 7 I U — (T MIROEE{L 2 MHBIANCIE L RICHIET 5578 I
BT 5284 THD, PD-1 FHFRTMRIZHEE TS PD-1 U A F (PD-L1 KU PD-L2)
EREE L. V2 SBRICIRIE S 7 LB LT ) A ROFEM(REZ RICFTH LT 5,
PD-1 Y » FidE R MM LM b Ok L RMRFERBICREA L TR Y | BERaEEE
> B U L7 MEBHEEIT 51T 5 PD-LI ORE & g 0 AT & ORIcADBBEERH S
T EBHESHTYD (Cancer 20i6; 116: 1757-66) . £7=, BERARME CIOHMARET
WRNEET B A v F—T=mH < (FN-y) 12 k0T PD-LI DREHAHE SN, BHL
T RESARHT 1) B PD-L1 OREB & e 0ETREIN & ORI EOHBIBIEA 55 & OFs b
%% (Sci Transl Med 2012;28: 127-37) , & &iZ, PD-L1 &M% S w7 MAMIAIE, H
5 EL60 CD8 I T AMIAOMIAEEIE M2 W8S S 528, I PD-L1 Hifs PD-1 & PDLL &
DFEEEMET D L 2OMREBERENREETIZ LRI TND, ENZ Lb PD-
1/PD-1 U 7 FiEREIE, 23 AN FURIS AR T AT b OIS 2 Bl 2 HFO—>
ELTEZBRTE, ‘

AFNZ, SERROMEDN D PD-1 OMIESMEE (PD-1 ) H > FRESHES) C#e L, PD-
1 & PD-1 U H R OFESRHETS 2 LItk 0, BASESRAS T MIROEMLE U
AFARRIC S DA E R 2 IR 5 2 & TR TIEEMRE T3 2 LR INT
Wa, ’

IRLOMAN D, ARIREEEBICNT A HE REREC RV BB bOLHRSN. K
HAREBE PG & UBRRBR A Em L, A, TR UABEREREN:,

AF ORI B GBEDRERISIE X HRERSRS bbh, BEUIRCICES
THEMED B B, ARIDRE R R SR, BEOBEE TV, BESED LK
BAITIE, R LEERITS U S0/ 50k & SR 2 R T LBl L TR RIR
BTV, BEOCSERER L ARERREDLABEIIL, BIBEERLE L HIORS%ED
I RALE AT 5 MBS Bo



3 BEBRE |
SR T B O TRERIEIT A 21T = 7 22 BRERBRBR DA 2 7 5,

[AEk] ‘

ErE IHRER (NM-K2002 F5)

FRFABEEY (BEEORE - BB ESWTHEBINABREDH 2 BE"? 135Kk
HENT) 56 BRI, A4 240mg % 2 WRIHIR CARISE Lz, TEFMER Th 3L
FRERODH DHBRE U5 H) OFEDR RECISTHA F7A 2 L1 RICE I PRHEECLD
CR JJZ PR) 112223% (95%(EHEIXM : 11.2~37.1%) Thotz, 72d. FANCRE L7BIE
11 5.0%Th o,

o, (LERIERORVASE (11 6) OFHTIL. 18.2% OS%ERXM : 2.3~51.8%) T
Hoi, '

*| o EENIEBRTH S 2 LSS TR Sk, A-olgfEin Ak CT. FDG-PET, LETHRH{LE
WRERESOEGRBE R CUREITR C2EMORRR (LR, AR, RREBRCESH)
;D,+ﬁ&é§ﬁ%%%mLttﬁ%ﬁ%%ﬁ%ﬁéh&#oth&&%ﬁ@ﬁ(E&%QE\E
Y L SR UEIERRS) B, BE, CEREEOTECIIDLTREL Shik,

¥ FROWTRNICEY T 5 8E,

- B Y IR DH B AT D A DI

- M (BOK) OB AT HLEORBEY |

CEHB Y 2 MR OB B A B LN

c BB v AEER OB EET D RE L ERE

- AR X R N IS DS A BT B A

- ERCHEDBIESOS A L, WX EASN O UERAR (PSA) SEIEL T BiEHE



[Z2tk]
EAS IR (NM-K2002 RE) ]
CHEERI 53/56 Bl (046%) IR b, AH L ORREENERETE ROEEERIT
35/56 B (62.5%) @Y b, FEER S%L,u:aJEIH’EFHu:Ti%@&:bD'C&;oto

