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1. IZT®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TR Y RFEMBGE & O AT EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE R ESR T, KEERASCL 2T 0 7 7 A VISBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZBET HIERSH0ERET 5 £ TOR,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eo> T, AAA T4 Tl BRBEELZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I ARITA BT A A%, MSIATBOE N B R A A, AmtEE AR AR
BRI 7o, —AFEENE N A ARBRIRNBHES . FEREFTEENE A B AR P2 kO
—MRFEETEN B AR D /106 EER LT,

X &R DHERN =R~ T GBIE R R)

MG ERDMETIR - NP SR CERE R o B 2 B <)

MEERDAEROHE @5, RAIIZ=FRL~7 (B T#Hz) & LT, 1[0]240mg
Z 2 MG S0 1 [B] 480 mg % 4 38 M I FR T AT 2.

B3E R 78 26 A /NP TGS




2. AHN DR, VERBFF

=ARN~T (BIEFHEEZ) (LUT. TRF) Lvo,) &, NS TR &
ALy 7 A% (BT VANV~ Y—Z 2747 (BMS) ) MRBFE L=t bk PD-
1 (Programmed cell death-1) (Zx9 %t MMl IgG4 €/ 7 v —F AHURTH 5,

PD-1 (%, &AL L7z Y »o%Ek (T MR, BMRE O F 2 7 0% 7 —T M) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEHAL Z B IE & AUZHITE T2 2
T ITET2ZAEARTH D, PD-1 ITHURIRRAIIRIZIEEBLT % PD-1 U 7 K (PD-LI
FOVPD-L2) EfEA L. U o SERICHHIM: Y 7 v B sE LT U v SEROEMAIREE %
BITHHET LTV, PD-1 U H» FIFHURRSMIBLAMZ b b Ok 2 72 JESHERR 2 F8 5
LTk, BMERAMREDEE) LU L BRI T 5 PD-L1 OIBLLINEOEF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWn% (Cancer 2010; 116: 1757-66) ,
F o BB AR TR T MRS EAET 24 ¥ — 7 2 a5~ (IFN-y)
12X > T PD-L1 OFEIANFES N, 868 LSRRI IIT 5 PD-L1 ORI E ik o
AALEHIR & ORNCEDOFBIRRE N & 5 & DS & 2% (Sci Transl Med 2012; 4: 127-37),
X 52, PD-LI Z5@fil8l S 78 ML, PURRFRAY CDS B T Mo M5
T AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHfa
GEEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 7> RERERIE, 23
AR TURRF A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

ARFNL, SRR OFE R 6 PD-1 Offfas g (PD-1 U 7 RS AR IS/ A L.
PD-1 & PD-1 U Y REDEEZEET DI LICLY . DAFURRERNZ T Mok
PEAL K O ARBIENE k9 2 MBS TG M 2 58 5~ 5 2 & TRk e PLidgsh iR 4 k9
ZENER I TN D,

ZID DN D ARANTEMEIES T 2 B A IGRIRIZ 2 052 o & IfF S,
MR R e CEMEf R R E 2 R <) BE AR E LIBRRBRZ =L, Aok, &
MR OEEENA R ST,

ARHNO VB FIBEFFIC 355 < SBIE DS I & 5 BIEI SN 8 B i, ol UTSET-IC
L AN D D, AR ORGP ROREHITIT, BEOBBETHITO, BRENRE
0 & NI EICIE, FBL LT BRI U 7= BRI S & 8 2 #5DIERT & 34 L i
OV BRI AT\ BEORIESISI & 5 RIERAEDN S HAICIE, BB E L
BN DR T E OB I & T D BERD 5,



3. BRERAE
MR R CEMER s 2 Il A B <) OAGRIRFIZRI 21T - 72 B2 BB O pliig %
7‘]——\“@‘0

(%2hE]
O ENE DR (HCM-002 3U5R)

