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1. L ®IZ

EEROG M « ZREOHBROEDIZE, TMITESICESWEERERBRD
LB, Xbic, IWEOREHEFEOERC LY, IEERRS L OEFNRHHIERR
EEEANEARINATTC, CNLOEEMFEICLERBECRET 5 Z L HRED
MEE L s TR Y BFHMEGEE & WEOEATE 2016 (FRL 284 6 A 2 AMERTE)
W ThH, EFHNEEARSEOFEHAORBELIEERZND Z a3 TV,

PHAERFERL ST, ERERRRER T 07 7 A VPREFOER&LALMCA
BB LRBE, —OED, APERUCESEICEAT IFERN+OERT S E TOR,
W EHE R REAM TSI EAMEANSBECH UTERTS & L b BHE
ANRBE LB LERNEE & 20 LR —ECEF 2R TEREE THEH
TEHZENEETHD,

L=BnT, AHA FTA 2Tt BREERLIRE TRELN T IEFES
A2y RHIcES%  UTOERRORERER2HETIHOOOLERESR, B
FRUEEREETT,

Bl AHA FIA 4L, MSITREAEESERSSRREHE, AREFEAAR
RIS —iitH A B AERNRIES, HEFENFESEARFMBEF2ET
— A A B AR SEZEOHRIO b EER LT

WHBERBERR =R~ (BT

L RAPRNENE - BHEPRIE (BT REER<)

HELLARERUAR EE. A=A GEETHE®RLZ) LT, 1[H240mg
% 2 AMMEIT 1 & 480 mg % 4 BEMRTREFHET 5,

B 3E R R ¥ EPBERTERRSE




2. FROKE. ERBF

=R=T (EEFARZ) AT, TRFD 205,) i3, MEER TERASHT -
ATV I AL BTV A N w4 ¥—X RH 47 (BMS) #) BEFE L™=t k PD-
1 (Programmed cell death-1) {23+ % b B 1gGd £ / 7 o —FAHETH S,

PD-1 i3, fEMEL L2V K (THIME, BAIREUFFaSAF5—THIE) BRUE
BRI RE TS CD28 7 7 2 U — (THAOEME(L & BRI E » A HET 245
TH) CRTLZRETHD, PD-1 BRI RAIICRKEER TS PD-1 U # K (PD-LI
EUOPD-L2) LG L, VU SBRICIEIME S 7 A 2 EEL TY o7 BROES LS
RIZAE L TW2, PD-1 U H Y FIFRTHRISMNIE FofFx 2 EERRI- R8
LTEY, BERAEEEN LU L-EEEHITIITS PD-L1 ORELFFROLRE
B & ORIZADHEERR?SH D Z LARESHLTVB  (Cancer 2010; 116: 1757-66)
i BERAERE TIEKRE TARBELTIA v F—T7 =B < (IFN-y)
W E>TPD-Ll OREBERFEEIN, &% L EEERIC T 5 PD-L1 ORIE LHfgD
AETFHIRE & ORICIEDOBEER S H 2 & OREL H S (Sci Transl Med 2012; 4: 127-37)
Z BT, PD-Ll ZiRHIZER 478 AR, FUEUEREA CDS BBt T Ml OMREE
EEEZBHESEA, HPD-L1 HUfET PD-1 & PD-LI * OFEES BT 2 L #0OHla
BEEEPRIET 2 2 LR ENTWS, D2 L7236 PD-1/PD-1 U F Y REKE, H
AR R RN T MY b OB BEFEETAFED—DE LTEZ LR TY
5,

FANT, R OFE RN D PD-1 OMIQSGEEE (PD-1 V > FEAHEE) (o4 L.
PD-1 & PD-1 VW RLOFEEEMET I 2L X 9, AATBRERNY T MIA0E
PR R U AR 3 2 MG EIE 2R T 25 2 L CHEN 2 HEEDE S =1
TENHERINhTWAB,

