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1 XC®IC

IS OFBE « ZEVEOTEMRO - 0I121E, IRASTES ISV @l R 23RO 5
D, EBIT, AEOREHAMT ORI L0 | PUREIR G722 & 08 F) 72 FHHLE IR 35
MWAEGRESIDHFT, IO DEERMZE|IZNERBFICHRUNT 2 2 L0 MBREOMR-E & 725 T
BY . REMBOER & SO IEART #2016 (CFRE 28 4R 6 A 2 ARMERRE) [\ Th, #
B EIE SO H O st HEEZ X 5 2 & L S Tnd,

FHUERMTIESE ST, EHERCR AT 1 7 7 A ADRBEEOEI G L S nc B 5
ZERHD, 0D, AIMEROLREWICET HERB T 0ERET 5 ETOM. HikEE
D BEEZRZTH BRI S N2 BEITH L THERT 5 & &b, BIEFRRREELT
BRIC LB S A2 & D 2 L DNATREZR — B OB 2 i 7= TR T 2 Z L N HETH
%,

L7=Do T, AHA FTA T, BAREES ZNE TR O TO D ESEAN - B4
R RHCIES & | LUT OEIES O 7ol ] 2 e 2 8La0 b MR B, B2 T RO
EEIHEA R,

IRE. RHAA RTA %, MSLATEE NS R R AW . AR A A AR
JESE R —MREETE A A ARER R N FHE £ e O AR N H AR IBIRES O O b L E
L7,

KGR BRI =R~ T GEIZ TR Z)

KR ERDMRNTHR « IR

REERDAEROHE W%, A=A r~7 GEfaF#z) &L, 1A 240mg % 2
R RR S 1 [5] 480 mg % 4 JAKIHIE C A iES 5,

@é JHE: Hix % 4:‘54 : /J‘glz;?"éuu]:¥%ft%ﬁ:

c




2 AHORE. EREF

=N~ T (B z) CAOF. TRAD Lo, ) 1E, NSRS TERAS L A &
Ly 7 2TV A Mo~ A ¥ —X A7 A7 (BMS) ) 23Bi% L7- & b PD-1(Programmed
cell death-1) (Zxt3 %t Ml IgG4 £/ 7 u—F LUK TH D,

PD-1 1%, W&MA L L72Y N8k (T M, B Ml X OV 2 7 0% 7 —T fifd) R OVE %
AR REBLT 5D CD28 7 7 X U — (T Ml OIEHAb & #HBIAIIZIE & BICHIEHT 2 5 F#F) 1T
BT 5% FIKTH D, PD-1 iFFUIRMIIICHELT S PD-1 Y 7> K (PD-L1 XU PD-L2)
EREE LY SERICHRIME S 7 F v B niE LT U o REROTEMELIRRE 2 BUZFAET L T 5,
PD-1 U 77 > RIZHURESR AR LASMNC B b Ok & 2RI B L Tl v | BV R aE RS
73 BBl U 72 ALk 2 351F 2 PD-L1 OF8B & 1t O/EAF I & ORI A DB & %
ZEPHMEIN TS (Cancer 2010; 116: 1757-66) , F7-, HEMEEEJEEE CIIMABRE T
MRNFELET DA v H—T7 2~ (IFNy) 2L > TPD-L1 ORBEANBFES N, 58 L
T2 NEIEHEARZ 31T D PD-L1 O FEBL & 1tk O AL & ORICIEDHBEIRRN & 2 & OWRE S
& % (SciTransl Med2012;4:127-37) , & 5T, PD-L1 Z 3Rl R E W72 28 VMBI, Bl
L) CD8 B5E T M@ O ME R (53575 M 4 895 S 5 23, $it PD-L1 HYK T PD-1 & PD-L1 & D
A EMET 2 &2 OMBEZFREEREET 5 Z L3RS TWD, %D Z &5 PD-1/PD-
1 U Ay REEIE, 2SAMBS PR B 722 T Ml & OBEBR% 2 ke S8 F 0 —o L L
TEZHLNTVD,

AL, FEHEBROME RS PD-1 OMiffasb i (PD-1 Y U MRESHEE) ([ZR5E L. PD-
1 & PD-1 VB REDFERZMET S Z LICE Y BDAPURFERFZ T HIKOTEMEL KO
ARELT k9~ 2 MRS TS 1 & R 9~ 5 = & CREGEM 72 BN R 2 /R 9~ 2 L 3 ERR S 41 C
W5,

IO OFENS | AFNTEMEES 3 2872 2 EEIC R0 G5 b0 L Hiff S, )
FEAYEE 2R G & LT AR Z i U, A2E, 2t OB R S vz,

AAN DV (2 B OGO LD RIS H b bi, EEXIIKTIZED
AREMED S B, A OFREG T R OERERICIE, BEOBIEZ 52T, BEPRBO ohiz
e lid, BB L= FRIE U M 2k & Bk 2 Fp oAl & s U CiE ) 2 i 22 i
ATV, WEORERICZ X DEWER SO D5 82T, BIERERVE CFORGHED
W) 2B AT O B B D,



3 EREREGE
JEFEAS B D AR GR R I Z 3Tt 21T o 72 3= 72 B R 55RO a2 7k 9,

(2]

ENE FHRRER (NM-K2002 5X05)

JFRAREEE (BEEORHTE - ARSI SO THER ShAIBEED & 5 BE? (1%
FhEALTZ) 56 Bil A kF BT, AN 240mg A 2 M IR T AR EE L7, FEFHMEEE Th Sk
FIERE D 8 5 IBE (45 ) DFHHE (RECIST HA KT A > 11 ICHE S PIeflEIz L 5
CR XU PR) 1% 22.2% (95%(GH#EXM : 11.2~37.1%) Th 7=, 728, FANIEE L 7= BIE
1£5.0%CTdh-oTz,

o AEFIRIEEO 20 BAE (LLH) OFFIL, 182% (95%[FHHXM] : 2.3~51.8%) T
HoT,

| EESEBE TH S = L SMERENRE TR S, »OMIIEEEEE CT. FDG-PET, b FEbH(LE

PESERESEOERRR R OLEICH U HMMRBE FUIRE. AR WREREOHEER) (<
E0 . TR A FEN LT BT L EREEE S o T R EEMEE CEMERGE,
P o SEROAIEIRRS) B, b, LEREEROFEC»»DLTREGE Sh,
¥ FRROWTNNIEY T 5 B,
< W ) 2 SERER DI A T D Sk O I
- MEBHETE (1K) OHEHT B LMo RS
) L SEIER OB A E T B R L
- BB o REIEROR 2T DRV R
- AR SR N A WA D 2 T 5 B
- BEMEOBEBOLEA L, ME BN ORI RIR (PSA) Nz R BIEss



