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B&EE FEEDERA
ACTH Adrenocorticotropic hormone : BIB R BRI ILE Y
ADA Anti—drug antibody : FZE¥ iR
ADCC Antibody—-dependent cell-mediated cytotoxicity : A KIFIEHIAEE
ALB Serum albumin : MEHRFZILT I >
ALK Anaplastic lymphoma kinase : £93E!) VN\EXF+—+
Al-P Alkaline phosohatase : 7ILA YRR D742 —+
ALT Alanine aminotransferase : 75 =732/ bS5 R 75—+t
APEG Alive and progression free at 6 months : (E{EAZI{T 1) 6 W ARERTD
IS EA RS
APF12 Alive and progression free at 12 months : (EB{EAZ|{T(+#&) 12 hAEBART

0)%15 lh\Eﬁ%”A

APF18 (PFS18)

Alive and progression free at 18 months (Progression—free survival at 18

months) : (BEAZITITE) 18 HARRTOEIEELARFIS

APF24 (PFS24)

Alive and progression free at 24 months (Progression—free survival at 24

months) : (FEIEAZFIF1R) 24 hARBEA TOERBRELEFIES

AST Aspartate aminotransferase : 7 AN X U7X/ FS R T2 5—+F
Area under the serum concentration—time curve : M5 H ;=& — RREIHIET
AUC
mia
AUG Area under the serum concentration—time curve at steady state : E & JREEIZ
* BT HMFRRE —REBRETEE
BCLC Barcelona Clinic Liver Cancer
bd Twice daily : 1 H 2 [g]
BICR Blinded Independent Central Review : §4& T CO¥RT R HIE
BTC Biliary tract carcinoma : fB&JE
BOR Best objective response : T BfAE%hE
CCDS Company Core Data Sheet : ¥ T—42 L —
CD Cluster of differentiation : HMERH LR (Bf)
cl Confidence interval : {5%8X &
CK Creatine kinase : ¥ L7 F ¥+ —+F
CcL Clearance : £V U752V R
CL., Creatinine clearance : 7 L7 F =Y JUT7S5 R
Cl.. Clearance at steady state : EEIREIZHE(THIEHIIUTIR
Crnax Maximum serum concentration : Fx 5 ;&P EE
Maximum serum concentration at steady state : FE®EIREEIZH [T H e ME
Cmax,ss N:::]
PiRE
Cin Minimum serum concentration : Fx{KIN;&EHEE
o Minimum serum concentration at steady state : TR IREEICH (T A HRIEMF
e FIRE
CR Complete response : ST &M
CTCAE Common Terminology Criteria for Adverse Events : B EE R L ERAEHRE
CTLA-4 Cytotoxic T lymphocyte—associated antigen 4 : $IREEME T 1) >/ \BkIn[R-4
DLT Dose limiting toxicity : FAEHIEZ14E
dMMR Deficient mismatch repair : = X7 v FIEEHEERIE
DoR Duration of response : Z=xhEAME
ECOG Eastern Cooperative Oncology Group : kXEHEEEINAUERKRER Y IL—T




FEEDEREA

EGFR Epidermal growth factor receptor : E R REFZRAK

EHCC Extrahepatic cholangiocarcinoma : fF4} B &=

ELISA Enzyme-linked immunosorbent assay : B¥& % & AIE &

<PPND Enhanced pre— a?d postnatal development study : ¥EFEEHARI R UV HAER
DHFEEICET HHER

ES-SCLC Extensive—stage small cell lung cancer : R E/NHARE iz

Fcy Fragment crystallizable gamma : $&@RER IS T A by

FcrYR Fc Y receptor : Fc ¥y 24K

FIGO International Federation of Gynecology and Obstetrics : EEERAFIES

GBC Gallbladder cancer : [RZ2JE

Y -GTP Gamma-glutamyl transpeptidase : ¥ -J LA I S VARTFH—F

h Human : & k

HBV Hepatitis B virus : B BUFF R DA JLR

HCC Hepatocellular carcinoma : FF{liaE

HCcV Hepatitis C virus : C Z2FF RV AILR

HDV Hepatitis D virus : D BUFF &RV 4 JLR

HER2 Human epidermal growth factor receptor 2 : b _E RISIERFZRA 2 7

HIV Human immunodeficiency virus : ERREFR LA LR

HR Hazard ratio : /\tYF—KLL

IASLC International Association for the Study of Lung Cancer : E[RitfEES

ICso Half-maximal inhibitory concentration : 50%[AE &= E

ICH International Conference for Harmonisation : EZE MR HIFRFIERSE

IFN-7 Interferon—gamma : £ 2 —2J xO -y

IgGl1 K Immunoglobulin G1 kappa : ®ES/ QT GHITHIVSR 1, KkBFAVYEAT

IHCC Intrahepatic cholangiocarcinoma : FF B & #E

imAE Immune—mediated adverse event : BENEEDEEER

KRAS Kirsten rat sarcoma

LDH Lactate dehydrogenase : FLEERH /K REEHR

LS-SCLC Limited stage small—cell lung cancer : [REE /NS iz

MedDRA Medical dictionary for regulatory activities : ICH EfREZEHE

MMR Mismatch repair : S X< v FIEEREE (BEHERB)

MVI Macrovascular invasion : AR E{REE

nAb Neutralizing antibody : FPFIHL{A

NCI National Cancer Institute : 3K [E [E L N A ZEFT

NFAT Nuclear factor of activated T—cells : ;&L T #A AR F

NOD/SCID Nonobese diabetic/severe combined immunodeficient : JEAREEFER R/ &
EEERETLSIE

NR Not reached : REI|:E

NSCLC Non small cell lung cancer : JE/NHARE Az

ORR Objective response rate : ZERIEZhER

0S Overall survival : 4 FHAMHE
Proportion of patients alive at 18 months from randomisation : E/E &ZI T+

0s18 %18 H ARADERFES

024 Proportion of patients alive at 24 months from randomisation : FE{EAZI{F
Z24a hARRDAERFESE
Proportion of patients alive at 36 months from randomisation : E{E &ZI T+

0536 %36 HARADERFES

PARP Polyadenosine 5’ diphosphoribose polymerase : ") 75/ > 5 Z1) Uk

JR—RKRY A 53—+




FEEDEREA

PBMC Peripheral blood mononuclear cell : FR4H MM E #%#Hia

PCI Prophylactic cranial irradiation : B9 2 X BB &

PD Progressive disease : fREHEST

PD-1 Programmed cell death 1 : A4 5 LHEZE-1

PD-L1 Programmed cell death ligand 1 : 704 5 LMK~ H > K1

PD-L2 Programmed cell death ligand 2 : 704 5 LIS~ H 2 K 2

PFS Progression—free survival : &8 E A4 77 1R

PES? T_ime to second progression or death : E/EAZIfT (T2 2 BB D (KE) #
TXRIEFETCE TOHEM

pMMR Proficient mismatch repair : = XAV v F{EEH#EEEE

PR Partial response : &5 Z&%h

PRO Patient reported outcome(s) : FBEIFRE T2 FH L

Q2w Every 2 weeks : 2 ;B EE[E

Q3W Every 3 weeks : 3 3B EIREIE

Q4w Every 4 weeks : 4 JE &z

Q12w Every 12 weeks : 12 A& k=

QTc QT interval corrected for heart rate : 1IMAZIZDULNTHIE L 1= QT REfE

QToB QT interval corrected for hea_rt rate using Bazett’ s formula : [MAZKIZD LY
Bazett I TH#H1E L 1= QT &

QToF QT interval corrected for heart rate_using Fridericia’ s formula : iIAZIZD LY
T Fridericia =X THH1E L = QT i@

r Recombinant : 1Bz FHH#E X

RECIST Responsg eva!uation criteria in solid tumours : B A DBEINRHIEDT-
HOHAA LS4

SCLC Small cell lung cancer : /MR ffdE

SD Stable disease : & E

STING Stimulator of interferon genes

TAP Tumor area positivity : B fEIE 54 R

TC Tumor cell : fE&HHAZ

TGI Tumor growth inhibitory ratio : fE#& & HE |

Tmax Time to maximum serum concentration : &xm ;5 5 & Bl 32 B R

TNM Tumor, node, metastasis

TSH Thyroid stimulating hormone : FRARBRFIE AL E >

TTDM Time to death or distant metastasis : 3E1- X [£i=fmEnfs HIR F T D HIRM

Vi Central volume of distribution : IR /8— kA ¥ DL HETE

Vs Peripheral volume of distribution : R > /8— kA ¥ FDRWHEE

Vs Volume of distribution at steady state : EERIREEIZH T HHHERE

WHO World Health Organisation : tH 5 {R RS
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4274 O RIERT120mg R U500mg [—H&% : TNV T GEEGFHEBA) o LT, K#HI
F. E bDTOS S LRS- S K1 (PD-L1) #1BME L. RBEARTHH T AT 5 LHEIE-1 (PD-
1) RUBMmMEKSEHRIRE (CD) 80 (B7.1) NFENHEMHAZHEET A FEGREI/ DT UGY T
S, KBT7A4YV847T (IgGlk) £/ 7 O0—FILHEETH 5,
THERE AL DO FIEICEE 5 9 HPD- 12 B K. FHATHIROXREICHKERE L, PD-LIRV IO 5 LM
faze-1) A2 k2 (PD-L2) M2DOD)HY FHAFETHIENMoNTILVS, PD-LIEBY L/ 2k, #i
Kifa, v/ 077 —CE0REMBICKET A, MEZECSOEETESMERLOBRIFKE
NRHLN TS, PD-1RUPD-LI/PD-L2[EREFEF = v I RA U bR D72 )—IZEL, &£
FIRFELTHERAT S LICE YTHRRIEDETEZELEXIEHIRT 5 LEZ 5N 5, PD-LID GEMH
fa L DPD-1XILCD8OICH#EE T H & MK JF IO THRRIIEESN. YA FhA VEEMNMETL.
THRROFEEA G SN D, COIFIMES T FILGERL. BEMRNARERICK 2HREEE L &E
RIGEMHIT 200 EE LTLRASIN S,

(PN BE7: BT EIT O IE/NMERAIHRE (2 5 (T DAL B MSHRE A R DM IFER)

JE/NlREATRE (NSCLC) LBMISNBHBEDS B, BATET (IIHA) DONSCLCEEIFHI20%ZE HHY.
ZTOREIZHTHD, IHOBED—IILFHICK YLIRTATEETH S, B [TRABMLERETR
BEDBENL LTS, LERFARBEICLYFTESINLMAIAEIL. MAEOHEMEIRTEREL., RER
MNIEZZRBLRET 2N EEET 5, LEMSHREERICKBEST (PD) 2RO UVEF(THPD-
LUAARICE Y REIFIS T FILEREEE L., EERSREEICLIVIEBEL-RERGEHFET S
ETRAAY FO—ILOBRERVLEEEEIFIL. AEOARELEZEHL ZEN/EFIND,
AFIORRFKIE. ETEMEEEZNEE L5 1/ IEERKRER (CD-ON-MEDI4736-11085XE8) A\ifE
NTERESN, REIOENBERVREHE/BEEN R SNz, AN TE, £ 1 EEBRARE LTHE
TEREEEZNEE LEERER 7 O 7HER (D4190C00002:RKER) (CH LT, REIDEMHFHERY
TEMERFF LIz, -, EFXERFEIHEERARSE L CESRNEEESR (LT, B2RA) #
AW AMR R L2 MSHREARICPDAR S SN h - T UIR A Ee L BATEST (IIH#A) DNSCLCHE
BERNRICAFOENMERUVUREM #RETT HPACFICRENAEE SN, BAELSMLTE: (201742R8
BET—4hy M JBR CRIEEARFLM [PFS] hREENT £EE)

CNDODEREEL EICESEIRFRAERFELITL. 2018ETA 2 TYIRTEEL BT EITOIE/ MR FhEE <
BT 2IREHIEZMGHREEROHFERE ] OVEXIHRICTERRZRGE L.

A&, PACIFICHERDFE RN 5 1[E10mg/kex 2BRREIR TR G T HRHZERUVAENEKRB I N TV,
ZORICTONE-AFNOBEREYHEETILRVBE-—REETILEFALLZ S 2L—Y3 Y
DFERENS. TUIRTRELBATETOIE/NRREMEIZE 1T 2R B L FRATIRBE R ORI
[CEFTHRERVAZEZ1E10mg/ ke DHREBREREHN 5 1E1500mgDEEAE 1T, F-EEHRE?2
BEEREN S 4EEERICER YT - ONRERFTRBEFEO—MERRZRFLITL. 2023F117
[CEBEEF LI,
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(UIRRTBEARHEST - BB FDIE/MHER TR

NSCLCTIE, BEDKFNZHMIFEIICEBRAICEITLTE Y., -, REICEMINNRFHREZRZT
BEOHNFEHREITORERBREZRT CLELS/HMOENTLS2Y, AFICH T, IVEINSCLCODSEAE
FESILRETI08%. RELEET27%EMESIN TS,

FES. EBEAICMA . REFz v IRA Y FABSEOEBBZHIVEREF v IR, FEAE
ELEPEEOHARENMELELBNDVEDELOTLSY, MBEEMT o/ BkHE-4 (CTLA-4)
FEEE, RELEICETAEARNSPD-1/LIEEELXELGYAGALLBMMTHIEEZ N,
BRICEYNEBSENROEENMAIFTINT D, SOITEREEEZHAEGHEDL Z LITK Y MEADE
B FO—LOEERICOEMNLAREENEZZ SN TS,

AF|ECTLA-AHEETH DM P a R EFEEHE25me R U300meg [—fk% : L AYLYT (EEFHE
BZ) . UT. FLAYLTT] HRABEORFEE. EITHENSCLCEXRR E LI-F I HIFERAZH
ARSI ARER (D4190C000065KER) AEM S, KFE FLA Y LI TOHAREICKLINESSE
M, RERRUABBHES RSN, Ff-. AREEFEZRARELTERIE LAY LT TEETEL
PEELIOAEGALIZ2DONDE 1/ 1biE5HER (D419SC000015K5%. NCT025374185K5%) (28 LV T,
HRABEOLREERUVABBRENIRFH EINT,

INOOREL LIZ, ERERFEIAERRKRRERE LT, YIRTRELET - BREONSCLCEEEXR
2. AEl. FLAY LR ITRUVBESEAAZECILZRE Z2HARES LGS0 EMIERULLEE
519 HPOSEIDONREEMNEE S Ntz (2019F7H24BT—42 Ay A T8 M TPFS, 202143A 128
T—2hy M IBRATEARFHM [0S] ORKREBFTEER) .

COfEREL LIT, 20228128 TYIRTRELET - BROIE/NEIRME] OMBEXITHRICTHER
ZEF LT,

X VIRTEEAEST - BREOIF/MERECH T 5 AF+ B UH Z STLPEAITRBRER

(ERE/NRRaMhE)

NERaRTREE (SCLC) IXEDFIRZHEREAEDH15%Z LHHY. MEOP TRELBEREOS VYT
BA4TTHY. BEORELEE, SEQOMEEE, ¥/ AFREN. BHOEBENGREHMET
%, £1=. SCLCOFMREZEES DHT0% M EEE/NARME (ES-SCLC) THB%7?

ES-SCLCI&. #IHAELRS TIXEERERZMENT <. %@70%0)%9)1?&75\#&&3%1(,\687’3*1 PDET®
HREIEEC . PRIEFA~6DATH DY, SoIT, ZRABLUBOZRBEN DGV EHD, —RAE
DENEERET HI ENROLNT LV,
EABRICEVWTHEKFERASNDILREERTRELZNFTIEEZONTE 0., REREIC
EREEEHAT I THENREBDICLIEIRHELEZ SN TSN, BEEREAERUNSCLCIC
BVT, RERELELEREOHAICK ZEBIMEBEEEMELE L TRIFTHD Z ENERKRAER
[CkYREh, RERELECFERCLLIABEI~OELIEE ST

COEIGERZEL LT, REDLFERELDHRAICK YES-SCLCEEIZH T D =—X &7 A&
HEhHdLEZON, ERELRFEIREKRARSE LTHSRFARVI FRY FEDOHRABREIZKY
ES-SCLCEEZEZXMRIZ. REIDAMMERVRLMZERETT HCASPIANRERNEE S - (201943A
NBET—427y b4 JRR CTHEMFTEER)

COFERZTL L2, 20208 NERE/NMERAME] OMBERIIHMRICTEREZME L=,



(RREBE/NEREMMEICE 1T HIREHEEMSTRE AR OHEERE)

BEIEM. REZ/MERMME (LS-SCLC) LBWIN-BEEZDSH. BH TR 2R KEHIC

X9 ML SNAZERRIL, RAEANABRZT AN E LR LERSHREETH 7"

MAICES MR EERZEZ R L. AR EERFREBEEDRVNEIIHIN%THLIMN. ZLDHES.

ZDHPDHMED S, R LERSGHREARIARIZH T HPFSHR{EIL10~15H A, OSHR{EIX25~

AR ELEMESN TS, -, BANRBFLFERITHREEZZTE LI-LS-SCLCEFICELTE

HITh-2RB IV FO—LRVEFZERT 2EEOEEIRAR2B%E/ESNTNDE?™ , 2D

EOHEEND ., LFMGFREEETE L 1-LS-SCLCEEDPFSRUOSEZER T 2 H -1 ABRDER

MRD BN TV =,

ADRIATICEHER X, BHSCLCIZH T 2 XK BFNIFER VAR E FLAY LT TDOGHABREERET S

BHAERIRER (11085XE8 % U'D4190C000105858) "R UM HANSCLCIZ Xt 9" % RIEHL M SHREEZ D

HEHERZLE L TARDOFEIERUVUREMARE SNI-PACFICREROERICEDE, AL&AZAL

EARA ML 2 MEHRBE R CPDA RSO SN LLS-SCLCEZ EHERIZ. RFIRUVAFE FL A YL

T IDHARECOEIERUVLRLEE TS5 RELBRET 5202, EELRFEIHEERRKRIARE

LTERESNTz (2024F1B158BT—2h v b 7R R THREMBITEERK)

COfERED LI, 20255 3R 12 TRRER/NAEAMEICH T HIREHILZMSHREEROHRRERE O

EERITHRICTERBERE LT,

X1 ERERAHI I-TAH (NO)

X2 . BR/MERIEICH T S AFIRIEARF+ kLAY LT THAREIIABRER

%3 : [REBE/NERMEICE 1T 5 RAMNIEERFREEZOHIFREL LTOXRA+ LAY AT THAERER
N

(UIRRA e AT MR R )

FF#ERafE (HCC) IXRHEMIFREDF0%E LHHTHY '™, KEL/DEEIL. CRAF%. BEFXR. 7
a— LR 2. BB RG EDEBEREEERA LTS,

HCClE., BEFEBERDEFFTREL TGETT 510, FUNERHITHE BB TERINS I ENE
BEGEHTD, £, HCCEZEDZ K IHELEZHELTHY . BEESRUHBORKEEDES
ZEBITILENH D=8, HCCICRT HAaRIIERLER TRETHLEEDN TS,
HCCMSEAFEIEIL. 20%KFETHY '™, VIBRTEELAHCCEE D X2 (T HZMEMITHCCR EFEED
BHICEYRTET S,

HCCTIE. HEHIHIAEOCTLA-4% UPD-1/PD-L1& W 1=HEIED & F F IILEES FOHEIFAEEM
LTHY"Y, GEMFHRELG>TWVS, PD-1/LIAEERUCTLA-4AEEE, RERMNEHELLSH
SZEHCERSBUNELR D=0, 2BEOREF T v I KRA Y FEEFEIZK YPD-1/PD-LIREREY
CTLA-4BREBOWVWITNZLIENE T 5 L TRERDNREABEMELE L. BENTRESNROE®A
BMEFIATLEY,



CO&H>BEREZLLEIC. BRARFIERRKERE LT, 25 EFEEROL VBRI EELHCCE
BERRIZ, RFE FLAY LR TEHARS LIHEERUVARZEFIRS L-BEOFMERUR
M ERETT DHIMALAYAREBAEE Sz (20215F8A27TBT—42hy A 7B A TRRMENE2E
) o

COfEREL LIT, 202281281 TUIRTRELGIFHAE] OVEXEHRICTEREZRF L=,

BEUIBRTRE IR E )

fEERE (BTC) (&, BBEE. BEERUV+ _IEHEEHEDKRE (IDITHEINY . REMLHHEE
FHICEBIHFEET S L. SHICEELHEETHAET HBTCIE. BEHTHEIMNEEKTHDZ &
N5, BEDIFLEAEN, ETHIZH>THLEEHINE?, £z, BICOBERIIHIEIC Lk >TE
Y, —RMICBTCIIMABMHEETHY ™. KB, BM. RUBARTEIFIERETHD. VIBRTHE
BRETBTCOBRE LR ELZT-BEDOSHREFIFNELELL?, FF-HE—RARDERBEHIK
HHENTULV=,

thDBIEICH 1T HERABREREN S, REBREZLC2EEIOHARE~NOEALLETEY. BTCIZHL
THRIALBIE SN, RIBTIE, FIHBRRERE L CTETEREREEZXNRE LEERXRT Y
7iAER (D4190C000025KER) CHULVT. AFKIHFDENMBER UL LN BT SN, £, KAE
DYIRTREX (TEHBTCEEZXRIC L-EMMEEE I 8ERKRAE (MEDITREMEEER) ICTHWLVT, K
Rl L2 REDHAICL DMESFEN RSN,

CD&LS>BERETLLIC. ERAREIMEERKEARSE LT, CREEROLZVARBYIBRTRELGBTCE
BHERRIZ, RFETLVFEVRUVVRISFUHRARS LISE0ADIMRUREHERET
BHTOPAZ-1GEBRMAER S NIz 2021F8A B T—4 h v b A TR R T2E B O PREGFHFTEER)
COfER%EL LI, 2022F12R 12 NABUIBRTEELEER] OMEXITHRICTERRZME L,

(E1T - BROFERE)

