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TAVEERTDHZEELTOVET,

g, =R~ 7 GBin R 2) 45 (RE4 - A4 72— R il 8 1E 20mg,
[F] A5 BRE 100mg,  [R] A 57 120mg M OV AU 5 7E 240mg) 1225 W T, R
HEAPEICK L CHEHAT 2EOR-EFHZRIUO & Y i s HHEE D A
RIZA4ELTMYDELDELEZDOT, ZOHEHICY - TIE, AFTA KT
ALVIZOVWTHESIND L) BEENOEBERE N OEFIIFT D E M2 R
FEWVWL £,
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1 IL®IZ

EIRE D EINE « ZEMEDOFERDOTZOIZIX, IR SCEFICE DWW ZE ERE RO b1
D, LI, TEEORFFHMOMEAT LV | FUREIRS 22 & O F0 2 FrLE A =35
DR INDLIHF T, ZHODEEGZEICHNERBEITRMET 5 2 LB OBREL 725> T
BY | REMBGER & YO RATE 2016 CERK 28 45 6 H 2 HEEERE) 2B\ TH, #
FrEIESEOFEAORGEHEEZ XD Z & & SN TWD,

FHERMS T EIE ML, R EHOL 2T v 7 7 A VBB EOEIRS L 6T 8_7 5
ZENRBDDH, ZOD, AUMER LS T DIEHRA+0ERET 5 TOM, YixEK
DB ZRSZIT 5 2 ENHIFENLBEITH L THERNT2 & L bic, BIERARRIELLE
BRICHEL 2R A & D 2 & DSl Ree —E OB 2w 7= T EFEBE T2 Z L NEETH
Do

L7eDoT, RKAA RTA Tk, BABBEELZNAE TILH LTV D ETFEAH - Bl
H M FED & | LLUT O BEIE S 0 il 22 6 2 HEHE 3 2 BLm s & B2 Bk B 2 7 RO
BREEZTRT,

I, RIAA RTA 0%, WSIATEAE N EIR S R SR . ARFERIE N A ARRRR
FES P, — AR B RER R NRE 2 K O A A N B AR O 0 b LAE
% L7,

KGR L 7e HEHES - AT VAR R EE 20mg, A7 U — AR R EE 100mg, A7 U —R
FUFFIE 120 mg, A 72— R SR EHE 240 mg (—fi%% - =R~
(Efa R z) )
RELRDMEIDR « JRFEA
WELRAMERORE @, A=A~ T GRE ML) & LT, 18 240mg % 2
TR XX 1 18] 480 mg % 4 M HIME C A EHET 5,
B Ik 58 3 E NIRRT IS AL




2 FAORE. (EREF

7V — AN R EE 20 mg, [RURREEE 100 mg, R FHE 120 mg K& ONRLAR §HE 240 mg
(—fd : =R ~7 (BIGFHZ) « BUTF. TRAL Svo, ) i, DRSS TS
fhE AL Ly 7 24 (BI7 VARV~ —RX 2747 (BMS) 1) 3B L7zt bk PD-
1 (Programmed cell death-1) (ZXf3 2t Ml IgG4 £/ 7 v —F UHKTH 5,

PD-1 (%, V&ML L72 Y 88k (T M, B ML O F 2 7/0F% 7 —T fifa) KOVEHR
MIfIZ BT 5 CD28 7 7 X U — (T Ml OTEMEAL 2 #iBhHIIZIE & ALK 2 5 71 12
BT %K TH 5, PD-1 IZFURTRSMILICHEBLT 5 PD-1 Y 7 K (PD-L1 XU PD-L2)
EREE LY USERICHIME S 7 VA RE LT Y o SEROIEHE IR EE A BIZIHET L T\ 2,
PD-1 U v RIFHURIR M SN B S Okk 4 2 GHARRIC B L Tl v | B R AREEH
2B UIER U7 JESAHAR 23510 5 PD-L1 OFEEL & itk o A FHIM & ORI A OFBERR) & 5
Z R STV (Cancer 2010; 116: 1757-66)  F 7=, HEMERANEBE CIXHBNZE T
MRRMBEAT DA v H—T7xzrH~ (IFN-y) IZX 5> TPD-L1 ORBENFE SN, 58 L
T IESEAHARIZ 351 % PD-L1 DOFEEL & itk O AWK & ORICIEDOHBIRER I H 5 L O#E b
& % (Sci Transl Med 2012; 28: 127-37) , & 512, PD-LI i@l 8 S E 7203 VMR, HiR
FrFLH) CD8 [ME T AL O MBI 5 E1E M 4 655 S & 5 2%, it PD-L1 /& T PD-1 & PD-L1 &
DfEGEAET 5 & ZOMEGEEENREE T2 2 R RENTND, EOZ &b PD-
1/PD-1 U > REEBEIE, 23 AMla Ay fulsiRr S0 78 T /a0 & OB 2 [mlkE3 2887 D — >
ELTEZLNTWD,

