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W HSERS OB A O RELHEEZ XS Z EREVAENTZ L 2%
O CLUERMERS 2 B ER BRI T 2 0 0k HHEE T A R
TAVEEKRTAZEELTWVET,

S, =R~ 7 (Bs AR 2 ) B (R4 A4 72— A R i 20mg,
[ A5 #E 100mg,  [F AU % 0E 120mg K& ONEE T #TE 240mg) 12HOW T, Ji
EAPPE I L CHHAT 2EOREFHENIRO & B0 K i HHEHE 7 A
RIA L ELTMYELDELEOT, TOEMICY 2o TE, AHA T
AUNZOWNWTHEIND L) BEENOEFEEE K ORI 32 HmE R
FEWVL E£9,




ZURAN

EEERHEET A N1 v
=R~ 7 (BioFHE#z)

(R5E4 : A7V —ARREE 20 mg, 7V — A KHEHE 100 mg, 7Y
— AR RREE 120 mg, A7 V—RSRWEFE 240mg)
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1 XC®IC

EHS DO AN - REMEDHEROTZDITIE, IISCEFICE SV @ IERERNRD b
5, SDIT, TFEOREBAROMEART LV | FURESR G & OFFHI 22 5L E b5 = 5
MWEGBINDHHT, ThHDEEKDNEZEICLERBEIRMET 2 Z EPBBOMREL 2o T
B, REMBOEE L SCEDO AT R 2016 (VR 28 4 6 H 2 HEERE) 2B\ TH, &
FEES SO A OREHELX D 2 & & ShTna,

PRE AR ER G, EEERRR RN T 1 7 7 A LB FEOESRR LW S0’ 5
LEWRBDH, ZOkD, AR OL ST HEERN+EET L ETOM, LR
D BEZRZT 5 Z EDNHF SN LBEITH L TERT 2 & &bz, BWERARRIL L2
BRICHE 50 A2 & D 2 L N AIRE 7R —E DR 2w 7o TR T35 2 L N EETH
2o

L7e3> Ty AHA FT7A4 Tk, FREESINETICELN TV S EZEEN - B
RN IED & | LA OEIKS ORGHE 2668 1 & HEE 3 28R O B2 B, B X 7 RO
BHREZ TR,

IR, ARIA KT A 0%, MSTATEE NG PR AR AT . AR A B ARRRIR
M. —MEAEETE A B ARERRNFHE 2 % O AEETE A A RIS E 2 OWM A0 b LAE
B L7z,

R LR BERS ATV RS 20mg, A7 YRS ENE 100mg, AT V—R
ST 120 mg, A7V — R AU FHE 240 mg (—ik4 =A<~ T
(BETHH#Z) )
R & TR DREIRNR « SRR A B
HELRAHBERORE : W%, A=A ~T GBIGTHIRZ) L LT, 1[[240mg % 2
T PR 31 1 [B] 480 mg % 4 38 B [EIRR C AL 5.
¥ PR LS

Rk R

clf




2 FAOREK, 1ERBF

A7V — R S EE 20 mg, [RAE EE 100 mg, RS EE 120 mg K OVF]ASE §#HE 240 mg
(—f4 - =R~ 7 (BIRFHHLZR) o BUT, TRAL Svo, ) &, NP LKA
fEAF V7 24 BT YAV s~ T—R 2747 (BMS) ) 3B L=t I PD-
1 (Programmed cell death-1) (Z%f 95t FlIgG4 &/ 7 v —F LHUETH 5,

PD-1 (&, {EMAE L7 U »/REk (T MR, B AL OV F = 7% 7 —T Hifd) KOVE#E%
HIfIZH B2 CD28 7 7 X U — (T Ml DTG L& B AICIE & BUTHIET 5 50 1) 12
BT 2B AR TH S, PD-1 1L PR MIIZHBLT 5 PD-1 U % R (PD-L1 X T PD-L2)
EREE LY VSERICHIEINE S 7T VB RE L T U R EROTEMALIRREZ AT L T 5,
PD-1 U v RidPUFRS sl LM b b Ofx 2B ICRBL L TR v | B R AE R
2B EIER U7 IRk 2 31T D PD-L1 DXL & vtk O AAF I & oI A OFBARRD & 2
ZEMHE I TWS (Cancer 2010; 116: 1757-66) , F7=, BEMERAMEEE CIIMMRE T
MRNPEAT DA v F—T7 =~ (IFN-y) 12X > TPD-L1 ORBNFE SN, i L
T MEFAEARIZ 331 5 PD-L1 OFH & itk OAAFHI & ORI IEOFBRRY O 5 & O b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 Z 5@ 3B S S72 3 MBI, PR
FEELA) CD8 BhtE T AR oM i s 2 a5 <& % 23, #T PD-L1 $i/&C PD-1 & PD-L1 &
DB ZET L &2 OMREGFEERBE T L ZLARINTWD, FDOI LA b PD-
1/PD-1 U 77 > RRRIEEIE, 23 AR RS FUSURR S 72 T A 2> © DI 2 [mlkE 3 D F 0 —o
LLTEZLNRTWND,