ZhoDHMAENG, AR EMEB T A8 b REIC 2B L0 L g s N,
B GRS RE R R ) REZHRE L-BERBRAEM L. B4, %
EERVIEERFER ENT-,

FRIDOERBAFICES GBEORERGIC L ABHERAS)R S 5 b, BEE UL
ELTRMEDSH S, ARORETROBERICET, BEOBBRLETHIITO. BRENR
HONTZHE I, BHE LU FRICE U= B2 ik & R 15 -OE L EE LT
SIRERZEE 1TV, BEORERINC L 2EHERASRDI 3 JAITIE. BIBKRE R
ERIOBREEOBOZNBEITILNERS S,



3. BRI
B EE (EMEBIRTRIEE R <) ORI % (T - 7o ERERARBR O KR E
7.|_:\“§-n

(Bik]
O ERNEIRFER (HCM-002 HER)

EMEE D ERE AR B IERE 20 5l &3 RIZ, 4K 240 mg % 2 1B ERKR
CAEHE LS, TEMAER & ShiFRABIC L IBETRRELETHEE (14
) W 2331 2EBHE (RECIST 4 FF 42 1.1 fRICE-F< CR XX PR) X 35.7%

(95% (S EXM : 12.8~64.9%) Thot, T, BBV TELEShABRIERS
NEBIIBONETHIT — & 2@ %A LESa0o2fE ickT 2P RHE
I X ATRIT, 20.0% (OS%IEHEEM : 5.7~43.7%) Th-iz,

) EEE AR R R OB LT B EA TN TN 19 AR UL FlEA AN Bh, TEFHER
HORITHBRL EhF-BFIL, ThThI3ARVLIFTH 7, T—FHy bAT7BHECEIT iz
HAMENHEECES:, BBISVTHLESNERREICBONEADEF - RRA SN, 8BS
=5 (PR) CHIEShEZRBFI1HABRSEND,

4



[Zz 2]
OENETHEFAE (1ICM-002 HE)
BAEFRIT 1920 ] (95.0%) IZRRDHOLN, AL ORRBHBENBTETERVWEESE
R1316/20 7 (80.0%) ZFRD LT, BWEEN UL FORIERIITRO B Th-
bl

F1 BRAER %L LORER (HCM-002 ) (G204 SEM)

BEMKSE i (%)

EAGE 2045

(MedDRA/T ver.25.0) £Grade Grade 3-4 Grade 5
2BI{EA 16 (80.0) 2 (10.0) 0
LS

LEMEE SR E ] (5.00 0 0
P53

AEHETS 1 3.0) 1 3.0 0
BN IRFE AR (K T IE 4 20.0) 0 0
B e

AERETL A 1 (5.0) 0 0
BBEE

RE BT 1 (5.0) 0 ]
L 3 (15.0) 0 0
;] 2 (10.0) 0 0
R 1 5.0 0 0
—f% - 2HEEES X R SR ORIE

fERuRE | (5.0) 0 0
e I .0 0 0
Bl $s L O A BUE

AlEn o & | (5.00 0 0
ERAR A

FI=VT ) b FrRT 25 —HHN 1 5.9 0 0
T i15—EHm 1 (5.0) 0 0
FANTHUET I VT AT 27 —FHEM 1 (5.0) 0 0
me=rFz bo el 1 (5.0) 0 0
aNF — 1 (5.0 0 0
SFERERLIEmM I (5.0) 0 0
Alite L R EEE

&Y i | (5.0) 0 0
PRERE L ESHEREE

B | (5.0) 0 0
ZIEVERAE St 1 (5.0) 0 0
R REE

RIPEER 1 (5.0) 0 0
R 1 (5.0) 0 0
BB I UREES

e | .0) 0 0



SE XK IR (%)

EAEE 2081
(MedDRA/J ver.25.0) 2Grade Grade 3-4 Grade 5
FEEERZ, MRS & Ui R
fém A< 1 5.0) 0 0
PO 3s & TREE TRk
RS | (5.0) 0 0
TR | (5.0) 0 0
MoESE 1 (5.0) 0 0
=S EIE 2 (10.0) 0 0
375 5 (25.0) 0 0
Bk LB RS I (5.0) 0 0
Z B MR I (5.0) 0 0
ERERS I (5.0) 1 (5.0) 0
nEREE
7 i JE I 5.0) 0 0