AFNL, BB O R 5 PD-1 Ofifastsaik (PD-1 U 7> FRFEHE) (2f#E& L. PD-
1 £ PD-1 UHY REDRESZMET D Z EICX 0, DAPURFERMZ T OGO
AABRENE b9~ 2 MRS BTG 2 98T 5 & & TR R PUIBIE I A2 7R3 2 L SR S T
Wo,

ZIHOHBEND . AFNTEMENEGC ST D2 a2 0 EL b0 L IFRF S, IR
FHAREERE xR & LT mRERBR A i U, A2, et R ORBMER iR S v,

ARANOAE BT S BE DRSSO L HRIEMENRH S b, EEXIILTICED
AREEDS B 5. AANOFG R UERGH%ICIE, BHEOBRZ oIV, BEDRRD b
e, FBH USRS U MR 2 & B8R 2 ROl &g U Tl bl 2 i 2 W
ATV, WE DRSO X DEWEM N RN 2581213, BB RE R LVE CHOREED
YR UE 2 AT O MR D D,
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[ 2]

[E NS AR (NM-K2002 #U5%)

JFRAHEERET  (FHORE « MRS IR SO THER SR D IERIEO H 5 BE™2 135k
ShEHLTZ) 56 Bl 25T A 240mg % 2 B [ IR CORREEE Lo, FEEHMEEE Th 1tk
PRIERED B B B3 (45 6]) OFBFE (RECIST HA RT7A > 11 UCHS < HFRHEEICL D
CR XJZ PR) X 22.2% (95%ISHEIXM : 11.2~37.1%) Th-ol=, 728, FANIRT L7-RFIHE
135.0%CTH-o7,

Flo, AEFREREO 20 EE (11 6]) OFZDRIT, 18.2% (95%(FHIXMH : 2.3~51.8%) T
Hol,

JEEASEBE TH D L B EIRA TR S, 2oMIEHE# CT. FDG-PET, |k Fis(LeE
WS AL OB T L LB U MR ARBE GLIREL BARH WREE R H &R |
E0 . et E ke FM LT LT b EREAEE Sk o 72 LR BRI R ANE,
PEY SR OWIEILERS ) B, 2B, LFREEOAEICH Db L TR E Sh,

*2 0 FROWTHNCHEST D BH,

WS Y L REIER OB AT B MO I R
- MEHERE (MA) OREHT B LMD RS
CSEERY o REIER OB EH T SR R
BB Y L REER OB EH T DR R
IS SRR N S UARE S DR A T % B
O BEB O LA L, M UEIEN O BEUR (PSA) A& AR Bk a



[Z42E]
EINEE AR (NM-K2002 #-5k)
AEEGIL 53/56 i (94.6%) ([ZRBD B, AAIE ORREARPGE TERWAEEFERIT
35/56 Bl (62.5%) (ZFBH BTz, FHEN 5%LL EORWERIXI TERO LB TH-oT-,
2 FEERS5%IULOBMER (NM-K2002 3RB) (eI 5RER)

FRE RIS HA B (%)

FEAGE 56 15l

(MedDRA/J ver.22.1) 4> Grade  Grade 3-4 Grade 5
EIEH 35(62.5)  11(19.6) 0
MmEds KOV >R fEsE