AFNL, FHEBRORE K5 PD-1 OMasElE (PD-1 U 4 NG aEE) (2/#5E L, PD-
1 £ PD-1 YTV REDFEAEILEST S Z LICL 0 BAPURRRIZ T HIROTEEL L ON
AR 3 2 IR S TR VE 2 89509~ 5 2 & CREGM PRSI R 2 R+ 2 E B3R ST
WD,

ZNHOHENG, ARNTEMIGIC ST 282 2aREIC R E L b0 LB S, R
HEARFERE 2R e UTCRRRRBRE Fhi L, e, etk BB R ST,

AANOVE RIS W EE ORI SO L 2RIWER SR & b, EEXIIFETIZED
FREMED B D, AFIDEE T R OEERZICIT, BEOBRL 74TV, RESRO LN
GaZiE, FE U ERIE U MR 725k & 5k 2 RO R Al & i U Col ) 22 8l 2 Wr
ATV, TBE ORISR K DEWER SN 2 5HE11%, BIERE A LVE CHOREED
W) 7R LE AT O ED D D



3 ERERAEE

JEUR AN B D ARGRIE L BFAMG 24T o 72 F2 72 BRI ERER O ik & 7 3,

[H2htk]
EINZE I AHRRER (NM-K2002 35R)

R ARBFEERET (EEORE « MRS ISV THER SN 2 IRIEO H 5 152 13k
ShET2) 56 Bl & XEGIT, A 240mg A 2 JE [ ERE C AT Lo, FERHMEEE Th 1tk
FHREED B 5 B3 (45 B) OFNH (RECIST HA R7 4 > 11U S PRflEic L b
CR XIZ PR) 1% 222% (95%ISHEXE : 11.2~37.1%) Thotz, 7, FENICERE LI-BE
13 5.0%CTH- 7,

Flo ALFRIEEO2WEE (11 6]) OFEFRIL. 182% (95%FFIXH : 2.3~51.8%) T
HoT,

*1: [EENEBE CH D Z L BHBARE CHER S, 2ol E CT. FDG-PET, L TiH(LE
PRSI A S O EERR R MBS USR58 LR, 18 AR WIRER R DH D) 12
L0 THREHRERE FER LT ECHFREAE S h o 7 BB RS CEME RGN,
MU L MER AR ) BE, 2ok, (LERERO G R b b RR L S,

#2 0 FRROWTILNIEY T 5B,
< R SRR K D P A A B MO M R
- JERHERL (K) DB AT 5 LMD B B
- G Y LSRR D2 A A B R R
- RUEE Y v REEAO AR GT DR LR R
- FRAI RS S U PR P 5 AR DB % T % R
CBE IO BB ORE A L, g BN O/ R SHUR (PSA) A&z = B ss



[Ze41E]
ENEE AHRER (NM-K2002 3UER)
AEFSRIL 53/56 1 (94.6%) (T3 HaL, KA E ORI RRRNRGE TERWVAEFFLRIT
35/56 151 (62.5%) \Z#8D HiLlz, BN 5%, EORWERIZT TRDO LB TH o7z,
2 RBLEN 5%L EOBWER (NM-K2002 3REBR)  (REMEMITRER)

FREBIRIHA B (%)