FEREIERLLCEDONIBAMBREEN—DOTHIY, FERELZHINE-EENE (X
BHICZHEINh, TOFREIRFTHEIN, ETHTEMSINIGEDOARMBTOSELEFESE. IH
71.2%. W#i245% & 74> TS,
ETXITBERFEREO—ARIASHEFZECLFEENMEERELINTLSY, LML, —X
BERICBRLEZEZOFREITET. 2L OEFFEFEEDBITHRIFRTEOVTNADEEST
HEITT B0, —RARICEDEREREL. —RARDHBEZESEIVENHD. F-. FERKE
M20~30%T I A7 v FEBKEEDORIE (IMMR) BEBHLNTEY. ThoDEETHESORER
HABEL. BEF T Vv IRSA Y FHEEOFHMENREINTLSH, 70~80% % 5D I AT v FIEE
BRENIEE (oPMMR) LEBETIE. BEOREREMELNE SN TLS?,

oDl s, ETXEIBREFEREZEEDFRZALEIE SHM-ARERRNRO N TV,
ABTIE. MEOBTCTAHF L LRZEEDHABRENAREINTE Y., FEAETLREEZ~DEAD
NEFE-> Tz, Fi-. DNA—KEUFBEOTERRTHIRITT/ U5 2 VB R—RR
1) AS—+ (PARP) #BIRBJICPAET 5 1) L/S—H88100mgRK U150mg (—#&% : A 5/%1 J) (&,
STING (stimulator of interferon genes) Z 3 AMIEMN A EEREFERA L EENTHREESERASEFICEL
YESZORERMEEZEOHDIENTBINTEY?  KEDREBNREIERT L ENEFEIND,



CDEIBEFEEFLLIC, ERERAFLIEREBE LT, L2EREBROLVET - BROFERERSE
ERRIC. AUWRTSFUORVZ XY ORABHESH EAROHRAER. KFEFF/ TITk B
BREXIRFC & DMEFREEToHEDANMERUVREME 1851 HDUO-ERBRAER S
f= (2023F4R12BT—4 hy b4 JBF R CTPFSO X EMAFT EEE)

COERELLIC. 2024F118IC THEST - BREOFEMRE] OMBERXIEHRICTERREZMB L=,

¥ : IMMROEST - BROFEREICHT SKEI+4 5/3) THEZEEERTRER



2. HEDBRFIRFE

(M

(2)

AFlFE FPD-L1E4ZEME L, PD-L1&PD-1RUCD80 (B7.1) N FEDHEEREHEET HE +
REEIOI ) UGHITISR, kBT7AVE4T (eGlk) E/ 9 0—FILHETH D,
(Tvi2. (1) EFAERGL - ERA¥ERF ) 25 8R)

(UIRR T BEZ: B ATHEEST D IE/NEBERHSE (2 & ( B 1R AL B SHR R R R DB %)
AFE. 1E11500mg % 4:BEEIR TO0RELL LM T T RiEFHET 5 E5HMIX120 AMETE T
%, fzFZL. KEeL TDHZEEDIEHREE(X20mg/ke (KAE) &9 5,

(TV3 HERUVHEZE] 25H)

VIR BE 72 RATET O IR/ MERARE (23 3 2 IR AMRIFHEZMESHRBER OB E(C. RFI' (T T
StRERE L-ERARSEIMREGE (PACFICEHER) I2HEWLT. AFIBIE TS AREICH LT,
AFHE (0S) RUBRBEALFLNM (PFS) ZHMEFMARICERL. BBMENREISNT=,
* OSM/\Y— KLt : 068 (95%{E3EXM : 0.53~0.87) . p=0.00251%" (& Hllog-rankiRE [WI{EI] )
(20183A22RT—4 h v bF 7, OSEBHAR P RIE25.20 Ak [#EE : 02~431H8 8] )
* PFSM/\H— KLt : 052 (95%{E3EX M : 0.42~0.65) . p<0.0001*? (BBRllog-rankiRE [FEI] )
(201782R13BT—4% h v b4 7. PFSIEMEAR P RIE145H Ak [#EE : 02~299H0 8] )
X1 RECITHEMAEKE274% % ALV
X2 RECIIEMASEKEL104% Z ALV

VIR BE 2 RATET O IR/ MERARE (2 T 2 IRAMRIRHEE MESHRBER OB E(C, RFI'R(TT
ZtREHRES L-EREXREMHERER (PACIFICRER) IZHEWLT. KFIN‘E Inf4756] (HXA
1261%&L) 46061 (96.8%) ICHEEZMNEBH o=, TLRETERIEL. KHR168%] (35.4%) .
JEFH 11345 (23.8%) . MEIREREE1064 (22.3%) . HREHRTERMAZ 2964 (202%) ThH-o1-=,

( TV5. (4) #EIEER) £58R)

*PACIFICHER ICHE T 5 AFDRERUVAZRE. BERB SN TWSHAERVAE L IEER 5, 2023F11 812,
AEREHORERUVAZEIAFERERAE (10mg/ke) MOEERAEZE (1500mg) (2. F-HRSHMRIL2:EM
fEfRA L 4ABERERICERE SN TS,

(UIBRABEZRHEAT - BROIE/NERD TR
AHNE, FLAY LT TRUVASRNERESFZSTHOREBEHESAIE OFAICELT, 1E
1500mg % 3B EfE R T4El. 600 MU LM T TREFHET 5. TDHE. 1[E]11500mg % 4B I fER T60
SRELUEA T TRESTT S, =L, AEOLL TOBADIEREE(E20me/kg IKE) &7
I

(TVvs AERUVHAE] 258)



IEZEEBRDG OUIBRTRELEST - BEOF/NERMESREIC. RFRIXEEF+ LAY LT
EASHFAZETCILFREZ2HARE L-ERARFEMMEKER (POSEIDONEE) (CH LT, K
Fl+ BRI ALCEERECHIASERGREEEERICR LT, BEEAFHM (PFS) Z#
AFEMEBERICERL. BHMENRIISNT-, £EFHM (0S) IZELTIX. BHEMEIRI SN
Motz KERMNS. KE+BEHAGREEERECITOVTIIVIBRTEEAET - BROIE/NH
fafhiE (29 S 8IG 1LEIE L TLVELY,

* PFSO/\H— KLt : 0.74 (95%{54EXM : 0.620~0.885) . p=0.00093"? ([BRllog-rankiRE [FI] )
(201957248 T—45 hy A7, £oH— NMEFIIZE T HPFSIBIEAR P RIE10.3H A [#EE : 0.0
~23141 A1)

+ OSM/N\Y— KLt : 0.86 (95%S#EXFE : 0.724~1.016) . p=0.07581%® (BHlllog-rankiRTE [WfAI] )
(2021F3R12BT—%2hy bF T, o4 — FEHICE T H0SEHEARM T RfE34.90 AR [#EF : 0.0~
445H A1)

X1 YIRTREA T - BROFENEIMEC T 2 4KF + AL RF £ ECILFFEERBRER

X2 BREICITEAIFEKES19% Z ALV

X3 REICITEEIEEKE2879% % ALV

AEI+ FLAY LT T+ESEFGRCEEREFEASERGRIEFEERBICK LT, PFS, 0S
FHETFMAERICERL. BEBENRIISNT,

* PFSO/\H— KLt : 0.72 (95%{54EX M : 0.600~0.860) . p=0.00031*" (BBRllog-ranktRE [FI] )
(201957248 T—45 hy A7, £oH— NMEFIIZE T HPFSIBIAR P RIE10.37 Ak [#EE : 0.0
~23141 A1)

+ OSD/NY— KLt : 0.77 (95%1S#EXFE : 0.650~0.916) . p=0.00304%? (B JHl|log-rankiRTE [WfAI] )
(2021F3R12BT—%2hy bF T, o4 — FEHICE T H0SEHEARM T RfE34.90 AR [#EF : 0.0~
445H A1)

X1 RECITEEIFEEKETB% T ALV

X2 RECITEAIFEEKENTII%E ALV

L FBEED L O IRTRELEST - BROFE/NBMEREIC, AFIXEAREF+ LAY LTT
EASHFAZETCILFREZ2HARE L-ERARFEMMEKER (POSEIDONEE) (CH LT, K
B+ FLAY LT T+EEREIGFRACEZERERTAFINIERE SN 123306 (BAAN205ZED) &
321451 (97.3%) ICAEZERMRBO o f-. TLAFSBRIT. B 1644 (49.7%) . Fir 13741 (41.5%) .
PFREREL A AEQ9HI (30.0%) . BAURIEIMFI (28.2%) . JEF81HI (245%) . THi7T14 (21.5%)
TH-ot=o
X1 : VIBRABEAG T - BREOIE/NMEEIMEICT T 5 K%+ A HF ST ILFERETRBRER
( TV5. (4) #EEER) £58R)



GERE/NHRaMME)
AFE., BERNBHESRRUVI RS FEOFRAIZE LT, 1[E1500mg% 3B FE R T4E.
60U LM T THEBETT 5, TNDHE. 1[E1500mg % 45E R T60 R LL EA T miEeEEd
5, I=f2L. KAEkeL TOHEED1EIRE=ZIE20me/kg (KE) &F 5,

(TVvs FAERUVHAE] 258)

HEEE/NRMEEREIC. AFIRIEERF+ LAY LT TNEAERUE (AILRTSFORIEY
RATSF V) RUI FRY REGARS L-ERLRFMARER (CASPIANEE) IZHLVT. K
Fl+BAEHF+ T MR FETAEEFI+ I FRY FEICH LT, 2474 (0S) Z#istFEMN

BICERL. BEENREENT,

- OSO/\H— KL 1 0.73 (95% S4B : 0.591~0.909) . p=0.0047*% (BRllog-rankiRFE [FI{EI] )

(20198 3A1MBRT—42 Ay b4 7, OSIEBHEAR P RIE1067 A [#EE : 0.1~231488]1 )
X1 EREUNMARBMREICHT 2ERF+ LAY LY T+HESEE (WLKRTSFUORFISRATSFY)
+I FARY FIXERPRERE
X2 RECITEAAEKELT%ERA L=

ERE/NABMESREIC. AFIXIEAF+ FLA YL TN EASHE (ALKRTISFORIEY

RATSF V) RUI FRY REGHARS L-ERLRFMARER (CASPIANEE) IZHLVT. K

Bl+B&8F+ T FRY FETAEINRE S iz2656] (BAANI8HIZEL) 12607 (98.1%) I

BEERIRBO N, TLAFTHERIE. FHEKEDE116] (41.9%) . BIm1024] (385%) .
EiD89f5l (33.6%) . RREJES3BI (31.3%) THho'=,

X1 ERE/NMEREREICK T AT+ F LAY LAY T+HASHE (ALRTSFURFIRTSIFY)

+ I FRY RIEABRER
( TV5. (4) #EERER) £58R)

(PRBEV/NMNERAREIC B 1T DAL ERSHREE R OMFEE)
AFl(E. 1[E1500mgZ 4 EFEERT0N B LM T TRERTT 5. EHMEIE24H ABMETET
%, L. KEgL TDHZEDIEHREE(X20meg/keg (KAE) &3 5,

(TV3 HERUVHEZ] 25H)

BHEHHAZ AV REHERRCEMSREERORBEE /M ERMEEREIC. RF. KF+ LA
JLRTHRIE TSR &5 LI-ERLRIE MM (ADRIATICHER) (CH LT, AFIFEET
SEAREIIH LT, 2EFHE (0S) RUEREELAHFLME (PFS) ZHMHAFNERICERL. &
BEMREESNT=,
* OSO/N\H— KL : 073 (95% SHBXME : 0.569~0.928) . p=0.01042%2 (B Hllog-rankiRE (W] )
(2024F1R15AT—42hy b4 D, £ Y — FERIZEH T H0SBHEAR h R{E AFIF:37.25 BB (58
B :01~602hR] . F5tARE 3720 Ar% (6 : 0.7~60940 A1)
* PFSO/\H— KLt : 0.76 (95%{S4EXM : 0.606~0.950) . p=0.01608"° (BBRllog-rankiRE [FIAI] )
(202451 R1I5AT—2 hy AT, EoY— FEGICE T HPFSEMEARM T RIE KFI#27.45 Ak [
B :00~554hR] . TS5 w8 27.7H Ar% (6 : 00~558H0 81 )



X1 : [RERE/NERMEICE 1T 5 IREMIEERFREBEEZROHEFREL LTOXRE+ LAY LT THA
BRITARFRKR

X2 REICITTEAIEREKE679% (£1K45%K%E) ZHLV:

X3 REICIEFAIEREKE184% (£1K05%K#) B1f2.805% (&K5%K%E) ZRL

BHEHKAZ AV IRANRRLZRAREEZORBE/NARMEREIC, AF. K&+ ~LA
LR THRIE TSR &5 LI-ER*FRIEMEGKER (ADRIATICEKER) (2L VT, AHFIEE26245
(BERANBIZEL) F24761 (943%) [CHEEBENRO oMz, TLEEFRRIL. BEHRME
#6003 (22.9%) . B&RIBIR441) (16.8%) . FARIRBEBEIE TIE42/5] (16.0%) | BZHR40%51 (15.3%) .
Z D34 (13.0%) . Fil3361 (12.6%) . SFEIED FE L3241 (12.2%) . EF73261 (12.2%) .
THI2960 (11.1%) | fhize2961 (11.1%) . FhfiE22841 (10.7%) . FB2841 (10.7%) . {EfB274l
(10.3%) . FARBR#ERETTERE27/6] (10.3%) THoT=,
X1 : [REE/NMEMIHEICE T AN ERSTREEROMBEEL LTORAI+ F LAY LT THA
BRI AR RER
( TV5. (4) #EIERER) £58R)

(UIBRT Re7: FHHERaE)
AF|(X. 1[E1500mg % 4B RERR T0R MU LA T TREERET 5. L. KEe A TDHE
D1EZE5=(E£20mg/kg (AE) &£T 5,

(TVvs AERUVHAE] 258)

LHEFREBROLGVURTEGCHMREEEZRRIC. RF+ LAY LT T, FEIBEFRIE
V5 7x=J%%5 L-ERXRFEIHEFER (HIMALAYARER) ICHE LT, REI+ LAY LT T
BIXYS 7z JHEICH LT 2475FHM (0S) Z#e#MARICER L. BHENIRIE ST,
AEIH FLAY LI TEHEY ST TEIZHEITH0SO/N\Y— KL :0.78 (95%{5FEX M : 0.66~0.92) |
p=0.0035%" (/&Hlllog-rankiRE [FIAI] )
(202148A27RT—4% hy bF 7., OSEHHAMAPRIE K&+ ML A Y LT TE - 33180 AR [#HE :
31.74~3453hRA] . VST =JF3223h Ak [ : 3042~33.71H A7 )
X1 RECTEAIEEKENB%ZERALE
T, KEBEFFIZOWVT, NYF— FLEOFEKEISHE LI-EERE O LRAERNIHRE L1
FELEHI—CUTHAH1.08F TFTRI-F-ZEMD, AFBEFFEDOY T T o= THICHT HIELMHEMN
HREINf- ON\F— K [95.67%1E3EXME] - 086 [0.73~1.02] ) ,

LHEFREROLGVUIRTREGCHMREEEZRRIC. RF+ LAY LT T, FEIBEFRIE
VS5 7x=J%%B5 L-ERLARE DR (HIMALAYARKER) ICTHE LT, AFINEE Shi=-KH|
+ b LAY LT TEHDIBEH (AARA3MEIEZEL) 378651 (97.4%) . RUKHFIFEHD388H| (BX
AN45BIEEL) F34561 (88.9%) ICHEBEMNRDH oMMz, XFI+ FLA Y LI TETHLNT:
FHEEBRIE. THI103GI (265%) . T 5 FEAESIHI (22.9%) . FEE87Hl (224%) . BAER
6645 (17.0%) . #&F66%1 (17.0%) . FES1H] (131%) . PRANSFXFUBEFTI/ FS VR T



T —EEmM4sHI (12.4%) . FARERIEREIE TAE4THI (12.1%) BD47H1 (12.1%) | BE5E4641 (11.9%) .
TERAE4OM (10.3%) . FEAAEIMHI (10.1%) THof=. AFIFETHON-ETLHBEETBRIEL. TH
585 (14.9%) . %5 EEES6H| (144%) . PRAINSKXUBMT I/ PS5 VR T 5—EHEM5645)
(14.4%) . BABORS3BI (13.7%) . #|EAE49H (126%) . 75=2UF 3/ b3 URT5—
FiEmasl (11.3%) . Eikd2f (10.8%) . FB406l (103%) TH 1=,
( TV5. (4) #BEEER) £58R)

SRR RE AR E )
AEE, LA EVIERBERVIRATSFULEOHAICENT. JBARMET. 1[E1500mg% 60
AHELULENFT TREFHET S, JAFMRTORYRLIEZEEGE. 1[E]1500mgZ 438 i fEfE T 6053
DEMNTTREFFET D, Fz1ZL. AEOUTDHEEDIEKRSE(E20me/keg (KE) T 5,
(TV3 HERUVHAEZ] 25H)

LFBREREDGVEBRTRTEGCEEEREZRNRIC, ARESTLVAEVRUVRTSF %
GrRES L-ERfRIEMARER (TOPAZ-1HER) ITBEVWT. AFI+S LA EV/SRTFFY
BEIISER+TLIVFZED/SRTSFUEICH LT, £4£5FHME (0S) ##HMitEMEEICE
L. BHEISRIE S NI,
* OSM/\Y— KLt : 080 (95%{E3EXH : 0.66~0.97) . p=0.0021*" (BRllog-rankiRE [FAI] )
(2021F8ANMBT—42 Ay 7. LU — FEFIZE T H0SBHHAMPRIE KF+5LFED/
SRATSF U 13N AR [EH: 04~2120R]1 . TSR+ TLVBEV/CRTSFUE 1260
AW [&E : 0.7~2600 8] )
X1 RECITEMEEKEIRERA L=

LFBREREDGVARYRTEGCEEEREZRNRIC, ARESTLVAEVRULVRTSF %
BrRA‘E L-ERERELNERER (TOPAZ-1EER) ITEWLT. AFIETFLVFEVRUIRTS
F o5 INT=338f (ARAITHIZEL) 3366 (99.4%) ITHEEERMNBHONT, TLHH
EERIE. BM16351 (48.2%) . Ei138%5] (40.8%) . {EFK10945 (32.2%) . HFHBREAEE107
il (31.7%) . #EF79145 (26.9%) . WFAHERFUH 14l (26.9%) . BAURER87HI (25.7%) . M/)
WRECRL A 7061 (20.7%) . FEERIOF (20.7%) THoT-=.

( TV5. (4) AR £58R)

GETT - BROFERE)
AENE. ALRTSFUORUEFH ORNMEMESR & OHAIZHE LT, 1E1120meg % 3B iR
T. 607U LN T TRBEFIT 6. TORDHEFFEEICE LT, 1[E1500mgZ 458 fEfHE R T605>
MULEMD T TREET D, 2L, KEOgLLTDIHE., HFRACHETSHIREZEE.
20mg/kg (KE) &9 5,

(TVvs HERUVHAE] 258)
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LFBEREDGEVEST - BROFEREBEZFZRRIC. WILRTSFUORUVZ XY U RINEMLE
BRIEAFN DB RAEZ. RBEA T/ TITE DHBBREREIAFNC L D2HFRELIT-ER
HFEIFEMHEREE (DUO-EFRER) (CHWLT. RFI+A 5/ THEEEEE., AFHE2EEHE
fEFEARICH LT, BEELAFHM (PFS) ZHEEMARICERL. BEEN RIS,
s KB+ A SN THEREEFDERFERICH T HPFSO/N\Y— R : 055 (95%1EREXMA - 043~

0.69) . p<0.0001** (F&Rllog-ranki&E [WAI] )

CAF|H LR ER B DL BB ICH T HPFSM /N — FLE: 0.71 (95%{53EX [ : 0.57~0.89) . p=0.003%2
(BAllog-rankt&E [W{Al] )

(2023F4R12BT—42 Ay AT oY — FEHICH T HPFSEBIMEARFRIE K&EI+A45/8) T+
LR RERE 1540 AR [8H : 00~31.7H A1 . AHI+HLFEiEHE - 1540 AR [#H :00~2917 A1,
LR - 1260 AR [#EE : 00~316H A1 )

X1 : dMMRODEST - BEDFEREICHT 5EF+7 5 /30 T HEZFEITARIBRED
X2 RECIFTEAARKE25%ZA-

ER2EERDTVET - BROFERBBEZZXRIC. WLRTSFUORUVAXFYURNENE
BRIEAFI DO AEZ. RBEA T/ TITE DHBREREIAFC L DHFRELIT-ER
HRFEMMAAER (DUO-ERER) ITHEWT. FELVEBRESINZBEDS B, KFI+AF/8) T+ik
FREFED238%] (AARAN266 L) 23741 (99.6%) . RUKK|+HLFEEFHD2356] (HK
A30BlEEL) 2326 (98.7%) ICHEBRMRBHONT=, REI+A T/ THELREEEHTH
SN-ELREEERIE. BMm1474 (61.8%) . Tl 13061 (54.6%) . BiEAE1214] (50.8%) TH -
fzo RE|HEFEEB THON-ELEETERIL. BREE1184] (50.2%) . Bm1114] (47.2%) .
=964 (40.9%) THo1=,
X1 : IMMRO#TT * BEOFEREICHT DAF|+74 5 /%) T HEEERIEARIBRER
( TV5. (4) #EIEER) £58R)

(3) EXLGEMERE LT, MEMMEE (MSHRMBXAZET) . KX, EEOTH. FIKERHEE
BIEHEEEE . TERMEEREE . (RERRF. RS, X, EeHBeEx. BES.
¢ BT RAARAE DV & . EAEFE NAE . SR MM/ MR AR BERR . B % | Infusion reaction,

DEREEES. HEES. FFHRE (F5/N) J6AEE) | BOEEm (F5/%) J6REE)

MNIBMEINA TS,

FLEMERE LT, BB, TOEME. KW - BEEZB., Mk, TSHER. TH. ER. HRE.
HE. AHEMEZENIEREIATLS,
BFAXDEMEANOERUVERBECENTLEDHERESRI S &,

( Tvms. Bl¥EF1 £51R)

~

H W
m & O

e

F) FRTEZERM - EEEE - ERMEOHIRE. ETEFICONWTIEK NI 5 REFHERUVTNE -
FRALOFREE] . VL. Z2H5AFLT0ER] 28852 L,
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. B RO EF|IFEMEE
L

CBIEFERAICEL TAMY RERFS
BEMAICET 5EHM.
REERMESNA RS54 V5%
EXERYRYEEGE (RMP) ] (I'1.6. RMPOIEE | £58)
- ERREERATEM EEERAACR)
(TXIM2 Z0MOBEER] £58R)
] -RBERTEM (TP DREERTONDAAN A3