7od. BIRIGHEAEREE 4 f (20.0%) . HEREE 2 #l (10.0%) . BIFHREREE 2 4
(10.0%) . FEEERRMRIE/ S A 3F—1 5l (5.0%) . eS| f (5.0%) . BE®D
EEEE1 6] (5.0%) RULEE 1 F (5.0%) ARH b, /. AEERERER.
EEGENE, DK, BHE, KB - /MBE - EEOTH, 1| BERE. BUERE.
FRE. BFz., BELtERE s, TERAKAARES. BHRERSE. MR - K, fiknz
FEIAE | infusion reaction, B MiKIEE, MERARIEGE., &, R EEOBL,
SO RES. FRIFRREE. PERH MR ONETLIIRD bk o e, REIERRERRIZE
HEES (BEREAERKERSD) 230EHERETT.



[Hi% - AR)

FRIOBEFAEDBEECT LEFA LY I aL— a3 it X, K5 480 mg % 4
BEER TR IR ORAE - AR TRE LEZBEOXRS oDEHRENBF SN
oo TOWER. AH 480 mg % 4 AR TRE L 2RO TEREICE T 5 EHmE T
RE (LATF. MCapssl &VD.) ix, FH 240 mg % 2 BEIREB T E L72EED Cogss &
FUF 2 L TFRIER (TR, £/, £4 480mg % 4 BEREIMR CHRE LEZEBOERR
HEICBT O REMEPRE CLT. (Chas &V, ) 1. AH 240mg % 2 ERIKERE
TERELZBED Cons LB L THEZ RT L TFAIN - L0, BREABEFIZBNT
BDAEPER SN TWA - AE (lomgkg # 2 BRBR THRE) THAAHZESE LR
BEOD Cnaess & B L TIREZ R & FRIS L (THR) . WA T, BEOEEICKT 5
TSR EDE AA Imgkg UEE) Xit240mg % 2 EBIRME, £ L <i35H 480 mg
z 4 AERERTRS LEZRORFORER - FME IR - OBE 2R 58
BEEISETAPEE SN, YHEEIC W TREBTOAERE. tRofk A0
M CTHEIER VLRI RER T2V E TRl E i,

£3 FHOEROWB T X—F

M - AR Crna Crmind2s Cavader Crarss Coenin,ss Ciavpss
{(ng/mL) (ug/mL) {ug/mL) {peg/mlL) (ug/mL) (ug/mL)
3 mg/kg Q2W (35.52{ ':?oAs) (162‘.30‘3) @1 32] f3.9) (75.:11,3;71) (27?—.': 07) (42.71?.'?27)
240mg QAW | (s 13%'303) (23.?'5390) (30;?.6?0.9) (10;.5254) (41?57,"1353) (62.11(,]2187)
480 mg Q4W (10?207) (15.%?':7.4) (37.%? '34.8) (14?,l 236) (2?.75],'?3?) (62.11?91 87)
10 mg/ke Q2W (14é?izz) (36i3?32) (10:}?43) (323?225) (131]303) (232?3??)

FIAE (5%, 95%R) . Q2W : 2 BRHIRIE. Q4W 4 BRI, Coe: YIEIRS % OBREMEFRE. Crinas:
MEES5#% 28 A BB 3 BRMIETRE, Coens : PIER S 28 AR E COFHMBEDRE, Crmaxss
EEVEIZBTAEEMEPEE, Crnss : ERREIZST 2 REMBEPERE, Coss: EXHEICRITEE
iR IR



4. FERRITHOWT

ERmMY A7 FHE RMP) (KESE, FHOEERZLMERES ~0H Nk
NHIMERTH- T, BROBEEMEOLRBELRZE - HEL., FHOKEICLIVESE
REWERZRBULBICHET 2 Z L BNELRED  UTOO~Q@0 T T TIE
BIZBWIHERATLIRETH S,

@ MERizH>NnT

@1 Fi® (1) ~ (5) OWFIhiciEY 2R THiL,

(1) BEBBXRXENEE TR ADRESENREE @HERFRNA B REER SRR,
Mgk A% A SRR B ST, USRS A R &)

(2) B TEHEERRT

(3) MEFEMESIEETI2BARTKEESERE (NADFEREEM. 2ARREHE
BIRbE. BARFESHER R L)