FEAGE 56 il

(MedDRA/J ver.22.1) 4> Grade  Grade 3-4  Grade 5

EIEN 35(62.5)  11(19.6) 0
MR LY > RfEE

L BRI iE 3(5.4) 2(3.6) 0
PR 0 A i

FRR AR B TCENE 3(5.4) 0 0

R RSB A T e 9 (16.1) 0 0
H s

T 5(8.9) 0 0
Re AR AR AT

TI=UT I TR T =T — BN 3(5.4) 0 0

TANRGEUET I ) NT VAT =T — BN 4(7.1) 0 0
M ER. FRERES K OWERREE

Jitifigise 3(5.4) 0 0
FEE 6 K OB T ARk

& 9P 6 (10.7) 0 0

it 9 (16.1) 0 0

BER ISR 95 3(5.4) 0 0

72¥, FURIFHERERRE T 9 1] (16.1%) . ATHERERSETE 5 61 (8.9%) . FVEMEMGEZRE 3 B (5.4%) |
BB BARIE/ X A/ 35 —3 ] (5.4%) | FEREREREE 3 61 (5.4%) | HE O BGHE 2 61 (3.6%)
fRRdREES 2 B (3.6%) . infusion reaction 1 % (1.8%) . FF A2 161 (1.8%) KOKIGHK « /)
W% « BEED TR LB (1.8%) 235588 bz, £7-, BIEMEBEE, Ok, Hik, 1 2R
i BIEAT 2. ITge, MLPERRAE 2¢. T IRAHEREMR T . BIBHERERR T . MMt - flige . Hikii
el e, HEELMIRIEE . MERE ARG, . MR, SEOEK, DIEREE, JRIFEK
BE . MG H L % OYBEALIZER D b e o 7z, REWEHBBURILIIEE RS (MR
rEte) AU RE T,



[k - HE]

AFNOBEFEDBREET N ZFIA LT 2 2 b—3 3 12k v AFH 480 mg % 4 JHFE ]
b T 5 SOIREAR O YL - HESE THERE LICBEOARAO MG IRENSRGT Sz, £ ORE
FAAI 480 mg % 4 W FEIFIRRE T G- L 72 BROE FIRREIZ IS 1T 2 P M8 iR B (LR T Cavgss)
LD, ) 1 A 240mg & 2 HHEHFE CTHR G LTCEROD Cavgss CHRIT 5 & FHIS N (F
#) . Fio. AHKI480mg & 4 FFMIR THE G LIZBEOEF KRB T 2 e s HIRE (UL
Ty [Craxss) EWVVD, ) 1E, AFKI 240 mg % 2 ERARINE CHG L72BED Coaxss & B L TH
EERTETFRHINZHLOD, BRANEFIZBWTHAENHERIN TV HE - HE

(10 mg/kg % 2 HREIFETHEG) TRFNZEL LT2BEO Craxs & i L TR A2 <3 & T3]
Ehie (FHR) . x T, BEEOBEICRIT 27 —Z12k3%, A4 3 mgkg (FE) XX
240 mg % 2 MR, &L < 3K 480 mg % 4 HFRIMRE TG L7T-BOAK|OREERE -
BE T2 B & OB Z BT 2R UGE T VDR I, HikBEIC OV TR T
PITRER, EEROME - HEOM TAHINER LI/ 28 T n &Pl Sz,

K3 FROKYEIER AT A —F

. Cmax Cmind28 Cavgd28 Cn‘ﬂx,ss ijn,ss Cavg,ss
FHIE - &
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)
51.6 272 31.0 113 62.1 77.6
3 mg/kg QW
(35.2,70.8) | (16.5,40.3) | (21.2,43.9) | (75.0,171) | (27.1,107) | (42.1,127)
72.7 38.3 437 159 87.8 109
240 mg Q2W
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) | (41.5,158) | (62.1,187)
145 29.7 53.0 216 71.3 109
480 mg Q4W
(102,207) | (15.5,474) | (37.0,74.8) | (145,336) | (27.5,137) | (62.1,187)
193 99.6 116 396 214 275
10 mgkg Q2W
(146,222) | (86.5,132) | (101,148) | (329,525) | (184,303) | (236,377)

HRE (5%, 95%45) . Q2W : 2 NG, Q4W : 4 IR, Comax : #E1H2 5% O S M5 FHEEE . Crinas ©
W 54 28 A BICH1T 2 RARMAE TR, Cavenrs : HIEIH 55 28 A H £ TOVEIMAT IR, Coaxss 1 E
FARREIZ 1T B B i M TR HE . Comins @ B HIRFEIZ IS B B AR MIE YR, Cavess : EHFIRFEICHT 2 FH5 100
IR



4  FERIZOVT
I R 7 EHEE (RMP) (CH-D & AH| ORI Z S EEATS B~ /1 ]
W DR T - T, ARFNOEGPEY 2 EH Z2H - FE L, AFOFKGIZ LD =EE
REWER ZFEBL L IZBRICRHE T 2 2 E B3R 72D LLFOO~@D§ X C & il 7= 37 )i
IBWTHATETH D,

