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BREFBEAER AEHEEREERMEEETERR
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=ARNT (BETHRZ) HAORBEFERHEETS RS540
(REFRAE) OERIZONT

REMBGEY & WEDEAFE 2016 (FRL 2846 52 AFBRE) B
W EFNEELOFERAORBIHERZRZ ZLABIVATNEZZ LS
JC EFNEER P ECNERBRE CRBET 3 - DI EERAEET A F
SAVEERTAILELELTVET, | _

SR =AN~<T (BETFHEAZ) BE (RFE4L 7O — R EFEEE 20ng,
AR ERE 100ng, [ AREEHE 120ng & O ABEHE 240mg) 225V T, &
EARAFBIIA L TERTAEOBEEEELNRO LB R EEREE T«
RIALA LTV ELDELEZOT, 2OFERICY > T, BAVA S
CAVIEEDWTHEEINRA LS  BEENOEFRMBROERICHTIEAMNE R
WL ET, ’ ‘
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— R AEBE 120 mg, 37 P—RRFEHE 240mg)
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1 ELdi
ERR O - ZAMORERO L DHITIE, FRTEEICESWSEERERRRD b
B, Sbic, EEONFEMOBSIZ LY, FUAEERZ ¥ ORFH 2 FRIE A EESR
REBENEHT, ThbOEERFECLERBEICEMET S 2 L AREOREL 2T
B, EEREOEE L WEOEAFE 2016 (FH 28 F 6 A 2 HEIERE) CBVLTh, &
FROERLEOHERORBLEELZRSZ L STV,

SRR ERR I, BUEACRAN 17 7 A VARFOERR L F L ACRERSD
CLRBB, TORD, EPERURMECET B ERAHAERT 5 X TOM, YHEK
BOBEER T L ABE SN BEICH LTEATH L L bic, BHERBSRHRLE
BN E RS E & B 2 L N TR — R OB R T ERRE CHERT 5 - L REE TS
3. | | o

LietioT. AHA FI4 LTk, BREESINE TIB LR TN B ELERPN - fi
MRHICESE . DT OERRORERMEASHET 2BAN b URERER, EXHRUR
BEEETRT, |

7B AHA FTA VL, BSATHE A ERRERSER A, A2 B AR
RS, —BEEEA ARBRNHER LU —REEAA ARBEEFLOBH0b L 1F
L7,

MR ERHERR A7V REHFE 20mg, 37 VR REHE 100mg, A7 V—R
JRREE 120 mg, A7 V—FRREEFE 240 mg (—&E : =A< T
(B=FHEHZ) )
HBERIPRETIINE « RETBE
ABLRHRERVAE : BE. &Ami:ﬁva(ﬁﬁ%ﬁﬁz)kbf 1 [E 240 mg % 2
| SRR 1 [ 480 mg % 4 BRIRIRECAMBET 5.
B R R R NFERTERRSH




2 FF O, ERBF :

F7 VR REEHE 20 mg, FARIEEE 100 mg, EE{%%E 120 mg R OVE A RFE 240 mg

(—i4 : =R~ BEFRBZ) BT, AL 05, ) ik, MFERSTERRE
HEAF VY IR ETVRA Vw7 —R 747 (BMS) ) »ABFL~EE b PD-
1 (Programmed cell death-1) 1233t A [gG4 E ./ 7 u—FLHETH B,

PD-11d, FEHELLEY VS8R (T MM, B MR U F 2 FA%5—T M) ROEEHSR
MEFEHT D CD28 77 I U — (T MMSOEMHL 2 MEINICIE L RICHIET 25 F8) 12
B o%FETH S, PD-1 IZHREFMRICEE ST 2 PD-1 Y H K (PD-L1 KU PD-12)
LREAL, U LRSS 7 L R R LT U LSBT LR I8 &I T LT B,
PD-1 ) 4> KIZHUERRMILAMC b F DRt REBERICRER L TR Y | BREERE
2 b YIER L7 ESEARRIZ 31T 5 PD-L1 OFEL L W 0 AFHIR & ORIICADOHEBERRH 3
CZEBRESNTVS (Cancer 2010; 116: 1757-66) . ¥7c, BERAERE CIIEMRERET
HMRRPEET DA v ¥ —T7znr i~ (IFNYy) IKEX->TPD-Ll ORBERFESH, BB L
Tiﬂﬁ‘f»%%ﬂﬁb:ﬁ i7 % PD-L1 OFEH L i DAFHIM & ORMICEDMBERARSH 5L OB
&% (SciTransl Med 2012;28: 127-37) , & 52, PD-L1 ZMHIRA S - SAMBIT, HE
KR CDS BBHE T MBI ETEE ¥ I3 S8 57, i PD-L1 HifATPD-1 & PDL1 &
OREEBET D & 2 OMABEFESEES 52 LARSN TS, SO EE PD-
1/PD-1 V.7 FRRERIE, SAMBEAHURFERAY: TN D OWBE 2 ERT 28 F0—o
LLTEZ LTS, |