[ % 4PE]
FEINEE I AERRER (NM-K2002 3X5%)
AEFGIT 53/56 ] (94.6%) 1Z3O HAL, AH & ORRERPEETERWAFRFRIL
35/56 {5l (62.5%) 2@ Hivlz, FBLED 5% EORWEHIITERDO LBV TH-oTz,
#2 FEEERNS%IUEOBWER (NM-K2002 RB) (RZEMMirtsEr)

FEBIKRE B (%)

FARGE 56 f

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

2RIVEA 35(62.5)  11(19.6) 0
MRE LY R REE

T HP BRI RE 3(5.4) 2(3.6) 0
Rl A e

RO IR HE T RE 3(5.4) 0 0

RO IR RE I T E 9 (16.1) 0 0
B S

T 5(8.9) 0 0
AR AR AT

TI=UT ) N T UAT =T —CHEMN 3(5.4) 0 0

TANRGE BT I ) N T AT =T —EHN 4(7.1) 0 0
REOR 2R, HAERI K OMERiEE

Jitifigi e 3(5.4) 0 0
R F L OV FhiLikRE =

% 9 PR 6 (10.7) 0 0

B% 9 (16.1) 0 0

iR IR IR 3(5.4) 0 0

7F . HORIRFEREREE 9 B (16.1%) | HTRERERETE 5 41 (8.9%) . [IEIMEMIZEE 3 Bl (5.4%) |
BERAAR RLARAE X A3 F—3 il (5.4%) . BHEREMEE 3 (71 (5.4%) . HEE D RIS 2 1 (3.6%) .
PhRRPESE 2 6 (3.6%) . infusion reaction 1 {5l (1.8%) . A4 161 (1.8%) KOVKIEHK - /)N
M54 « BEO TR LB (1.8%) 23580 bivlz, £/, EIEMHERE, O, R, 1| TR
. BUERFR. P2, REEMENRE 28, TR(RPEREREE . mIBPRABRRE . Mdk - BEMEZE . FriRi
RIERRNE, MRS, MERE MR, i, Pk, S& Mk, DIEEE, RIFEK
B, IS J OYEFLITRR D g hr oo, ARREIWERFBURDUIB S S5 (BRARM AR
EET) HEHDEHERE TR,



[k - &

AR OREREYBET T VAR LIZY 2 2 b— 3 1k 0 AH 480 mg % 4 8RR
B& CHE G SUIBEAGR O AL - RS TR E L 7ZBEO AR O Mg PRESRT S iz, 20k
ROAH 480 mg & 4 B MG TG L72BR 0 E FHREEIZ 36 1T 2 PRI ME R (PL T T Cayges)
LWV S, ) 1 A 240 mg A 2 AR TG L72ZBR D Cayess LHELIT 2 & THIS N (F
) . £, AKHK 480 mg % 4 WEIFEING TG L 2O E RIS T D RE Mg g (L
Ty Cmaxss] £V 90 ) 1E, AHI 240 mg % 2 BRHIRINE THEG L7ZBED Coaxss & HBE L T
HaEzRTEFHENTEZLODO, BAABEIZBOCEARENERIN TS HE - HE

(10 mg/kg % 2 AR CTELE) TRAZEH LIZBEOD Chraxss & HHE L TIREZ 789 & Tl
Sz (F#) . Mz T, EEoO@BECB T 57— X235, KAl 3 mgkg ((KE) Xix
240 mg % 2 ARG, 5 L < ITAA] 480 mg & 4 BRIRING TG LB OAFI ORERE & f
IE T2 AN & OB A BRETT ABELUSTT ADMESE S, YRZBEIC OV CTRET
TR, ERROME - HEOB THEMER WZ IR ZRIT 2V E TRl ST,

&3 FHOERYBE T A —F

. Cmax Cmind28 Cavgd28 Cma)gss ijmss Cavg,ss
Ak - A&
(ng/mL) (ng/mL) (ug/mL) (ug/mL) (ng/mL) (ng/mL)
516 272 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)

HHff (5%45,95%43) « Q2W : 2 T RIFERE, Q4W : 4 BRIRIIGE. Crmax : HIEITL G- 00 S L5 FHEEE | Crminas :
WE 5% 28 A B2 2R MIETIRE . Coeas : FIEIHR G 28 A H £ TOFHMIEFIRE, Cuaxss 1 E
HARBBICI U DR LTS IR . Crinss : B FIRBEIC IS 2 HeAR MG FIREE ., Cavess 1 TEFIRRBIZ IS 2 110
B E



4  FEFRIZTOWVT

EH Y A7 B PRGEIE (RMP) (ZHD & ARH O BEFE 22 LR S B~ i ) R
Wb Ll T > T, ARORG PN HETIEE 220 - FEL, AAlOFEICE Y HE
ZREIWER 238 BL L 72 BRIT e T 5 2 L BB 2 LLFOO~Q0$ T &7z 4 )i
RUCBWTHEHT 2 & Th D,

D mRizHo>WT
O-1 FiEo (1) ~ (5) OWFRNITHEY T DM THDHIE,
() FEAEFEBRKENEET 503 ABEEEILIRRS FREF RS A SR L
R, HUB DS AR FEEREE AL SRR, HiEAs A RSIRIERE 7R )
(2) FEHERERRE
(3) HEIF RN FRIEE T 2 M A BHREEEBT (DS ABHEIEIE L, 73 s
B IRBE. 23 AURS IR EEHE NP 7 &)
(4) ARALFIRIEE 2% U, SRS L RER2 R 1, S RIEG b ik ok
2 XUTH RIS L 22 k) 3 D sk IEHEIAR D Im A 1T > T B fitiak
(5) UMM AT BINE O R s JEEIZ LR 5 Jm H A2 1T - T D fitik

O-2 FHAREOZW K OBIE (55 . A RBRRIER 2. TS AN A BT A
RT A2 GETH 2 iR.2018.) Z 200 U ALSRIE M ORIE R S8 BLRF O bz -+
YT AR &R A FEOERT (FROWTINICEEY T HERM) 28, Yk iet
DAFNCET DIEROREFH L L TRHEINTNDZ &,

o [ERRFFIUSE 2 FOYMINHE ZE T L721RIT 5 4ELL LD W ATERR D BRIRIHE 21T
STWH I E, Hb 28U RIT, BASEYRIEEZ T & LTRSS 2 OHE 217 -
TN5Z &,

o [ERIRFFIGHE 2 FOPIHHEZE T L7-%IZ 4 FLL EOBKRERZ AL TnD 2
Lo OB 3L RIE, BRI 2 23 AW IE & T T H ATEIR D EEIRIHE
%{TO TD\Z) — &o

@ BENOEZREMEREFEOMEHIZOVNT
E1MMEAEL%$¢6$E%WM%éM,%£ ¥EDOORERED, AN - L2
IR OEE R OEMSE 0T D IE W, AEFFLRRE LG OMEHE
B FERHEATON D EHIR > TN Z L,




