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BTdIEELTVET,
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HEXELS () BEECEMLELEOT, BTHVWEREL b, 2SS
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W EFNEEROERAORBELHEEZRZ Z EREVAENTZZ L 2%
FC.EFMNERRPECKERBFCRETIDICKREFEABES A F
SAVEERTAILLLTVET,

S, =R~ T (B FERL) B8R (REA 7YV —F REFHE 20ng,
B R ERE 100mg, RIREEHE 120ng X R REFHE 240mg) 12OV T, R
EARBIZ L TERATI2EOEEFEZITO LBV REERHEET A
RGAVELTERVDVELDELEDOT, ZOEHICY - TR, BXTA KT
AVICOWNWTEBEIND LY  BEENOEEKRBERUVOCERICHTIEAMEE
WL ET,
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ERLORIE - TEMOBRROTEDITIX, BHTEZICESWBERFERSRD Hh
%o EbIT, EFOBFEMOESIC LY, MEERR LR L OEFH R FHREREFEES,
PEBENDHT, TNbOERR X HICKLERBEICERET 5 2 & SRREOMRE L R>T
BY ., BFEMBOEE L SEDEARSE 2016 (FRR 284 6 A 2 BEZERE) KBW\WTh, &
FHERGEOERORBEMHEEZRSZ & L ShTW3,
FREABFERRIL, BRERCREM a7 7 A AVREEOEER LHLMCER S
LEVHD, O, AHERVCEZLMICETIERS+AERT 2 ETOM., YZEEK
mOBEEZBZIT 22 LBHFINIBHEICH L TEATA L L bIC, BIEARRRLE
BRICKERXINE & 5 2 L R R—EOBRH M- T EREBE CEATS Z L REE T
%, |

LEBo2T, BRI FTA4 0 Tidi BARBEBERINETIE/ONTWBEESEEEY - Bl
MRMICESE, UTOERGORERFEAZHGET 2BA» O RELRER, 22 HFROE
BEEZTFT,

BB, AKIA FTA 03 MATBUEAER D ERIERRAEE, A%HMEA B ARERK
ERFs, —BRAEEARARERARESRC—REFEA A RBBRERZFSOBADOL L 1E
L7z,

FHREBRDERN A7V —FRARBHE 20mg, 47— RARERE 100mg, A7 P—K
AIREFE 120 mg, A7V — R RERE 240 mg (—%% : =R <7
(Bf=FHMmz) )
MEERIPEXIIHE | FHTHE
HRLBAAERVAR: B8, A=A ~7 (BEFHEKRZ) LT, 1[E240mg % 2
SRR 1 [ 480 mg % 4 SRR CARBET 5.
8 & R e ¥ E AHEHTERKESH




2 FHORE. ERBF
ZF 7 O— R RERE 20 mg, FAEEHTE 100mg, FAREHE 120 mg R OFREFFE 240mg
(—fk - =B A~T GRETHRERL) | T, A% 205, ) ik MFRRTERRA
HEAX VT2 ETVR IV =L ¥ —R X747 (BMS) #) #BEFE Lt b PD-
1 (Programmed cell death-1) (%33t b 1G4 £/ 7 n—FNVHUETH B,