A 24 b, BREF

BHOYRTRIMEFEE LTEREIATINS

wH T4 UTEA D EDRRER DR BHA)
(IXMW2 ZOMOBEEER #58)
REFERHEEN A FS4Y TN wT (EiEFERZ)
SEN R
NGB
. e F B
BEFERAEEHS FS1 > " P
FEHE

(I TBEAN EESERERLOBBOEELBERRE
R—UHBMHE)

- THPD-LIARBHESHICR I REEREEN A K54
VOREIZHESBESEICOLNT] (FERB04E8H288 REH
08284525 )

s TTFaLT T GEEFRRZ) EFOREFERELES 1
R34 > GEMERaRGE) O—REIZDONT) (ERR30E
F288 EAFEEH1128%55)

s TTFaNLT T GEEFRRZ) EFORESERHELES 1
FS4 > ChERaRRE) OERRUT2IL/NLT T GEIZFHE
) WHORBEEREES A K54 > GE/MERRGE) 0—
ERRIEICDNT] (524588218 EAEEHK0821555)

s TTFaLR T GEGFHRRZ) EFORESRELES 1
R4 2 (FHRERUEER) OERRVREFERH#EES A
RIEERALOBESIEEM A RS 4 > (MRl R C/MNERaE) O—EBREIZDULNT
(412238 FEFEEH1223518)

- TTFaLR T GEGFHRRZ) EFRORESERELES A
FS 4> GEMARImE) O—EREICDOVNT] (FF5%118
248 EEFEER1124%28)

- TTFaLR T GEGFHRRZ) EFRORESERELES A
FS 42 (FEKRE) DERRUVREFERBEEN 1 K512 (3
NIRRT . /NERRTRE . ATAERERE R UREERE) O —IRERIEIC
DT] (SM6E11H228 EEEEH1122528)

s TTFaLT T GEGFRRZ) EFRORESRELES 1
FS4 > CNERaffifE. Je/hfafeE. ek URERE)
D—EHREICDONTY (FMTEIA2TH EEEEHK03275825)
( TX14. RGBT LEDEE #58)

(20254E3 AR A5)

<FVEFAEER>

AFNETOIRFEELBERE | EFESNDIDEEREHR E L T202252825B ICBEFBKREICK Y.
FORRAEERDIEE (BEES . (R4E) $5328] #2I1TTLV5,

AFEE MBI EEBSTHREERICREETHIRO NGV RBE/NEAE] 2FESNDIHEEX
TR E L T2024F6 R19BICEEFBKREICLY . FVEFAEEROEE [BEES . (R6E)
F611E] ZRFTLD,
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5. ARFHRUVIRE - EFRALOFIREE
(1) ABEH
EEMIVRAVEEHBEERED L, BYICEET S &, (1.6 RMPOBE] Z3H)

(UIRRARERHEST - BROB/MERRE. YIRTF e FMRE)
ERNTORBREGFNMEBOTRONTNSZ &AL, WERTER. —ERDEFICHRLET—21E
BENDFETOMIE. REFZHRICERAMEREZRRET S LICLY. FEDEREZEDE
RERELET S ELLIT, FHOZRERRUVAMNEICET ST -2 Z2RHITNEL. FFDE
EFERAICHREGHEZELSC L, (VL (6) AERNERI 228

(2) RE - EALOHRER

BEOMBICEILRBFEREENA RS A VICEBEIN-ERESRVEMEHZHERL. &
X KICEHT HHAEERET H, (L1 BEERNTLETOEARI 258
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6. RMPD I E

EERRVEEHEZE (RMP) OBE

ZEMRHER
(EEGREESNEURY] (EEQEENYRT] (EELTRIER]
- B RMRE PR EE L4
- KG% - EEOTH - HIiEEZEA
- FFHREREE - AR % - FELEBE X - TR R AR AE
- RREES (FIRIRHEEEE. BIBH | - BEIRX

REfEE. TEMAHEERES)
- 1EUMERR A
- BEE (HEUEEX%)
P
DR

- REFRE (455 THABER )
- AL S 5 FIBS OO B AT R BRRL A 5
I - BR S

-BARBEE (ENRMEBEEEST)

DHHEETOER

- G/ MR D M R B

-EEOREREE

- EREEE (X2 - NL—ERBEEE
L)

= Infusion reaction

- REFBRB (530 TR

BEmMERM (A58 JHRARE

AHEICET SRABE

EELY

| ERICE DK R MERDI-HNDEE

| ERIZE DK YRV BMED - DiEE

EXRTEUERHEOHRE

)R Y s/MEETEOBE

BEOEERREMERTER

BEDY R H/MEEE

EWER. X - 2 AERR U EREREESONE -
BB - HHICED C REMEDRE (RUE)

- BFAXRUVBEREERAA FIZK 2HEHRIREMR - T
LTS

EBMOERATEMHEREDY

B R &IMEES

- VIR R ST - BROFNMEMEREEEZNREL
f-2fIFRE

- VIR R G EEEEZ R E L-2BI5RE

RRUIBRTREGIEEEREEENR E LIS EERBE
HE

- UIRA R BT ET O I/NRAMIEIZ S 1T HiREM 1L
FHRSHREEROMHRRE (1E1500mgi% 58) DEE
ERRE L-BERFTERET -2 RX—XAE (FHEMEM
E)

- EREREERITEM BEFRAC L) OFER. B

CBEMTEM (1274 0 ODBRBREZTONDAN)
DfERk. BEH

CBEMITEM (2740084021 FDRBRERERT
bNBHAN) DER. B

BAMEICEY SHE - AROHEDOHME

B

HORHRIE. BIITBCEN EXERERER

Uy AN
vﬁ\ =]
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I. £%#(CB9 51EH
1. BR5E4
(1) #%
42740 " RiHEFEE120mg
4274 0O AiEFRE500mg

(2) #4
IMFINZI® Injection 120mg
IMFINZI® Injection 500mg

(3) BFDHE
infinity (#&PR) &immunotherapy (Sef&E#iE) DEXF (M) ZELEHE

2. —fiE4&
(1) 0% (&%*x)
TN T GEEFHEEEZ) (JAN)

(2) F4 (ffi%)
Durvalumab (Genetical Recombination) (JAN)

durvalumab (INN)

(3) AT L
E/8—F LA - -mab
GREAGHEAZETHE FEE/ S O—F LK - —lumab

3. #WEAXITRMHERX
451EDT =/ BEREN ST HHE (v 1) 2ARV215EDT =/ BEEN LG HLE (k) 2KT
BREINDERIINVETHD,

7=/ BB -
L$H
EIVLTQ3IPGET LSLSPGERAT LSCERASORWVSE SSYLAWYQOE PEOLEPRELLIY

|
FPEDFAVYYCZQ QYGSLEWTFEG

DASSREATGI

]
=
A
&
1]
1

]
G
n
]
=]
=
[} IJ
=
L 1
H
H
i
e
H
[

il

QETEVEIFRRT VALPSVFIFF PSDEQLESGT ;5??$LINKF YTPREAEVOWER

I
VDNALQ3GNS QESVTEQDSE DSTYSLSSTL TL3FADYEEH FEVYLACEVTHQ

CLSSPFVTESF NERGEC
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HEH

EVQLVESGGG LVQPGGSLRL SCAASGFTF3S RYWMSWVRQA PGRGLEWVAN
|

IFRODGSERYY VDSVEGRETI SRDNARNSLY LOMNSLRAED TAVIYCAREG

GWEFGELAFDY WGQGTLVTIVS SASTRGPSVE PLAPSSEKSTS GGTAALGCLV
IS
KDYFPEPVTV SWNSGALTSG VHTFPAVLQS S3SGLYSLS3VV TVPSSSLGTQ

|
TYICNVNHEP SNTRVDRRVE PRSCDRTHTC PPCPAPEFEG GPSVFLFPPK

PRDTLMISRT PEVTCVVVDV SHEDPEVEFN WYVDGVEVHN ARTREPREEQY

I
N3TYRVV3VL TVLHQDWLNG REYRCEV3SNR ALPASIERTI SEARGQPREP

1

QVYTLPPSRE EMTENQVSLT CLVEGFYP3SD IAVEWESNGQ PENNYRTTPP

L

[1]

VLDSDGSFFL YSKLTVDRSR WQQGNVEF3C3 VMHEALHNHY TOQRSL3L3PG

HRDRAILT 4 RiEE - iR

RIS RILT 4 F#EA - LEEC215-HEEC224, HEEC230-HEHC230, HEEC233-HEHC233
HoMEDRY LA S B - HEHET

FESEAES - HEENSO1

o TotEL Uy HEHK451

4 P FLRUNFE
SFZ : CesosHi0018N 174202024820 (2 /NI BEBS. 4KEH)
HEH Cz212Hs401Ns890677S 16
LEH CiosoH1612N2820335Ss
SFE : £9147,000

5. {EF& (k) XIFFE
TN TIE, EFTOSS LMY A2 F1 (PD-L1) 12T 2 BEFHEREZE FeGIE/ S
A—FIHRAETHD, TaINLITE, Fr4Z—IANLRZ—NEMBICEYVEESND, T2
WL T, 451EDT S/ BEENSLHHE (v 180 2RRU215ED7 = / BREREMN S H DL
(KiH) 2K THEBRENGEE VNV E (5FE : £9149,0000 TH5.

6. ER%A. M4, BBS. iL5ES
BZFATa— K : MEDI4736. 01P009. C134
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M. AT SEE

1. YL FEMMEE
(1) 58 - I

BRE~MEBRDEHA~IANEZET %K. FEAXIBREOMHUFERDOL L0 H5.

(2) Rt
=LA

(3) B
SRR

4) MR (PR . BR. BER

ZELagn

(5) BRIGEAREETEH

%

113

L7y

onh

(6) HECHRH
ZELan

(1) ZDHDELGRMEE

pH : 55~6.5

2. AR DERFHTICETAREN

. REFEH
EiN: gﬁ;& i1 ng
SER ey e % RER REFHME FES
RERTFAER 5°C - - RYITFLURRE 36 H B FHIEN
IPEE 25°C | 60%RH — RYTFLURAS 6 1A HER
PAN: > 2] S
RS ER 40°C | 75%RH - RYIFLoHERE 35A ”?%?Em#
EHohi-

AERER MR, EEE UV HEEE

3. AR DHERHARE. EEX

MR ER L

< pH.

MEAER. EVPELEF

17 XA n iedl vk A e

B IR R R TE
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V. KR8 d 5HE
1. & #
(1) FRDRXH

EHE 4TI

(2) HEIDNHEKR O

AR5E4

4374 Y UAREEE 120mg |

14 274 2T Ri#EE 500mg

(30N

BRE~HEBDEH~IAREET SR
FBARFABROMHMFERDLS LN HD

(3) #Aa—F
ZL LWL

(4) HElDHE

AR5EH

{374 VU AREE 120mg |

A 274 2T mRiHEEE 500mg

pH

55~6.5

BEBEEL

#1.3 (AEEIERICHT SHL)

(5) Ot
& LG

2. WH DMK

(1) BARES (EERS) OEERVCHRMH

AR5E4

14274200 RiHEE 120mg

1274 2D RiEERE 500mg

BHRS

1847 I (24mL)
TN T GEEFHEERZ)
120mg

134 7JL (10mL)
TR T GEGFHEBEZ)
500mg

AhnEl

184 7))L (24mL) th
L-ERXF P 48mg,
L-E R F 2 BRI KFIY) 6.5me.
k L/xB—XKF1¥ 250mg,
A1)V IJLR— |k 80 0.5mg

184 7JL (10mL)
L-EXF T 20mg,
L-E R F 2 BRI KM 27me.
b L/A\B—XRKFNH 1040me.
R VILAR— |k 80 2mg

AFNE, BEFHEBIEMICEYF Y4 =—XNLR2—IIEMREANTRESAD,

(2) BREFORE

ZELan

(3) BE
LA

3. MTBMBDHRRUVEE

ZHLEn
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4. 11 i
ZELaL

5. [EAT D FIREMED & 5 Y
BnFiE. K5 FE. BRiAFE

6. RAIDBFBFHTICHETIREMR

REEH
= S 3 4
HER peyen ey % RER RIFEAR R
EMREHER 5°C - - RATIL 36 /1 A AR
MR 25°C | 60%RH — RATIL 6 hA AR
VAN =2
Eeey FIEY o, _ N Hﬁg*ﬁo)iahﬂ
T EREER 40°C 75%RH LTI 3HhA AR 5t
FEBEE 120 75 Ix=hr AL
Friasd L S
KEEERE | - - wip | P | e TaE— | st
’ 200W-h/m? LUk

AERIER - K. EEE (VU HESE) | pH. MESRR. £VFNELEF

7. AELER VAR EDOREM
VL1, #FREDZIE] 2588

AERIERRITE% T FORRICL 2FREDRES

FaINIILTT
GEf=FHE#R) FRE BRiEmRRE REEGRUERM R
RE
A WENPESZ AV
L LERER Y,
5967 KM ks b?4 >§!<‘/i“y7“ EFRICT 2 BiRE.
RYBEEZ LN YT 28~32°CIZ T 48 BHfE. Tt L
EEAEE RYAFL T4 o8Ny | 2~8CIZT7H, 148, 21 BRU 30 B :
2omg/mL RYELEZ LBy /J 215 770 B5RE
5967 K ik ﬁ')?]’bj{yﬂlf‘y’j
RUEBIEEZ LBy S

HERIER MR, EBE (A0 8BEE) | MERR. £YENELES
AFIIRBBEF1~15mg/mLEBEZESHFRLTERT 2H. FREOETEMEIZOVWTIXEEDTEZILITT
1~20mg/mLTCREZHERALT-,

8. fhFlE DEAEI (MEILEMELL)
LR L

9. Btk
ZELan

19



10. Ras - 2%
(1) FEIADELRLE - A%, B NEHRTERS - BEICBET 2%
ZEEREL

(2) A%
(M 2T 4 VPR E120mg)
24mL [1/834 7 )L]
(M 2T 4 VPR E500mg)
10mL [1/84 7)L]

1

(3) FREE
L

EETRA

(4) BHBOME
NATIL: BEBEHADHS R
SLt:-so0JFITLA

1. FlREH SN S EME
ZELiL

12. ZDih
Z LA
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V. AREICET 51EE
1. MEEX TR

2.

OUIRTREE BRTEST D I/ NARIIHTEZ & 1T SR AREE M IREE R OMFFERE
OUIRRTREZ LT - B H D IF/MRa sz

O R A /Ml R fififzz
ORRBE/NMARME 5 1T S RIGHEFRATIREEROMFTRE
OUIRRT e 72 T M Ra =

ORI Re 2 R ERE

O#1T - BEDFERE

HEERIIHRICEEYT R

5 MEERIIRICEET 5FE

(PIRTEe BATET O IE/NRREIHREIZ 8 (T 28 PR R A R O ITEE)

51 AREIDOWMEMANEECE THEMMERUVREMITHEL L TLVRL,

52 HANIEEBAREERICERBETIROONTUVLRVEZTERNRLET S L,

(UIRRTBEARHE9T - B FEDIE/MHERa )

53 AFIDOMEMANEECES THEMMERVREMITHEIL L TLVRL,

54 BRIKERERICHEAANONI-BEDEGFR BERFEEXIFALK MEETRFODAEFIZDOT,
M7EREREE) DIEORNBTZAML . FEDEWERUVLRLEZ+HICERFELI- LT, #GE
EOBRFTS52 &, [17128H]

(ERE/NRRaME)

55 BRRERICHAANON-BEOEREOEEZFICONT, NMIEKEE] OEORNEE AL
L. XEOEHUERVREEEZ+DICEMB LI LT, EHEFEORRETS L, [17.13818]

(RRBE/NEREMMEICE 1T HIREHIEEMSTHRE AR OHEERE)

56 AFIDOMEMNEECE THEMMERVREMITHEL L TLVRL,

57 RAMIEERSHEEERICKRBETAROONTOWEWEEZRNRETDH L,

(UIRRA e AT MR RE)

58 BEATEE BERMIY/ —ILEAER 5O KRBAERE. <40 0REERE. FBRERE
EFBRMEZERE L, MSHRELE) OBEGLELLFHEREREICHT 2AFDEHER
UREMH(EMHEIL L TULAEL,

59 ERIRFABRICHAANONT-BEOHBERZTOREEZICOVLT,. NMIBRKMEl OEONEZ
BAL. AFOEDIERVRLEE+HICERLIZLT, BEBREOREREZTS L, [1715
B

BRI RE IR ERE)

510 RFIDMEBWNEEICE T HEMMERUVREMITHEL L TLVRL,

(1T - BROFERE)

511 RFIDMEBWNEEICE T HEMMERUVREMITHEL L TLVRL,

512 BEERRBRICHAAN SN - BEORBEICOVT, NMIEKHEE OEORNEEH/HMLI- LT,
BICBEDRRZITO>2E, [171178EK]
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513 AFIDARMEIX. PO-LIRBFRRICEYELGIERNTE SN TS, PD-LIFEBIKRR DER

HIZDWNVT., TMIERBE] ODIEORNEZRZAML., AFOENERUVLREHEEZ+HICHEELT-
LT, BCEFEOERFITS>IE, [17.1.788]

<fEER>
(UIBRTBE BT EST O IE/MERRHRE (2 8 ( HIRA ML IRGHR B A R DM

5.1

5.2

UIBRABEG BATEST (ILHA) D IE/MlRaRtHRE (NSCLC) xR & L F-ER £ FE S MAA5ER (PACIFIC
HER) I2BVT. BERREMESHS (UT. A2HA) ZRAVRANERCERFREZER
[TIRBHEST (PD) BRBHOLNLGN>-EBETIH (BRAN261ZET) T L. Ta/NL< T
GEfEFHH®Z) (UT. &F) OFDIME TSR LMLz, TEFHEEEOVED
Z2EFHM (0S) & LT, AFl1omg/keZ 2 BMIMMR (Q2W) *THEEI‘RET L L&Y, T3
TARELE L THAFMNICERLGERZ R L O\F—FE [HR] :068; 95% 88X [CI]
0.53~0.87 ; p=0.00251 [[ERlllog-ranki&3E (W) 1) . FRIETEARFIFETNES, TS5 REFET287
HATHT=o T2 LIV EDOXEFMIER THAHIBIBELFHM (PFS) 2DV TH, T3
TARBELLEE L THEAFMICEELGERZ TR LTz (HR: 052 ; 95%CI : 0.42~0.65; p<0.0001 [[B
Allog-ranki&E (D 1) . RRIEFAKFIBFHTIOBNA. T HRFET6NATH 1=,
== L. VIBRTREL BT EITONSCLCIZ & 1T AL E MR AR O FREICE LT, K
FlOMEREEEICH T 2EMERVREMIIREIL TOEWI EM D, FERED-OXEE
TR RICEEST HEEEH/E L=,
XNE : HETEE
‘PACIFICRERICE T 2 AFIDAER VAR BERRBINTWIRERVAR L (FR4 5, 2023511 A1,
AEIHESHORZRUVARIAERERE (10mg/ke) MOEEMAE (1500mg) (2. FiH5RMREE2:ERM
MR, > 4BERERICEESh TS,
PACIFICERER ICHE L T, BAMIEEMESHREEZICPDARED oM - BEEENRE LTV
ZeEnn, LEDEBYKRE LT,

(UIRRTREEST - BROIE/NAEMME)

53

ILEBEED 1 WO IR TR HETT - BRONSCLCEE6756] (HAANABIZESL) X% E LERE
PRIiFE MAEER (POSEIDONGER) IZHE LT, KFI+ FLAY LT T GEEFHIRZ) (UTF.
LAY LTTD) +BSRAGRLELFREZ AR E L TERELEZGSOEMNMZESEAIG
b EERE M & B LEF@ L7z, OSIZDUWLVT. LAY AT IT5mgR U AL RF|GAILZEE
& DB TAFIE1500mg % 3R (Q3W) T4E., ZD#%. BEFIEE L L T4ERMR (Q4wW)
THERETHILICKY., HEHFGRILERERBELE L THAZENICEELGEREZRLE
(HR : 0.77 ; 95%CI : 0.650~0.916 ; p=0.00304 [EHlog-rankiRTE (W) 1) ., OSHR{E(FAH
+ LAY LR T+ASHFHREPRERTI40N A AEEFHA AR EEMBETIINA
THoT=o Tz, PFSIZDONTH., HEHAGHRILFZREEMB LR L THIAFEWICEELGE
K#%#RLT (HR:0.72; 95%CI : 0.600~0.860 ; p=0.00031 [[BHlllog-ranktRE (W{A) 1) . PFS
PREEARF+ LAY LY T+EEREGRALCEEREET2NA, B HFIGRILPREEM
BHT48hATHoI=,
=12 L. YIBRTREA T - BREDONSCLCIZHEWLVT, RFIDHEMBEEICET2EMMERURS
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ML L TORENI EMD, FERBO-OVRERITHRICEET 2 FEZRE L.