® EIER~DRIRIZHWT
®-1 MR 5 B4

WVRME IR B O TS 2R BIVEF SR AR L7 BRIT, 24 IERIRIRIAHI 0 T, Ma%hisk X%
MR Z BT, BB LZRWERIZS U TABRRE IR O CT ZORIWEH ORI 3
A OFE RS B PICBE S, B B3GR IR > T d Z &,

@-2 ERRER L 2AFFRIGICET L2

DA PR 2 Rk K OB RE 2 T S EREFAEDRIER =4 ) v 7%
EWIEROA 7 Y — =2 T RAITOERE LA F# A AT TE 5T — AERIRHI i <
NTWDHZ e, b, BERIAHICOWT, BABE EZOFIRICHFICEMINTND
N

@-3 BIEAORWT-CRIRICE LT

RIER (FVEYERR BN 2, BEAERFEETRE, Ok, Mo, MBUHRARE, K
IS, BEEO TR | BUBER . BUEATI . IFAR4, IFHSREMEE . T2, mfbAnsE 2
HUR I RERR T . T IR RE RS | PRRIe | PR B IRTE, IMJe. BRI, Fri?
HEDOKRERE, HARMAEFEMRAE, infusion reaction, FEFE 7o MjkfEsE, (M ERE AIEMGERE,
fikZ, R, EEDOBHRK, 5E WK, MEREIEGRE. B OREIG, RIR R,
ONEREE (OFEED - RIR - OSEMEISMGHES) | ZRIFERES, Mg, L) (TR L
T, Yaghe ST B RSB O B M A2 A3 D =AD& od#E U (RITEH O Hroxhicic
L THREROIEEAZITONDIRMIH D2 L) | EHIZHEU R AE D TE DA A
FoTnbHI L,

A
A
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5 ®EWNRLLRDLEBE
(G5B9 % FH]
O TROBEFZBWTAROFENENRINTND
o TFERAANBABIETA RT74 2] (HARRK EF =) TS E | WY R
ROV B PO 2 530 L 72 1 C I s hitas 23 AN B 7 L B EERRES & 2 S A,
3o, JIEORITE « MRS S W THER S WA IBIRIED 2V R

@  FERUCEEY T DARBI DG K O HEIZOW T, ARAIOAIMEN L S TR
T REIOEEGXG L 725700,
o fhOPUEMEEA & OFFHE S

[ apEIC B3 % Fi]

O TRISGZET2EECOVTEAFOE TN ER L SN TNDL T b, BEE1T
bz &,
o KAIDRGIIH WIBBIE OBLIEE D & %

@ IRFERTOFAMIZ BN T FRRICEZ Y T 2 BEIT OV T, AFOFEEGITHER S e

D5, ML OTEFERIUL D R WGEIZIRY | HBEICAHKIZEN T2 2 L 2B ETE 5,

o HEMEMREDO G IIBE D H 2 B

o JERIEG AR A CRIVE S £ iR D A S ONE B M D HUH B Al 2 I e M it 2¢ %
DI RIEMEZAE N 7 B L % B

o HOREHEBOAD, XXMM L ITFERMEO B O iR OBEERED
B oERE

o i (GRS EE L 5 e) Db DB

o OB IR A A T 5 B

e ECOG Performance Status 3-4 "V 0 3%

GED ECOG®Performance Status (PS)

e
Score EF

0 L MERTFEBTE 2, BFalL R LR FEENIGHIRRITX 2,

RN LUWTEBNIRIBR S 223, BATRIRE T, BAEHEEE > TOEEIFTI 2 LN TE D,

! ] wEE, H

5 BITRMRE CH OB DEIY O Z 13T X THEEAEEIZTE R, HHRD50%L, iy R Tl

=7,
3 RBONTZEHSOHDEY OZ & LTERY, AHD50%EL B2y RT3,
4 ALET RV, BoOFORD O Z L3 TERY, BRIy R+ TilBI1,




BEIBELTEETNEEHR

WA SCEFION 2, SR 3 D R 2 BB 1T B & ARH O e K O (E A
R D7D B2 WA o3 (ISR L C BT 5 2 L,

BB D | BE U Z OFRBE A DR OfaEZ o0 L, FEZ 5
ThbokbT5Z L,

FREWEH D~ 3T A 2 MZDOWT

MEMIEEN S LoD Z ERNH 50T, KENOEGIZH T2 > TIL, BRIER
(WP (RIS, Uik, V) OB O X fiiRdr o FEh%, R4+
1792 &, £ MBS U THIES CT, I~ — A —E 0B L EmT L2 &,
KENOB 51X HEE @ infusion reaction (21 2 TERABFIZ 20 72 %t D T & 2 Y
ZATo72 BT 5 2 &, F72. 2 [BIH BABEO A 57T infusion reaction 723
bobOhDZebdHDDT, AHEEH R OARFE G T#RIT AL Z YA
ZHES 2%, BEOREZ H0Ic8iZ23 25 2 &, 728, infusionreaction Z FEHi
L7725 aI2iE, R TOMEBER OERPERICEET 5 £ CTREZ +0BIET 5
zé&,

FUR IR . T RASEREE S M ORIBREERH O OND ZLndH DT, K
Fl O G-BARRT M O G- H I 3E RIS Ny wsbgse s (TSH., @ T3, ilF
B T4, ACTH, M =LY —VEORE) 2FEiid s &,

AR OEGIZEY | WEORE NIRRT 5 & &2 b Dk~ IR B R
BHHLDLNDZENH D, BENRD LNTZHEITIEL, BB LI FLI N Uil
PR 72 Sl & 088 2 e DR IN & U Caii bl 72 8RS 24TV i B D% I
ST K DEIER 2N g O 2 5B 123 AR ORI A IR K ORI RE AV
VRIORGEZBRT H L, B BIBRERVE L ORGIC X ENEROW%
ERRO LR VEAITIE, BIRE A LVE 2 LSO I ORI G B
T 5,

PHRET %, BORMI 0 ARGE L ChLRIWERDR BT 52 083 H 5729,
AFNOFEAE T ZIZHRWEH OFBUZ /22 HET 5.