I H BRIV E 3(5.4) 2(3.6) 0
PG WA

RO BRAE RETUAESE 3(5.4) 0 0
FOPR BRFEREAS T 9 (16.1) 0 0
T IPE

TR 5(8.9) 0 0
R AR B A

TI=2T ) T UAT 27— B 3(5.4) 0 0
TARGEUVEET X ) N T AT 27— BRI 4(7.1) 0 0
URIESN I SSRRON ] i

Jifilig ¢ 3(5.4) 0 0
A PSRN AN ki e

% O PEIE 6 (10.7) 0 0
St 9 (16.1) 0 0
RN N 3(5.4) 0 0

7k, HURIREEREREE 9 691 (16.1%) | AFRERERETE 5 1] (8.9%) | MVELMEMRE 3 f5 (5.4%) .
FERUTHRMEIE X A /3F—3 5] (5.4%) | BHERERE T 3 5] (5.4%) . FLE O R fEREE 2 451 (3.6%) .
PR 2 45 (3.6%) . infusion reaction 16 (1.8%) . AP A4 161 (1.8%) KOKIGHK - /I
W% - EO NH 1B (1.8%) BB bz, £, FEMEIIE, L%, k. 1 R
Wi, BUETZE, MFoe. RLPENBE . FERAHAEIRE . RIRPRERE . M2 - BRI, FRRM
RZEMIE, ERRMIRREE, MEREREGRE, M, R, SRR, OIS, RIFEK
B, MRS K OVEFLIERRD B do o, ARRWEAZRBURIUIB S5 (B R R
Zate) e UEGRERE TR,



(i - ]
AFNORHEMZEDEREE T L EZFIH L2V I 2 b— 2 X0 ARAI 480 mg % 4 JH [
B TR G SUIBEAGR O L - AR TG LIZBOARF O Mg HIRENRG Sz, £ Of
JAH 480 mg % 4 JH IR TH G- L 72BR O E TR BB IS 1 5 I MLIE IR EE (BL T T Caygss)
EWVI, ) IE. AAI240mg & 2 MR TG L7ZBED Cayess BT 2 & PHIS N (F
#) . F7o. AFKI480mg % 4 FEFIFEING TG L7-BEOEFIRREICI T D im mig hieE (2L
Ty TCmaxss) V9. ) 1E. AHI 240 mg % 2 EMMIIE CTHE G L72EED Couaxss & L TH
EERTETHENTZLOD, HRAANBFIZBOCABEREREI N TS HE - HE
(10 mg/kg % 2 MM CHRE) TAAIZ S LIZBRO Craxs & R L CIRAEZ 773 & Tl
Ehie (FH) . Mx T, HEROBECB T 57 —2Ick3&, KK 3 mgke (KE)
240 mg % 2 WMFEE, 3 L <IEAHK] 480 mg % 4 B TS LIBOAFIOBER A
WIME ST 24k & OBSE 2 R D IR B RSTE TV R S, YBREIC OV TRETMT
DITRER, LRLOME - HEOM THIMER LBV ZRIT W & TRIS L,

&3 AHOEDENE T A—F

N Cmax Cmind28 Cavgd28 Cmax,ss Cmin,ss Cavg,ss
Mk - &
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (ng/mL) (pg/mL)
51.6 272 31.0 113 62.1 77.6
3 mg/kg Q2W
(35.2,70.8) | (16.5,40.3) | (21.2,43.9) | (75.0,171) | (27.1,107) | (42.1,127)
72.7 383 43.7 159 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) | (15.5,47.4) | (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)

L (5%, 95%5) « Q2W : 2 M MKE, Q4W : 4 IRING . Cmax : HIEIEE 14 O e @I FIEEE . Crinzs
WIER 544 28 H BICH1T 2 ARl PR . Caveas @ A G4 28 H H £ TOFIMIETIRE, Craxss @ &
HARBBICIS T 2 i M3 S . Crninss © 7EFIRFBIC 301 B e IR ILIE PR . Cavess : FEFIRREIC 51T 5 P44 1M
T8 R



4 FEERIZDOWVT

EHESL Y 2 7 E R (RMP) (ZHD & AHI DRSS B~ 1 ) A
N DR Tl > T, AFNORG P EG)72EHE ZZW - FrEL, AFOTRGIZE Y EE
REWER 258 LT BRIT IS T2 2 L AE R T2 L FOO~@D 3 X T Ali7z ¥ i
RIZBWTHEHT 52 X&ETH D,