PD-1 i, IEHLLZY 38k (T MR, B HRECTF=2I4% 7T Mlk) RUEHER
HIRICFEBLT S CD28 77 XV — (T MRROBEME L ZMBIICIE L RICHIET 2578 1T
BT 3%A/ETHS, PD-1 iTHRIRFHIRICHEER T 2 PD-1 YAV F (PD-L1 XU PD-L2)
CHEA L. U v BRITHEIE Y TV B EE LT Y U SBROEE(CIREEZ AT L T\ 5,
PD-1 U Hv FIRFURERTFAILAMC b Ofkx 2IBEERICRE L TR Y | BLBaERs
s BEIER U7 FEBEARARIC 331T 5 PD-L1 OFRE & 1788 0 AFFHI & ORICAOFEBEBERYEH 5
T EREMEEN TS (Cancer 2010; 116: 1757-66) . £z, BHEAEBE CIIHEBKRRET
HRBELT B, ¥ —T cu < (FNy) ICX > TPD-L1 OEBEAFEIh, EBL
T FEEAERRIC 31T 5 PD-L1 OFHL & i D ATFRIM & ORICIEOHEERREH 5 & OHE D
%% (SciTransl Med 2012;28: 127-37) . & 52, PD-L1 ZBFIFR IR AMIRIZ, HE
¥R CDS Bk T MRROMIEEREE LB I W52, HPD-L1 HLffTPD-1 & PD-L1 &
DG ERET S L ZOMBREEEENREE T Z AT TWS, EDZ Lb PD-
1/PD-1 U v FIRREEIZ, DSAMBRSHTURRERAZ T M b OWBE LR 28F0—>
LLTEZLNTNS,

FANX, KEFRROME R, O PD-1 OMRISEL (PD-1 U W FEEHEE) I2HE L, PD-
1 EPD-1 Y HY FEDORAEZAETAZ IR Y BATFERENZ T HIROBELERORN
AKX ARG EEE 2T 2 2 L TREMNREEDR 2R+ I LR Eh T
W35, ,

INbOMENL, AEIEEREEIC T2 - RBRECRVESI O LEFSh. B
RIHBBE NG L LBRRKAREER L, Aoit, BEERUCERENERB I,

AFI O FEFIMFRIZ S GBEORIERINIC X 2EWERS R S bbh, BEXHRETCES
THEMR D 5. AROBRETRRERZITIT, BEOBELZ ATV, BESBDOIE
BAITIE, BELEERIOE U EMM0 M L BB O EM L@ L CEDZ2ERZ
BTV, BEORERNC X 3EHERARRDN 3 EAIIE. BIBEESLVELAOREED
EORVEEAT ) BERD B,
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REFRBORRBEIC N 2iTo - BREROBEL =T,

[FhiE])
ENEIHERR (NM-K2002 F5R)

BERFRERE" (EEORTE - MRS cE S\ THESNABERED D 2 BE? 1K
AEhiz) 56 BlaxtRic, &K 240meg % 2 BREIFR CRBFE L. TEHMEER TH 51t
PEEREODH 2 BE (45 #]) DEZHE RECIST H4 K742 11 RICES hRfEic L 5
CR XJXPR) 1X222% (95%IEREXR : 11.2~37.1%) Th-7z, 2P, FCREL-FEE
X5.0%ThHotz,

o, ARFRERORWVEE (11 40) OFHERIT, 182% (95%FEEXM : 23~51.8%) T
Holr, -

*1: EENEBETH S Z L AEBEIRE CRE I, » MBS CT. FDG-PET, L+ THHE/LE
WESREZOERRRR CLECS UL EMNARBE R, RAR. BREENRCESMN)
L0, +5naRRE ER L ETOERBARES A o LRIEERIES (BHEQIE, &
B NERUVAIEIRS) BE, 25, LEREEOFECh b L THEL Shi,

2 FROVWFhS RN 5 8%, !
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[Z2tk])
ENFIHEAR (NM-K2002 FRER)
HEELRIT 53/56 F1 (94.6%) WK@ED b, FH L DRRERPIBETERVAETFRIT
35/56 ] (62.5%) 1T bz, FBEREN SUULORHERIXITRO LB ThoTz,
#2 BEEN 5% EOBWEE (NM-K2002 3B (ZEHEMHT X SAH)

FRERIRSER Bl (%)

AR 56 151

(MedDRA/J ver.22.1) 4 Grade Grade3-4  Grade5 -

2EIER 35(62.5)  11+(19.6) 0
hEB LY Vv REE

BRSO HE 3(5.4) 2(3.6) 0
NRWEE .