54 HEIGBEDEREZITI LT, POSEIDONRERICHAAN SN T-NSCLCEEZEDEEFREIZEAT
BRIIBETHDIEEADCEN D, NMIBEKBE] OEHONBZRAML., FAFOENMERUR
EHETDICERT LI ENEETHLIEEERMET 520, DEXEHRICEET 5:E5%
BRELz, (V5 (4) RIIMWRER #38)

(GEREVMERa AR

55 {L2ECEBEDLVERE/NMARRME (ES-SCLC) HEE5374] (BEAANMIZED) 2x% & LE=E
FRIFE MAAER (CASPIANGER) ITHELT. AFIEBHERFARUVI MR FHRABREEERL
FIEEOAMMZEERAARVI FRY FHRABRE LR LETHEL -, TEFHHEIER THHO0SIC
D2LWT, BERFKRVI bR FEDOHATAEHFIE1500mgZEQIWTAE], ZDH., BEFIFEELL
TUWTHEETHZLICKY ., HEEFRUI bFRY FERABEL LE L TRETZNICEERLRE
%R L71 (HR:0.73; 95%CI : 0.591~0.909 ; p=0.0047 [[E%lllog-ranki&E (W) 1) ., OSH
REFAF+BEHF+ T bR FETIB0HNA, BEEAI+IT MR FETI03HATH 1=,
f=f=L. BEEEDFEIREZITI LT, CASPIANGHER IZHA AN 5N F-ES-SCLCOEEZIZRHT H1F
HIFETHHEEAD N D, NMIBKRAE] DEHORNBZHAML. FHOFMERUVE LM
ETRICEBIT LI LN EETHIEELIEMRET 570, FRENEIHRICEET HEIBEREL
f=o (TV5. (4) BIMEER] 238R)

(PRBEV/MNERAMEIC & 1T D IRAMILERSHRE AR OMFEEX)

5.6 IRAMERLERSIREEZRICPDARO oG, - REE/NHEREMME (LS-SCLC) HBEF530f|
(BARANBIZED) ZXRE L-ERHREDMERE (ADRIATICEHER) (CH LT, XFIDOEH
HETSERELBELFEL 2. TEFREED—DTHA0SIZDOT, AHFI1500mg% QAW T B
BIBETEHLICEKY TS5 ERELR L THAFMICHERELERZ "Lz (HR:0.73; 95%CI :
0.569~0.928 ; p=0.01042 [[BRllog-rankiRE (W) ] ) . OSHR{EIEAFIET59HhA. T35t
REETIBANATH o1z, Tzl 35— DDOFEFMEE THBHPFSIZDOVTEH, TS5 AREL L
8L CHIFEMICEELERZ R LTz (HR:0.76; 95%Cl: 0.606~0.950 ; p=0.01608 [ /& Alllog-rank
BRE (HED 1) . PFSHRIEXAFIBETI6NA. T RETI2AATH 1=, ==L, LS-
SCLCIZH 1T DAL E MR AR DHEFEEICE VT, XKOMBHEEEEICET5FH
MRURESMHEEILTOENI EMND, EBEED-OMBERIIHRICEET HEEEHEL
T=o

5.7 ADRIATICEHERIZE WL\ T. RAMILERSREERICPDARD oG >T-BEEZRRLELTL
fzCe&hb, LRBDEBYERE LT,

(UIRRFREZ: BT HARRSE)

58 EHLFEEEROLZ VIR EELFMMERE (HCC) EH11716] (BRA108H12EL) Z2RHREL
-ERERAFELMHERE (HIMALAYARER) [CEWVT, AFIE FLA Y LT T EHRALRIZKFIEE
S L-SE0EMMEZY S 7= JREG LB LA L -, TEFFMER THAH0SIZDNT,
FL A1) LT T300mge DFFFATAHI1500megZ1[E. ZDH., AFKI1500mgZEQAWTIRET 5 &I
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59

B
5.10

(1T -

5.1

Y. VI Tz TRELEERL THIAFMICAELGERZRLT (HR: 0.78; 95%CI : 0.66~
0.92 ; p=0.0035 [[ERllog-ranki&E (W) 1) . Ff=. AFHEFREDY S 7= THREICHT
HELHEMNER ST (HR: 086 ; 95.67%CI: 0.73~1.02) , OSHRIE(FAHKIGHETI64HA.
AF|HEK|BETI66HA., VS Iz JETI38HATH 1=

==L, BFEE BRIATE/ —ILEARE., 5 OFRBEGEE. 40 0DREREE. iFH
IRERREL IR EEREE. BEREEZE) OBIE L AHHCCEEICHT 2AFDEMM
BRURSHEFBEILTWWVEWI &M, TEMED-OMRERERICEET HIBEEHRE L.
IS BEDERZEZITI LT, HIMALAYARERRICHA AN SN - BE O EEREDOEESZ(ICOL
T. NMEBRABIOEORNTZHAML., FXEHOFNMERUVRLUETHICERT I ENEET
HEEEIEMET 510, FREXIINRICEET HEIEZH/E L, (V.5 (4) BRAERFER]
Z5H)

UIBR A A REE R )

EREEAREDZ VAR YUIBRT R/ RERE (BTC) £E685H (BAANTHIEED) #xRE LEZE
MRAREMAERER (TOPAZ-1EKER) ITHEWVT. AFIET LI EVRUVIRTISFUEHALL:
SEDEMNUEETSER+TLVEIEL/VRTSF LB LELE, TEMEETHD
OSIZDWWT, FLYVREV/PRTSF U LEOHATAHFIE1500mgE QIWTIRASE. TN,
HEBELE LTQWTERET B LITKY, To3R+TLIVRAEV/SRTIFUELEKLT
HEAEMICEELERZTRLTE (HR:0.80; 95%CI : 0.66~0.97 ; p=0.021 [[EHlog-rankiRE (7l
) 1) . OSHRIEFAF+HS LR EL/VRTSFUBTI2Z8NA. TSR+ LIVEEY
/S ORTSFUBTIISAATH 1=,

=12 L. BEYVRTEELBTCIZE LT, AFIOMEMBBEICE TH2ANMERVREMTHEILL
TWEWI ENS, FERED-OMERIEHRICEHET HFELFHE LT

BROFERE)

IER2EERDGE VET - BROFEAREEEIH (BAASHZED) 2R E L-EERERESE
M+HEAER (DUO-EFER) ICHE LT . AR TS FUORUE XY O RIEBHERR &L AFIOHRAE.
KENEA S8 THABICE BB ERTATC L 2HBEEOEVMEICONT, B EEEL
BLUSE Lz EETMEE THAPFSICDOWVT, WAULKRTSFUORUE XY O REBEHESH
EDHFEATEAIE1120mgE QIWTERAGE]., ZDEHMHIFEEL L TAHF1500mgx QAW THRET S
EEBITA T/ TIEB0meZF 1A2EEE ., TUITHILRTSFUORUE FH U RNEEESH
EDHEATAEIE1120mgE QIWTERAGE]., ZDEHMFEEL L TAHF1500mgE QAW TERET S
CEITKY, EFEEEMELR L THAFMICERLGEREZRLE: (R&EI+A5/8) T+HEE
#iEBE HR : 055 ; 95%CI : 0.43~0.69 ; p<0.0001 [BAllog-rankiRiE (W) 1 . AF|+LFE%
B HR:0.71; 95%CI : 0.57~0.89 ; p=0.003 [BHllog-ranki®E (W) 1) . PFSHR{EILAHFI+
SN THEREEFHTISAHA, RFHEFEEHTI02H A, LREEHTICHATH
T=o

==L, &7 - BROFEREICEV T, FEOMRENEEICES T 2AIMER VR EMITHEL
LTWEWI s, FERED-OMBERIEHRICEET HFEEHRE L.

24



512 B EEDEIRE(TS LT, DUO-ERERICHAAN S NI-BEDRHAZFITDOWLT, NMIERKAKE)
DEORNBEZAMTEENEETHIE L EIERET L7120, DEEXIEHRICEET 5FES
BELEz, (V5 (4) RIEMKER £318)

513 DUO-EFRERTIX. AFILDIMBHESFOHRBEZIOEMNMEATO S S LMKTE-1) A2 K1

(PD-LN)HEBRRICK Y BB DIERAMNTE SNz, COZEMD, BLBEDEREITS LT,
DUO-EFERICHAAN o N -BEFEDOPD-LIRTKRANDEMEICDOLNT, NTERKEEIDEDRA
BERAML. AFOEDIMERUVREHEETHICERT I LNEETHIEETERET 120,
RERIIHRICEET 5FBEH/E Lz, ( TV5 (4) WRIIWEER 2581)

3. HEARUHE
(1) RERUVHEOHEDR
(UIRRAgE7: B ATHEST D IE/MERERHRE (2 8 (+ 2R AL 2 SHR B A R O #FERE)
BE. BAICE TNV T GEEFHEERA) & LT, 1[81500mg % 438 & FE T 605 fE LLE A
(FTTREF#TIT S, HEHMEF120AMETET S, =1L, KREKLLTOHZENIEREE
[F20mg/kg (AE) &F 5,

(UIBRTBEZRHEAT - B RO IE/NERD TR

FLAY LR T BEFHEBER) RUBSRNEHESHZ ST HOREBRHESH EOFAICE
WT. BE, RAICETa/NLTT (BEEFHABRZ) & LT, 1[E1500mgZ% 338 fH MR T4E.,
60 FEILLEM T T EEEET 5, TDH’. TaI/LT D (BEFHEEREZ) & LT, 1E1500mg
ZAEREERTOONEU LN T TREEFRET S, =L, KRELL TOHEDIEEZREGE L
20mg/kg (IAE) &9 5%,

GERE/NRRafhE)

HERMEMEBESFIRUVUI FRY FEQHBIZEWLT, BFE. BRAIZIET2UNLR T GEEF
## =) & LT, 1[E1500me % 3AFEMERTAE., 602Ul LM T TRFEFFTT 5. TDHR. T2
WL T EiEFHERZ) & LT, 1[E1500mg % 438 SRR T600 LI EA (T T HiEssEd 5,
L. REKLLTDIZEDIEIREE(F20me/ke (AE) &7 5%,

(RBEV/MNERAREIC S 1T DAL ERSHREE R O FEER)

BE. BAICE TNV T GEEFHEERA) & LT, 1[E1500mg % 438 @ FE T 605 E LLE A
(TTREF#TIT 5, BEHME24NAMETET S, =1L, KREOKLLTOHZENIEREE
[F20mg/kg (AE) &9 B,

(UIBRABEZ AT AR sE)

BE. RACET2IL/NLY T GEEFHEEREZ) & LT, 1[E1500mg % 4:E R R T605 R LA L
(TTHEEHIT S, 1=12L. KEOgLLTDIEEDIEERSE(X20mg/kg (KE) &35,
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(2)

AREVIBRTEE TR ERE)

FTLURAEVERBIERUVUS R TS FUEDHRIZEVNT, B%. RAICET2/LL< D (B
FHE#EZ) & LT, SEMMEMRT. 1[E1500mgZ 600 Bl EMN T TRER T T 5, SEMBERTD
BYRLES®R, T2/ T GEEFHEERZ) & LT, 1[E1500mg % 48R T602 ML L
MMTCTHRFEFHET . =L, KEOKLLTDHEDIEIHREGE(E20meg/kg (AE) &F 5,

(1T - BROFERE)

ANKRTSFUORVEFHORNMEMERRIEDFRAICEVT. 8. BRAICIET2LANLT T
(EfETFHH®Z) &£ LT, 1E1120mgZ 3 BMMBRT. 60BN T THRFEHRTT 5. TOERD

HBFEREITBLT, Ta/NLT T GEEFHE#Z) & LT, 1[E1500mg % 438 fE fE kR T 605 i LA

ENFTTEBEEET D, 2L, KEOkgA TDIBE . HFEERICH T B1EFZEER(E. 20me/ke
(KE) L9 5,

FERUVAEDHRERLE - R

(UIBRABE7S B ATHEST D IE/MEBRIRHIZ (2 5 (+ 2R A ML FRHRE IR R O FEE)
PACIFICERERIZFH LV T, YIRAEELL BRTEST (M) DONSCLCEF(Cx L. AF[1[EI10mg/kg (1K
E) ZQ2WT60EU LN TREFHFE L EOAMNER VL LA R S -, £1-. PACIFIC
HERTIE. 27 AMZBATARZEZERE LEBOBRKMARMEZHRE L-BRERMEEES
NTWEWI e, BEHBZ12ZHAABMETEREL TS,

AF|X. PACIFICERERDFER M 5 1E10mg/kgZ QW TR E T 5 FAERUAENERTE SN T,
RRREBEOEMCLIBE5OEEYE. BEEEACTHRERERELETHENRET S LIC
K BHEREBBRONMH. FLEEMHROERICLZEBEDRRRBDBOCREETLELZEN
ELT, EEMAE (1E1500mg) ZQAWTERET HRAZERVAE~NODEENREFT Sz, FFID
BERAEMBEETILZAVTPACFICRERICHAANON-EFE@AN S FA S h ZKH
10mg/kg Q2WIR 5 R 1 1500mg QAWIZSHRDIBEBEZ I aL—2a U LR, XFORZER
UHAE %10mg/kg Q2WI% 5 M 51500mg Q4WIR5(ZE R L T HLRRIEBGI T 8% HPD-L1 D HNHIAYE]
FCEHEFREREZLRSLEZA O, BREDHANLFANRICREZRIIESLVEE
Zbht=, £1=. PACFICEARIZE T HAFIDEREE —RIGETILZEALNTI500mg QAWIREFD
OSXIFMESEMNRELIaL—Ya VLR, OSEBREENRLEVEINSMEICEINT
10mg/kg Q2WIR SR & LLE L TRIFBEX (ZHINICRIFTHY . F-EEFEHA LA L L THEERM
THEULTWSEFRSIN-Z D, BEEDEICKYBEORIRICRITTHZEILLGN
EEZ NI, £, ES-SCLCEZE ZRRITILFEHEE & DG TAAI1500mgZ QIWT4AE, £D
%, BRIEEE LTI500meZE QAW TIRE L1=CASPIANRER THE Sh e TO 771 L &,
VIR BE L BT EITONSCLCIZ B 1T 2 IRAMIEERMSIRBEZROMFEEICHTT 5 KF
10mg/kg QW 5D AZERUVAEDORBHFICIRE SN AR BEFEZOHEEHICE T %L
MITOT7AIVERFTH - e s, KEDORAZERVAEOERICGR LI HERTRIAEIE
D—EEEAZDBHFLITL. 2023F11AIC TEE. HAICET 2NV T GERFHEBRZ) &
L T. 1[E1500megZ4:BRRERT60 MU LM T TRFEFHET 5, HS5HMIX120AMETET
%, 212 L. KE30kg A TOHBEDI1EHREE(X20mg/kg (KE) £T5, | DERBEWME LI,
HHE. 1EN500mgDEERAZICTERRBEFADIEXIEIHMRICETLIAZERVAZLEKIC. KE
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H30kg A FDEBE TIE, AEMNI0kgZ A 2 F THREICE D AHE (FHFME20me/kgZ QAW T 1%
59%) ZRAVWAZLZHELTL S,

(UIBRABEZRHEAT - B RO IE/NERD TR

POSEIDONZRERI[CHE T, LZEEED R OIBRTEEGHELT - BRONSCLCEEITR L., LA
1) i< T75mgR U B & HWEIGRILFEE & O TERH1500mgZ QIWTAE], ZD#% ., HAIRE
& L TAHF|1[E1500mgF QAW TO0RRILL LM T T EFEEFHE L BEOANMER VR AT
htTWd,

F 1z, POSEIDONHER TIXAEN0kgBDEBEDH EHAANT=T2O. KAEHI0kgL FTOEEIC
H1+BHAFNE1500mgDAETHLREHET AT 7 A ILIETHATH S,

Lizh> T, REHIkgA TOEETIL, KEN0keZ A DETHREIZEDCHE (LAY
L7 T15mg R U B L E K6 AL B E & OB TAHFI1E20me/keZ Q3WT4[EL, % 51658£(C +
LAY LR TI5mgZIELEMEST 5L EHIT, BEIFEEE L TAHFIEI20me/keZx QAW TR 59
%) FRAVWS I LEHRLTLS,

(ERE/NRRafhRE)

CASPIANERER IZH VT, L FEEBED A LES-SCLCEE(ICH L, HEMFIRUVI AR FED
B TAEHFIEI1500mgZE QIWT4AEl, ZD#&. BEFIEEE L TAHFI1EI1500mgZE Q4WT605 LI E
MITRBEFHFELBOENMERUVREEIERINA TS,

F 1=, CASPIANGRER TIX AR EH0kgBE D BEFE DA ZHAANT=T=H . KEMNkgL TOREFICH
(T 5 AFI1E1500mgDFAETOREMETAT 7 A ILIEFHTH 5,

L1=M>T. KEHM kgL TOEE TIL., KEMNeZ B S ETHREICEICHE (ASHHA
BEBUIrRY FEDHATAEAAFE20me/kgZFQIWTA4E], TNk, BEHIEEZE L TAFIME
20mg/kgZQAWTHRET D) ZAWSZ L ZHEL TS,

(PRBEV/MNERAREIC & 1T D IRAMIEERSHRE AR OMFEER)

ADRIATICEHERICH LN T IRAMILEMESHREERICPDA RO 5L LLS-SCLCEEITR L. K
FI1[E11500mgZ QAW T60 D A LM (T TRFEFHE L RO ADMERUVREULIER I AT S,
FT-. ADRIATICEHERTIE. 24h AR ZEBA TAFZRE L-IROERKMAERMEZRET L -ERIK
HBRABEEEONTWENWI &AL, BEHMZ24NAMETELEHEEL TS,

78, ADRIATICERER TIXAEMN kBN EEDAHZHMAANT- 2. AEMNIkgA TOEHIC
H1+BHAFNE1500mgDAETHDLREMET AT 7 A ILIETFHATH S,

LEzA > T, RENOkgA TOEETIE, KREMNkeZ B2 ETHREICEDICHE (KHFI1E
20mg/kgZQAWTHR 5T %) ZAVS I L ZHEEL TS,

(UIBR T e/ AT HRERE)

HIMALAYAZRERICE VT, 2 FIEFEER DG VIBRTEEGHCCEREZITR L, FLAYLTT
300mg& DHATAAFIEI1500mgZ 1B, ZD#%., AHF|1[E1500mgZ QAW T605 LU EA I+ T =i
B, HDUDIEARFIEREEE L TARFIE1500mg % QAW T605 R LLE AN T T AEEET Lo
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FUNMRUVLREMEIERIA TV S,

BH. HIMALAYASHER TIEAEMI0kgBDBEDH EHAANTT20. KEH 0L TOEEIC
HITH1E1500mgDAETHRERETO T 74 IILIEFHATH S,

LMo T, REZEFIKRET S5A. KEN0eUL TOEE TIEL, KAEA0kegZ B Z 5 FE THK
BEITEDCHE (AFI1E20meg/keZx QAWTIRE T 5) ZRAVD I EEHE LTS, Ff=. XF
ERLAYLRTEHAT RHEICH. BEFBEICAEN0gUTOEETIE. AEHN0kgZE
BADETEREIZEDCHE (HA U LAY LT Tdmg/kgk DFFATAHFI[E20me/ kg%
BEL. T0O#®k. BHIEELEL L TAFNE20mg/keZQIWTERET D) ZRNDZ EFHELTL
%

CREUIBRT e EERE)

TOPAZ-1ERERICHE LT, LR2EEED L VAETIRTRELBTCEEIIRH L, YLVAEV/VR
T3F o EDOHRATAHFIE1500mgZQIWTDREY IR LG &, BEFIEELES L TAHKI1E1500mg
ZQAWTO0R LU EAN T T REREE L EOAVMERUREMI RS TS,

F 1. TOPAZ-1RER TIEAEN kB D BE DA EHAANT=T28. KEI kgL FTOEHIZH
(T 5 AFI1E1500meDFAETHOREMETAT 7 A ILIEFHTH 5,

Lizh> T, REHINkgA TOEETIL, KAEHN0keZBALETHREICEICHE (L4
EV/SRTZF 0 EDBRATAHFIEI20me/keZx QIWTDHREY R LK 5%, BEIFEEE L THA
1[E120mg/kgZ QAW T 59 %) ZRAWVS I EEHEL TS,

(1T - BROFERE)

DUO-EFHERICE LT, (LR EEBRDLGEWVET - BEOFEREREIIHL, DLRTZFURY
AEXYURNEMESS EDOHFRATEFIE1120mgZEQIWTODRE YR LIxE#%. AF|1E1500mg
ZQIWTO0R U EN T TRBHE L-IBOAEMNERUVREMIER I TS,

F1-. DUO-EFRER TIXAEN0kglBE D BEFEDAH T A ANT=, HFFEHICHAENIkgATDE
FHIZH T BARFNE1500mgDAETHOREETO T 7 A IILIETFHATH S,

Lizh> T, REHIkgA TOEETIL, KEHN0keZ A DETHREIZEDCHE (AILKRT
FFURVEXTHURMEBEMEER EOHRAKRER. #EEREHICEAEFNE20me/keZ Q4WT
B’E532) #FAVSZELEHELTLDS,
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4 RERUVAEICEET HIE

7. BERUVHEEICEHEYT 53E

(Zhie@)
71 AEBEICKYEMERMNRBELIZBEICIE. TRESEIC, KFOKREZEZERET HI L,
2l1ER EEx WNE
R E 4 m&EE Grade2DiZE& Gradel LA FIC[EIET 5 F THEAI
=RET D,
Grade3XIZ4DHA AEDEBEEEFIET S,
FFiaEpE=E ASTE L K IFALTAAE#E LRD3~ | Gradel LA FIZEET %5 F TARF
10/5, RIFBEYILEUHAEEELE | 2KFET 3,
[RD15~3EETEML-15E
‘ASTE L (FALTHAREE LR D10 | KEIDESHEHRIET S,
fE8., RITHWEYILEUNEEEE
[RO3fEBETEMLIGE
“ASTE L C [FALTAE % {E LR D3
fZ8B., " OHREYIEUNEEELE
[R2EBETEML., KFILISIZ
FRERMNE WGE
FFiaEpE=E ASTE LK FALTAR—=RX 5S4 0D | R—R 54 U D25fEkREIZEIE

(R—ZXS54 VDAST
E L IZALTHA R %48

25~7f%, N DOEEELRD20fELL
TIZEmML-HE

TAETARENRET D,

ERZBZTWVWBEIF | -ASTELLIFZALTAR—ZXS54 2D
BEHEREETHE | 25~5F M OHEEELEED20ZLL
) TIZ#EML, MATREYILEVAE
HELRDIS~2ZI12EML ., AH
USHMZBERAZEWNES
ASTELLIFALTAR—RSA/UD1E | XBEIDZESHERILET S,
BB, XIFEEE LR O20E (<1 m
L-&&
HREVIE UHNEEEERDIEIR
ETHEML-EE
ASTE LK FALTAR—XSA4 2D
25EFB, MDOEE ) IILE U NEEEE
FRO2EBFETEML., AFLUSN
[CERAMAZEWNES
KIGX « TH Grade2Di5 & Gradel LA FICEI{ET 5 F TAEAI
ERET D,
Grade3DiZE *Gradel LA FICEIE T 5 F TAHAI
ERFET D,
LAY LT T GEIGFHEEZ)
EDHADBAIX, AFDERES
#hik3 3%,
Grade4DIHE AEIDFESEHILET B,
HIEEZETL % Grade AEIDTESEHILET B,
BRARMEBETTEIE. B | Grade2~4DHE ERNRET H5F TAHRF|ZAKRE

BHETE, TEAK
REIE T

ERGR

EREEES MEFEIL7FUNEEELRXIE | Gradel AT IZ[EIE T 5 F TAHHF
R—RFAUDIE5~MBEETEML | ZRET 5,
==
mEYL7F_UNEEELRXIIE | KFDEEFHIET S,
R—ZRFA4AVDIMEEFETHEML -
=)