D HERIZTOWT
O-1 TFio (1) ~ 5) OWTNIIFE YT Dk THDHZ L,

(1) BAFEKRENRET D0 A POEEMI SRS (FRE I S A 2RSS
JRBE, HUIEDS AU L P . HUIE S AU bE7e &)

(2) FEEHERETN BT

(3) ABENFIAFEAFEE T D03 A HER R (03 AR HEREEFR EIRPTE. 23 AR
Bl 19RBE, 23 ARSI HEHERE e 7 &)

(4) ARAFREBEZRE L, SORMIFRENE 1 ISR FRIENR 2 Otk
HAE AR D 21T > T D iR

(5) PUEMERESAIAL T E NG O fEsR EEAR D R H & 1T > TV 2 fiiak

@O-2 AR AP OB K O2H (35 0 B AREIRIES 2. SRS AR A
RT A > WETH 2 iR.2018.) Z 3N U, Ay iE i ORIVE I JE B O i ic +
Gy TR 5N L RRR A FFOEM (FROWTNNIEE YT HERM) 25, Mk
DOEANCEHT DIREOELH L LTEREINLTND Z &,

o [ERNOEFEUSE 2 FEOMIHME ZE T L7211 5 £ LN E DD AR DG IRWHE 217
STWNWHTZ &, HH, 2L T, DAFEYREEZ T & LEBRRIER ZOMHEEIT-
TWBZ &,

o [ERIREEEE 2 FEOVHIHEZIE T L2141 4 FU EOBRKERREZAE L TV D 2
Lo OB 3ELLET, JFURARIREICT D 0N ASMIRE & & T ATRIR DG RAHE
EIToTWAH I L,

@ BRAOERELFREERDOEHIZONT

S ERE BICHEF T 5 FTE DA E Shu, RSN D OFREB D, AhE - 242
PEEILFAIE MO G PR NEAE T 2 MR, AEFEVHELZHEOMEE
B, ERHODIATON D IEHIRESTWDH Z L,




® BWEH~DX TN T
@-1 MBI 2 B

VMR B O EERFEIER R A LB, 24 BRSO T, Makhask
HPERI R (23T, FEH L 7ZAIERICIG U TABRREHE L Y CT ZEORWEH ORI HE
RRAEOFREFAY B IS LN, EHICHISFTREZREHNE > TWD Z &,

@-2 BEERUFE CLIATESRANICICHET D ES

B AEIRCHE D 5 MR 2 M e O RE 2 A 3 D BRI SEE DEIEE =42 ) v 7 %
BOTEIHOA Y V) —= 2 7 BTV ERIE & FMz A TE 5 F — LAEREH 235 i &
NTWDZ &, b, BHEEGRICOVWT, NAUBE LELTOFETTHFITAmMSNL TS
&,

®-3 BEIfEA oBZMWroxt iz LT

BIVERN (RVEMEME BN 2, EIEMENE, Ok, Mk, BEUHRBIEIE. KBk,
NS EEEO TR, 1 BUBERIE ., BUEAT . PR A, IFRERRiE . PR, (b AEE
FRIRBERERE S . T ER iR phitbeE | TR | RIS PEE Mo, AL O R E
FRR AR ZEF2IE . infusion reaction, HEE R MIKIEE ., MERERIEGHRE, L. BEX.
DPEROG, WG, LIRS (DEME) - IRIK - DS MEIAMNGESE) | JRIFERES
Mg, BEFLEE) 1Okt LT, M azhtaak S R R B 0 REF M A 9 5 R & 3
L (BHEHOZWroxSIZBE L THREROSREEZZIT oK HCHH 2 L) | K
WU ALE N TE DIEHINESTND Z &,

B ©
B OE ox oW
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N3 e
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BERLIRDBE

(A2 BE4 % F ]

©)

TROBFIZEB W TABIOFEN RSN TS,

o FERAHBABIETA RTA4 ) (AARERIESSS) ([CE %, MRk
SRR BRI & o L 72 b C JREIER 23 R 7 b R RS & 2 S h,
B30, TEEDRTE « FHAIH SISO THER S LD RIRIED R B

TRACEE T 2 AF O G X O IFEIC SN TIE, RAIOARMER SN TE
59 AANDOEEHZ L 25720,
o MOTUEMEERA & OO HRS

[ZzatEic B+ % 9]

o)