AR R RE T 3(54) 0 0

RIS AR R T E 9360 0 0
BIBEE

TH 5(8.9) 0 0
BRRE

TI=vTI) I AT =T —EHEM 3(5.4) 0 0

TARGEVBTI ) VIV AT o T—EHEMN 4(7.1) 0 0
FER SR, MIERR L UMEHRES

Pt de 3(5.4) 0 0

| EEBIUETAEREE
% ) FERE 6 (10.7) 0 0
b2 9 (16.1) 0 0

BOR BB RS 3(5.4) 0 0

ik, FURBRMEAERESE o Bl (16.1%) | FFHEREIEE 5 B (8.9%) . FIEMERTRAE 3 1 (5.4%) |
MRBUBRARIE/ X /3T —3 i (5.4%) , BHREREE 3 41 (5.4%) . EEORERESE 2 #1 (3.6%) .
FREE 2] (3.6%) . infusion reaction 1 #1] (1.8%) . A& 141 (1.8%) RUKEE - /M
B - EEOTH LA (18%) S@BHONE, o, WEREIE, UK, Bk, | DER
. BUERTZ, FFJe. BEICMEARE . TRAWKERE. BITHERE, MKk - SERK, HiR0
RERE, EELMKES, MBERAAEGE, Fik BE SX B, DS, R
&, BHEHLEOELIIRD b ahofz, AEEARBERLIIEESRS: (BRRREERR
El) ZEUERREERT, |



(M - AE]

RO BLEREYBIEE S L 2FIA LS I 2 L—a LIc X D, A 480 mg % 4 AR
R CREIBEABOBE - ARECRE LZBEOXRFOMBETRENRN Sh, ZORK
. AH| 480 mg & 4 BRIFFE TR S L 7=BOEFIREBIZE T 2 FEHMBEPRE CAT . MCavgss
VS, ) X AFI240mg % 2 BREIFER TR E L7ZEED Cogs EBEIT 3 L FRISHZ (T
K) . . KKl 480mg % 4 BREFR CRELLEOEERBICB T 2RE MEFRE (X
Ty [Coaxssl &V50 ) T3, AH] 240 mg % 2 BHAMR CERE LI Craxss & B L THI
EETRTEFRHSAZLON, ARABREICBVWTCEAERRARRSNTWERE - AR

(10 mg/kg % 2 BRIERTRE) TAAZEE L7ZBED Coaxs & B U TIREZR T & T8I
Shiz (FXR) . MAT, EROBECR T 57 —FICESE, FA 3 mgkg (KE) Xk
240 mg % 2 AREIFEME,. B L <13AH 480 mg % 4 BEER TRE LZBROXRIORER L FH
ERIIZ LML L OFEEZRFT 2BRBRISET VIBEIN., YURREEIZ OV TRIDMT
bhizfR, LRORE - AROMB TADMERUESEICHARRERIIRVW L Fllshk,

®3 FRORGYBMENRT X —F

mﬂi mi Crmax Chnind28 QvgdZB szx,s Cmm,s Cavgs
_ (ng/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL) (ug/mL)
51.6 272 31.0 113 62.1 71.6
3 mg/kg QAW
(35.2,70.8) | (16.5,403) | (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 53.0 216 713 109
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 mg/kg Q2W
(146,222) | (86.5,132) | (101,148) | (329,525) | (184,303) | (236,377)

PRE (5%, 95%A) . Q2W: 2 BHIEMR. Q4W : 4 BEEMR. Cux: HIERSEOZREMBEFEE, Crinas :
EE&‘E‘& 28 EI E L:isajéﬁﬁmﬁqzﬁg\ Cavgd28 B @E&‘E‘& 28 E E i’@‘@zlzﬁglﬁl?%q“ﬁfi\ Cmiugss 8 H/u:?
BEREEBT 5EEMETRE, Cus: EXNREBICBIT3RELETRE. Cues: EFINEBIZRIT 2EHM
EHRE
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(3) FEFRAENIHET DB ARREERE (RABREERERBL. 2 ARRE
BB AR, DA EREEHREERB R ©)