' #2 SEHEH 5%LLEORIER (NM-K2002 382) (L MARiT s R)

B RIKAE . Flk (%)
HAEE ' 56 17
(MedDRA/J ver.22.1) 4 Grade Grade3-4  Grade 5

éE'H’Ffﬂ _

354)  2(3.6)

i T ey
| Eﬁ»ﬂt%ﬁﬁiﬁ*&m@ﬁ 3 (5.4) 0 0
,,.A._._EHWWWE{E—FW saety 8 .0

77—/7 /b?/z7z7—€%m
FTARGRUBETI ) NG R T 2
PRILEE RS LURHRES
L
B I U TSRS = S Ll
% 9 FEE 6(10.7) 0 0
i 9 (16.1) 0 0
SEk BBk 364 g 2

a3, RIRBREEAEREE 9 1] (16.1%) | AFHERERETE 5 ) (8.9%) . RIEIMERHEEER 3 # (5.4%) .
RERCTARAARIE/ X A3 F—3 B (5.4%) . BTRREREE 3 Bl (5.4%) . EE D REIEE 2 41 (3.6%) .
PIREE 261 (3.6%) . infusion reaction 1 #1 (1.8%) . A2 1# (1.8%) RUKEE - /h
Bk - EEOTHLF (1.8%) PR®ONE, T, BEFENE, L%, Bk, 1 2SR
. BUERTZ. AT, BEILENEE 8, TRMAMAERE. BITMERE, Mo - Bk, Bk
WREAE, ERRMOEREE, MIREREREE, B BE, R Y5k, JE‘H@[‘%— . TRIFEK
B, TSR R CVETLIEERY bhah o, ABERRRRAIIEESES RREERY
ZED) EEDEIRFRRETRT,



[ - HE]

FEOBEFEDEETTAEZFH LEY I 2 Lb— 3 T XD, KK 480mg % 4 KM
WS AR O B - RS TRE L BoOAROMEFRESRN Sk, €0
HAH 480 mg % 4 WHIKIETHRE L 2 BROEFARIEIZ IS B FHIMLIF HIREE (AT, [ Cags
EVyI, ) i, AHFI240mg & 2 EEFRTHRE LIIED Cagss LEUT R L TFRIENL (T
#) . T, AR 480 mg % 4 WHEIG TRE LB O EEREICI T 3 R MigpsE (8
Fo (Comsl £33, ) i A5 240 mg % 2 BRI THEE L72IEO Conee & HAELTHE
HERTETFRHENLZBON, BARABER B TEREAERENLTWOMAE - AR
© {10 mg/kg % 2 B TRE) THEEZES LIZBEO Cons & Bl L TEREZR R & FA
‘éht(TﬁZQMiT\ﬁﬁ@ﬁﬁﬂﬁﬁé?”ﬁﬂgﬁ%\$H3n@m(¢ﬁ)Rm
240 mg % 2 ARG, # L < 134%1 480 mg % 4 BRIRR TS L BOFAIOBER L H
AT TN L OIE R ARBERISTE T ASHES L, YR OV TRETST
bhicfER, Lok  BEOBTHIER USSP kEZRII AV E TSR,

3 FRORYEIE ST A—F

Jﬂ& fﬁﬁ C:mx - Cn-u'ndls Cnvgdl& Crmx.ss Cmin.s Cnvg.s
(ug/ml) | (ug/ml) {pg/mL) (ug/mL) (ug/mL) (pg/mL)
‘ 51.6 272 310 13 | el 716
I mgkg QZW i
(35.2,70.8) | (16.5,403) | (21.2,43.9) | (75.0,171) | (27.1,107) | (42.1,127)
7. 183 437 159 878 109
240 mg Q2W ‘ .
| (51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) | (41.5,158) | (62.1,187)
145 . 207 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 © 996 116 396 214 275
10 mgkg QW ' .
(146,222) | (86.5,132) | (101,148) | (329,525) | (184,303) | (236,377)

R (5%, 95%5) » Q2W : 2 SERAFINE. QAW : 4 MERERAMD. Cosx : DI DA N FHSEE, Coric :
MER S 28 A BIZ06 BRASMIMPILEE, Covuns : FIEBSE 28 0 B E TOTIMI PRI, Coovss : 7
BARIEIZ IV 5 BB ILH IR . Coings ¢ EHAIEIZ B3 BRIEMIH TR, Cagss : EFRIIT B 5T
MR E