& Grade2 X [X3Di5E *Gradel LA FIC[EIE T 5 £ THREI

RET B,
«30H LANIZGradel LA F % TH1E
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LEWGEXIIMFEREERED
HMENH SO -IGEX. KE|
D5 EHIET D,
GradedDiGE AEIDTESEHILET B,
DA 2% Grade2~4MDiGE AEIDTESEHILET S,
EREMBENE Grade2~4MIHFE AEIDTESEHIET B,
b 2% Grade2~4MDiHA AEIDEESZFIET D,
HEEE Grade2DiZ& -Gradel LAFICEIE 3 5 F TAHH
FRhES B,
308 LAAIZGrade1 LA F £ THIE
LEWGEXIXMFEREERED
HMENH - DONIGEX. KE|
DE5EHIET D,
*Grade3X [F4DI5E KEIDHESHEHRILET B,
-Grade2~4D ¥ T - INL—IEIRE
DHEE
RIEEE *Grade2 T1HEAM LI LG L 1-5FHE Gradel LA FICEIE T 5 F TAEHEI
-Grade3DIHFE ZhRET S,
-GradedDIFE AEIDREZHILET B,
- R [E AL IR AR SiE1Z BE (Stevens—Johnson
EIREE) XX H MR REIRIFERAELE
(Toxic Epidermal Necrolysis: TEN)
DNHE
Infusion reaction Gradel X [X2Di54& AFEDHEEHE P XIEESEE
%50%EET %,
Grade3X (34D I5E AEIDTESEHILET B,
KRFEKE 2 Grade AEIDTESEHILET B,
A5\ TEDHHE | £Grade AERUVOAZNNYTDHREEHRIE
BEETOBECREN ERGE
g ey = il
LE LS DEIER Grade2 X [X3DI5E Gradel AT IC[EI{ET 5 F THH
(FRARARBEBEIE TAE . ERET D,
1RIBERBZIRC) GradedDiGE AEIDFESEHILET S,

3 : Grade[ENCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03[Z# L %,

(UIRRAEe B ATET D IE/ MBI FRZEIZ 5 (T DR AL RS REZ R O IFEE)

72 thORBEHESFEDOHFBIZONT, BERUVRESMIEREL L TLVELY,

(UIBRTBEARHEST - B FEDIE/MHERaRnRE)

13 GHRATHMOMEBEMESRIE. NMTERKAEl OBEORNEZRAMLUBIRT 5L, [17.1288]

(RREBE/NAREMMEICH 1T HIREHEEMSTRE AR DHERE)

74 thOMBEHESFEDOHBIZONT, BERUVRESMEIEREL L TULVELY,

(UIRRA e AT HARa R )

75 RFEIOAERVAEE M7EKRBRE] OEBORARERAML. SFARSRUVERESEOEDER
UREMZE+HICEELI-ET, BIRTSHI L, [171558]

(1T - BROFERE)

76 ALRTISFUORUNRIYAXZEILEOHBISEVWTHRSZ/MBT S L,
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<fEER>

(BhEesE)

71 BIMERRTEIC, EROCEEECKH C CHEYICAFIVEZREET SLENHLIELN L., EREE
BAEYE—FRY FT—2 (NCCN) #A K354 VESEBICRESN-RERRT 42—
(CCDS) MEZE(IZHEL, BENGARERUPIEREZRE L1,

(UIRRF B B AT ET O IE/NERARIEIZ 8 T 23R AL s S B E R DM B %)
72 AFNEZMOMEHESEIEHALEZEOANERUVREMEIIFEIL L TR, BEEFEROEH
RMBERE LT,

(UIBRABEZRHEAT - B RO IE/NERD TR

7.3 L2 EERED L OYIBRTRELHETT - BFEDONSCLCIZ® L T, POSEIDONEKER IZH LN TAK & #HE
B LEH (LAY LT ITRUEBELZRZE) LSAOREBEEEXRZHARS LI-BRORK
HERAEEFEOATWENI &AL, NMIERKBE] OBEORNBTEZRAMLI-LTRETHEEE
BMiEd 5L &L, (V5L (4) BRIIMRER 258)

(RBEV/NERAEIC S 1T D HRAMIEERSHREER O FEE)
7.4 1RABMIEEREHREERICPDAERSH 5N A LLS-SCLCIZx L T, ADRIATICRRERICHE L THDIE
HESFI A LEEOAMERVREMEFIBEIL TRV EMLERELZ, (V5 (4) &
ERIEER ) £S5

(UIBRTBEZ: FHHARRSE)

7.5 YIBRABEAEHCCIZRt L T, HIMALAYASRERICE LW TAFI D BN R VR EMN., KFIE LAY L
TIEHARE LEBARUVAFIZHEFIRS LIZIBETEAES I ML, NMTEBRKBRE] OED
NEEHRML-LTRIRTIEEETEMET S LE LTz, (V5 (4) RIAMKER 2581)

(1T - BROFERE)
76 EIT - BREROFERBEICH LT, DUO-ERERICEWVWTHLRTSFUORUNY U2 XEIILLUSND
NEMESA L OHATAF DRSS M L -BROBKREBRBBEIEONTOVEVWI EMNDERE
Lf=e (TV5 (4) IR £5H)
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5. ERPRAAE

(1) BBRT—2/1\vs5r—
(UIRA e B ETOIE/NERAEICE T 2 RANE R sHEE LB O#EEE)

HERA
BEREXS EiEE FEEW | HBRTYIY HREH Mm% - AE
HERDAE
SEEE . | D4191C00001 | B EE£R BHEZREMHEEH (LUT. 8% | FF10mg/keXIE 75 R % 2B R
At [PACIFIC] e dcd ‘mIEAL HWHE) =AVEAMERLES | R QW) *TE127 BHESEEE.
e KEIFEMNEE —EE® REHRE AR ITEEEST (PD)
EW e 26hE TS uRHE | AROSNEM oIz, UIRTEE
(BXRZED) 75 RATHEST (IIHA) o Ie/MERaft
£ (NSCLC) B
ERUEE] 713 (BAA11261Z2EE)
SE@ER : | D4190C00002 |R&tt B E FAEEEs RAEHEE -
Z&H BRIZNEES | BEMH FER EITEREESE AFl1, 3. 10mg/kgZQ2W. 15mg/kg
EWENGE HE EUEEE | AEWiE 225 (£HIBAN) # 3B (Q3W) . 20mg/kgZ4iE
BRI X FifR (Q4aw) THE127AMRE
R BN AR (BAIEE aKR—|§E,
k)
HEITRITERFSMEIRERE (BTC) | | BB (BAZSaR—*b)
BEEXIIEEHRELEREE | AF10mg/keZ QW TRE12H AM
& REEE,
116451 (AARAN10961ZEE)
SE£E¥ . |CD-ON- ol EEHR EEABRIERE TEERELNE | AEHEY
TeMH MEDI4736-1108 | B& M EER ELLEL, ETEREESE AF0.1~10mg/kgZ Q2W, 15mg/ke%
EWENGE KEIFMNEE9 | EYERE | AEHE QIWTERE12h AR SEE.
HE A% AEHEHRUVASIERY
L EEWN 4845 RAEREN
FI1/048 AK[20mg/kgZE QAW TR K125 AR
FRAEHL KK - AR T,
970451 (NSCLC304451 % &)
RS AHA -
KEOmg/kgZ QW TR E12H AR
RUBERE,
SEEF . |D4191C00003 | HXNME EEHR HERAZRAW-EEREES | AFl10mg/keZ QW TRE 1277 A
A [ATLANTIC] |Z£i* JELLER CRIE2L D A VD BEERE | AT,
e KEIEH, G| EDERE | EER FHTA5RMETXILGERHE
EYENEE 18HE NSCLCEZE
(BXRZEED) 444051 (HARNABBIZED)
ERIEE!

*PACIFIC HERICE T 2 AKIDAERVAER. RERBEINTVWIRERVAZLFEL D, 2023 F 11 AIZ, FH|
BREFORERVAZRIAERTAE (10mg/kg) NHEFEMAE (1500mg) (2, T EMREE 2 BREMEN 5 48

MR EETE S TS,
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(UIRRAREEST - BREOIE/NBIAMHE)

BEMRS

AE4
RiEE
FERDH

TEAW

HBRT YA

HREH

R%-RE

B
HtE
£
e

D419MC00004
[POSEIDON]
XEEMEF

1871
(BXZaT)

EAIEE]

"

ERHE
EiERLE
FER

BRI I/ MERaATRE (NSCLC) IS
HTLLEHEEORENEC L
BRHEERFZENRK (EGFR ) &l
FEEBRERUERME) 2 RE
Fr—+t (ALK ) BEEEFE
M DERFEENSCLCEE

101361 (AXRANTOBIZED)

AFl+PLAYLIT+HEERNE
HESE (UT. 5€H%) AL
FRUEEE

AHE[1500mg+ b L A 1) Ls< T T5mg
FEeRFGRIEERELHRALS
B (Q3W) T4l &FEE T, A
SHRGRALFEERERTE. XF
1500megD & 4:B MR (Q4W) THE
#1T (PD) XIEZ DD EEEE(IZ
ZETHFE TR, DERAGAL
FERERT % D Weekl6 [Z XA F
1500mg+ b L A 1) Ls T 75mg D
A&kS #1EEN,

AR+ L HFN G AICF R -
A#Fl1500mg = A & F| AL EE
REHRALQWTAE AFEEE. O
HENGALERERTR. XF
1500mg D A Q4W TPD X (& Z D fth D
thuk BECE AT D E TR,

BHE®HEIG AL ERERMmEE
RYYBXEIL+HLRTSF U,
FLOBREV+SRTSFU, FL
VRAEVHALRTISZF, RA L
L¥E R+ALRTSFo, RA R
L¥FEF+2RISFroVThH
Mo

A -
EESE
£}

D4880C00010
BA

R

Ttk

QB e
FER

A=A REHIEE .
ETEREEREE
815

N—IB A5 -
EITERERESEE
16451

N—FC BERPEERENR

#:

VIR B MR R (SRR E
RiEEERSE

4145

/X\— A FSEIEE

FLAY LT T3mg/kgRIE FLAY)
L7 T10me/kgZ QAW T6[E], Z Dk
12;BE R (Q12W) TPDXIEZ Dfth
DOFIEEEICHZLTHETRFEM
*o

/X\— B GRS EHE

aR— k1 : FL A1 LT T10mg/ke
ZQAWTOE., ZD%QI12WTIE A5
xS ARHFI15me/ ke E QAW T13
[ s iEEE,

aR— b2 AFI20mg/kg+ LAY
L7 T1mg/kgZE QAW T4[E, FDHE K
Fl10me/keZ 2 BMFIMEIR (Q2W) T
R22[E HE R T

aOR—k3: bLAY LT TI5mg%E
Q4W T4, i 2 AH1500mg & Q4W
T13EAEFEE,

A= hC BUDRBEEARE

L A1 LT T 10mg/kg % Q4W T6
[\, ZN#%QI2WTPDXIEZF D ithd
b EEICEET 5 FETRIERE,
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AE4

BEREXS EiEE FEAW | KBTIV SREH Rix-A=E
HERDHE
SE£E¥ . |D419AC00001 | A¥hiE EHR E2RERITZOMD L EEE | AFIFH
At [MYSTIC] e dcd |IEAL BDELN, EGFR/ALK BRI | KHFI20mg/kgZ QAW TPD X (X Z D ith
e KEIFMEE EE®R HEITRISERFSENSCLCEE OhIEEEICHET EFECTRES
EWENGE 17THE 11186 (AARATABIEED) .
(BX%EED)
AF+ FLAYLT TR
B4 AE|l20mg/kg+ b LAY LT T
1mg/kg & QAW T4[E, F D EAFH
20mg/kg % QAW TPD X [T ZF D fth )
WFEHE(CH LT B FE TREHE
BEHFIGRILEEER
RIYAXEL+HLRTISFU,
BLUBRED+VRTSFU, LA
VEREVFALRTSFU, RAL
L¥ER+IRTSFU, RABML
FER+HLKRTSFoOLTH
.
SEEH . |D419AC00003 | BHXIME B E HEITRITERFEENSCLCEE AEl+FLAYLTTE
A [NEPTUNE] |ZR£M% mIEBILL 8235 (AAANSBIZET) A#F 20mg/kg+ b LAY LT
ZeMH KEIFEMEE EE® 1mg/kg Z QAW T4E ., T D% AH|
EWENGE 290 E 20mg/kg % QAW TPD R X ZF D 1>
(BXRZEED) WFEHE(CH LT B FE TREHE
EIIEE BEHFIGRILEEER
RIYAXEL+HLRTISFo,
BLURED+VRTSFU, LA
VEREVFALRTSFU, RAL
L¥ER+IRTSFU, RABML
FER+HLKRTSFoOLNTH
.
SEEH . |D4190C00006 |REiE ERtR HEITNSCLCEH RAEHEE -
ZeMH KEIENGE | BRM EE®R FA=EEs AEIRU LAY LT TEIODHRS
EWENGE HE A= 102451 FHTPDXRIZZ DD L EAEZFK
LN L9 B ETREE,
% 1 b¥ FRAEIEAHR -
355451 AR AR -

A#H|20mgkg+ LAY LT
1mg/kg % QAW T4[E, ZF D % A Hl
20mg/kgZ QAW TOE 5 E38E
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(ERE/IMARIE)

HERA
BEREXS EiEE FEEW | HBRTYIY HREH R - A2
SHERDHE
ST &R : | D419QC00001 | HZhME B E LREERQ G VERIUMNIK | AR+ BERNEBEHESR (T,
At [CASPIAN] zeMH mIEBILL ffif%E (ES-SCLC) BE#H BHEHF) +T bR FE-
e KEIFEMNEE EE®R 53751 (AARAN3MFIEED) BEHE+ T bR FEGRLEAH
A ENAE 23HE 1500mgZ 3:EMFEFERE (Q3wW) T4[E].
(BXRZEED) % D % B H| T AH1500mg % 438 5 RS
f@ (Q4w) THREHEIT (PD) TR
ESIEE] HEE,
BE#F+IT bR REE -
BEHF+I FRY FEQWTERK
60 s E.
SEEE . |D4191C00001 | A¥hME EE#R BHE8HIZ BV =1RAMERE | AF10me/keXIE 75 R % 2:BRM
ZeMH [PACIFIC] TEeMH mIEBILE PREHREGRR(ICPDARO SN | IR (Q2w) TRE12H AR REE,
*XEIEFEM»EE —EE® mh o tz. UIRTEEL BATHEST
26 hE TStARHE | (M#) o3/ # K E
(BX%EETD) (NSCLC) #=%&
7136 (BARN1261EED)
EJUEE!
SEER . | D4191C00004 | HHHE B E BEEHERAN-LEREEZS | AKIE -
e [ARCTIC] T2 \mEARIE TRE2L DA D DEBEERE | AF10mg/kgZ Q2W TER K260 =i
*XEIEM»EE EE®R 8595, LEBREEFRERK | #I,
26 E (EGFR ) /R VEX
(BX%EED) FT—t (ALK) BEROBERE| LLAYLTTEH .
IXI(TEFEMENSCLCEH FL A1 LT T10mg/kgZ QAW TER
ESIEE] 595f51 (HARAN1126l%&ET) X6E., D& 12;EMMRE (Q12wW) T
FA3E S EER T,
YITRET4A(TOSS LA
BE-1JH F1 [PD-L1] SHB (AF+ LAY LTTEH .
AKIRE, ZEEBBEBCED) AH 20mg/kg+ b LAY LT T
126451 1mg/kg Z QAW T4[E, F D EAFH
10mg/kg % Q2W T i K18 s FEE,
HIRXRE2T 4B (PD-LUEHIR/
BEftE, RFIEE., L ALY T |ZHRERE
BOAF+ LAY LT EL2EE (FLVREY, E/LL
HERBBEICEMT) Er. TiaF=Jonshn) ,
469451
SEER . | D419AC00001 | B B E LREERITTDOMD 2 HEE | AFI
TeH [MYSTIC] T2 \mEARIE FBDLLN, EGFR/ALK BRI | AK20mg/kg% QAW TPDE T A iEES
*XEIEM»EE EE®R HEITRIFELFEENSCLCEE .
17HE 1118651 (AAXRANT4BIZEED)
(BXRZED) AFI+HPLAYLTTEE
AHF 20mg/kg+ LAY LT T
ESIEE] 1mg/kg & QAW T4[E, F D HAH

20mg/kg% QAW TPD % T fBE8HE,

RAERREL

fegE RO UEFEIL+HILR
I53Fo. FLVAEV+IRTS
Fo.HLVREVHALRTSF
D RANLFER+IRTISFU,
RAMLFEF+HALRTSFOO
Whh) .
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AE4

BEREXS EiEE FEEW | HBRTYIY HREH R - A2
HERDHE
SEEH . |D4193C00002 | HHMHE ERtR BHRUERXIIGHBEEERRETL | A&
Rz [EAGLE] TEeMH \mEARIE REEE AH|10mg/kgZx Q2WTPD E T S E#
*XEIEMEE EE®R 736f5 (HA A6 ZET) o
23HE
(BXRZED) AHE+PLAYLTTE .
AF 20mg/kg+ LAY LT T
ESIEE] 1mg/kg Z QAW T4[E, T DEAFH
10mg/kgZ Q2WTPD & T & &80T,
BEERREE -
fe2EE (VX vT. FE4Fx
T/ RGYBEXEIL, AR RLF
Y—b, FHI—=IL-FASI) -
AT VLD DLEEFHOVTH
N o
SEE¥ . |CD-ON- el EEHR BEEARIENME TIRERBRNT | AL KH -
A MEDI4736-1108 | B &1 EER ELGL, ETEREEE AF10mg/kgE QW TR K125 AR
ZeMH KEIEAIEE | EEE | AEHE AR T,
HE RAER%R FRAEIEAHR
YN 9805 (/INfliRaffE [SCLC] 2145
E1/048 =ad)
SEEH . |D4190C00002 |REiE B E FA=EEEs RAEHEH -
Z&H BREMNGES | EERE FER EITEREESE AFl1, 3. 10mg/kgZQ2W. 15mg/kg
HE EUEEE | =g 2245 (2HIBAN) %Q3W, 20mg/kgZQIWTRE12H A
LN AT,
R BN AR (BAEEaKR—
k) - BAEMAH (BEIRSaHR—b)
HEITRITECFSERRERE (BTC) | | AF|10mg/kgZ QW TRE12H AM
REEXIIEENRELRESR | fEiE.
=
116451 (BARA10961ZEE) RIS RHA (AFI+ LAY LT T
As5ak—F)
BRI (RFI+ FLAYL [ AF 20mgkg+ b LAY LT
< IS5 aKR— ) 1mg/kg Z QAW T4[E, F D EAH
HEITISTERBMBTC, BHEESE [ 20mg/keFAWTHRE12HD AR A
= x,
124451
SEER . | D4191C00003 | HHHE B E BEHF AL IEEREEE | AF10mg/keZ QW TRE12H A
e [ATLANTIC] |Z&£MH Eldad 2 TCRE2L DAV DEBEERE | RiEEHE
KEIEH,EE | EDERE | EER =859 5. RATETXITEBE
18hE NSCLCEE
(BXRZED) 44405l (BEARNABIZEED)
ERIRE| ask— k1 (PD-L1=25%, EGFR

/ALK ZEEGHE) -
11145

d7k— b2 (PD-L1=25%, EGFR
/ALK BH R/ FBH)
26541

37— k3 (PD-L1=90%, EGFR
/ALK BA R/ FBH)
68151
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AE4

BEREXS EiEE FEEMN | RBRTY1 HREE Mm% - AE
HERDAE
SEEH . |D4193C00001 | HHMHE ERR 4 [E BREXIIEGEBEEERRT LE | AF10mg/keF QW TR E12H AR
Zefk [HAWK] ZeM BigE REE REEE,
XEIEHIEE 112451
14H E
ERIgE!
SEEH . |D4193C00003 | HHME ERtR BREXITEBMEEIRET LR | AKIE
el [CONDOR] zeH EER ZEE AF10mg/kgE QW TR K125 AR
K EIFEHEE mIEBILL 267451 REEE,
15h E
PLAYLT TR
ERIgE! FL A1 LT T10mg/ke % QAW T 7

El. ZD#Q12WT2E AiFE T,

AEI+ FLAYLITE :
AHF20mgkg+ LAY LT T
1mg/kg Z QAW T4[E, T DEAFH
10mg/kgZ Q2WT . K120 AMRH
Fx.
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(RRBE/MARIE (& 1T S IRA ML R RARBRER OB FRE)

HERA
BEREXS EiEE FEEW | HBRTYIY HREH Mm% - AE
HERDAE

SE@EH . | D933QC00001 | HIhE EEHR HERMBEESH = ALVIR | A&
A [ADRIATIC] |Z£i mIEBILL AR R L ZRATHRBCE R (CH& | AFI1500mg+ FL A Y LT TD T
ek XEIEFZHMEE —_EER BHET (PD) HRBEOHLN TG | TR E4BRME (Q4W) THE. £
EYENEE 19hE TSEARAE | LWEBE/NARARE (LS-SCLC) | D % 4B DOBREZE =+ TEAH

(BXRZED) £2E 1500mgZ QAW THRK24h AR A TS

530151 (HARANS0BIZED) BE,
SF 48

TS tiRE -
REDTSER+RLAYLITD
TS tREQAWTARE., FD%4ER
DERBEEFTREDO TS RE
QIWTERE240 AR ST
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(UIRRF RE 72 FFHERE )

HERA
BEREXS EiEE FEAW | KBTIV SREH Rix-A=E
SHERDHE
ST & : | D419CC00002 | HZhME EREHR 2 EREDICAEEN L O UIR | AFIE
A [HIMALAYA] |Z£i mIEBILL TR ESTRMERERE (HCC) B3 | AFI1500meg Z 4B MR (Q4W) THE
e KEIFEMNEE EE®R 1,324 (AARN124651%2 &) | BET (PD) XIEZDMOPIEEAE
EWENGE 16HE IS4 5 F TRiEEHT,.
(BX%E8D)
AE+ FLAY LT T5meit (B
SF 48 thub) -
AHE[1500mg+ b L A 1) Ls< T T5mg
ZQ4WTAME., ZTDHAHEI1500mg %
QAWTPDXIEZ DD piE AT
2T HETRENE
AF|+ b LAY LT T300meEE
A#E11500mg+ b L A 1) Ls< T300mg
#1E. ZD%&AF|1500mg%E QIWT
PDXRI(ZZ DDt BAETKLT
5FETRIERE,
VYSIJzZJ8:
Y57 1 =7400mg%x1H2E. PDX
[ZZDfhDPIEEEEICEBTHET
#Ooks,
SE@ER : | D4190C00022 |R&tt B E VIBR T BEZr #EITHCCEE IS— k1
] KEEFENIGHI | BEYE  |FER AN A H 20mg/kg+ LAY LTT
HE it 40451 1mg/kg & QAW T4[E, T DEAFH
(BEXRZEED) 20mg/kgZ QAW TPD X X F D th D o
IS—R2RUS : WEEEE(CHRET HF TREHE,
% 1/04 33265 (AARANRHBIZED)
IN—R2A
IN— k4 - K& 20mg/kg+ LAY LT
4745 1mg/kg Z QAW T4E ., T D% AH|