1 BUBEPR I (BDE 1 BUBE IR 2 3 de) 3 ok, BERWMES 872 F—3 RiT
EBLILNHLOT, Ne, Bl IEHE DR OFE B MAPEED R +oTE
BT 5L VRBERFEREDNIZGE TR G 2RI L, A 2T CRFI O
HEOmEIZRE 21T 5 Z &

BUENTZ., AR, HFHERERESE ., Ik, fERE RPN H Db D Z EnH 5D
T, EHNCFREERAE T, BEOREE I8R5 2 &,
SESNERDHLOND ZENH DD T, IROEE OFEZ EMNICHRT 5

10



Z &, FoL IROBREDRRD HNZHEITIE, HeNEREME 2T 5 89
BEEAEES L L,
@ AR ORI BT, 6 HE Z & ICHIMEDOFHT 21T - TWeZ L 2B BIT, A
FlF G- E MR B R A TOHROMERET O Z L,

11
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1. IU®IC

IOV « BEMEDHER D 7= D1, WA SCES IS il E 7 23k o
b5, EHIT, THEOREEMOMEAIC L0 | PUKEIRE 22 & OHH 728 BRI
FRESM DA SN DT, 2D OEKG 2 BT LB R BF TR 25 2 & 3RO
R & 72 o TR0 R BGE R & RO FEARTTEF 2016 (AL 28 4 6 H 2 B BREDLE)
IZBWTYH, FHERNSEOFHOREHEEZX D Z L EShTnb,

HORAE R N, R E RO L BT 0 7 7 A AV DEEAE D ESK S & B B R
BRHZERNDDH, DD, GIMEROLZEMEICET A ERA 0T D E TOR,
UHERGOBEZRZT 2 2 RSN BF I L THERT 2 & &b, BlfE
FDFEHL U BRI LBtz & D 2 & AN AlRE 7 — 8 O B 2 i 7= 3 R A B C
THZLENEETHD,

LI2ino> T, KAA RTA4 Tl BARBEBELZNE TITH LN TN D EFIHTHY -
BRI RN H-D & | LU O 3R 5 0 St 7o F 2 HEE T~ 2 8L O B e gk 5 %
F R O S E A R,

I, RAA BT A 0%, MSIATEOE N ESE S RIS A . A EEEAN B R
BRI s . — AR N A ARERRNB E S FEE IR EFNGEIE AN B AN L O
— AL FAE N B AR ZRE R DO D b EERL LT,

KGR L AR HIEHN - =R~ T GEGTRHZ)

KR ERDRETNGE « PR E CEMREE R B 2R <)

HELRAMEROME  @H ., RACIE=Rr~T (BT Z) £ LT, 1\ 240mg
% 2 RGO 1 18] 480 mg % 4 W RIBR C A EET 5,

f3E R 8 ¥ /NP T KRS




2. A DRHK, 1ERKER

=R~ T (BEFEEEZ) (CIT. TRAL o) 1E /NPEEE TRt b
ATV At (BT YA~ F¥—X X747 (BMS) ) »BA¥ L7zt k PD-
1 (Programmed cell death-1) 1Zx}3 2t MMl 1G4 £/ 7 n—F LHFUETH D,

PD-1 &, 1EMEL U722V »8ER (TR, BMifa OV F o 7% 7 —THila) LOvE
BRI HEBLT 5 CD28 7 7 2 U — (T filaoiG (b 2 #iBhAIZ 1E & BIHIEEH 5 5
THE) BT 2R MERTHH, PD-1 TP IE T HIIIZ 3BT 5 PD-1 U &7 K (PD-L1
KONPD-L2) LS L. U o SERICH#IMES 7T v B fmiE L C U v RBROTEME(LIRE &
BIZHEI L CD, PD-1 U Ty RITHUREE RIS & b Ofk 2 72 FEES AR L2 S
LTHY, EHERAMEEE LU L EGHICIIT S PD-L1 OIEBLE L O4LF
Wk & ORICAOMBAREGERH 5 Z & EE ST\ %  (Cancer 2010; 116: 1757-66) .
F 7o BV RONEEE IR T MR EE T DA v 7 —T7 = H >~ (IFN-y)
\ZE 5T PD-L1 OFBENFEI N, T LB IC D PD-L1 ORI & itk o
AR & ORNCIEOMHBIBAR N H 5 & D#HE S & 5 (Sci Transl Med 2012; 4: 127-37)
X 5T, PD-L1 Z o8 & 7= AMIIE, HURKFRM) CDS8 Bt T M o Ml fus
A S8 5 A, B PD-L1 AT PD-1 & PD-L1 & D& ZET 5 & 2Ol
BEEENEE T2 ERRENTWD, D Z L9256 PD-1/PD-1 U 7y Rf&#&IL, 28
AR GURFF IR 72 T Ml & OS2 LT 2 0—2 L LTEZ LT
Do

AL, SEPEABR DGR D PD-1 Offifas eIk (PD-1 U 4 > RS AREI) ISR A L.
PD-1 & PD-1 U B> REDEEZET D Z LIk, BAPURRRNZ T HROTE
PEAE e O3S AR b3 2 MR (55 S0 1 2 B8 9~ 5 = & ORI R BUIE S R 2 n 9
ZEDHER STV D,

IO G ARFNTEME S 2 8- 2RI 2 0 55 b o L WiIf S,
PP GBI R 2 BR <) B A x4 & LR 2 50 L, ik, %
AL OISR S T,

AFN DI FBEFFIC 35 < B Gusis RS & 2 BIER S & & b, B UL
5 AR D D, ARIOR G R OB G401, BEOBE R+, BE R
¥ BAVEIAICIE, B U 7= B U 7= HEFA 72 ik & 5k & o BRI & s Uil
Gl BRI AT\, SR ORIERURIC X 2 BIER 2 EEDN 2 5410 1E, BB E /L
E A OB GO RILE 1T ) MEDR D B,



3. BEPRRRE
SR R CEPER R B 2 bR <) D AGRIRFIZREA &2 1T - 7= 2272 i AR 5SRO il &
ZNE RS

[ 2hE]
O EWNFE TR (HCM-002 #35)

ST g 5 HP R e R A B < MR B I RRE 20 1] A RF BT K 240 mg % 2 T [HFIRE
TR Y L7z, FEEHEEE & S HIEIC LA BERTRBIR A 2 A 5B (14
Bl) BB HEHE (RECIST HA KA > 1.1 MUz iE-3< CR X% PR) 1% 35.7%

(95%(EHEIX ] : 12.8~64.9%) Th-o7=, F7-, WBRICEHB W TEEIE SN2 IE5E 0N Ik S
NIBI O NTBIET — & Z o GRS L7286 O 2R EMIZ 81 5 i
2L DhEIT, 20.0% (95%EHEXM : 5.7~43.7%) Th oz,

WD R R B B R R OV DI R B BB A 3 E L E 19 B R OV 1 BRLA AN DA, TEAHIE
HOMHret g & SBEE, TNEN 1B BAIR 1B ThHole, T—F 0y M7 ARICYET ST
FAHEATHEZICE S &, BBRICE O TRIESNEBREICE NG T — 2 A S, 85
%) (PR) LHESNBEE 1HNGEND,



[Z2 4]
OENE T AHHER (HCM-002 7RER)
AEFZRIT 1920 ] (95.0%) 1RO HIL, AKHE OREBEFENEGE CERWNEESF
G21316/20 B (80.0%) 123D HALTz, HELHEN 5% LORWERIZ TRO LB Tho
77

#1 FBHRYE S%IULOBIER (HCM-002 RBY) (MR S4ER)