AFN, EEAROMENL b PD-1 DFUAMES (PD-1 U 7o FREAEMR) 1AL, PD-
1 EPD-1 Y Wy FEORAEMET S 2 LT LY BARBRRINZ T AROBEMLE O
AFRRIZKT S B HIREEEE 285812 Z L TR R REEDEZ T2 LB HREN T
W3,

INLOMRMNG., ARNIESER KT 25 RIBREIC 2 Y 1%25' bOLHFEIN, R
HAHEBELRNEE LBRAREER L, A, ZEMRUEAESERSNE,

AN DIEFIRFFIC 55 BEORERIGIC L 5BHERSN 5 bbh, BEEXIELICES
RN DD, FEOREFRRERIIT, BEOBRELTSIUTV., EEAREDLNE
BAI, BELUEERICE U SRR L ERE B EM B L CE2ERZY
270, BECHERINIC L BBHERNEDL B BAICE. BIBRERVELFOREED
BERNBET O BERD B,



3 BRREGE
R ARBEOAZRICTIMEIT o T RBRBROBE L =T,

(FH3hix]
ENE TFERER (NM-K2002 3ER)

ERFEEEE"Y (BEBEORE - SRS ESWTHBENIBREDOH 5 BE? I3k
ShEITE) 56 BlERERIC, AF 240mg % 2 BRI CATEE Lz, TEFMIER Th 51k
SEEEIERR D & B B (45 Bl) DESHE (RECIST HA F5 A ¥ L1 ARICE-S PREEIZ LD
CR XiX PR) 1X222% (95%ERERKR : 112~37.1%) Thotz, 2. FANTRE L-BE
i 5.0%Th-Te, _

i, LERERORVEE (116) OFERIL, 182% (95%EHEKMH : 2.3~51.8%) T

‘ Holr, ' 4
] : BESEBETH B I EIRBRFHIRE TR S, »oRIEEEMR CT. FDG-PET, LTHELE
NESREEOEERRRCLEE U EMN2BE (RE, BAN, BRENERVESN) ©
LY. +OnSEREYER L ETLREREEMMEESNA o LRIEBIES (BitRAE, B
Y SERCARIIRG BE, 28, LEREEOAECA DL TR Shit,
oy 'Fﬁa@mfmm:%%‘éﬁ‘é B, \ : '
B RO B R AT BRI OB EE
R (K) OHEETIRMOBRESRE
LY L AHIEROLEET AR LEBAY
 BES ) L EEADDEET D RT LEERE
- PRI RN S B O KR E T 5 B
 BEEOBEBOZEE L, MEXIEBNOMNIBERAE (PSA) AEELTTEEES



(2] |
ERE DMERAR (NM-K2002 #ER)
HEEEIT 53/56 F] (94.6%) 1RO b, FH L ORRBRITETE BRVWHESERIT
35/56 7l (62.5%) ITRH BTz, BERER S%ULDRIERIITROLBY Thol,
#2 RBEER S%ULOBNEA (NM-K2002 RE) &éﬁﬁﬁ%&ﬁﬁﬂ)

L A ] Bl (%) .

EAGE » . 56 %
(MedDRA/J ver.22.1) 4 Grade Grade3-4  Grade5 -

éﬁﬂﬂs}ﬂ ‘ 35 (62 5) 11 (19 6) 0
ﬁ?ﬂlﬂb‘kﬁwr o o S 3 (5 4) 2(3 6)
%%H&ﬁ%ﬁﬁm@r 3 (5 4) 0 0.
EF«H%H%&“E{&TF . 79(16 p . 0o 0
‘Fﬁﬂ S o 5 (8 9) 0 0
77,—/7 J F7/Z717—ti§ﬂﬂ 3(5.4) 0 0
TRANG BT ) ]~7/z7:7—'ﬁi§7ll] 4(1.1) 0o 0