AR b s o Bz AR 2 Bk < MR P R R 20 1) A PRSI 240 mg & 2 [ IR
THAEEE U, FERMEEE & S PRSI L ORIERFRA L AT 5EE (14
i) HV GBI 5FEHER (RECIST A KT A > 1.1 i< CR XX PR) 1% 35.7%

(95%(EHEIX[H] : 12.8~64.9%) Th o7z, £z, RERITIBWTEE L 71BN FEhE S
NIRRT DN G INET — & BN D GERA L2 85A ORRERICK T 5 b E
(2 E DI, 20.0% (95%[EHEXH] : 5.7~43.7%) Th -7,

G SRR A OV LB e e IR 28 L2 19 B OF 1 BRI AL L, S ERAE
B OMATRIER & SN BEE. ZNEN 1B BIRO L Bl Chote, F—FH v b4 7 RRICKET Shis
GERHRAT AT IS & | BRBRIT 35UV TARIE SNV IR L 18 B L= T DM — 2 ASERR S, T4
%5 (PR) LIESIEBE | BIEEhD,



[Z241]
OEWNF TR (HCM-002 55%)
HEFERIX 19/20 ] (95.0%) 2O i, AH L ORREEFENEE TCE WA EHR
5213.16/20 5] (80.0%) 78 BTz, FHLHEN 5%LL LORWEMIZI TRDO LB THo
776

£ 1 FEBEEN 5%L EORIER (HCM-002 3RBR)  (REMMIT3IRER)

HERIRHE Bk (%)
FEAGE 2015
(MedDRA/J ver.25.0) 4Grade Grade 3-4 Grade 5
ERIEM 16 (80.0) 2 (10.0) 0
AL e
O EE MRS I 1 (5.0 0 0
PRl =
RIE R A 1 (5.0) 1 (5.0) 0
R B RE AR T iE 4 (20.0) 0 0
AR PR E
FERELAE W) 1 (5.0) 0 0
B I
JiE BB A PR 1 (5.0 0 0
{550 3 (15.0) 0 0
T 2 (10.0) 0 0
o JE 9 1 (5.0 0 0
—f - RHEERS L OB G OREE
PR 1 (5.0) 0 0
FEEN 1 (5.0)
JEYIE B X ONEAE HUE
AfEs P 1 (5.0) 0 0
R AR AT
TI=rT ) T UAT =T —E N 1 (5.0) 0 0
77 —EHn 1 (5.0) 0 0
TARGEUVBET I ) M T AT 27 —BHIN 1 (5.0) 0 0
mfr=vFa b e 1 (5.0) 0 0
VT — LR 1 (5.0) 0 0
T R A5 N 1 (5.0) 0 0
R L Ok EE
&Y > e 1 (5.0) 0 0
B R L OV A HL Rk
RaHm 1 (5.0)
EZ kAR 1 (5.0
iR R P
IR S 1 (5.0) 0 0
I 1 (5.0
B L ORISR
g RekE S 1 (5.0) 0 0



LY Bk (%)

FEAGE 2041
(MedDRAV/J ver.25.0) 4=Grade Grade 3-4 Grade 5
MR ER . HEREs K ORI
H 7k 1 (5.0 0 0
B R KOV T AL RRRE
P2 S Wz A 1 (5.0) 0 0
TR 1 (5.0 0 0
)= 1 (5.0) 0 0
% O PEIE 2 (10.0) 0 0
% 5 (25.0) 0 0
R INTRZ YN 2 1 (5.0 0 0
D MR 1 (5.0 0 0
TR 1 (5.0) 1 (5.0) 0
I P
e 1L 1 (5.0 0 0