O HEFRIZOWVT
@O-1 Fo (1) ~ (5) OWTFNLITEEYS T Dl THDHIL,
(1) BT RE DG E S D 25 A PFOEIEIL RS (B TR S A2 LS
JRBE, HUE A AR ROEEEIL AR e, HUE A A SRR B 7R &)
(2) FrEERERIE
(3) HBENFRFNEDRE T D03 A HEEEHBT (DS AR EETR EbE, 73 g
Bl 3 AR HERE R 72 &)
(4) SRACTFFEEZRE L, SRIEFEENE 1 ISR ARIENR 2 Ol
FEHEITAR D Jm 2 AT - T D fak
(5) DUEMEREE AL T & BN OO sk FAEI AR D JiE H &2 1T 2 T D filak

D2 FEEAPEOZW KR ORH (25 A RBRIKIEES P2, RS ARIN AT A
RZA > BGETH 2 H.2018.) Z2#Jn L, ALS0RTE & ORIVE - SR O i+
TR & RER A FEOERT (FROWT NS T D ERN) 23, SR
DOARFNCET HIRFEOEEF L L TRESN TS Z &,

o ERIGFFEUSER 2 FOMMNHE ZE T L72RIZ 5 L DD ATRIRDERIRIHME 217
STWHZ L, 5b, 24U RIT, BAFEYRIEE T L LIERIESG S ONHE 21T -
TWnZ L,

o [EEMEFFEUS% 2 FOYIMINHEZE T L72RIC 4 FLLEOBKREBREZAE L T\ DH 2
Lo 96, 3ELL T, RSB IC R 5 203 AUSEIETE B & 1o DS AUTRIE D g IR HE
BT TCWNWA I &,

@ BENOEREMBFRERDOBHIZONT

A HE B IC S 5 SMEE DB E S, BRSO DR D Ao - &
ﬁ%i%éﬁ [EamOE L CEMSIITT DEmE, AEERPEE LG EOWMEE
. BT O DRI DFE > TN D Z &,




@ BIER~DRIHIZONT
@-1 fERR BT 5 Bk

U MEATR B F O EEZRRIER N4 L7 BRI, 24 BRI O T, Mikhiak XX
HEERGER IRV T, B L ZRIERICIG U CABE LY CT ZOREIER ORI /3
IR ORERN Y B HIE LI, B HIRHE ATRER AR N > T D Z &y

@-2 ERNEFEICL5FFFRNCHET2E S

R0 5 HMRY R R L e 2 AT 2 EREEE PRI =2 ) v o &
EOTERDOA Y ) —=0 T HTWEIRE & EHRZ A TE LT — A EFRIEH D <
NTNWDHZ L, B, BEHERIZOWT, DAUBRE LEZOFEBICHSICEMEN TS
Z &,

®-3 BIER OZWCRIRICEA LT

RIER (MEMEMZEEITINZ, BEREMRGEIE, LR, Mk, BEHRARE, KI5
EFE. BEEEO TR, 1 BURERS . BUERTS . P4, Freers
FUR IR RE IR | T IR IARBRRERR 5 | Pk IRiEs | BFRETE | R IR, Mk, B O RS IR |
FRURIMAR ZEARNE , infusion reaction, SR Mk, MEKERIEMHRE, FikZ, PEdk. @A
DEREOL, MG RENE, OIPEE (UFME) « IRIR - DS MHIIAMNUETE) | JREFERES
PRSI, JBEFLAE) 1To6F U CL Rtk ST B AR B O B 2 A3 5 AT &

L (BEWEHOZErISICE L CTHRER OSSR EZZIT N O&MFICH L L) | H
BE R AE D TE DRI > TNDH 2 &,

t‘r

:m);



5 REXNBLRIBE
[ 5hiic B3 % FH]
O TRROBHEIZBWTAAOFMEN RSN TND,
o FERAHNALBIETA BT A ) (AARERESS) (TS, Mk e
SR QYR PRI 2 FEf U 72 B C, JRghEes 3 AN B 2 b Se Mgy & 22l S,
D30, JEBORIIE « MBS SO THER S D IRIRIE D 70 BE

@ TR T AR DB G K OMFEH ITEIC W T, AR R S S TR
5T, ABNOEGRG L 72 B0,
o fhOPUHEMEES & OO S

[Ze 4tz B9 2 FH]