PEORES. HERE X UMERRREE : W e
Bolg . 364 6 - 0

| REB LK TRREE R e R e e

% DR 6 (10.7) 0 0
R 9 (16.1) 0 0

R TBIRER 3(5.4) 0 0

g, FR R E 9 % (16.1%) . FFHEREREE 5 B (8.9%) . Fa‘iE'rinﬁ%% 341 (5.4%) .
RERARRAREE/ X /35 —3 B (5.4%) | BHSREREE 3 4] (5.4%) . BEDOKEREE 2 61 (3.6%) .
MREE2H (3.6%) . infusion reaction 141 (1.8%) | FFA& 141 (1.8%) RUKEK - /b
B - BEEOTH 1 (1.8%) BBH LI, it\ BEREMEE. DK, BRI BER
. BUERFR. PR, m{ufRE s, TRAMERSE, BIBHEREE, Bk - Bk, F AR .
RERE, EERMIREE. MIRERERE, ﬁ&i R, BE SRR, DI, RIFK
B, BEHOROELIIRD bhR2hofe, ABWERARRRLIEEES (BERREMEAR
RET) RALEHRBRETT, | '



(R - AE] ‘ ,
. ARIOBEREDEERET NV 2F A Lz Ral—avick D, 44 480 mg % 4 BRI
TR E X IIBRRE O B - ABE THRE LEBOAFOMFERRENRE S, £OR
B A 480 mg % 4 BRI TRE LZBOERREBICR T 2 FME PIRE (BT, [Cagsl
EW5, ) i, AAI240mg & 2 BREIRIRE TR E LB D Cagss BT 2 L FRISNE (T
%) . Fo. KA 480mg & 4 BRI TR U BORBRBICHT BB LEFRE (X
Fo (Comesd V05, ) 1E AH 240 mg % 2 BRIMIE THRE LIZRO Cows & BB L TE
EERTLEFHENEZLOD, BAABEBCBOWTERMESEREINTWIRE - AE

(10 mg/kg % 2 EREERTHRE) THAZEE L7BEO Coass & B L TIREZ =T & TH
Shie (FR) . MAT, BROBEICRT 27— ICEIE, KA 3 mgkg (FE) Xid
240 mg % 2 WREIRIFE, 3L < Ii3AHA 480 mg % 4 BHEMR TR E LEBOAAOBBERE L H
IERITZ N L OBEEZRFT ZREFUSTT APRES L, HREEEIC OV TR DT
bhifER, FEoRE - AROB TADR OREMICHRRER IRV TR,

#£3 FHAOEGBE T A—F

ﬂqilﬁ }Eﬁi Crnax Chrrind2s CavgdZS Cmax,s Cmin,s Cavg,s
, (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL)
oke Q 51.6 272 31.0 113 62.1 77.6
3m, 2W
(352,70.8) | (16.5,403) | 21.2,43.9) | (75.0,171) | (27.1,107) | (42.1,127)
77 383 437 159 87.8 100
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) | (15.5,47.4) | (37.0,74.8) | (145,336) | (27.5,137) | (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
1 . - (146,222) | (86.5,132) | (101,148) | (329,525) | (184,303) | (236,377)

R fE (5%, 95%A) . Q2W : 2 BRIRIRE. Q4W : 4 BRI, Cue: FIERFHORKRMIFETERE. Crinas :
EHEE4% 28 B B2 1) B BARMIE PIRE, Capws : AIERE% 28 B B E COFHMEFRE. Cnaxs 1 B
#%ﬁ%b:j@”’ 6%%m?§¢%§\ Cmin,ss : Eﬁﬁ%k:ﬁbjé%ﬁmﬁcpﬁg\ Cavg,ss: Hﬂ:’ﬁiﬂiﬁé%lﬁﬁémi@ﬂﬂ
BHRE
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@ HERizoNWT
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(1) BEAZBKEREET 55 ADEEENARIE GRERIR A DR S
BT, HUERDS A B ROEREIL SRR, MRS A RRERRER E)
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() FHEREMENEET I RARRKEERR (BABREERE TR, SARRE
BB IR, BSADIREERSER A P)
(4) HRALFFIEEERE L. SRCEMENE 1 USRI SEREME 2 Ol
EEIRDBHEIT> TV 5 HERR
(5) PMEHEEEALS EEME OER LIRS BHETo TV B ER
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DAFCET HIRROELEF L LTEBSA WD T L,

+  [ERIRFFREE 2 EUD%)JEHEHI“%{IXT L7z BRI 5 LU LR ABROBRE 21T
S2TWBHZ L, 55, 2FU LR, BAEYRELEL LBIKRBEEZOWELIT-
N5z e,

o [ERIGFIES 2 FONETHELZET LI-RIZ 4 EULOBERREELTNS D
ko95\3¢utﬂ\E%K%FuﬁTé#h%%%&%&ﬂ#hﬁﬁ®ﬁ%ﬁ%
ZI{ToTW5BZ &,