—

¥, HUIRNRPERERRE 4 5] (20.0%) . #REREE 2 61 (10.0%) . ®IEHEEERE 2 f

(10.0%) . BEBUTRALARAE/ X A/ 3F—141 (5.0%) . NFEERERE 161 (5.0%) . HEED
eIl 161 (5.0%) KOV 161 (5.00%) 2780 Siuiz, £z, RIEMEMZEE,
HEIEAIEIAE, DR, e, KRBk - /NEK - EEO TH, 1 BRI, BIRETFR.
FFAR4, IFge, BEALMERRAE 28, T RRHERERT S, BIFSREmE . MM - BEIEZ. SR
FEFIE, infusion reaction, HFFE 7 MyRRET | MERE RIEMRE, FikZ, Wk, HEOHK,
SIS, FRIFFEREE . IS M OVEFLIZRRD SR o T2, ARIWERARERDLXE
HES BAREERELEL) 2 E30EHERE =T,



(ML - HE]
AFNOREMARYEEET LV EFIHA L2V I 2b—2 3 280, AHl 480 mg % 4
T IR TR 5 UFBEAGR O ik - RS TR LT BROARF oI PR E S RET S
7o TORER. KA 480 mg & 4 HFMIR TH G L 2B EFIRIBIZB T 2 F g+
BHE (LATF, [Cags) EWV9,) 1E. AH 240 mg % 2 FREIFIFE TG L7ZEED Cugs &
BT 5 e PHlEn (F#£), £z, A4 480mg % 4 HFMR TR LiZEEo @ ik
BICB T DR MIETIRE (UUF, [Cras] EVV9. ) 1E. AHAI 240 mg % 2 JE[HHIR
TG LTZBED Craxss & B L TEMEZ R T & THISIZH OO, BARANBEIZEBNT
DEVENHER SN TWA AV - & (10mgkg % 2 BRI THKY) TARAIZ#S5 L
BRD Craxss & FEE LTI 2 7R3 & FRIS Lz (TH) , AT, #EOBEICE T 5
F— AT AHI 3mglkg (RE) % 240mg & 2 FEIREIRE, 35 L < 13A%A] 480 mg
Z 4 JREE TS UT-BEOARB ORE & & Ao IR & OB 2 REtd 2 g
BLOGET VAERE S, BEBEEIC YW TR TOR R, EiRo s - HEO
[ CHBME R OV BT R 22 R IT v & RIS Lz,

£ 3 FAOEWBE T A—F

s - R Cinax Chnind28 Cavgd2s Cmax.ss Chminss Cavess
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)

3 meke W (352 .760-8) (16.25?50.3) (21.321 '4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)

240 me Q2W (51?1%.103) <23-33?'539-0) (30.‘;670.9) (10;,5254) (41?57,'51;58) (62.11(,)91 87)

480 mg QW (10?;07) (15.25?17.4) (37.?)3,.;)4.8) (14?,1 236) (27.751,?37) (62.11(,)91 87)

10 mefkg QW (142,9222) (86.959,.?32) (101,1 ?48) (323,9225) (18421,1 §o3) (232,7277)

HRAE (5%, 95%5)  Q2W : 2 S [EIFEIRR . QAW : 4 JEHIMIFE, Crmax : FIEIHE 5% 0 fie @ 3K L Crninzs ©
Mz 5% 28 B B2 2 BARMIETIRE . Cavgas : MIEIFRG-1% 28 H B £ TOFJMIEFTHE. Cmaxss :

TEFIRBBIC IS 1T D A MG IR EE . Cminss @ & FIREBIZ IS 1T D BARMIE FIREE, Cavgss : EHIREEIZIIT 5
P4y M ¥ Hh R



4. FERIZOWNT

IS U A 7 EEEHE (RMP) (ZHED & | AHI D E I 2 MR RIE B~ i 1 4]
N HIEX T > T, AFNOEGN@EE) 72 BE Z2W - FrE L, RAIOEGIZE Y EHE
7REWER 2B LTRSS 5 2 & BB R 7o D LU OO~@DF T A& 72 7 i
RIZBWTHEHT 2 ETH D,

O MEFRITHOWT

D1 Fieo (1) ~ (5) OWTNITEY T Dk THDHIE,

(1) BEAFBRENEET 503 A B REEEILSRBES (FEI RS A BRI AR
HidEk S AL IR E . M S ARSI B e )