@) AEHREZEZRE L. ARMFREME 1 UISSRIGFEREME 2 OfER
EEIEIBHEIT> TWAHHER

(5) PEMEREBEAINSEEME ORRELEICLR S B EITo TV D HERR

02 BERFAFHEBEOBHRUBE (BE: AABKEEZAR. BERFTHLABES A
KT BETH 2 IR.2018.) 2R L, {LFFIERCRHERFETR OX IS IC+
ST L BB A OB (FTROVWThMCES T2 EM) 2, YR
DOAFCET2BROBEE L LTEEShTWVWD Z L,

o  ERfifaFEREEL 2 FOFMTHERET L-RBIC 5 U OB ATBROBERMME 21T
STWBZ e, 55, 2EL LR, BAEYREZ L LEBREREFZOMEEZTT-
TWBZ ¢,

. Eﬁfﬁﬁ“Fﬁ B% 2 EONYPIHERET LRI 4 FELUL EOBKRBEREZALTNAEZ
L. b, 3EL IR, BERABICXT 5 BARYEEE ST ATREDOBRKNHE
ZfToTWAZ L,

@ BEROERELFREHROEHICONT

EELFREHBIRET I2ELENEB I, HESEND OFRED. A -T2
HEEZHFROTEROEMEICRT 2 FHRELR, FFFRNBELLEESOREE
%, ERERLLITb B KIS E-sTNE 2 L, '
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PR B O B L BIER SR LB, 24 BRI RRREI O, SRt
EERRICBWT, BRLULEBWERICE U TABRERRKRD CT £0RIVER OERIC SE
RREOHKRPY BFIZB O, BEhICH AR EH A% - TR L,

@-2 ERHESEEICL 3FFESNGCET 2B S

BARRICED DEMRN2MBROKELE T3 EREFENRERT=4 V7%
BOLERDRY Y —=v TEITOERE L EHRE LT T 2 F — AERMEHEINEHE &
nNTns e, 28, BREERICOVT, BABE L ZOFRKRICTFITAMINL TS
L

@-3 BHEROBE-CRRIZB LT .

BIVEA (RIEMIESICI 2, BEGEE, D%k, Bk, BAUGERE. KBk,
NS, BEOTHL 1 BER. BUERTA. FRE. FHSiemes. Tk, Bmmess,
FRBREEREE . TRKAERE, MRS, BEE. FIBEE, k. BEORERE,
FEARMARZERRAE, infusion reaction. BEELDRES, MREREGRE. Bk, Bk, BE
DRSS, RSN, DREE (LEMS) - 4IF - LEEIIMGES) | REHRE,
FESEHM, MEFLAS) oA LT, MR I B E AR D P 2 A 2 FERT &
L EHEAOZERORSICE L THERULES ST b &fich s k) | BHIC
WERILE R TE BEENE-TNE D L,



5 BRENRLRIBE
[F#hiEic B 2 5E]
O TROBBIEBWIHAIOEDERRIN TS,
o EETHBPABEIA FTA] (AXRRERERS) CEI&, BOREHR
RERERERIRER 52 Uc T, RIS R 72 ERAEERERER & Pir S,
o, FEEORTE - MERSICE SO THEIRSh A IBREO RV EBE