4  HERRIZOWT

ERH Y A2 EEATE (RMP) ES%, AR OERRESHEARED~0 17 4
BHHMWRTH- T, FRAOREFENRBEZZH - HEL, FROKREITIVER
TREEM 2RI LI BRIZRS T2 2 EBR B, UTOO~@DF ~T LT
BIZBNWTHRATEINETH D,

D HERIZONT
@-1 Fieo 1) ~ (5) @mfﬂﬁ=dﬁé?ém£r&5_&
() BEFBMREMEET 50 ABRESILIAERS GRER RN A BREHILI
rh\mﬁmbﬂﬁ@%MﬁFh\ﬂﬁﬁb SR &)
(2) FrERERR )
B)ﬁﬁﬁﬁﬂ$mﬁﬁfémb SRCEHERDE (05 ARSI, BARRE
W R, S AR R )
(4) SR FFEELRB L, SRCBRREME 1| OISR ERREME 2 O
 BMTR DB ET o TV B MR
(5) PUEMNEEHIALS EEMNE O ERICER D B 2T > T B HER

O-2 FERABOBERODR (3% AARBRKREEZESHE. BEABEBABEL A
FZ A2 WETE 2 fR.2018.) B4 L., LFRERCRERRBEREORINZA-
IR BBREFOEM (TREOWPRMNCZY T BEM) 25, HiZBEed
OFFNCET B IMOBLH L LTREESATWB I L,

. EESEHEREE 2 EOTMPERET LicRIc 5 EL O RBABROBRIHERT
STNBZ L, 5, 2EL T, BARYREY XL LEBREESOTHELT-
TWnAZ L,

o EERRIFREE 2 EOTHMPHERET L%ic 4 £L FOBKRREE LTS
Lo b, 3MELEIE, FEETHEICHT 5 5 AYRER S Teh A IR O R THE

BFoTWnWBZ L,

Q@ BEACERGHEBEROHEHIZONT |

EIRR R BT 5 SEEPERE SN, WESESLOBRED, AP - Be
MBI OB R DRI I 3 B IR, AEFLINRE LHa0mEs
%, ERECHIATONAEHBESTNE T L, '




@ BEWER~OHRRIZOWT

@-1 FERR Iz B 2 A | -

MR RS OB REIVER 15964 Lcbiiz . 24 FERIRmAMIO T, MaiEi it
HHHBIC BT, TR URNER IS U CARSER Y CT S0mI/ER BRI HE
RBEOBRERY BB bR, EbICRISTER STV Dk, |

@2 ERUEFRHICLIFEFRAINTHT RN

AT MR R AR O R AT 5 EREEEREER T =S U v 7 %
BORLEERORY Vo ZETWERE & Bl ELF TE 25— AEREHI S EH X
MTWB I &, 2k, BHEFHICOVWT, BABE L XZORKETHITAMSNTND
N '

@-3 BHERORBEFCRRITE LT . :

BIER (MPEMERRAICI X, TR, DIge, 128, MEHRIRE. Xk,
B, EEOTH. | EERS, BUERT. FERE, SRR, FFs, TUGEmE s,
FORIGSAENEE | TRCHAEIE, MEmie, RIS, BITHE, Mk, BEOLEREE,
FRMALZEIRIE, infusion reaction, EERMIKEE . MIRELIEMRE, ﬁ“?':u:&\ Pede, @A
DRPEFUE, FIERIE, DBEE (LB - BRIk - DEEESILES) | RIS,
MBI, BEALE) IR LT, YRR B E R B O M & A T 5 AT &
L EEROBHRMRICE L THRERCRERT ORO RSB L) | BEhic
WERMERTE DEHPES>TNBZ L, | |



5 BERRLRDAS
(&3 B 2 5]
O TFTEOBHFIBNTHEIOFEHESRINTVS,
. TRRTHBADEAA KT (AABREEYS) KES%, BUALHR
TR UFESEARA 2 50 L O, FRRSISAS I 22 L R PEEMIESS » B S .,
tvo, WEESOIRTE - ARSI 35 CHER S N3 TIRED 2\ B