20mg/kg % QAW TPDX [ ZF D fth )
WHEEICRET HFE TRBHRE

« AHl20mg/kgF QAW TPD R ILF D
ot EEICELT L FE TRER
x,

- ML A Y LT T10mg/keZ QAW TT
El. Z0O#12;:8MMMR (Q12W) TPD
RIFZFOMOPIEEEE(CZLT EHE
TRERE,

/IN— k2B :

AF[1500mg+ k L A 1) LT T300mg
#1[E. ZD%&AF|1500mg%E QIWT
PODXIEZ DDt HECFZLET
HFETRIEHT,

IN— 3

- KHF|1500mg+ L A Y LT T
75mg ZE QAW T4E., ZDH AHF|
1500mg % Q4W TPD X [ Z D fth D
WLEEICRET HFETRBFHRT,

- A %1500mg % Q4W TPDX [ F D
ot EEICELT L FE TRIER
x,
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BEMRS

AE4
RiEE
FERDH

TEAW

HEBTYA

HREH

R%-RE

s PLAY LT TI50mgEQAWTT
m., ZOH%HQI2ZWTPDRIEZF DD
b BEEECEUT S ETRIERE,
- AFN1500mg+ b LAY LT T
300mgZ 1. Z D% AFKI1500mg%
QAWTPDXIEZ DD iE E#(C
B4 HETREHE

IN— 4

A#|1120mg (15mg/kg) + R/ XX
J15mg/keg % 3EMEIEIRE (Q3W) TPD
RIFZDOMOPIEEEE(CZLT EHE
THRERE,

A -
EESE

D4880C00010
BAR

%14

Ttk

EQiE e
FER

A=A AEFIEE .
ETEREMESEE
815

N—IB A5 -
EITERERESEE
16451

N—FrC ETEEEAXNE
#:

VIR B R R (SRR E 4
RIEEERSE

4145

IN— A FS#iE

FLAY LT T3mg/kgRIE LAY
L7 T10me/kgZQIWTE[E], Z Dk
QI2WTPDX L Z Dfth D ik F#E(C
2LT HETREE

/A— B BIAKRSH .

aR— k1 : FL A1 LT T10mg/ke
FQ4WT6E., ZDHQ12WT3[E =55
xS AKE15me/kgZE QAW T 13
[ s iEEE,

aR— b2 KFI20mg/kg+ b LAY
L7 T1mg/kgZE QAW T4[E, ZDHE K
Fl10me/keZ 2 BRI (Q2W) T
R22[E HE R T

aOR—k3: bLAY LT TI5mg%E
Q4W T4, i 2 AH1500mg & Q4W
T13EAEFEE,

/S—C BMhEEEERE :

L A1 LT T10mg/kgZ QAW TE
[\, ZN#%QI2WTPDXIEZF D thd
b EECELT D ETRERE

SEEH
Ttk

D4190C00006
KEIFH B
HE

% 1 btH

Ttk

ERRHtE
FER

g
RARHEK

HEFTIE/NRRRTRE (NSCLC) &
REEHEE
10245

FRAEIEAHR -
355451

AEHE .

RERV FLAY LI TEIODESE
FHTPDRI(TZDMD P IEEEICEL
49 5 FTRERE,

AR AR -

AF 20mg/kg+ L AV LT T
1mg/kg Z QAW T4[E, T DEAFH
20mg/kg % QAW T 9[E] = &85 E
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CAEYIRT G EER)

HERA
BEREXS EiEE FEBH | HBRTYI1V SREH Rix-A=E
SHERDHE
STM& S - | DI33ZAC00001 | HZhE EREHR KABOUBRTEGBFETX | AK+SLVEIAEV/SRTSFY
A [TOPAZ-1] Re mIEBILL FEREBEATIEER |
e KEIFMEE —EE® (BTC) #& VRATSFURVTLUIEDE#H
17THE TS RxB 68561 (HAANISHIZET) FATAHEI1500megZ 3BRIRER (Q3W)
(BXRZED) THRA8E. TDHAH1500mg% 458
FifEfR (Q4w) THREH#EST (PD) X
SF 48 [ZZ DD PIEEEECELTHET

BT,

ISR+ FLVBEL/VRTS
FUR
VRATSFURVTLUIEDE#H
ATIS5tREQWTHRASHE., D
®BISERDOAEQUWTPDXRIEZ
DOhIEEAE(CZLTEETEHEE
2=
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(EfT - BROFEKE)

HER4
BERE D EHEE FEEN | RBTYI1Y HREE Ri%-HE
HERDAE

SE@EA . |D9311C00001 | HZhE EE#R LZ2FEBED RV EST - BRED | KF A S5/8) THEPEEE
A [DUO-E] ek EiEAL FERERSE LEBREGHRY  ALRTSFo+
Zefk K EIFEHEE —EER 718f5 (HAA88HIZET) /89 1) B2 %)% 3ER R (Q3W)
22hE TS ERRtER BETRR6UYA VLTS ELBIC,

(AXRZEED) AF1120mgZ QIWT HiEFR £,

HERUAE  EEET (PD)ARO S
ESIEE] N % E TAHEI1500me % 438 & & IR

(W) TRBEFHTT S L BITH
Z/%1) 7300mg (§25]) Z1H2E (bd)
&5,

AFH|+brgEE -

L2 EREGRY  ALRITSFo+
D) A X IIL2EQIWERE THRKS
YA UIITS EE BT KFI1120mg
%#Q3WT =T,

HEEREE  PDAROH LN EETK
FI1500mgZF QAW T R EFeET 5 &
ERIZASNRNY TOTS5 =R EGEH)
Zbdi 5,

LS ERE -

L2 EEGRY  ALRITSFo+
D) A X )IL2EQIWERE THRK6
YAONLITSLELIT. KBEDTS
+R%EQIWT A EEE T,

HEBEE  PDAROH LN EETK
FDTSEREQWTEFHET S
EEHITASRYTDTSEAR (G
#|) #bdikE,

AT IR OHEIEELE L TRERESFISRESNZIGESICE, RERERFIORERESENMNCBRETOH
A 12h AU LD EFELARRE SNT:

RALWKRTSFo+NI ) A XEESIZKDZBBERGCHER LEZGEEICE. OALRTSFORVQNI Y42
FELEFNFNOLRTSFUORVQNNI A FTEIL (FILTEVEEBE) RIFFEF2XEILKMIZEET S
CEDHBEL ST

) AFOEER (SR
OYIRRTREL BFTET O IE/NMEEINEIZ S 1+ 2R A PSR E R DML
OVIBRTREL ST - BROIE/NAMRE
O R EY /M Aa itz
ORBE/NARIHEIZH (T 2R ANIEERITHIRER LR OMITEE
OUIBRTBEL: FF ¥Rz
AR EE G REE
OET - BROFENRE
AFORERVAE
(NIRRT e B AT EIT D IE/MARITEIZ & 1T 2R AL 2 MEHRE AR DM FERE)
BE. KAICIET 207D EEFHEBRZ) & LT, 181500meg % 4BR MR TE0 ML LA 1T TRifEesEd
b, B5HREIX12hAMETET S, = L. HKEILL TOHEEDIAIR S E(X20meg/kg (AE) &5 5,
(VIR ABEZLEST - BRO I/
FLAYLRT (EEFHER) RUALZRRERESFIZETCHORBSESRIEOHAICE LT, BE. K
NZIFTF 2L v T GEEFHHEZ) & LT, 1E1500mgZ 3B REER T4E. 600 B EMN T TEEFRTT 5.
FD#H, TN T GEGFHEZ) & LT, 1[E1500mg % 4:EREBIR T0S ML LA T T AERET %, 1=
L. AEIkg L TDHZEDIEIR S E(F20mg/kg KE) &35,
CERE/MNARANRE)
BERMEMHESFIRUVUI FARY FEDOHFRIZEWVT, 88, BRAIZIET NIV T B FHlgz) & LT,
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1[81500mg Z 3B FER T4E. 0B LN T THFEET 5, TDH. TN YT EEFHEERZ) &L
T. 1[E1500mg = 43 fEfEfR TO0R LU E M F TREFRET 5. 272 LA E3kg A TDIZED 1 E R 5 E(X20mg/kg
(KE) L9 5,

(RBREU/NMARMEICH 1T HIREMILERGHRE AR OHFEE

BE. RAICIET 07T GEEFHEEREZ) & LT, 1E1500mgZF 4 BRRMRTE02 ML EM T T aEENET
%, BREHBIZ24H ABIETET S, =L, FEKLI TOHED1EZRSEIX20meg/kg (IFE) &T 5,
(UIBR A RE/L BT HARRE)

BE. RAICET 07T GEEFHEEREZ) & LT, 1E1500mgZF 4 BRRMRTE02 ML EA T T HAMEENET
%, =12 L. KE3kgUL TDBAEDIEIZREE(T20mg/kg (KE) T 5,

CREYIBRAT R EER)

LR ENEBIERUVIR TS FUOLEDHRAIZENT, BFE. RAIZIET2INILT T EBEFHEBZ) &L
T. JEMEMERT. 1[E1500mgZ 605 L LM T TRiFEEET 5, SERHERECTORYIRLESR, T/ T
GE=FHZ) & LT, 1E1500mg% 48R MR T0R ML EM T TRiEEREd 5, =2 L. AEeL TDIH
ED1E%E 5 E(F20mg/kg (AE) 935,

GETT - BROFERE)

ANWRTSFUORVUEAFXHORREMERIIEDOHFRIZELWT.EE. RAICIETNLY T ERFEERR)
& LT, 1E1120mgZ3ERERT. 602 EULEN T TEBEHIT 5. TOROMBEEICELNT, TaILALT
J GEfEFH#EZ) & LT, 1[E1500mgZ 4B R T L LA T THREEET 5, =1L, KE0UUTD
SE. HIFEEICBITSIEREEE. 20meg/ke KE) T35,
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(2) ERPREEAER
1) ER£R7 C7E 1 HH5RER (D4190C000025KEk. FEMEH)
BARANETEREEEZE2261IZEKAFN . 3. 10mg/keZ 2 BFERER (Q2W) . AF|15mg/kg % 3:E fEfHE
R (Q3W) | & L < [EAHF20me/keZ 4ERRHR (Q4W) TREEEY L& &, AEHIREN

(DLT) IE@EHHNT . KEIDFRKMEIZENE LA 57 (15mg/kg QAWIL6HI. TR LS ER
B4
AEERIT22051194] (86.4%) IZHIBL. Grade3LAEIF26 (9.1%) . BEICE--AESE
RIFFZBHLNGEI ST,

BRELORRBEBRIABECETLRVEETRRIFI66] (727%) IZHBE L. TOWRITImg/ ke
4fF|ch3f5] (75.0%) . 3mg/kgEf4f5ch3| (75.0%) . 10mg/kgE¥4f5Ith3fF (75.0%) . 15mg/kg
RE6f5| 515 (83.3%) . 20mg/kehF4fflh2{ (50.0%) TH 7=
FLEEER (U THRIEEI10%IER) (X, EfsHl (36.4%) . BD5H (227%) . BHEY
REEAB (182%) . ORNK, RWER, £ 5 FEE. BRABRRUFKEZIF (136%) TH-
. ARELOERBENBETCETHVELEEER (EARTHEEEI0%E) (X, FBS46l

(18.2%) . Z5HEE. B, BD. ORNRRUFEEREMG (13.6%) THo1.
BEERHEBRET22412/4 (9.1%) ITHRBE L. WITIhLABRELOREBRIIEESNEL -
f= (Bmg/keBF1BIICAMAR2E . 10me/keBE1BIICERE ) I— FFOZViED)
BRREORSPIICES-AEERE2261926] (9.1%) ITRBEL. WThIABRELORR
BRIEFBESINLGEM o1z (10me/keBE 15 (ZFHfE R . 20me/keBE1HIICKIZR)

) ARIOBEEX (TR
OYIRT A BATEIT O I/NARMEIZH (T 2R AL ZMSHRBEZ R OMITRE
OUIBRAFREL ST - BROIE/NERMHE
O#REE /AR fmE
ORBE/NMERFREICH (T IR AN EMIHR B R OMHIFEE
OYIRTRE% A MfaE
OBEUIBR T sE/L R E =
O#1T - BREDFERIE
AFORERVAZ
(VIR T gl BRTET O IE/MNERAIHRE 2 B 1T 2R A ML 2R SHEE R R O FEE)
BE. BAICET LY D EaFHfEz) & LT, 1[E1500mg % 4B R RERRE T605 L EA [+
TREHITT S, BEHBIL12hAMETET S5, L. AEULTOEEDIEERESEE
20mg/kg (KE) &9 5%,
(UIBRT BT - BROIE/DMEATRE)
FLAYLYT GEEFHEREZ) RUBERMELEERIZ2EOMOREBEEERAILOHAIZEL
T, BE. BAIZET 2N YT GEGFHERZ) & LT, 1E1500meg% 3:ERERT4E., 605
BILLEMNTCTEESTET 5, TDO%. TaNLY T GEGEFHEERZ) & LT, 1[E1500mg %458
IR T60 L LA T TRiBEEET 5, 122 L. (KE30kg L TDBED 1 EHR 5 E(X20mg/kg (IAE)
b
GEREVINMARE M)
AERMEUEEFIRVI FRY FEOHBIZENT, B8, BAIZET2IL/ULR T GElEFH
#az) & LT, 1E1500mg% 3:BMEIMHIRT4E. 600MLENTTREEHTT D, TDE. T/
LY T GEIEFHZ) & LT, 1[E1500mg % 4B BRI T0 LI EM I+ TEEEETT 5. 7L
REIkg L TDIZEDIEIR S5 E(F20mg/ke (KE) &F 5,
(RBEU/NMARMEICH 1T HIREMILERSHRE R R OMFEE)
BE. BAICET 0L T EEFHfz) & LT, 1E1500mg % 4B R T60 /M LL LA+
TRFENHITT S, B5HMIE24HAMETET D, L. KREUTDHEENIEHRSEE
20mg/kg (IKE) &9 5%,
(OB BE7T AT AR SR
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BE. BAICET LY D EEFHfEz) & LT, 1[E81500mg % 4B R T605 L LA [+
THBET S, =1°L. AEkeATOBAEDIEREE(IL20me/ke (AE) T 5,
CGREYIRRT R/ BERE)

FLALAEVERERVSRTISFUOLOHERBIZEVNT., BE. BRAIZIEFNILT T (BEF
#H®Z) & LT, ARMRT. 1E1500mgZ 607 ML LM T TR ET 5. SEARBRTORY
BLES®, Ta/0LY T GEEFHEEEZ) & LT, 1[E1500meg % 4B/ ME R T604 UL EAIFT
RiEEET B, =L, KREOK LU TDBEDIEIZSE(F20meg/kg KE) &TF 5,

GETT - BREOTFEKRE)

WWKRTSFUORUAX Y ORRERESRRIEDHRIZEVLT.EE. RAIZET LT T (&
EFH#RZ) LT, 1E1120mgZ3BARMMBR T, 602U ENTTHEFHET 5, TOROMEFRE
ERICBWT, Ta/LY D GBEFHEEER) & LT, 1[E1500meg % 4B R MR T604 B LA T T
BT T Do 22 L. KEkgATDIHE. HIFEEICHITH1EZREZEIL. 20mg/kg KE) &
ERE
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2) <BE>QTcRIRADSEY

HERMEMEZRRIZAVZILOA VULOIEREREFZETRE2L DA VDL HERICK
LREEEAT HRATETXITEBER/ Mgz (NSCLC) BE® xR & LI-ERER
F IHEEER (ATLANTICERER) DERBREFRAEK (EGFR) XIERMMEY v\EX+—+t
(ALK ) BERXIIFHADEZEIR— BT, KFl10meg/kg (BRI [Q2w] ) %4
B EBIRBEEN-BEICETAMBEF T AINILITRELQTCFOEILELDRAGRE
L= ETLABEBFICEVT, MBEFTIAINLITREIZHT 5 AQTcFOIEE (E-
0.00114ms - mL/ g (p=0.902) TH Y. tIHIL2.16msTdh o 1= (p=0.253, 90%{SFEXE [CI] :
-0.956~5.28ms) , Fiz. MEPEE-QTCFETIICL D RBEEIRTHAOMBFEST 1 /L/N
W TREICHEITSHAQTcFDFRIEIX1.93ms, M{A190%CILRIEZ2.03ms TH>Tzo SN ED
FRML . KFIFQTCHEMRICHN L TREBZRIFTHIRERBH ohEA, 1=,

) ARIOEEX (TR
OYIRRTREL BT ET O IE/MNEEEZ 8 1+ 2R A FMSHR R R R DO BERE
OYIGTREA ST - BR OB/ IHE
O# R E /AR fmE
ORBE/NMERFREICH (T IR AN EMIHR B Z R OMIFEE
OYIRTRE% A MfaE

B YRR RE /L AR E =

O#1T - BREDFERIE
AFORERVAE
(VIR T gl BRTET O IE/MNERAIHRE 2 B 1T 28 ML 2R SHEE R O FEE)
BE. BAICET LY D EEFHfEz) & LT, 1E1500mg % 4B R T605 L E A [+
TREHTT D, BEHBIE12hAMETET S, L. AEULTOEEDIEERESEE
20mg/kg (AE) &9 5%,
(UIRRT BT - BROIE/MEMATRE)
LAY LALYT GEEFHEREZ) RUBERMELEERIZ2EOCMORBEEERAI L OHRAIZEL
T. BE. BAIZET 2N YT GEGFHERZ) & LT, 1E1500meg % 3:BRERT4E., 605
BILLEMNTCTHEBESTET 5, TD%., TaNLY T GEGEFHEERZ) & LT, 1[E1500mg % 48R
IR T60 L LA T TRiBEEET 5, 122 L. (AE30kg L TDBZED 1 EHR 5 E(L20meg/kg (IAE)
i
GEREVINMARE )
AERNMEUHEBFIEUVUI RS FEDHRIZEWNT, BF. RAIZET2LNLY T GEBIEFHE
f1%) & LT, 1E1500mg% 3BREIREMR T4E., 600U ENTTHBEERET S, TDE. TN
IR T GEIEFHEZ) & LT, 1[E1500mg Z 4B REE T60 B L LM T T EFEEFTET 5. ==L,
REIkg L TDIZEDIEIER S5 E(F20mg/ke (KE) &T 5,
(RBEV/NMARMEICH 1T DR EMILERSHRE R R OMFEE)
BE. BAICET 0L T EEFHfEz) & LT, 1E1500meg % 4B R RERR T60 /M LL LA+
THRFENTT S, B5HMIE24DAMETET D, L. KREUTDHEENIEHRSEE
20mg/kg (IKE) &9 5%,
(OB BE7T FTAmA SR )
BE. BRAICIET 2L T BEFHEBRZ) & LT, 1[E1500mg %438 R R T605 B L LA+
TREFHTET D, I1ZL. AEeLATDHZEDIEHREEIL20me/kg (KE) &F 5,
CREYIRTRELBRERE)
FLURENEBERUV IR TSFULOHAIZENT, BE. RAIZETaI LT T GEEF
M=) & LT, ERMERT. 1E1500mgZF 607 L LA+ TRiEFRET 5. SEARBERTORY
BLES®, Ta/0LY D GEBIEFHEEER) & LT, 1[E1500mg % 4B /MR T604 B EA T T
RiEEET B, =L, KEOKLUTOBENIEIZSE(F20meg/kg KE) £F 5,
GETT - BREOFERE)
WWKRTSFUORULAIHORRENRESRIEDHRIZCEVLT.EE. RAICET 2L T T (&
EFHEHRZ) &£ LT, 1E1120mgZ3BRBMR T, 602U EN T THREHET 5, TDOROMIFRE
EBICBWT, Ta/LY D GBEFHER) & LT, 1[E1500meg % 4B R /E R T604 B LA T T
REEET D, 2120, AEIgATDIES. #HIFREICHITHIEREZEE, 20meg/kg (AE) &
ERAE
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3) <BE>QTcHR~DHEE (KFE LAY LT TEHALEEGE) @

ETIE/NERAE (NSCLC) BEZEXRE LI-EFH£ES [ bEER (D4190C000065K5%) 1
BT, KH (3. 10, 15X [F20mg/kg) (4BERR [Q4W] ) RIZAHF (10mg/ke) (2:BFEHMR
[Q2W] ) & R LAY LT T (1, 3X[&10meg/kg) (Q4W) EHAY LTI EEE SN 12379
BIOBEDT—2ZRANT, QTcFRUQTBEELILER/NT A —R [CDOVWTLEROREFRED
FIHERUSHINEDDEREHFZITL., SSIZQTCFOTILBIZRIFTEAFIRT LAY LT
TOREDEZELTM L. ETIBAOBR. T2/ IIRIE LAY LI TOMFS
REEAQTCFEDMICIEBELGREBRIEEO oNGEA 5T, AQTCFIZHT HMERT 1)L
NIV TREDFREF0.0048ms - mL/ g (p=0.112) . FIF1X0.082ms (p=0.950, 90%IEFEX
i [Cl] :-2.24~2.24) TH>1=o AQTcFITX T HMFF b L A LT TEEDHZRIE-0012ms-
mL/ g (p=0531) . Y1H(F0.581ms (p=0.629, 90%CI : -1.41~257) TH>1=o TIL/NIL
RIRVELAYLITOVTNIZONTEH, RAOKEMEBEFEE (Cr) I2HITEFE
AQTcFDFEHEIF5msKiF. 90%CID LR IZ10msKFETH o=, BEEEHRETILEAL
FRE-QTcEITICE T, TaNLTITIRIE LAY LT TOMmMEFEE & AQTCFIZIEHf
HWICAEBRBERIERENENA Tz FaANLITRIE LAY LI TOEBDCIZH T
5F R AQTcFDFHBER U90%CIN ERIFEERM LG BEEZE L SBEZTE > TLV=,