ZE IR B (%)
FAGE 204
(MedDRA/J ver.25.0) “4Grade Grade 3-4 Grade 5
2FEIEM 16 (80.0) 2 (10.0) 0
B
L EEVEHSMIHE 1 (5.0) 0 0
P WA R
Ly N 1 (5.0) 1 (5.0) 0
RO IR RE AR T E 4 (20.0) 0 0
AR P
FERELE W) 1 (5.0 0 0
HiEEE
MEER A P 1 (5.0) 0 0
{514 3 (15.0) 0 0
T 2 (10.0) 0 0
o JE 1 (5.0 0 0
— % - BEEES X OGRS
BRI 1 (5.0 0 0
FEEN 1 (5.0
FEYE R X OVFAE BE
AfED > 7 E 1 (5.0 0 0
R AR AT
TI=UT ) FTURT =T — PN 1 (5.0 0 0
77— 1 (5.0 0 0
TARTEXUEET I ) N T AT =T —EHIN 1 (5.0) 0 0
M=/ a b e e 1 (5.0) 0 0
VT — VD 1 (5.0 0 0
L FEERACHE N 1 (5.0) 0 0
R L OsEREE
KU > e 1 (5.0 0 0
NER AP SEON e ik
RA 1 (5.0 0 0
2 PERI I 1 (5.0
TR RREE
AR5 1 (5.0)
W PR 1 (5.0
BB L OREKREE
B HRERR 1 (5.0 0 0



B RIRSEE Bil% (%)

FEAGE 201
(MedDRA/J ver.25.0) 4Grade Grade 3-4 Grade 5
MR, MaEREs X OMERRiEE
Ja K 1 (5.0) 0 0
RF& 3 KO PRk S
B v 1 (5.0 0 0
TR 1 (5.0 0 0
NOREE 1 (5.0 0 0
Z 9 EEIE 2 (10.0) 0 0
i 5 (25.0) 0 0
iR NITRZ N 22 1 (5.0) 0 0
Z D NS 1 (5.0) 0 0
Pz g b 1 (5.0 1 (5.0 0
I fEE
& L 1 (5.0) 0 0

7k, HURIRBEREREE 4 1 (20.0%) . PRERREDE 2 1] (10.0%) . EIEHEREREE 2 6
(10.0%) . FERCAHRMAEAE /X A/ 3F—1 1] (5.0%) . NFHHEREE 1 61 (5.0%) . EED
FERGREE 16 (5.0%) KOVLEEFEE 161 (5.0%) 358D Hiviz, £, MIEMEMZEE,
FIEMMESPE, O, R, KK - /DGR - EEO TR, 1 BIFERA, BRI,
A, FR, BALPENRAE 2, TFHRAHREREE, BHREREE ., Mok - s, §riRkiie
FERRJE , infusionreaction, EEFE/RIMEREE, MERERAEMRE, fitZ, PEd, HEDH K,
SE DR, ARIFERE, MBI N OVEFLIZRRD SN2 0o T, ARRIVER S BURILXES
WS (RRMRAMERE 2 5T) 23 0EINERE R,



[k - ]

AR OREFEYEETT VAR LZY I 2 b—a ic k. KA 480 mg % 4
T R B G SUTREARE Ol Tk - RS TG U 72 BEROARA O il i S ET S
Too TOFER, K 480 mg % 4 FRIFEIRG TG LB O & IRREIZ BT 2 ¥ Mg+
B (LT, [Cups) EWVI,) X, AHI 240 mg % 2 ERIFNE TG L72BED Coes &
KRl 2 & PlSz (FHR), £72. AA480mg % 4 BRIFBE T 5 L7ZBR O E# IR
REICI T D iyE TR (LAT. [Crass) &V ) 1EL AH 240 mg % 2 FEHIHIE
TEE LTEBED Chanss IR L CRIEZ AT & TSN OO, ARNBEFICHBNT
DARVEDRMER I TV DA - HE (10mgkg % 2 BFIMRECEE) TAAIZ S LT
BROD Craxss &I L TIREZ R & THIS N (FFR) . Mx T, EomElcE T 5
F = THSE . AAI 3mgkg (RE) iE 240mg % 2 ERIFEIRE. 5 L < 13A%A] 480 mg
Z 4 RN CE G LIZBEOARR OIS & &AM Xt & O A Rt 50k
BROSET VBRER S, YRR SV TR Th R R, iR Mk - AED
W CHZNE R V2RI R R IT 72 e PRS-,

K3 FROKYHE NG A—F

k- R Crnax Crind2s Cavedzs Cinax,ss Cnin,ss Cavgss
(pg/mL) (ng/mL) (ng/mL) (pg/mL) (ng/mL) (ng/mL)
S mefke Q2W (352{563) <16§?fos) (2133£39> <7sb§i71) (z7ﬁﬁ}o7> (42iﬁ?z7>
240 me Q2W (5123103) <23§?§90) (30§5g59) (105?354) (41i;§58) (62a?3s7>
480 mg Q4W (10?307) <15.25?Z7.4) (37.?)?34.8) (14?,1 (3536) (27.751,637) (62.11(,)9187)
0meks W | (14600 | s 13 | Gotas) | (2055 | Gses03) | 36377

HUE (5%, 95%43)  Q2W : 2 TG, Q4W : 4 EHIHNE, Cumax @ HIEIR 5% O i MLIE IR EE . Cuninas ©
WE 5% 28 H BICI T D HARMIE PIREE . Cavears : HIEIHRE1% 28 H H £ TOFHMIEHTIRE. Craxss
TEHRREIZ 35T D B i ML TR, Crings © FEFRBEIZI5T 2 IRARIMIE THEE . Cavess : EFIREEICIT 5
Pyt 7 R



4. FEERIZTDOWT
EF ALY X 7 EHEHE (RMP) (ZHED & | A O B3 52 M B AL B~ 5 7 14
W Dhaak T o T, RANOEENEE) 70 BEZZW - F5E L, AFOEEIZ L HE
REWER Z 3B LTRSS T2 2 E DR T LT OO~@ D3 T Aili7= 3 i
CBWTHHT 5 R&ETH D,

O HERRIZOWNT

@1 Fieo (1) ~ (5) OWTHhMNICTHEYTDHMiH THHIL,

(1) JEAETBRE DR E T 5 2 A2 FERE LSRR % (FRE IR DS A2 Foa LSRR
HitE 23 A RS S HE L e . HiE S AR B 7 &)

(2) FrEMRERPE

(3) HOEIFIRAFENEE T DN ABHEEIE T (03 A REERR Ehibt. 25 Ao
W 1ilE, DS ARSI HEHEE I e 7 &)

(4) ARACFFREEZ R E L, SORIES LA 1, SRR L k2 ek} 2

AT SRREIS LR R 3 Ol EYE AR D R 21T - T D Jitiak
(5) DUEMERRSE A7 & BRINE O Mgk LR B i 21T - T B fitigk

@-2 VP RE CEMERRE T B A Rk <) Ak R ORI 8B O 5t 2 47
IR & B A RO ERT (TROWTNNIEES T DEAN) 23, MR O ARHNIZ B
TOHOMMOBEEEHEL LTRHES LTS Z &,