® BEHO E%nnfﬁﬂ%‘ﬁ@ﬁ:ﬁ 2N
EERLEREHRICHETIEEENRE S, BESCEN S OBHRER. ﬁﬂﬁ:ﬁé
HERZHFROTERCEMS KT 5 HRi2E, FEFLRRAE LLBA0REY
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BRREOERENY AFIE LN, EbICS TR ERAE- TS I L,

@2 BRUESEEICLIFEFESNSICHET RN

BABRCED 2 EMANRMBRRORELZE T EREEESRIERAT=F ) 7%
SEWEERORY ) —=V T EFTOERE L BRELA TE 2T - 2EREHISEHS
nNTWAsZ e, 2B, BEKEHICOVWT, BABE L ZORRCTSCAMSHTND
e,

®-3 BIfEROZHTeRIRICBE LT

BIER (REMARERICI % . BREGEAE, LIk, Bk BEObRAE, x%k
B, BEOCTRA. | BUER. BEEF%. FERE., s, k. BLiag
RS, TEAMERS, SREE, BEE, BIBEE, Hi‘éxﬁ%\_i)}f@&%l‘ﬁ%\
5k MASZERRSE, infusion reaction, E’%t&rﬂﬁ&ﬁﬁ%‘ MEBREREERE. iR, Bk, BE
DRBERG. IRIIRENE, LS (LEMB) - R - DEEEISRS) | R,
BEMG . WILL) R LT, SRR UDERERSE ORI AT 5 ER &
L BHEROBEoRRCHE L CRERUTIES R b A &HIHE 2 L) | EBIT
BORLERTE BEEHRESTWB I L,
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BEELTERETNEFEH
%ﬁii%_mK\%L%m%%mﬁﬁféﬁﬂ%kgo%ﬁﬁ@%ﬁ&UﬁEﬁ
ADTDITHERERZTOICER L THLERTIZ L,

BEBAIC R D, BE XTI T ORIE hﬁﬁﬁ&oﬁﬁﬁ%+ﬁﬁ%b mELZE
ThoRE5ETHZE,

FREWERDORTY A MT2NT

ﬁﬁﬁ%ﬁ%ﬁ%&bhé:&ﬁ&é@?u&ﬁ@ﬁ#ﬂ%torm;ﬁ%ﬁﬁ
(FRULPREE. AWK, REE) ORERUIE X SREOEES. BEr+HIC
175 2 &, Ehe, BEIRS U CHE CT, i~ — b —SORELERT 2 &,
AF| O E I EE D infusion reaction 20 2 TRARFIZT02%E 0 TE 2 ¥EfH
BT -7 OB B 2 b, E72. 2 B H SIEOARKIER 55 infusion reaction 73
HHEbNBZEbHBDT, FEBEERRUFABEEETRIZ A ZAFA v
BRET A%, BEORBL OB T S Z &, 728, infusionreaction ZFEH
LEBaliE, 2 TOMBERNERSESICEET 52 TREL BT
I | | |
RS, TEASERERVEIERERDLDDND ZEBHEDOT, K
3 5 BRI O 5 SRR R I A IRAEIR T (TSH. #08E T3, i
BE T4, ACTH, M2 VFY —VEDRIE) 2EKETHI &,
AROBEIZLY . BECRERSICERT S L% b oiEx REEOHE
R b s o L b5, BESED bNESHAIIL, RALLERITS LY
P02 E0ERk & B 2 F O EHT L S L GBS RERIBIN TV, BEORER
RSic & BEHER AR ABAIIL, AR OHREILHIE, ROBIBEESLE
VRIOBEERERTS L, 2B, BIBRERNVE OREIC LY BIEROK
ERED LNEVEAICIE, BIBRERVE Y S OREMEF BN S EE
+35, |

BEETH, A LR ARBLTHLEWERANRERT 5 - b5 )
AR OREETHICbEHERAORBUC+IC BB T 5.,

1 BUERF (BIE 1 BERA R 2 0) 23hbbh, BRFEY F TV F—v R
FEZZLBHBOT, OB, B, BEHZEOEROBRSCMBEED EFICT+H0E
BY3o L, | BERBEAEDNEBAIEREERIEL, 1R VREOR
BEOBENRMBEITY Z L,

BUERTZ. FFRE, FHStERE, ffk, BLMERELARH DB ZLBH D0
f\E%%;ﬁ%mﬁﬁéﬁw\%%@ﬁ%%+%mﬁﬁ?5:k;
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