) ARIOFEEX (TR
OYIRRTREL BT ET O IE/MNEEE 28 (1 2R A ML FSHR R R R DO BERE
OYIGTREAZ ST - BR OB/ IHE
O#REE /AR fmE
ORBE/NERFREICH (T IR AN EMIHRBZ R OMHIFEE
OYIRTRE% A MfaE
OREYIRTREA B EE
O#1T - BREDFERIE
AFORERVAE
(VIR T g BRTET O IE/MNERAIHRE 2 B (T IR A ML 2R aHEE R R O FEE)
BE. BAICET LY D EEFHfEz) & LT, 1[E81500meg % 4B R RERRE T605 L E A [+
TREHTT S, BEHBIL12hAMETET S, L. AEULTOEEDIEERESEE
20mg/kg (AE) &9 5%,
(UIRRTBEA T - BROIE/MEATRE)
LAY LALYT GEEFHEREZ) RUBERMEREERIZ2E0MORBEEERAILEOHRAIZEL
T. BE. BAIZET 2N YT GEGFHERZ) & LT, 1E1500meg % 3:ERERT4E., 605
BLLEMNTCTEESTT 5, TDO%., TaNLY T GEGEFHEERZ) & LT, 1[E1500mg % 48R
IR T60 L LA T T RiBEEEET 5, 122 L. (AE30kg L TDBZED 1 EHR 5 E(L20mg/kg ((AE)
i
GEREVNMARE M)
BAERNMEUHEBFIEUVUI RS FEDHRIZEWNT, BF. RAIZET 2L T GBIETE
f1%) & LT, 1E1500mg% 3BREIREMR T4E., 600U ENTTHBEERET S, TDE. TN
IR T GEIEFHEZ) & LT, 1[E1500mgZ 4B R T60 B LM T T EFEEHTT 5. =1L,
REIkg L TDIZEDIEIR 5 E(F20mg/ke (KE) &F 5,
(RBEU/NMARMEICH 1T HIREMILERSHRE R R OMFEE)
BE. BAICET L0 T EEFHfEz) & LT, 1E1500mg % 4B R T607 /L LA+
THRFENITT 5, B5HMIE24HAMETET S, L. KREUTDHEENIEHRSEX
20mg/kg (IAE) &9 5%,
(UIBR T BE7T AT AR SR )
BE. BRAICIET 2L T BEFHEBRZ) & LT, 1[E1500mgZ 438 R R T605 [ L LA+
TREFHTET D, 1ZL. AEeLATDHZEDIEHREEIL20me/kg (KE) LT 5,
CREYIRTRELBERE)
FLUREMEBERUV IR TSFULOHAIZENT, BE. RAIZETaIL/ LT T EEF
fHMz) & LT, ERMERT. 1E1500mgZ 607 L LA+ TRiEFRET 5. SEARBERTORY
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RLES®, Ta/0LY T GEBIEFHEEEZ) & LT, 1[E1500mg % 4B /MR T604 B LA T T
miMEEET B, =L, KEOKUTDBENIEIZSE(F20meg/kg KE) £F 5,

GETT - BREOFERE)
WWKRTSFUORUEAIHORRENESRRIEDHRIZCEVLT.EE. RAIZET 2007 T (&
EFHHRZ) LT, 1E1120mgZ3BARMMBR T, 602U ENTTHREFHET 5, TOROMERE
ERICBWT, Ta/LY D GBEFHEBER) & LT, 1[E1500mg % 4B R MR R T604 B LA T T
RiEEET D, 12120, AEIKgATDIES. #HIFREICHITHIEREEE, 20meg/kg (AE) &
T35,

(3) RERNERFER
Fvs (2) EREREREHRER 23RI DL,
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(4) 1REERIEAER
1) AREREEEAER

(UIRRT BE73 B AT HEAT D FE/MARBAHE 12 5 11 2 AR AL P ISHR AR A R D FHRE)
EEHFRIFEMARHER (PACIFICEHER) 7

i=3
)
i

] B | CIRRTEEZR BFTEST (M) DIE/NERERHEE (NSCLC) TR:AMIEREFE
EHREERICKEBEESIT (PD) NBOLNWEN-EBEICEITE12 740
T (KED) OEDHERVREEERTT S,

HEBETY A4 | EEERSENE 8BEAL ZE5KR T RABHE

xt R (204 LU LOBERNEBEHRESS (UT. B€F) AV RAME

LR GHREERICPDAESH DN h - =Y REL BT EIT (IMH)
NSCLCEE 713 (AFIFE47645,. 75 wAREE23741) (BARAN1124] [KH
720, TS5 tREE40BI] EED)

FoEHEE

YRR B BT ETIIEAFRZE (JASLC Staging Manual in Thoracic Oncology

FIRICER) #FHTHI8RULDESE

- BEHAZAVIRAMRFHME 2R REE (BRHIRES4~66Gy R UV2

A2 LLULEOBLEFERWLREE) BTRICETARDLNAL
WEHE

s EAEABT TR ~42B LRI SHEEZORRBHEEE T LTS EE
* Performance Status (WHO) AOXIF1THDEE (EEAEEFTITH)

FLBRMNEE

- BEICAISADIRT AT S LMEE-1 (PD-1) AR TOT S L

@3- A K1 (PD-L1) ilk~DBEEEXET HEE

- $HiE2 T/VMERRfE ENSCLCOR S EIME TH L EE

- BRIEFRFABRBEEZRTTVDESE

- BEXGER2FHICECRERENERSN-ESE

- ETDIEE RS IREE TGrade2 L EDIFEX N RO 5N TS EE

P
54

[
®
&
&
15
th

F10mg/ke 2:BRIEMRIR S (Q2W) *BEX I TS EREOLTIANIZ2 . 1D
TRANEEAZF T L (BIEF : £ [65mKiE. 6omilE] . 43
B, =] | BER [EEE. ERER] )

S58MIZRER12D M. =L, PDAEELEES (BHEICEESH#HEIC
BREIT 4y bHH 5 EARIELUEEAHIE LGS EKRL) . KEEA
#FRRT HBAE. AR TELRVEUELARO ONEBE. AENM R S -
AXRIIZTOMDERICIYEREZHIETHIEEE. 12hARETEEE
WLz, BE. PDIXFERINADEBENRHED-ODFH LA K54 VE

1.1R (RECIST v1.1) OFE&HE LT=,

ARRICETSXFORAERVAER. REXRZD SN TOLIRERVAREZRLT S, 20235

11
ES

BIZ. AFEREHFORZRVAZFAEHRERE (10mg/ke) NOEERAE (1500mg) 12,
=13 SRR (L2 BRI, S4BMERICERE A TNVA,

FEFMEE

£ FHME (0S)

- BIREAGFHRE (PFS, BERT TOMIPRYE [BICR] )

Bl R Tl E B

24N ABETOEEREE (0S24)
- 12hARVISH AR EATHEBELTFER (APF12, APF18)

- BEIMNEDE (ORR)

- EHAME (DoR)

- BT XRIL=RRERBFHIE COERM (TTDM)

- EAEAD T ITHR2E B OPDE TOHIM (PFS2)
- BE®RETY AL (PRO)

- REMRUVEEM

- EYEIRE

- RERM
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F—A2 Ay 472017828138 (DCO1) S XI(%201843H22H (DCO2)
BROERETRT,

(BatE] GHEXR : BEAIMT T LE-2B8E  SXBITARER)

<FEFMEEEB >

- 24 7FHIR8 (0S) (DCO2BEH)

2FRER 205D A R R) ITEWTAEFIERIEI TS EREICLERTOSEE
BICERL. BEESRII ST U\ —FE [HR] : 068 [95%{5%EX[HE
(C) :053~0.87] ¥, p=0.00251*%? [[EBRllog-rankt&5E (@) 1) . OS
RR{E [95%CI] (XARFIFENE® [34.7~NE] . 7S5 tRE28.7 [22.9~NE]

yJ| FQ'TF 36 2 ftta

IpBERHFH
o
&

— FAR

OSH#{E[95% ClI]
NE [34.7~NE]

— JoUAE 28.7 [22.9~NE]
/NH—KLE(95% Cl)  0.68 [0.53~0.87]

at risk#

T T
12 15 18 21 24 27 30 33

HEAEREIPOORME (R)

FHIRE 476 464 431 415 385 364 343 319 274 210 115 57
FotREE 237 220 198 178 170 155 141 130 117 78 42 21

OSMKaplan-Meierdhif (£{&£M)

OSOfEMTHER (£IKER)

AFIE TS5 RE
(n=476) (n=237)
HR [95%CI] *! 0.68 [0.53~0.87]
pflE*? p=0.00251
oSt #{E [95%CI] . A NE*? [34.7~NE] 28.7 [22.9~NE]
20N AR A D EEFRM 66.3%5 55.6
[95%CI] . % [61.7~70.4] [48.9~61.8]

Kaplan-Meier;&I1Z&3 <,

X1 EEABIITREDERS (65MmRME6omMULLE) | MRl (BEL &) RUBRER (BEH
L IEBRESE) THRELIEHRIHR

%2 LERERTHELZEdllogrankiRE (MR . BEICIEEBIFEEKLE0274% Z AL -

%3 : NE (Not estimated) : HETEAEE

X4 BIREHEEE

¥5: p=0.005 (Z&E [M] ) vs. 75 RE

(20183228 T—4 A v A 7. OSEBEEAR P RIE25.20 BB [#EF : 0.2~4317 A1 )

- EIEE AR (PFS) (DCO1RF M)

2HER GNMEDARUR) ITBWTARFIEIXI TS EREICLERTPFSE
BEIZEEL. BHMENBIEENT- (HR: 052 [95%CI : 0.42~0.65] *', p
<0.0001%*2 [BRlllog-ranki&E] ) . PFSHRE [95%CI] [FAHKIEE16.8 [13.0
~181] B A. 75 tKRE56 [46~78] hBTH-1=.
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PFS RfE [95% CI]

o — AEIE 168 718 [130~ 181]
10 -
— TSRE 56 1A [46~ 78]
097 ANY—KE (95% C) 052 [042 ~ 065]
084
0.7 4
i
061
=
& 051
b3
£l 041
a
03
0.2 4
0.14
00 T T T T 1 T T 1 1
0 3 6 9 12 15 18 21 24 27
at risk 2 BERESHOOE (B)
AHIBE 476 377 301 264 159 86 44 21 4 1
TowRE 237 163 106 87 52 28 15 4 3 0

PFS®MKaplan-Meiergh#f (£{A%£MH)

PFSOEMER (£4KH)

AFIE TS RE
(n=476) (n=237)
HR [95%CI] *! 0.52 [0.42~0.65]
pfE** p<0.0001
PFSHQ{E [95%CI] . A 16.8 [13.0~18.1] 56 [4.6~78]
MIBEATE [95%CI] . %
12h AEEA 55.9 [51.0~60.4] 35.3[29.0~41.7]
187 ABE M 442 [37.7~505] 27.0[19.9~34.5]

Kaplan—Meier;%IZ# D < , RECIST v1.1/Z% D < BICREHE
X1 EEABIMITROER (65@RME6oMUL) | Al (B ) RUENER (BEH
L IERRIER) THRELLERIHR
%2 LEEERTHEEL =EBAllogrankiRE (MH) . REICIEHAIEEKE1.104% E AL
%3 : BIREHEIEE
(20175F2R13BT—42 h v b4 D, PFSEBEAR T RIE145H0 ArF [&E : 02~29.940 81 )

PFSOEMTFER (HAALH : 47t v MME)

AFIE TS5 RE
(n=72) (n=40)
HR [95%CI] *! 0.49 [0.26~0.89]
pfE*? p=0.020
PFSthRfE [95%CI] . A NE*? [10.9~NE] 7.2 [20~18.6]
IR AR [95%CI] . %
12h AR 60.0 [47.5~70.4] 42.4 [27.0~56.9]
187 AR 52.4 [38.8~64.3] 376 [21.9~53.3]

Kaplan-Meier;&IZ#3 < , RECIST v1.112# D < BICREF &
X1 EEABIMITROER (65mRME6SMULLE) | Al (BrEL ) RUENER (BEH
L IERRESE) THELIEHRIHR
%2 : FERERTHARL-BEAllog-rankiRE (WA
%3 : NE (Not estimated) : HETEAEE
(2017F2R13BT—42 Ay b4 7. £REFDOPFSEHAR P RE14.55 A [#E6 :02~29.9
#AR1)

<BIREFM@IER >

- BEINEE (ORR) X (£K&EMH : DCO2BE A, BAAEM : DCO1EESR)
HEFAICBVVTA—X 54 VBIZBICRIZK A AIEABEARENRDO N
-BEZE (T HORRIIAFIF300%., TS5 RE178%THY . KF|FET
EM-of= (p<0.001 [FisherDEHERTE] ) .
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ORRDAEIER (R—RXS A VEHIZHAIERREFEZH T 5 EE TOFE)

£AEM BAANER ( Ty MEH)
ANFIEE TS5 tvRE Vil TS5t RE
(n=443) (n=213) (n=66) (n=35)
ESULTE 133 38 21 8
ORR 30.0 17.8 31.8 22.9
[95%CI] . % [25.79~3453] | [12.95~23.65] | [20.89~44.44] | [10.42~40.14]
pfE*S p<0.001

RECIST v1.1(2# 3 < BICREEH
¥1:O0RR: 1EILEDXREDERTFETTELES (CR) XIFEHHEX (PR) HRBDONEE
# (%) EE&HLI
X2 2 NDWIPRFFFEDO VDT NUADREIC & Y RERBIIAE B EREeRE 2 H T 28ED
F—RERAWVTEFLE
%3 : FisherDIEFERTE (vs. 75 REE)
(&REH : 2018F3A22BT—4 A v b4 7. OSIEBIHARI hR{E25.20 Al [EF : 0.2~43.1
H A1)
(BARAANERH:2017F2B13BT—42 Ay b+ 7. 2AKREEOPFSBE AR P REFF14550 B [5
B :02~29947 A1)

- ZMHIR (DoR) *' (DCO1BEFAA)
2HREFICE VNV TEBHNEDLN RO on=-BE(ZH T HDoRPRE LA
BNEX?, JS5t/RE138HHATH-1= (HR:043) ,

DoRDEMTHER (ZMA D b 1= BE T D)

2AREH BAANER (HT+v MEH)
¥ TS5t RE V. :ilf e TS5 tvRE
(n=126) (n=34) (n=21) (n=8)
HR 0.43 -
DoRe S {E NE*2 13.8 NE NE
[95%CI] . A [6.0~NE]

Kaplan-Meier;&IZ#3 < , RECIST v1.11Z# D < BICREH &
¥1:DoR: MIOTEMETFEIN-AMNSPDERFEEINI-EXITFET (PDICZ &L BFETLIY)
HOWIFThABWBEETOHMEERL
2 : NE (Not estimated) : HEAHEE
(201752R13BT—42 Ay b4 7., &AREROPFSIEIEAR R {E14.550 A B (855 : 0.2~29.9
HA1)

- REXILEREGHRFIBE TCOLHM (TTDM) * (£4A%EH : DCO2M =, H
AANEH : DCOTEER)

2HREHAICENVTTTIDMIEARF|BF TER Lz (HR: 053) , TTDMAR{E(EAK
FlIE$283h A, TS wAREI62hATH- 1=,

TTIDMD fEHTHER
SREM BANER (4Tt v MR
AFIE TS5t R AHIE TS5t ReE
(n=476) (n=237) (n=72) (n=40)
HR*2 0.53 0.58
TTDMeh R fiE 28.3 16.2 NE*3 NE
[95%cCI] . H [240~349] | [125~21.1] [NE~NE] [10.1~NE]

Kaplan-Meier;%IZ# D < , RECIST v1.1/Z% D < BICREHE
¥1 : TTDM (time to death or distant metastasis) : E/EAZI{TIT B O BIRERNRY) ZFER
Shf-A. RFEREGEBITVEFRCL-AETCOHMEERELE
X2 |BEABTITROEE (5mKRime6smIUL) | MR (BEEXH) RUBER (BRIES
L IERRESE) THRELEEBAIHR
M3 : NE (Not estimated) : HETEAHE
(&AEM : 20185F3822BT—42 h v k4D, OSEHREART o {E25.20 B [#5E : 0.2~43.1
HAH])
(AARANER:2017F2813BT—42 Ay b4 7. 2AKREFOPFSIEBEF AR R{E14.55 A B (58
B :02~29947 A1)

- 2E B OPDE TOHIM (PFS2) *' (DCO2BF )
2AREFICHVTPFS2IERFIFETIER L= (HR: 058) , PFS2(h R{EIT K
Klgt283HhA. TS5 EARFI7T1HARATH-T=,
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PFS2MDfEMTFER (£A%EH)

ANFIEE TS RE
(n=72) (n=40)
HR*? 0.58
PFS2h RfE [95%Cl] . A 28.3 [25.1~34.7] | 171 [145~207]

Kaplan-Meier;& 22D <, JABRIE L [EARR(C & 55T
1 : PFS2 (time to second progression or death) : FE{EAZI{fTITHA 52[E B OPDFE TDHARM
EEELE:
X2 BB ITEEDER (65mRME6omMULE) | MRl (BEL &) RUBRER (BEH
L IERREE) THRELIEHRIHR
(2018F3A22AT—4 Ay b4 7., OSEMHAM P RIE2520 A [#E : 02~43148A1 )

[Z£H] GHENZR  AREZIRLUELERS L2858 R2UETTE
&£H) (DCOIEFR)

2HRERIZB VN THEERIIARFIFE460/47501 (96.8%) . 75t EE222/234
5l (94.9%) [CHEHBE LTz, ZDS>BAFKIE3220] (67.8%) . TS5 RE125
5] (53.4%) (FABRBRELORRBEBRNEETEHL 21z, REIFETHONTZ
FHEEERIE. ZE16845] (354%) . JEF 113/ (23.8%) . FEREEE106
5l (22.3%) RUMRGHRIEMEE X965 (20.2%) THo1=, BBRFELOAR
BERAETE T E A Grade3 X F4DFEBRILAHFIEE57/4756] (12.0%) . 7
S REE11/23445 (4.7%) IZHIR LTI, £1-. FliER/ m 8T i (A F|
B£161/4756 (33.9%) . 7S tREE58/23445 (24.8%) ZHBEL 1=,
REICES>-HESERITAFIEE21/47506] (44%) . TS5 EREE14/234450
(6.0%) IZTHI|L. CDSBAXRAFEFHTH (1.5% ; fmlEx4pl. DEHE. FFR
8. MFRAL., MEEMELE 1A . TS5 ARE3B (1.3% ; fhlEx2Hl.
1) (XARBRELORREAGRNEECEHEN DTz,
EELNEEERIIAFIF136/47501 (28.6%) . 75t REE53/23445 (22.6%)
IZEIBL. DS HLARFIEEA0F] (8.4% ; Fiilig 216651, matERAmiES 45, ff
230, B2, BRAB2BI4E) . TS EREH (3.4% ; fififig 25441
BE) IFARFELORRBEGRMEETETEM o1,
BREDORERIICE > -AEERIIEAKFIEET3/4756] (154%) . TS5ER
B$23/23445] (9.8%) IZHEIWL. Z D5 bAFIEA7H] (9.9% ; flifiE 2204,
TS AR AR 23451, B3, MERER 2574 E) . TS5 AREESHI (3.4% ; fit
fEX3BI7EE) (XABELOREBEENEETELEI 21,

BARAERAICEWTIE. BEEBRIIAHFIFET1/726] (986%) . TS5 RE
38/40%5] (95.0%) [CHEB LT, 2D S5 EARFE44H (61.1%) . TS5 RE
2565 (62.5%) ISABRELDRREFRENEETETHMN 1=, BBRELODRR
BRAETE TEH L Grade3 X (FADEHEBRIIAFIE6/7265] (83%) . T3
T ARE4/4065] (10.0%) ITHIB LTz, Fiz. MR/ BT R 2 (XA KB
53/7245] (73.6%) . 7S tzRE24/400] (60.0%) IZHKIE LT,
REICE>-BEBRITAFIE1/726 (1.4%) . TS5 RE1/406] (2.5%)
[CHRBEL. ZOSEARFIEIG (1.4% ; MEHRIMER) ABRELDEERS
BERBETEHMN-T=,

BELAEERIIAFIFE18/726] (25.0%) . TS5 tHREE4/40f5 (10.0%) (=
FHIEL. 205 BAREIFSH (11.1% ; REHRIGE X361, FIRAS. Mk,
TAa—FLVRAFR A OARNFAfhizg, Mk, SKBE., DHREET—H—LF
1) . TS uRE2H (5.0% ; kL. MBEHEMERES 6] (XAREREL
DERBEBENEETELEI, o 1=,
BREORERIICE-AEERIIEAFEI/ 26| (125%) . TS5 ARE#
4740151 (100%) IZHBEL. D5 BERENETH (9.7% ; HRaHHEimbi 22451,
Ta—FEVRAFR A ORFAfhisk, Bk, gk, 5. BEEBEE D |
TS5 REEMB (7.5% ; kL. MBEMEMEER. THZIH) TARELEORA
REBNEETELEL o1,
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FEZROEBERR

Ex- 5] BAANER ( Ty MEH)

KB TS5 tvRE ANFIEE TS5 teRE
(n=475*2) (n=234%2) (n=72) (n=40)

2TODHEER 460 (96.8) 222 (94.9) 71 (98.6) 38 (95.0)
Grade3/ANHEER 152 (32.0) 65 (27.8) 17 (23.6) 5 (12.5)

BARELORRERILEE

CEnLEEER 322 (67.8) 125 (53.4) 44 (61.1) 25 (62.5)
EELEEER 136 (28.6) 53 (22.6) 18 (25.0) 4 (10.0)
fIEICE->-BEER 73 (15.4) 23 (9.8) 9 (12.5) 4 (10.0)
REICES>-HEER 21 (4.4) 14 (6.0) 1 (14) 1 (25)
;Sﬁﬂfgﬁﬁ@ﬁ%g 115 (242) | 19 81) | 18 2500 | 4 (100)
Grade3/4MimAE 16 (3.4) 6 (2.6) 1 (1.4) 1 (25)

% (%)

BREAOBREHMPRIE
[£AER] AFIF44.0ER (EF . 1~5580) . 75 ERE.7ER (& : 1~54E/0)
[BARANER] AFIE47.7:80 (55H : 2~528/0) . 75 twRE35.2:8/ (5E5H : 4~52;8R/0)

AEEZONENR  AEREBERL SAREORKIREOARETOHM

X1 REFREOEAMFELABRL TR YICHESRENZEOONT . £2BEATRA KX
[ZthDEEMFIZE., RUO/XE GEFEORSBETERICHLT) ASBEEEET S
RLGEEEEDE, =L, MBRIZTOVTIHLEMRTO4 FXI(Titho GEing =
DEADHE IO LTLEEREME LETEET o1z,

X2 REMMITNRERIL. BEALRICAFRETSREIBLULRS LI-EE (KFIE
4736, FS5tRE2366H]) 2L TEL, = L. TS5 RBED26[EHR58ER V%5288
[CARFIZHRAZRE SN2, AFBHOREEBTNEERIZED=.