*

o [EMitEEEE 2 EOWBIHHEZE T L7211 5 DL EO N AIRIEDEEIRHHE %
ToTWBHZ L, 96, 24D X, BDAEMRELS T L LEBRBESESONHE %
{THoTWBHZ L,

o [EMiEHESR 2 FOVBIHEZE T L721%I1C 4 DL EOBFERBREZA L T\ D
ol OBy 3EDLRE, EEPRIE CEMEREER R IEE RS ) O AEKYIREE
G B DRIRIHEZIT o TV DH Z b,

@ BRHNOEIEMEREEDOMEHIZONT

PSR AL T A B 9 D BT L E S, BRSO O N, A - 2
ANESESCEAON O T B OIS (k9 2 R B, A7 F TR LTS5 oW
EB, ERESLHIITON DR RS TNDE 2k,




@ BUER~DORIRIZONT
@-1 WERAHICEE 2 B

VR i % D B A BIER 23845 L 72 BRI, 24 WRIRSIRIRHI O T, Yakhiiak X
IR T L BB L BIERNCIG U CABEE B OF CT 45 OFIEH O8R4
ZRBRAEOREN Y A PGS, EHICKIS R E > TnD Z &,

@-2 EREERICL2FEFSIGICHET 2 EH

AR D 2 BB 2 ek e O e 2 T D R EE NEEHT=4 1 v 7
EEOICEROAT V== 7 ATV ERE L IEHRE G TE 2 F — LAEFRES 5
SN TVWD Z &, Bk, BiFAHIZOWT, DABRE L ZOFRBEIC DI EmEnT
WnHZ &,

®@-3 BIEA OBErext i icBa LT

RIER (RVEMERE BTN 2 . EIAEMG JEIIRE, D2, i Je . RURUTBRIE . KIBZE.
G, EREO TR, | BRERA, BUEFZ. IFR4A, IFHRemE . Pk, mibrEfaE
2%, HURRpERERR T TN ERRBEEREREE . SRR, BREE. RIS, M. B,
B, BEEOKERE, #ARMSIERAE, infusionreaction, e M jklEE, MERE
BIEMERE, A%, BEgE, EEOHERK, SEOMK, MEMBEGRE, B ORI,
IRRG VETEME, CBEEE (U S « IR « DEPERASMIGRESE) . FRIFERES, NS H M,
FLEE) %P LT, Mk AT B B o PP A A 3 2 hh & L (RIERH ©
BWTOHISICE L CHRE L OSHEZZ T N5 H 5 2 &) EHICHY) 2 AL
T DM HESTVND 2 &,



5. BREXB LR DBE

(&R % ]

O TROBEZBWTAAOFEDEI RS TV D,
o HEMRfR R R R A bR < MR R iR

@ TREICEEH T DA O K OB DWW TR, AEIOAMEIEL ST
BT, AROTLGHR L R0,
o fOFUEMEELA & OG-

(2 4tEIC B9 2% ]

O TRISEETL2EFICOVTEIAAOREN G L INTWDH Z &b, BHELT
bz &,
o ARENIOERAT 3 UEEUE ORI D & 5 BE

@ IRIEETOFHHIZ IV TTREICEE S T 2 BHF IOV T, AAOHFGIIHELE S fu7a 0

D, M OIERERIE D WG A IR | EEICAHZMEN T2 2288 TE 5,

o MEMEMEBEOEI SUIBEED & 5 B

o R G A TRV S AR D B M ONEEME O U BRI S8 <0l e it 2%
FEORNZ RIEMEZEACH I BN D BHE

o BCMEEBOGOF, XITEBMEMZE L IXHREED B OB R B OBEERED
o5 BE

o s EE (SR Z STe) Ob 5 BHE

o FEBEORYUIBEE A AT S BE

»  ECOG Performance Status 3-4"? D ¥

(#2) ECOG ® Performance Status (PS)

Score | BT

0 | &<MERJEHTE 5, ¥l L [ U HEAEIHIRLR T2 5,

PIREYICI LUEENIHIR S D23, BMTAME T, BIEESM - TOMERIIITHI 2L N TE D,
Bl - BOFE, EHIEE

BATRIRECH D OH DOEID O Z 133 X TRBELEBAEEIT TE 220, BHD 50%LL B3~y RACil 29,

RONTZHGOEOEID O L LNTER, BHEO 50%LL L&y RO CiRI 3,

N RS H I S

LET RN, BOOFOREY OZ L TERY, BRIy R+ TilId,

10




6. BREIZBLTHEEIREHE

O  WSASCEEFIO 2, BLEIRFEESE DRI 2 BRI LD & ARA O Feik K OVl E £
RO DI 2+ o3 [CHfR L Cn B+ 5 2 &,

@ RBIRICENL D BE ULE OFE G INE R OERRIEE o L, [FE 215
TholET5Z 4,

©® FEREWEHO~%T A MZ2ONT

MEMERERN D S5bNd Z 0B DD T, KFIOBGIZHT-> L, WHRIE
W (PR IR, gk, FEEE) O KL O X SR OIS, B4+
WZAT9 2 &, Fio, BEUIG UTHE CT. MiE~—0—%0&%x FEhid 2
Z &,

ARFNOFE G ILEE O infusion reaction (2 X CEEAABFIC 43725 D TX 5 U
i Z1T o7 L CBALAET 5 2 &, E£72.2 I8l B LABE O AAIP 571 infusion reaction
LD ZEHHDLDT, KAIEEG R OFRANGRE T #IT A Z A
VERET %, BEOREE+5IC8ET 52 &, 7235, infusion reaction %
L LT 5E121E, 2 TOBEL ERDERICHEIE T 5 £ TRE Z o8l
THZ L,

FORIREERERE . TRABERFT LR ORIBEEN S LoD 2 ENH5HDT,
AFN D 8 5Bt K OB G-I I E SIS N RE R A (TSH., W28 T3,
WEHE T4, ACTH, IfiHf 2V T — VSEORIE) & FiiT 52 &,
AFNOEFAZ L0 | BEORERINTRK T 5 &5 2 b ik 2 72 BRESCHRE
NHOLDLIDZ END D, BENEO GNTHGEITIE, BB LZFLRITL U
B 22 05k & 8Bk 2 Fe D R Al & s U Culi bl 2 BRI I 217\ b D e
FOSIZ XA BIER RSN D 5E121E, AFIORIES I 1k, K ORI RE R
NEVRIORGEZZBEST D2 L, o, BIBRERVEORGIZXVEIE
M OBCEEDTED BIVRWEGE IR, BIF BB AV o LS o S il A e n
HEET D,

BeHA& T 12, BORMN S5 ARGE L COORETERNRIT L Z 03B 57290,
AR OG- T RIS EWEH ORBZ 32 EET 5.