@ TRICEYTIAFNORER FERFIEIZOVTIX, KA OFESHELIN TR
59, AROBERIGR LRGN,
o hOREMEER - OFRRS

[Z4ttic BT 5 FE)
O TRIEZEYTHBREICOVTIIARORENER L SNTNE I Lhb, BEEFT
biznz &,
o FROHRS I LBBEEOEERED 5 BE

@ BEAMOFMICBWTTRICES TBEICO VTR, FHOREIHREI LN

B, HMOTBEREREBRWBEICRY . EEICKAEERT LI LEERETE S,

o BEMMEROSHIIEED D 5 BE

o EBEGRE CHRER 2R 5 BE K OERE O BUR BRI OB A &
DENCHEEERR B b D BE '

s HEREERBOA. XiXBHRRE L IIERED B CAEREDETRED
HDBE

o BEBEE GLBHEBEERLZED) O0b2B%E

s HEOBRUIBAEETIBE

*  ECOG Performance Status 3-4 ®V D B#H

&) BCOGPerformance Status (PS)

Score T

0 2 HEREHTES, AL FALAEARESHRRIITZS,

AEMICBRLWEBNIHR SN S 2, SITUET, BEESCE > TOEERTI LR TE D,
fl  BWRE, EBEE

BITARETHLOFDOREY O LiIXT X THREEREEIITERY., BHD50%U LX<y FATIE
=,

3 Bon=Bo0F0EYY DI L LATERY, BRO0%U L2y FAKFTRIT,

4 28RV, BFOFOEY O LIEFE TERY, FR2ITy FOHFTHRI T,
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BEZRLTEHETREER

RAXEZICNLZ, BERTERPRBET 2EHEICE S E AR OFFER OEIEMR
RAODITNERFERZTSICERE L TrERTAZ L,

WBRBRICHESL D, BEXIIZORERCEIERVOAREZHLFHAL, AELZSE
ThbETHZ L,

FREWERDO<=X VA MzoNT

MEMMRERD Db Z L R’H 50T, FAFOBREITH T o Tk, BRERIER
(PR R, k. REE) OERRUIET X MREOERSE, BEL I
752 &, Eie BBEIE U T CT, A~ — U —FORELRMET 5 L,
AF| D5 X EEE O infusion reaction 1248 2 TRBRFIC 43RG D T & 5 ¥
{7l ECRtAT 5 Z &, £, 2 BB RO 557 infusion reaction 7%
HobhdZlbhbsDT, AHREPRUAFREKRTRIZINS ZNTA v
ZRETDE, BEORBE+DITHETDH Z L, 228, infusion reaction ZFEH
L72Ga8icii. £ TOMERWMNERSZL2ICRET 2 ETRELTOBETS
Ik,
FUIRBSREREE ., TEAEEEERVCEIBEERH LN Z LR HHDT, K
Bl o 5RBATR OB SR I EMIC S WEERZE (TSH, 3 T3, &
B T4, ACTH, P aNF Y —VEORIE) 2EETDHZ L,
AR OREIZLY | BECHERTICERT S &5 2 b o4 REESHE
BhEbbhaZ i, REPRDONEEAIIE, BRLEERICHUEE
FIRY 72 ik & BB 2 FF D[RR & S L CE ) R ERIBIT 21T\ BEOREER
2 X BEHWER PO 2 HEITIE, AR DRI, ROBBRERLVE
VRIOREEEZERTHZ L, 2B, BIBRERNVE L OREIZL Y BHWERA DK
ERBD bR WHEAIRIE., BIBRRERNVE VLS OREMGHEIRIOEMS ZE
15,
BERTE. ZLRER»OEVARRB L THLEWERABRER T LB H B2,
ARIOFEEKTRITHBRIERDOREICH2ITERT 5,
1EERA (BYE | BERRERT) Abbbh., BERAEMS 7 ¥ F— R
ELHZLBHHOT, AR, Bl BHEOEROFHLMBEED EFIZ+40E
BT2Z8, 1HBERANEDNIZBEICIIREEZTIEL, A R Y VEFOE
EEOBEZLEZITO Z &,
BIERTZ., FAA2, ITEEE. TR, BB REHOONDLBEH DD
T, EHICFERRELZTV. BEORBEZ+ITBRET S Z L,
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