(2) FrErERERPE

(3) HBENTEAEDFEE T 2 0 APHEEEHT (03 AR EEIE ST, 23 A RS
IR, A A IR HEE R 7 )

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS L a2 R
2 Ok FEAEITSR D JR H & AT > T 2 fiak

(5) PUEMEREE AL & BRINGL O i g% FE B4R B B H 21T > T D Jifi

O-2 PRz E CEMEfRE R RIS 2 R <) DAL L ORIWER R BB O RS+
TRANGE &R A FFOERT (FEOWTINTEZE ST HERN) 28, Y2 O AFNIC R
TAHREOEMLE L LTRESNLTWSZ L,

7

o [ERNEFFEUSH 2 FOYHHEZIE T L7112 5 FLLEDO R ATRE D ERIHE 2
ITHoTWBHZ L, 96, 2L RIX, BDAZEMEEZ £ & UEERIES S OIHE 2
1ToTWBHZ &,

o [ERIRFFISER 2 FOMNHEZE T L72RIC 4 L LOEKRERZA L T 5D
2l ob 3FELLRE, BV EE CEMERRE R IEZ R <) D0 AL E
B AABIRDERRIHE 21T > TV D Z &,

© BtADERMEREHEOKH]IZONT

A B IE S 2 BMEE L E S, BRSO OB D . A2 - &2
B ;%'Q%E’Jfﬁ%&@ﬂsﬁ&()\liﬁﬂ?# I D IE IR A EFRNRELE LGOS
. FRESNITAT DN DIEHINE > TN D Z &,




@ BEA ~DXRIGIT 2OV T
@-1 HEsAHIC BT 2 B

VR MEGE RS O TSR BIER T4 LI-BRIC, 24 BRSSO T, Mi%hiak X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B K O CT O RIVEH ORI &4
HAAREOFERAY BRI S, BHICKHG TR IRH N E > T D Z &,

@-2 BERHFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O\ Re 2 A 2 BIRIERE D EltEl =2 ) v 7
EEDIEROA Y ) == T ZATOWERE L FwAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNCOWT, BDABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 BHEADOZWrOx B LT

BIVEA (MEMERMZEEIZIN 2 BREAEDRE, Odk. Tk, BT RAREE ., KX,
INSE, EEDO TR, 1 ANERIE, BUEM . HFARA, HHEREREE . JFK. kMR
K. RURIRHERERETE . TPERAEEEEET, mhikkEE, BEE, AIBEE, Mk, fEx,
HE O R EREE, ki FERRE ., infusion reaction, HE S 72 I ik 5 | M ER 2 EBERE
fEtZ, BER, EEOHR, SRR, WMEORERIS, WS, ODIRESE (LFE
AR - ARIR - O PEIAMGHESE) | REFERES . MG i, EFLEE) (2 LT Mgk X
T BB DO B P A A3 5 AR &l U (RHWER ORZEBr-oRHS I L THRER D
IREZITONAFMEICH D Z &) BHIZHEURLEN TE HEHINESTNDZ L,



5. REMBRLRDBE
(A2 LB % F ]

@

@

TROBHFIZBWTERF DA MR R I TND,
o E[E:HRE R Rz RS A BR < EEME R R RS

TRUCEEHE T D ARFI OB K O TTHEIZ DWW T, RAIOFMERHENL ST
BoT, KAOREIRE LB,
o OFUEMEEZH & OFFH RS

[Zz 4EIz B4 % $H]