1 BUpE RS (BIE 1 BUBEIRIR 2 5 de) 23 bt BERFEMES 7 v R—o &
WCEDZENHLHOT, A, Eol, MEMFEOAER O FEHCMAFE O FFI2 1
DEETHZ L, VRERP SN SGA TG E I L, AR ) i
R OB G5O R EEZITH Z &,

BIENT I8, NP4, ITHRERE s, TR, B{EMIEER DS H oD Z &3 dH 5
DT, EHHHFHERERE 21TV, BEOREZ+H0ICBET 52 &,
SENERPDH HoND ZENH DO T, RO OFEZ EMIICHRT 5
ZL, Eo IROEFNRFRD SN GEITIE, B EREERE 2T 5 &
IBFEET L L,

11



@ AHNOEARRBICIN T, 6 WM I LITHEORHE 21T > TWizZ & 25 BT,
AFN G- TP 3E R I R A TR OB 21T O Z &,

12



HIHs 6

O RAHEET A N4 v
=R~ T GBIz FH#EZ)
~ ER R B MRS ~

SH6E2H (SM7HE1L 1 AKED
B A A



AR e

Bk

X C Iz

AR OFE, (EHERF

BRIR pifE

i E% (DU T

BExXtG LI b BE
BEICBREL THEE T NEFH

P2
P3
P4
P7
P9
P10



1. IXL®HIC
IR DOH I - LEMEOMROT- DI, IRMNSTESIC ISV 25 E e 23R o
HILD, IO, ITFEORFEHEMTOEAIC IV | FUREIK 72 & OHFH) 7o i /E Ak
FPEIMDAEGR SN DT, I b OEIRGLZ BICHERBF RS 2 2 L 038R0
ML 72 o T Y | BREMEGEE & SCEEOREARTE#E 2016 (FRL 28 45 6 H 2 A ERRIE)
IZBWTH, FHEENEOHHOREIHEZXD Z & EnTnd,

BOREFARE R ERRAE, REERSL 2N 7 0 7 7 A VSBEE D EIR S & B D i
RHZENDD, ZOH, AR OLREVECET D IHEWRAHoERT 5 £ TOM,
MEEHLOBEZM 2T 5 2 ERMFISN D BFICX LTERT 2 & & blz, BIfE
FAMFEBL LT BRI B et i g & B 2 & DS RIHE 72— O Bt % 7= 97 PR e B < ki -
HZLENHEETHD,

L7eRoT, KAA RTA TR, FBEBESSINETIIHR LN TV D EFIEFRY -
B RIS & | LUN OEKS O R 20 2 HEE S S 8L O MR, B X
B O B E T,

I KIA RTA %, MSATBOE NS G AR O HRE, AR ENEN A A
BRIRIESS o, —MrEETE N B ARERIRNBHE 2 K OVA s AEIE N B ARB &R 2 Ot )
Db LR LT,

RG L IR HEIRN - =R~ T GEis - z)

KR ERAMRETANE: - IRUIBRAREZLHETT « TEIRE D B R B S T RS
MG ERDELORE @, A=A r~7 GEfa i z) & LT, 17 240mg

Z 2 B MIIRE X 1 (5] 480 mg % 4 i MG C A EET 5,

& 3E IR 58 3 H NS TEKRSS




2. AAIOKHK, 1EFERF

=R~ T (Eariz) (CAF, TRAL Lo, ) I ADEPERES Tkt &
AR Ly 7 2 BT U AR 2 —R 27147 (BMS) #) »Bi% L7t b PD-
1 (Programmed cell death-1) (Zxf3 5t MMl IgG4 €/ 7 v —F LHURTH 5,

PD-1 /&, JEMAL L72 U o RER (T fifd, B fifa e N F 2 7 0% 7 —T fifa) &OvE
BE-RMIAIZ B 2% CD28 7 7 X U — (T AR OiEMEALZ BRI IE & AIZHIEEN 3 2 2
FHE) IR T 2B TH 5D, PD-1 [Tl 2384 % PD-1 U 7> K (PD-L1 &
N PD-L2) EHEA L. UL SBRICHEINES 7 L 25 LT v REROIGME IR EE A &
WA LT\ 5, PD-1 U 7y RIFHER Rl LN B R Ok~ 72 BRI R B L T
B, EERAEEE DU L MEERICI T 5 PD-L1 OFBL & itk oA &
ORI ADOFHBIBRNH 5 Z & NG SN TW5 (Cancer 2010; 116: 1757-66) , £7-, M
PR ERE CIEBRTE T MR EET 4 2 —7xza B~ (IFNy) 12X 5T
PD-L1 OFEBLNGFHE v, 58 L7 ICIS 1T D PD-L1 OFEBL & itk o A7 H[H &
ORNZIEOBEBER R H 5 & OME S &5 (Sci Transl Med 2012; 4: 127-37) . S bl
PD-L1 % S| 8L S 7228 ARIaIE, HURRFEAY) CD8 Bh: T e o il e 455 35 VM 2 el
¥ %723, HiPD-L1 HUYAT PD-1 & PD-L1 & OFEA ZHET 5 & 2 DN EETEE) A]
B\THZLEPNRENTWD, D D PD-1/PD-1 U 4 RERIKIE, 23 AR A HLR
Fri7p T AIED D OB Z T 5870 —2 L LTEZ LN TWD,

AFNL, FEEBRORE LD PD-1 Offifash ek (PD-1 U 7> REE M) (2R5A L.
PD-1 £ PD-1 U W REDFEGEILET D2 Z LIk, PATUFEFRNZ: T Migoigt
LR O3 AR %5 2 MRS TR 2 3 5R3- 2 & & TRt e bt sh R 2+ 2 &
DHER I N TS,

IS OIS | ARANTEMER 3 2 872 GRS 0S5 Lo L HIfE ST,
RIGYIBRAGE A HETT « PR3 D L ECREC R MR B 25t & U 7= B PR R 2 52 L |
BEhE, BV OERFIED MR STz,

AFNOVEABEIFIZ LS BIEORIE RIS K ARWEREN S b, EEXIIELTIC
EDLAREMER S D, AAOERLG TR OEG%IZIE, BEOBILEL ATV, BENR
D HATEA IR, FEBL LT RIS U7 R 72 F5k & 78R 4 FrOBEAh & 8 L il
G772 8RR W 2 AT, R ORIE RIS LD EWER DL 5 5A 1R, BB RE RV
FUAIOE G EOBEOIRILGE ZAT O BN D D,



3. BBERRE
HRIGUIBRRRE 72 T « T3 O L2 5 R RS M 5 O KGR IR (BTl 2 1T 72 B 7R R IR ek
B Z R~ T,

(A 2]

O ENH LB (KCTR-DO14 7X5k)

HIRUIBR ARG 72 BT T - PR O L ROCR B MRS R 31 5] CAMAIRE 20 B, JEIE
MifadE 2 B, LAY = MF 461, RAEM RS S B (=27 U T L 3 Bl VTR
i 1B BRI 1) ) A RPRIT, AHI 480 mg A 4 E MR CARlERHE L, FE
FHEE CTd HZEhHE (RECIST HA K7 A 2 11 MUZHES < MST IR EIZ KD CR X
I PR) 1% 19.4% (95%[FHE XM : 7.5~37.5%) Th o7z, 723, FRNIEHE L HIET
50%ChH o7,