O TRICKZYT2EZFICOWVWTIEAROEGENEERE SNTWDL Z &b, B %217
PR &,
o KFNDORIITKRE UIBBUE DREERE D & 2 BFE

@ WBEEIOFHEICE W T TRISEY T 2 BHFICOVTUL, AAIORGFHEE S LR

DS, MLOTEFEIRIL DN 2 NG EIZIRY | HEICAFIZEHT 52 L 2EETE D,

o [HEMMREREOEHIIBIEDH L EE

o MERE G R A TRIE R 2300 2 A M OTEENE O M e 0 R ge M i 4 5
DI TIEVEZAL DN I DI D B

o HOMEREBOAH. UTBMERZE L XD B AR B OB ED
o¥aysiec)

o s (EhsMRBEELZT) Ob5EE

o ORGSO IB A AT L BE

¢ ECOG Performance Status 3-4 0 o 235

(1 ECOG® Performance Status (PS)

Score TF5%

0 < R JEBTE D, FWal L A U R HAEAHIRZ <ATX 5,

PIRRII LVEENIRIBR S D 03, BT AMBE T, BAIEESHE > TOMEEIIATO LN TE D,

! B BCFE, EEEE

BATARETH A OH DOEY O Z L3¢ _RTAEEEMEEIZTE 20, A D50%LL T~y RoTi

2 .
:‘TO

3 [RONTZHSOEDED O Z L LnTE7e, BHDS0%LL Ea Xy R CilaZ 3,

4 LT RV, BAOHFDOEY O Z L3 TEARV, BRIy Rk Tl 24,
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BEIZEREL TEREITRNEEH

AU A, BERTEFER SR 2 ERFE 2 H-D & AH| O Fptk & OV (E 6
RO DI B E + IR L T AT 2 &

TBRBMICENL D, BE T T OFBEITAH ML etz +am L, REEZ5
TobRET5Z L,

FREWEH DO~ A MZHONT

FEMEMEEN D 5D Z ENd DD T, KFIOEGIZHT- > Tix, BARIER
(R PRIEE, nzmik, FEEVEE) DR R OWOHES X i O £ hass, BlgEx+71C
179 2 & £ LTS U TS CT, IyE~—F —FOMEL LT 52 &,
AFN DO 51X HEJE D infusion reaction (ZfiF . TERAREIZ 143 2256 D T & 2 Y
AT ECHIGET 5 2 &, £/, 2 I H LUBEO AR & G52 infusion reaction 73
bHobNDZLbdHDHDT, KARKG T M OARFFGHE T RIIANA XY A
ZREST D%, BEOREZ 718595 2 &, 728, infusionreaction & JEHl
L7728 aiZid, 2ToBELOIERP TRICHEEST 2 ETREZ o8I T 2
Z &,

FAR IR RERE . TSR E R ORIBREEN O LONLD Z LB H LD T, K
F DO P 5-BAGAHT K O G HR e RO N oy bgsef & (TSH., 2Rk T3, ilF
B T4, ACTH, I =5 —VEORIE) & FEhd s L,

AR OFEAZ LY | WEEDORIE IR T D &5 2 B Dk~ 2R EBH R
DHOLONDIENH D, BEPHEO ONTHEITIE, B L FELRIS U
FHRY 72 a8k & 8R4 RO EERN & HHE U Cl bl e n 2l 2470, 8 EE D90 I
S KD RWER gD L HEIZIE AR ORE Tl K OFIE RE A VE
VRIOEGERERT DL, B, BIRERVE L OREIZED BIEH oK
TR SN WIEAICIE. BIEREARLVE LSO OB S % &
ERAR

BHETH, BOEM O AR L T LRITERN IR T 22 R8H 5720,
AR OEHTH#IZHRIER ORI A2ITEET D,

1 BOREPRI (BIE 1 BUBEIRIE 2 5 de) 23 b odv, BERFMES F 7Y = (T
ELTENDHLOT, A, Eol, WEHSFOREROFEHCMBEH O L7+ 7E
BT 52 L, 1 HERBMNEDONISG I RG AP L, A 2 U BEI O
HEOBEU 2 AE 21T Z Ly

BIENT I, P4, IFHERERE S . TR, B LMEIRE RN S LoD 2 E03dH DD
T, EHIRICITHS R A Z TV, BEOIREEZ IS T 2 &,
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o AFIOERRERICIB N T, 6 WH I LITHMEDRHEZITo T\l 225
(2. ARG FITEGINICHE B RE THROMEREZIT O Z &,
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