4) SRICFREERFRE L. SRER LA RERRE | i3S REE LR RE e wokt
2 DMERREEIZRDIBEHET > TS HER

(5) MEMBEHAOSEEMEORBREEIZGEIBHET > TV B Ea%

O-2 EMPEE (BHEETEELRLS) OFEERVRIERARBRROSGIC S
ik L BB A OERM (FROWThMNIZZY ST HER) A, Ym0 XRAICE
THHEBEOEEE L LTREBEIhTWA I L,

#z

o ERMEFRGE 2 FOPHTHELET LIcRIC 5 FLULORABROBERMME S
T>TWBHTE, 2B, 2FUER, BPAEMRELT E LEBRRERFOWEE
fToTWNWBZ &,

o  [ERfifIFRBGE 2 FOOHTHERET L-EIC 4 FULOBRBEREFE LTS
Tk, dh, 3ELI LG, BEREE (BEEREPEIELZRLS) OBAEDRER
S B ATRROBERIMER{T>TWD I &,

@ BRADERMFREFROEMITOVNT

EXLERERCEETIELEFNIAE S h, BELENLOFERED, FOE-F
EHEFIHEFEROBERVEMZICHT 5 EHEME, FEFRIRELEZBEEORE
B, ERECHITONIERINE-TWDE I L,




@ BIER~OMRICOWT
@-1 REFikHizBI3 2 B

MEEMERSOEERBERINRAE LRI, 24 BRZEEH OT, HiEHERX
FOEHEERRRRIZEW T, BB L-ETERIOS U TARERE U CT £0RIER DI &
HIAREOKERNPYAPICELI, ESICHEARERERMBE-THE D L,

@-2 EREEEIC L A EFRMNNICET 5Bt

BABRICEDL I EMN IR E R AT AEREEFEVBIERE=4 ) v 7
EEOREROR N =V P RITVERE L IFRALF TE 25— LAEFRERIHNE
HENTWBZ &, 2B, BEERIZOVWT, PABREZELFOFKRICHHICRAMENT
WhHZ L,

@-3 BFR ORI ICELT

BIfER (MRHEMFESRICM L., REHENE, O£, B2, BAHMALE, XM,
NGRS, BEOTH, | BERA. BUERTR. AL, IMRERER, IFx. BEERE
%, FIRIBHHEER, TEHRERE, DRES, BEE. BIBEE. Rr. fHERE.
EEOHEBEE, #IRMARZERAE, infusion reaction, EE 2 MIEES, MEKA BIEEREE.
WRE R, BEEOBR, SEHER. BEORERE., FHRAEEE, LEEE (LE
FOE - ARAR - LEHEISMRIES) . RFHE, EEHMD, LS LT, YR X
IR ERREOEME R E T 2EM & EE L EEROZEPHIGICEA L THRERT
TEERTONA&HFIZHH I L) ELIZEYRNBNTE HERIBESTWDZ L,



5. WENRERDLBHE

[B3MizE+ 2 5E)

O FTROBFIBWTFAOFEDEIVREN TV D,
o  EMMEDEIERE PR B EERE

@ TFTRILFEYTHAFOBRER CERFECSOTL, AR OBHESHESIENT
BoT, KRO/EHRE L LW,
o {hOFEMEEAE O RS

(&2t 3 EE]
D TRIEEYTIBEFIZOVTHAFORENETEINTHD Z Lk, BEZT
DIV IE,

o FFIORSICH LEBEOBREROH DHEFE

@ BERIOFMECBVTTFRICEYTAREI VTR, FEloR IR L2V

2. {hOEESRIREN R WHSITRY . EECAREERATLIZLE2EETE S,

o BEMHEROAHIIIEEOD D BE

o BEERERE CHEEE PR 5 EE R UTEEE O BRI R MR %
ZOMMICKEMELABHNDEE

. BOAEEROAHE. LiTBHEALE L HEREREDBCAEREEORREED
HOBE

o [BEBEE GEh®HMRBEREEZEL) OHDERE

s REOBLIHAEZFETLIES

e ECOG Performance Status 3-4“*2 D B&

(#D  EoOG @ Performance Status (PS)

re | €&

2< MERKEBHTED. BRALFEL AREESHRBZTAD,

AR L OEEIEHB SN2, HTAET, BIERSE - TOERIITI ZEHTE D,
Bl BVWEE, WEEE

BoNEHOEOEY O L LATELY, AHRO S0%REE~y FPARTFTEIY.