@ TRICEHET IAADKRGFRUERASFIECONTHE, AEOFHESRLENTE
LY. AR DOEERFLIRLRN,
o fMhOTUEMIERH L O RRS

Uz it ic B4 5 298]

@ TRICESTDIEHFLCOVWTHAAORSPERL SNTVWDE I Lh b, BEZETT
PlanZ &,

s AF ORGSR LIBEIEOBREREO H B AFE

@ HHHOTHRICE T FRICKY T2 AFIC0V T, AFORSITEZE N2

A, MOBRFTRREARVBAIRY | MBI AR S ERT 52 L 2 ERTE B,

. BEMFREBOSHIBEEDH D RE |

o MG IR T CRUER B R B R B UTEEhME 0D B SS R0 MR e i 2t 55

| OB RIERT RS b B B

. HERERBOAH, XUHBERZREL < EERED H SRER A OBERD
HBEE | '

o BREBRAE GELHHMIREHEELSD) OhdHRE

. BEOBRIEERHT SRS

«  ECOG Performance Status 3-4F0DHBFH

=D BCOG@Performance Status (PS)

Score TETE

0 2 MER G TE 5. SEHAE AL B RAESHRRLITL 5,

A I LV ERRIRE N B 25, BATTREC, BIFEE> T OIFERIT S - LA CE B,
Bl ENEW, W

FATECEROZOED O 23+ CafEfZR8 R TE 2V, ARD0%E B~y FATH

2
=7 _
3 MENTEZOHOMY DT & LTERYY, BTOSO%NULEAy FHREFTIBIT,

4 2T RV, BAOSORY O LiFeL TERY, BRicy FaEFTIRIT,
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BEELTHEET SR

WASESIMA, BERERE SR 2 BRI ESERAOHIE R EELR
ﬂ%@ﬁ.bh%%tﬁ HRE T EBE L ThHERTIZE,

BB D, BE LT ORKICEDERDERIES +43H L, AERSE
TbBEETBI L,

ERBEHER O~ X TR v MzonT

LR R 3 b b B 2 L B B DT, AFIOBEIZ b - Tt BHRER
(FPIREREE, WO, BEE) OWBERUIWE X BREORES, B8t o
175 2 &0 B 1o, LI U OB CT, i~ — 7 — S OREEEMT 52 &,
AF| OB I3 EEE @ infusion reaction Qi{ﬁ % CRBRRC 2230 T & 5 il
iTol ECRBTAZ &, Fi, 2 [0 H LABOAHI# 50T infusion reaction 73
HHEPNBZEbHBOT, RAREFR UK EHETRIT AL I
PHIETHE, BEORER2ZTQIZHETDZ &, fJT:‘I’a‘ . infusion reaction % JEER,
LEaici, 2TOMBERIERSE2IEET 5% ChE 2 +ABET S
zk, | o

FORBSEIE S, TRSERER CEBRENDLLDND - ENH DT, &
Fl o 5 BAMERIR O S HIR DI ESANC N OIS RERE (TSH, 1ERE T3, %
i T4, ACTH, M =oAF YV —VEORIE) 2EMTHZ &,
ARNOFEEIZLY, BEORERIGICERT 2 LE 2 DN 2L RERBORIE
BHLDRDZ LB S B, BERARD b HAICL, BRLLERIE LT
PHES 72 505 & R 2 R & s L CHEYARENZE 217, BEDRER -
FSic & ARENERBSEEDN B BA I, AF ORI B IE, BRORERERLE
VRIDBESEEET B L, kB, BIBEERLE ORI LY BHEROR
55 th&w%Ah T, BIEERARLE L LA O RBEEIF OB G Z &
+5, |
BERTH, SRR LEY ABE L THLEERRRET - L 8H B0,
A BEHKTHIZ bBIERORRI+HITERT 5,

| BB (IS | BRI B A Te) Adb b, BREES F 7Y F—L 2RI
EDHIERHDIOT, A\, Bl IELEFOEROFRBRLMBEED LFAI+4010E
BTAI b, LEERFANEDNIBAITIHREETE L. A 2 ) L RE0S
SEOWYRNBETH = & |

BISERTF 2, FFR4A, H%%EE B2, @m&%“&#%abﬂé LRBHBD
T, BRI PRERE ST, BEORES SIBETA L,
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