JRBARARR R D ZE5hHE (RECIST A K7 A > 1.1 BRIZHED ST JSHEIZ LD CR
XIXPR) &, ABGHIDHEE 20.0% (95%(EFEIXIH : 5.7~43.7%) . HEHMNRE 50.0% (95%
XM : 1.3~98.7%) . BV = v ME 25.0% (95%(E#EX M : 0.6~80.6%) . &
JE B g 0% T -7z,

F 7 NERRE DIEBERFI DR —R T A b O B2 (RECIST A K71 1.1
WRIZFES < MNE P SE) 1 FRIOERY Tholz,

; 80
15} 1 O Akl
60 LA 4
FLBAAY = bR

TTha
& U L

£ 400

=

I 40}

jll. -60

-80

-100 L
iy

X1 ERRECERRERDOR—ZT A rhbORBELE
(RECIST HA4 FF A4V L1[R, WLPRETE, 2021 4EIHA 17TRT—F Dy bZ7)



[Z421k)
O EWNZE TR (KCTR-DO14 #5k)

BEFEGT 2931 ] (93.5%) 5RO B, AAlE ORFEBERNGE TERWEHERSR
1% 18/31 {4 (58.1%) (23R BTz, FELEN 5% EORIERIZTEREDO LB Tholz,

£1 BEERS%ULOBIER (KCTR-D014 35 (LA xHBER)

ZEEBIRSIHE B (%)

FEAGE 3141
(MedDRA/J ver.24.1) “Grade Grade 3-4 Grade 5
2EIEA 18 (58.1) 4 (12.9) 0
MR LN o SR EE

E=iil 2 (6.5) 0 0
Rl e

R HRER 2 2 (6.5 0

FR AR B RE TUUESE 4 (12.9) 1 (32)

FR AR B REAL T 3 9.7 0
—f% « EHEER L OGO OREE

(=R 2 (6.5) 0

FEEN 397 1 (3.2)
RE AR AT

i H R AR A V| ) 4 (12.9) 0 0
REOR 2%, HERIS K OWERRREE

R M A FR 2 (6.5) 1 (3.2) 0
FEIG ¥ & OV TRk

Z ) PERE 2 (6.5) 0 0

7p¥s, HURIREEREREE 11 1 (35.5%) . MVEVEMZRE 2 B (6.5%) . RIEHERERE 2
(6.5%) | BESUBEMIRIE/ X A 8F—1 6 (3.2%) . NFEEREREE 1 6] (3.2%) . T M
REREE 11 (3.2%) . MR 161 (3.2%) . BHEREREE 1 6] (3.2%) KOS E IRk
16 (3.2%) M bz, £, EIREMMIE, Ok, k. KIEE - /MGo - EE
O T, 1 RBERIE, BUEFR, A, R, ML R, MK - B, EEE DK
JE R E, FRIMARFERSE, infusion reaction, EEFEZ¢ Mkfeiss | MERE RIEMGERE, fhkZ, I
K. BEOH K, OIEFEE ., R, G, BELEER D bl o o, RRIEHIZE
BURPUZBIE g (BRI R 2 &) 2 A 0EHs L2 "7,



[k - H&E]

AR ORHERSEY IR ET V2RI LI S 2 b—3 a2k, A 480 mg % 4
[ bR CHe 5 SUIBEAGR O VS - &S TR G LB ARF O iE PR S it Sz,
ZORER. AH| 480 mg % 4 RN CEL LZBEoEFIRIBIZ I D Mg H iR

(LLF. TCauss) EWVV9, ) 1%, AHKI240mg % 2 IR THE L72BED Coes & FEEL
THETFMENTZ (FFR) . £72. KK 480mg & 4 WG TH G- L 7= E FIRHEIC
B D EEmiE PR (LLTF. [Chas) EVD, ) 13, KK 240 mg % 2 HFRIFE T 5
L72BRD Chaxss &L TEEEZ AT & THIESNTZE DD, HANBEFIZEB W TEAM:
DHER STV 2 YA HE (10 mg/kg % 2 BREIRINGE CH5) TARAZH G LT2BED Cuaxss
g LTI Z R e Pl (TR) . AT, #EROEEICBIT 57 —Z IS
&, KA 3mgkeg (FHE) L 240mg % 2 BFRHIE, & L < EAA 480 mg % 4 1 [ [AIIR
TG LT BEOARK ORTE B & G20 T 2 & OB 2 atd D0 SOGE T 40
M S, YEBEICOWTRMM TR R, EitoHE - HROMTHM L)
RV =R T v E TSN,

2 AEOEYBHE AT A —F

~ o Conax Chin Cax Cnas.ss Chrings Cavgss
s - A& (pg/mL) (ug/nizli) (pg/f:f]i) (ug/mL) (ug/mL) (ug/rilL)
smeke W | (3000 | esans) | Giass) | Gsorm) | Griien | @i
240 me Q2W (51.712,203) (23;?;9.0) (30.2670.9) (10;,5254) (41?57,.21358) (62,11(,)91 87)
someoaw | (08 | s | Groms | asssse | o113 | s
10 meke Q2W (142,9;22) (86.959,.?32) (101,l f48) (323,9225) (18421,1 Z3‘03) (232,7277)

Crmindzs : A% 5% 28 A BT DIHARME FIREE . Cavedrs : FIEIIR 5 28 A B £ CTOEHMIEPIRE,
Cmax,ss : ﬁﬁ':ﬁ(%ﬂl%”é%%ﬂﬂ%*%}g\ Cmin,ss : ﬁﬁlﬂ(ﬁ?&:ﬁ@‘fé%{ﬁﬂﬂ%*o%g\ Cavg,ss : H/:E_‘#)Ikﬁd‘%(:
1T 2 5y i1 iR



4. MEERIZDOWT

XL Y R 7 EPEHE (RMP) (ZHD & | A 0 B8 22 MR BB B~ D 1 )R]
W DR T - T, RRN OG- 2GR BE 22W - HE L, AAlOFKGIC XY HE
IRRIMERR 2R LTI ST 5 2 E RS ER 728 . LT OO~Q@ D4~ T % i 7= 7 i
RICBWTHERT & TH D,

O MERITHONT

D1 Fi2d (1) ~ 5) OVWTNNTHEYT DR THDHZ L,

(1) JEAFHIRE AR E T 55 AR SR RS (OB A A PSR e
HiE AN A2 R EERLSRRE . HUEAS ARSI 7R &)

(2) FrERERERIPE

(3) FBERFIRINFDEE T D DS A SIFEEERT (D3 AR SRR i, 73 A2 )
T1IRBE. B A e HEE e 72 &)

(4) IRALFHRIEE AR E L, SRS b B2 ek 1, SRS R L2 ek 2 X
VXA SNBSS L 2RISR 3 O fitiak B VE AR D i HH 21T > T D ek
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