@

TRICHY T 2BEIZOWVWTIAFIOREN AR L INTWDEZ b, FH 21T
DR &,
o AHNDESTITHR LIRHUE DO BEAERE D & 5 BHE

TBRATOFHMIZ B W T TFRRICEE Y T D BEIT OV TR, A O G IFHELE S vz n

DS, A OIRERIUL A 2 WGEITIRY | HEICAFZEHN T2 2L 2BETE 2,

o HEMEMZEEROEIH IO H 5 B

o HaEE AR A CHE R 2580 D B K ONE B M O HUH Bt 2% R0l Gy e it 7%
EORIZRIEMEZELN A BN D BE

o HOMEEBROAD XIXEMERZE L IIHFEMEO B O REEOBHERE D
b5 BE

o EERBHE (GEMErEBHEEEZ ET) Ob D EE

o MO IIBEE AT H R

e ECOG Performance Status 3-4 "2 7 &

(2 ECOG ® Performance Status (PS)

Score | %
0 | &<MERIEHTE 5, BFaiE U HEAEESHIRZ: <725,
| AARIICEL LUEENIHIR SN D, SITATRE T, BIEERIE > TOEEIIITO Z LN TE D,
B NFE, EEEE
2 TR CHGDOH DRI O Z LT T X THEELEDERIZTE W, HHD 50%LL B1E~<y FACE I,
3 RONTZEHSOEDED DZ L LnTE7R0, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORD O LiFael TERY, BECy KRBT Tild,

10




6. BEZELTHEETREFIH

I SRR TN 2, & IR B3 D R 2 ERFE 1T KD & ARH O FriE K OVl (Ef#
RO 7O B w2 o B LT bR« 2 L,

TRIEBRABIC e D | B UL Z OFEICHINE L OERR %2+ L, RE 215
ThboEETHZ L,

FREWEHO~F T A MZDONT

@

@

MR EN D oD ZENH DD T, AFOBEIZH = > Tld, BRE
W (REWL ARIEE, ik, FEEVE) OREFE M O X Sl d o i, Btz -+
(ZATH Z &, Fl, HLEIS U T CT, Mg~ —h —F 02 £+ 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARFI 322kt D T 5 U
faAT o7 LTt 2 2 &, £72.2 [8] H LABE O A 5-FFIZ infusion reaction
BHHLOLNDZEHHDDT, KFIEGH R OKRAGHE T HIT A 2P A
YERET %, BEHEOREBE+SICBIEET 52 L, 70, infusionreaction &
FHLLT-HE 12, R TORELOERNERIZEIE T 2 £ ThEE 2 o8l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O Z B3 HH DT,
AFN D ¥ 5B haRT M O G- B I E IR N0 sk rE iR A (TSH. 1028 T3,
EHfE T4, ACTH, I 2o —VEORIE) #4252 &,
AHNOFEEIT LY BEORERISIZERT 5 &3 2 bl dkx e B e
DHLOLNDZENHD, BENPRDOONTHGEITIEL, BERLEFRITL U
B 72 ek & R 2 e Al & i U Cl bl A BRI W 21TV IR DS
FOGIZ X 2 BWER AN gE o 23551 21E, AR ORFES T I, R ORIE BE A
NEVRIOBRGEEEBRTHZ L, B, BIBRERLVEOEEIZIYEIE
M OYBEEDRFRD B WA TR, BB BE ARV LISt O Sz il Fl o8
HEET D,

BeGAET %, ARS8 ARE L T LEWERADNBELT 2 nb b2,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBEPRIS  (BE 1 BUBEIRS 2 5 de) Db bbiv, BERPES 7V =T &
IZEDZENHLOT, Hig, ol NRH-FOER ORI MBEE O LA 12+
SEETDHZ L, VREREN DN ICITEGEZ R L, AR ) H
Al OF 5 E DY L EZIT 5 Z &,

BENT 2. P2, ITHREREE . TR, B{LIEIEERRH LN ZL03d D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,
SEIERNHLDONDZ DD DT, IBRORE OF A EHIHET 5
Z &, o, ROBEFERRD ONIGEITIE, EeNCERERL 2T 2 &
IRFEEEET L L,
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@ AFI ORIV T, 6 WH I LITHMEDRE 21T > TW e Z L 2 5B,
ARANBE G AT E RN BHERAE TR OMERBZAT O Z &
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