hwm~08

£<WITR, BHOROEYOI LIS, TEAV, B2y FAHTFTBIT,

10

HAARECASOROR Y O LT CAREEAERRITERYV, AP0 50% L~y FATBIT,




6. RELHL TBET ¥R

O RACESNA, REREEE IR T 2 WS & RO R USE ER
RO LB FRE+SICEBR LTI LERTS L,

@ ERBIECE . BETEOFRCAPERDARES |- HRAL, AELS
THLRETHIL,

@ ERBHERO=RY AL MoWT

AEEMEERHLDONE BB H0OT, AROBESIZHT--> T, BEE
WK (PIRNEE, ek, RIS OMREEOHE X fnEoEkSs, BEr+5
AT 2k, Efe, MEIDGUTCHE CT, mMiF~—1—%0oRELERT 2
.

FAIOBEITIEE O infusion reaction (22 THRAMII+ORMEO TE A
EZ{T>7= LTS T 2 Z &, 4.2 [E B LIEOEF#H 58T infusion reaction
BHLPLRDZELH 0T, FAKRETRUCAFEERLTHRIZ AL F A
YERETSE. BEOREL S CHEETS L, 285, infusionreaction
EHELUBER, £ TOMBERUERSERICEE TS TAEF»+HOEE
T3Z¢E,

FIRIREEEPES . TEEAREREERVRIBEES S LLNE LRHE0T,
FHN OB 5 BRRART R OS5 P E AN WS REIRE (TSH, 88 T3,
R T4, ACTH, MH a5 — L Z0RE) 2EETH &,
FHROEEFIC LY BEOREFRIGIRET 5 252 b A% 2R B0
BhHoONDIERnHD, BEFPROLNALEACE. BRLEBERIIELE
EFPIR 2 ENalk - AR5 A RE-O[ERT L B | TEOERBE ATV BEORE
RIS L 2BIERSEDLDN 2BEIIE, FROKREIPIE, RUBBREE
NEVRIDEREEZEETH L, 2B, BIBREEFVEOHBEIC L 0 EIE
ROENi#HS SN2 VHEICIE, BIBER AT 2 USOREmMEIRE OEM
LEET D,

BERTH, BoRE»OE I AZB L TALBIERAMRRETA - EAH B0,
FHRIOBRERTHICHRIFAORBRIZHSICEET 3,

1R (BUE | UERA L &) Rdbobh, BRFEY F7 Y R—vx
KEDIEAHLIOT, OB, B0, BESOERORERLCOFEED EFiz+
SGEBTDH L, 1 BERBNEDNIZGAICIESEZFIEL, 4R 8
Rl L0 LNEEITS ~ &,

BUERTR. AFRL, FAERERES ., Ak, BLERE AR O3 - L 0d 5
OT, EHIAFEERE LT, BEOREZ TSICBRT D L,
SEIBREDRH LIS EBEHHOT, ROBREOHFESY EHNICHERT S
Tk, T ROZERFDONHEICT, FHONCEREEEZRTAL
SBEREETR L,
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@ AFIOHEEABRICKVT, 6 BRI L ICAPHOFMEIT o TV LEEFIT,
FAEE R ILERIICERRE THROER LTI Z &
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L. KC®WiZ

KHTA R AT

I, ERMECINE TR LA TV A ERERR - BER) R

EOF, UTOERERORELREAZHEETSBAND, =<7 RizTFHEL)
(EAF, X&) 2ERATAIMRIIROONIBERVERESMFE L RIEELTT, £

R, BRRR, BECBELTEBRETAEFHEEZIIS>VWTL, BHODEFLEIRR

FTXERVCEER Y A 7EHHE (UTF. RMP)) 22BT5Z L,

X OARDENIEHED S B, IRARERET - BE OB R S BEEEICHST
HAHEOR R, EXRE. EFEEREOAK., APERUR2MORFSICET e
FEUFERE2REIBFADONETOVTRICHERY LAV HETS I (FfsE
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