TRRICHEY T HHREICOVTIAFOBRENED L EN TS Z b, BEE1T
VA ANGIP
o RHID RS LIBBHUE DBEERE D & 5 B

TRERTOFHMIC BT FRRICEZ S T 2 BEIC OV T, RAIDORGITHERE S e

D5, MOIEHREETE DB 2 NGEICRY | HEICARZEN T2 2L 2BETE 5,

o [WEMEIRE DS UIBEED & % B

o JERE G A CRIE R AR 2 B K ONE BN D B H i e R0 R YL M it 2% 5
DI RIEMEALD B DAL D B

o HOREREOAF, UIIEMER S L IXHRMED B Ok B OBEEED
b2 BE

o JEEBHE (SRR L2 T) ObdEE

o ORI R R AT D EE

»  ECOG Performance Status 3-40 o 3

GED  ECOG® Performance Status (PS)

Score EFE
0 LR IEITE 5, BIFaiE R CAEEENHIRR<ITZD,
| PAHIZ I UWDEINIHIR SN A28, BITAIRE T, BEECHE > TOMERIIITO Z &N TE 5,
B NFE, HEEE
5 BATARE CTH O OE D O Z LT TR CARELEAMERIZTE 220, HAFD50%LL Lix-<y M Tl
=7,
3 ROENTZHASOHEOEY O L LNTER, HPDO50%LL Fa Xy KB+ TRz d,
4 BT, Bo0HDEY D LiFe TERY, BRIy P il I,
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BREICERLTHEETREFHE

NSCEFION A, BIERTEER DR 2 BRI -5 & ARH O Rt & OV (8
M DOTe DI B GZ T B L T o420 2 &,

TBRBAAAIC N D . BE T OFBCADIMER OBt E ool L. REE
ThbHEETHZ L,

FEREWEH D~ A MT2OWNWT

MEMIERER S oD 2 ERH DD T, AR OBRGIZHT- > T, BRIER
(R IR, ik, ZEENEE) OffEse M O] X S O F s, BlEi2 71
179 2 &, £lo BN U TS CT, G~ — W —%F0OMELZ RS 52 &,
AN DOFe G-I X HEEE D infusion reaction (4 2 TEERRFIZ 43 22 %HiR D T & % Yl
AT BT 5 2 &, E72. 2 [ B LA OARAIF 51T infusion reaction 73
HobODZ LbdHDHDT, KEIFLG R OARAFER G TRIT AL 2o
ZRET 5%, BEOREBE 2852 T 5 2 L. 723, infusionreaction & FH
L7eHEIE, 2 ToBELERNTERICHEE S 2 CTRELZ+NBlET 2
N
HUR IS RERE S | TSR EX CRIEEENRNH LONDL R H LD T, K
D1 G- BAGRET & O G-I e RIS N Wk RERR & (TSH., 628 T3, iF
B T4, ACTH. =L —VEDRIE) &FEhid 5 &,
AR OEEIT LY | WEORIERISICER T D &5 2 5Dk & IR B R
DHHLONDZENDD, BEDPHED GNATZHGAEITIE, HEBLLEFHLIIL U
PR 72 0k & %8R 2 R DR AT & i U CREUI 2R ERIZW 217\ BEOmE R
IS K DRITER D g0 255101 AFNORFE T 1L, R ORIE ZE R LVE
CHIOBREFEZET DL, B, BIBRERLVE S OREICE Y EWEROHK
TR ONRWIEEITIE, BB REARVE LSO mEIAl OB G & JE
T
B 5T %, BRI LHE ARGE L T LREWERN R T2 2 RH 57290,
AR O G TRICHRWER ORI DITEET D,
1 BUEE RIS (BIE 1 BBEIRIE 2 3 de) 23 d b oL, FEREMES 7 v F—3 AIZ
EDHIENRHLOT, A, Bl MEMFEOREROFEILMAFED L7551
BT 5L, 1 RBERBD OISR G EZFRIE L, AR VAIORE
HEDBEOVLLEEZIT) Z &,
BIEAT 2. FFARA, ITHSRERE S, Tk, B{LIEIEER P H LN Z & nH DD
T, EMRICITERERAE 2TV, BEOREEHBET L,
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o AFORFKRHRBRICEB W T, 6 i Z & ICHREDRHMEZIT-> Tz Z L a5
(2. ARG HIXERRC B GRRE TR OMRZITH Z L.
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