(2017828138 T—42 h vy b4 7. £HREADOPFSEIEIR P RE14.55 B8 [#E : 0.2~29.9

#AB1)

#) FFORAERVAE
(UIBRT B BT EITO IE/NARREZ & 1T 2R A ML 2R STHEE R R OHEFEE)
BE. BRAICET2NLY T GEEFHERZ) & LT, 1[E1500mg % 48R R T60 L LA T T
REEET 5, BEYBIXI2hABETET S, =12 L. KE30keL TDBED1EIZEE(F20me/keg
(KE) £9 5,
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(YUIBRABEAEAT - BROIE/NNHRERHE)
EEtFEIFE M4HRER (POSEIDONEKER) -39

B

i}

RS IE/ VIR RTSE (NSCLC) IS T 5 —RBRICEVWTAI T4 0D (K
) BRIXEARF+ FLAY LT TICEERNEBRESR (LT, B£EHA)
ZEUCEPREZHALLGEEOAMMRUREMZRET 5,

HEBRTHA

EFrARSELIME REALE FER HEGER

%t

ES

BT ENSCLCIZ T 22 B EEDBREN LG LEBRREFZER (EGFR)
BEFEEREERVURME) DNEXFF—+F (ALK ) BEEEFIEEDER
FBIENSCLCEE 11,0134

(RE|+ LAY LT T+ESHFIGAILEEEEIHF. AF+AERHF
HtREF R ARE3386]. B EA| Gt R 2 A EBEIMEE3376H]) (BARANTOH [Z
nzhn214l, 2145, 28611 &)

FoEHEE

- RIS RIS MR R IZIVER (JASLC Staging Manual in Thoracic Oncology
FEOIRIZHERL) DNSCLCTHD LI, BBMHEERRBRICRN L T2ELE
FEDBRENGEL, RV Y—ZVTBHICISRULDOEE (HRIZEWLT
F. 20FLLETHDH L)

- EGFR Bz FEER VALK BEEGEFOVWTIELROLVEEEZET D
BE, HEFMICEELEEDES XILKirsten rat sarcoma (KRAS ) &
EFEEOHDIEBEZETHELNBRMDEZEDIGA X, EGFR EIEFE
ERUVALK G ECFEERODREIFEL LT,

« Performance Status (WHO/ECOG) MOXIZ1THZEE FHANERUE
BB 1T 8F)

- EAEAZ T ITRIIC. VENTANA PD-L1 (SP263) REfiigbFEExZ AL
TEZET0Y S LMEE-) A2 K1 (PD-L1) RIFRELAEZRIA TS
B2

R—ZXFAVIZTEVWTBARIPADBEDIRHIED-ODEHTA K4 >
1.1k (RECISTv1.1) ICHI > - EHELAREREIZEL TH Y. CTXIEIMRI
ICKYIEHICBERETHY . REImmUE (U UNEDBEFER
15mmEl L) OMSHEBRHEDLZIVEEM DOULH D EE

- (KEN30kgBD EBHE

FHBRNEE

- WEXGBEIZ, BECRERBEXR IIRESRKENERIN-EE
-MEEREET HERE, UTICRETH560H#. BEAICEIYFITEI L
NRTEbEELT,
-ABRZGAMOBEATRENREL TWSA I L XEBRETHESR
- HRBREHIR—RTM4 UETHE
- EEABTITOSELULRIICEET 2R TAA REENET
- EBHEORREERESSEOREAHSLESE
- fE%. BEIBFF R, CEFFX. XIFE FRERELEVAILR (HV) BEZEDE
BRI DD EE
SIRTE. HAWIAFIRIE LAY LT TOHERSAET148 LIRS0
HiE522+-8%&

&

AKE+ FL AL T+EEEFGFAIEEERER. AF+-a2AF 68
PREHE. OSHFGALEERZEBRBEOVNTANIC 1 1QOLLTERIE
EABBIF T L= (BRIEF : PD-L1FIRIKEE [PD-L1 fEHEHMAE (TC) =50%.
PD-L1 TC<50%] . f&H#i [IVA#. IVBH#i] . #A#ZE ERFLE. RTL
B1) o

AF+ bLAY LR T+EASEFIGRILFRER -

AFI1500mg+ kL A1) LT TT5megZ mieHEIC & Y B RFIGRILEEE

(AL WA AR EBEMESR) LA TRE0E D S 3B R R (Q3W)
TAHA LS L. BEHEFIGREEEEZE TR (Week 12) 3 KH([1500mg
#4BMEERR (Q4W) TEREETT (PD) XIEZZDMOFPIEREE(CEYT EFE
THE LTz, BEEAGFRIEZEERTZDWeek 16/ZIEAHFI1500mg+ + L
A LT T5mgDHABREE1H A Y ILEML 1=,
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AF+BEREGFRICEEER -

AE[1500megZ mUiEFHEIC K U B HAGRALEERE (BERFIGFRAILERE
EHEMBESE) LHATIREGEN SQIWTAY A 7 L5 L. A2 FIGA
bR R T E (Week 12) 3 A H|1500mgE QAW TPD X [ F Do) 1E E e
ICBYTHETHREL-.

B RE| AL EEEEME

SERZIYAIILELT, Do) E2EXE )L (FILTIURBEHE) (YA
L1, 8, 15HBIZ100mg/m* %% 5) +hILKRTISF2 [&EHY (4 VI1EE
[CMmERE —BReh#R TEH (AUC) 5XF6%2BE] . Q5 LR EY (&
Y4 49)L1, 8HBIZ1000mg/m?XI%1250mg/m? &% 5) + A TS5FY (%
YA I1BBIZTmg/m?ERE) RITAIWKRTSFo (FH4A42IILIEBIC
AUC5XII6%F1RE) (RTELEEDH) . QRAPLFEE (BHYAUIL1
B HIZ500mg/m?%Z#&5) +AILKRTSF> (£HY4 2 I)L1BBIZAUC 5XIE
6%RE) XIFVRTSFY (B4 I1BEIZTSmg/m?ERE) GERE
LEEOH) OWThhEIVAIIILIERE L, BEEEGRCREEEM
BTIIRELHMEINEIEEISIZ2Y A Y ILFETEMA & LT,
QORAPLFERF+ALRTSFUORIIVRTISFUOBRERITKRENELT
LTUWEWEEE, RAFMLXEF (500mg/m?) #EEE (KFI+ LAY
LR T7+A£HFHREFEEHRUVAF+ASHEFRIEFEEHTIE
QAWIRE . B £ 8F| Gt Bt P EEE M TIXQIWR [XQaWIRE) (2F1T L 1=,

) GHRCRZEEFIORZBRERUVEAE (20255388 R)

)AL (TILT 2 UBER) OB T 2RBAERVAE
BE. BAICIEZR2 )2 F€)LE LT, 1B1E100mg/m? ((RRERE) 23000 1T THEBEEFHEL.
P EL6AMKRET S, BIERS #EMERL. ChE10—RELT, BE5EZRYRT,
LH. BEOREIZLYEERET 5,

AR TSFUoOENMNABEMEICHT 2REAERVAE -
BE. BAIZEANLRTSFoELT, 1B1EB00~400mg/m? (AKREFE) ZHRE5L. PiEL<
ELGEBRET S, ChE1y—ILEL, BEERVERT, GH. BEZIE. FH. TR, E
Rk Y BEEERT 5,

’TA/9 E o IE/MaRalmEIcx T 2 RRRERVAE -

BRAICIFEST LA E D ELTIEII000mg/m* 300 T T aiEisE L. B1EES £35EE&E
ﬁlﬂ GABIXKRET S, ChEIO—RELTEREZRYERT, PRTISFULEHATSHE
[Z. LR E2ELTIEI1250mg/m*Z&300 M T T aEEHTEL. B1RES%E28:EHK L. 38
BIIAEZF1D—REFTBHILLTED, 4B, BEEOREICKVERERET 5.
CVRTSFUOOEMIBMEICNT 2ERERERVAE
VRTSFUELTIO~0mg/m? ((AREHE) Z1BIERS L. i< & 435BMAET S,
hE1V—LEL, BEERYRT, BH. BEOREIZKYSRTISF L LT20mg/m? (K
k@) #1810, SEREGRRE L. P EH28MARET D, ChE1v—ILe L., 5%
BYUERY,

* RA R LAt FOUIBRTEEAETT - BROIEMIRBEMEICXT 2 RKBAERVAR

BE, BRAIZIERA FLEFE FELT, 1B1E500mg/m? (IAREFE) 109 T THERT
L. DH<CEL220BRN®RET S, Chix1a—XEL, BEEBRYERET, 4H. BEOKEIZK
YEERET 5.

FEFMEE

- A FHRE (0SS AFI+BERHFFRCEREZFvs BEHAIGALZE
REMEE)
EIME A FHIR (PFS, RECIST VIIIZE DK ER T TOMIIFRHE
[BICR] ; AEl+BEWFGREFEEFvs B RHFIGRIEFRER
)

Bl & 5T i 15 B

- 4 FHR (0SS AFI+ LAY LT T+ASHFIGAICEEER.B
SHFN GRS EEE ) *

- i A 7R HARY (PFS. RECIST vIIICEDKBICR; ARF|+ LAY LT T
+ A AFFRIEPE LR s ARG AR AR -

- BREMZEZE (Unconfirmed ORR, RECIST v1.1[Z# D < BICR)

- ZHAM (DoR. RECIST v1.1[2# 3 < BICR)

- RE#E%E (BOR. RECIST v1.1IZE 3 < BICR)

- 12H ABEATOEEBELEFR (APF12, RECIST v1.1[ZE D { BICR)
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- BEHRSTV AL (PRO)
- REM
- RERE fh

*FEFFEEEICECTEEZEAAY FMIRUVBRE NG EOHEITZNREEITL. EEREFIE
IZ& &1

F—AR Ay b4 7201978248 (DCO1) BAXIET—2Hy b4 7202145
3A12H (DCO2) KR DIERETT,

MAEFT - BREONSCLCIZH T AABIRME L o =FKE+ L LAY LT T+EEEA
BREZEEHLASEFGACRERIEMBEOLBHERDAETRT,

(FatE] GHEXR : BEAIMT T LE-28E  SXBITARER)

- 24 7FHIR8 (0S) (DCO2BEH)

2FER GHEDARU L) [TEWVWTAEFI+ LAY LY T+HEESREIG

AL EEBF ISR F AL R EEZEMBEICLERTOSEZERIZER L
(/N — FLE [HR] :0.77 [95%{S#EX R (CI) : 0.650~0.916] *', p=0.00304*?
[BAllog-rankiRTE (M) 1) . OSHRIE [95%CI] (EARF|+ LAY L
< J+Ba&EFHRICEEER140 (11.7~161) B A. B2 HAGALEE

EEME117 (105~131) hATH-T=,

OSHRSR{E(A)[95%Cl]
0 — AFIGEE  14.0[11.7~16.1]
—— fEAEE 11,7[10.5~13.1]
INHF—REE(95% CI) 0.77[0.650~0.916]
0.8
ES
E 08
=
Zl 04 7
=)
0.2
0.0 T T T T T T T T T T T T T T T 1
0 3 [ ] 12 15 18 21 24 27 30 3 36 39 42 45 48
Al risks mEERAEIL S OER(B)

AFIGIAE 338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0 0
FIEREY 337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0

OSMKaplan—Meierfli{f (£{&£H)

OSOfEMTIER (£AKH)

AE+bLAYLTT BEHAIGRILPREA
+BERAIG AL FRAR BhE
(n=338) (n=337)
HR [95%CI] *! 0.77 [0.650~0.916]
pfE*2 p=0.00304
OSHRfE [95%Cl] . A 14.0 [11.7~16.1] | 117 [105~131]

Kaplan-Meier;&I1Z&3 <,

X1 EEASTITEEOPD-L1#IBIREE (PD-L1 TC=50% &PD-L1 TC<50%) . %&H (IVAHA
EIVBHA) . MABE GERFLELERTFLE) THRELEZERCKLEFNS—FETILE
AWTE®E L

%2 : FERERTHEL=EHlog-rankiRE (WA . REICIEHBIFEKE0.797% Z R =

(2021F3R12BF—42Hh v b4 7. Eo9— REFICE T Z0SBHAM P RIE [FF1+ ~L

AL T+ASHUFGALPEER 35000 A (85F : 1.5~4390A8) . ASHFHAL

PEGABEIhEE - 34180 ABF (8EE : 0~439HA) 1)
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- EIEEAEHR (PFS) (DCO1REF M)

SHRER 496HDA R K) IZTEWWTEF+ ML A Y LT T+ESEFIG
RAitEEEF ISR FREEREBEMBICEXTPFSZHEICER L
f= (HR: 0.72 [95%CI : 0.600~0.860] *', p=0.00031*2 [ & RBlllog-ranki&E (7l
) 1) . PFSHR{E [95%CI] IEAF|+ rL A LT T+ASEFGAL
FEAR6.2 [5.0~65] WA, BEEFIGRALEEAEIMAF48 [46~58] A
ATHh-ot-.

PFSOfEMTIER (£A%EH)

AEl+LAYLTT BEHFIHRILEEE
+BEH A G RLEEEAH BydhEE
(n=338) (n=337)

HR [95%CI] *' 0.72 [0.600~0.860]
piE*e p=0.00031
PFSHRAR{E [95%CI] . A 6.2 [5.0~6.5] 48 [46~58]
12HABROEEEERE 26.6 13.1
[95%CI] . % [21.7~31.7] [9.3~17.6]

Kaplan—Meier;%1Z# D < , RECIST v1.1/Z# D < BICREHE

X1 EEASTITEEOPD-L1FIFIRAEE (PD-L1 TC=50% &PD-L1 TC<50%) . %RH (IVAHA
LIVBHY) | MBE CGERFLEERTFLE) THRELEZEMNCKLEBNS—FETILE
AnTEHLE

%2 : LERERTHAELBAllogrankiRE (M) . BREICIEFEAIEEKE0.735% F AL V-

(20195 7R24BT—42 Ay b4 7. oY — FEGIZH T ZPFSBEHARI P RIiE [AFI+ ~L
AYLRT+EEHFIGRACERER 11990 A (8F : 00~23140A8) . ASEFIHAL
PEGABEINEE - 5550 AR (FE - 00~2284hA) 1)

- BEIMEDE (ORR) ¥, REHRATER (BOR) *2, EZHHAM (DoR) *°
(DCO1BR)

2EERICBEVVTORRIIARF+ FL A LR T+ HFHACEERER
46.3%, AL FIGAICEREEMEB4%THo= (v XLk :1.72 [95%
Cl: 1.260~2.367] . p<0.001) **,

ORR, BOR, DoRDEH#ER (&AEM)

A+ FLAYLTT BEEFGRILEEE
+BEE A SR EEEAR ByhEE
(n=335) (n=332)

Unconfirmed ORRX!
ESLLTE 155 11
ORR, %** 46.3 334
ZF v Xt [95%CI] *4 1.72 [1.260~2.367]
plE p<0.001
BOR
5E2EM (CR) *°, I (%) 2 (0.6) 0
ERHE (PR) ¥, HlEk (%) 153 (45.7) 111 (33.4)
RE (SD) *¢, %k (%) 120 (35.8) 150 (45.2)
REHETT (PD) . %k (%) 48 (14.3) 61 (18.4)
DoR
DoRFHRIE*, A | 74 | 42

RECIST v1.1(2# 3 < BICREEH
1:ORR: 1EILLE DR TCRIIIPRNEBH SNz EE (EMOREEIILEL L) OEE
(%) EEEL:

%2 : BOR : AT BLUBZ O®OREERERIARI T, RECISTVIIIZEILPDARH S
NBFET, HBLIELRECIST vI1ZE D K PDARSH b AL LMGE (X FR % O SHE AT A48 5T
BAETOHMIZE TS, BICREHEICE I EANDEENRREEMEFEE L

X3 :DoR : EMABRACEDON-AN SPDARIICED SN -AXIFPDEEHTIZFE=L
BETOHMEEELT

X4 - EEAE T TEEOPD-L15IRIREE (PD-L1 TC=50% & PD-L1 TC<50%) . J&HA (IVAHA
EIVBHD) . MR CERFELERERTFLE) CHRELEEAIASA T4 vV EIRSHTE
AWTE®ELE:

X5 EEELEE LIBELEY

%6 D EH6:EM

7 : Kaplan—Meierik (2D <

(201978248 T—42Hhvy b7 D)
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(2] GHENZR  AREZIRLUELEERSIC-5F  TE2UBETTE
&£M) (DCO2EFRR)

2HREFIICEVTHEETERIIERF+ FLAY AR T+ASUFIGRALERE
i=BE321/33015 (97.3%) . B A Gt AL FEREEMEE320/33315 (96.1%)
IZHIELE, COSHBERE+ LAY LT T+HASUFIGAILFERERI06
il (92.7% ; BI144617% E) . BEEF|G AR L BEIREE298/) (89.5% ;
BMmi14567% E) FARELORREFRMNEETELEMN o1z, AFI+ L A
LR T+ASHFGFRIEEEEE THAONE-EHEEERIE. Aln164/41
(49.7%) . FD 13761 (41.5%) | IFFREREAEINME (30.0%) . BAURR
9315 (28.2%) . & 558115l (24.5%) THi7145 (21.5%) T& o1z, =mKGrade3
XIF4DEEZFZREIARF+ FLAYALAR T +AESHFNGRLEEEH
176/330f5 (53.3%) . B KA EEEABEMAE172/3336] (51.7%) I
WML, COI3BAXFI+ LAY LT T+ESHANGRACEZEERE 1714
(51.8%) . BEEK|GtRLEEEBIMEF 14801 (444%) (FBBRELDRR
BERABETELMNDT=,
REIZESEHEERIEAF+ FLAY AR T+EASHRGALCEERER
41/330f5 (12.4%) . B2 WA G ALFEEEBEIMEE30/3331 (9.0%) [THIR
L.COSBARF+ LAY LT T+ESEFGFRICEEER1145](3.3%) .
B2 A G ERL R EEMBH (24%) [FABRELDEEBRNESETE
Ehot=,
EELAETEZREARF+FLAYLT T+ SRR GALEEER
146/330f51 (44.2%) . B HEF|GRALFEEEBEIMEE117/3334 (35.1%) IZ
EEL, CO3BFKF+ L ALY T+ASHFGAILEEEEEIH
(27.6%) . BEHAFIGALFREEMBESME (17.7%) (ARBELORR
BERABETELMN DT,
BEREOBRESRIICESEASTEREIARF+ FLAY LT T+ASHFIGH
Bt L 73/3305 (22.1%) . B & A G HLFEEABEMEE51/3334
(153%) [ZHIHL. COSBAF+ FLAY LT T+ASHKGRAILEE
EBES 1l (15.5%) . BREAIGHRLERERIMEEIN (9.9%) [FAREL
DREEREBENEETETLEI, o1,

AEEZROERBRERR
A%
AEl+ FLAYLT T+ | ASHAGRIESES
SR 50 23 BAyhEE
(n=330%3) (n=333%3)

L2THHEEER 321 (97.3) 320 (96.1)
ggigw%%%#émfgm‘ 306 (92.7) 298 (89.5)
B AGrade3/ANHEEZ 176 (53.3) 172 (51.7)
N3 A== 7= ~
%ﬁig:iiﬁg;gﬁf%m‘ 171 (51.8) 148 (44.4)
REICES-HEER 41 (12.4) 30 (9.0)
EELEEER 146 (44.2) 117 (35.1)
BERIFCE S -HEERN 73 (22.1) 51 (15.3)
LTORENEHEDEEER (mAE) X 111 (33.6) 17 (5.1)
Grade3/4MimAE 33 (10.0) 5 (1.5)

BIE (%)
RBEADBESR D R(E :
AFl+ LAY LY T+ESREGFRICZERER KHF - 29880 (& : 1~190E0) . b
LAY LTT 20080 (EFE : 1~38EM) . BLEAKGRACEEE 1214808 (8EHE 1.1~
50.95E )
BEHE R EEEMmE OSBRI EEE - 122080 (8 : 0.7~24.3:80)
FEEROENRE  AREORKEERIOBET. NIRVDEKAE (MEHREEERA
BEGE) NEESETOHM (WFThHEWNIES)
X1 BERBBICEAIAEZERDS S, PR EHIDEXKGNITEREDIELEZEMNE2ED
X2 RFINFIARTAA K, SRERATHA K, RENFFIXIIADBEARELELT S,
BENEMEFE LB LI T REAEEERILSEEITREFAEEZRDOARMELH S
E+ 3

59




X3 REMMTHREF. AREFIAULERSINEZETOESE (KFI+ LAY LTD
+BEHF G AL EEARI06. BEHFIGRAILEEEARIM) 5T
(20215E3R12BT—42 Ay b4 D)

F) UIRA R HELT -

BEOIF/NMEREMEIZN T S AF + BERE 2 SO LFREEIERPRAR
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GERE/NRa itz )
EEHEE MAEEKER (CASPIANGKER) ‘-4

B

i}

b EEREO L LERE/NIRMME (ES-SCLC) BFEERRIZ. A2 T4 >
O (RFD) RIFERF+ FLAYLRTEAERREREESHR (UT. O£&
B [ALVKRTSFUORIEVRATSFU]) RUI MRS FEHARSE L5
BEDENERUVLEEERETT 5,

HEBRTHA

EFrARSELIME BEALE FER HLEHER

xt

Ed

bR EED 75 LNES-SCLC £ & 8054

(RFI+BE£EF+ T FRY FEE2680], ALEFI+ T bR FEE26961, &K
B+ L AYLRIT+EESEF+ T bR FEE268651) (BAAL3MB [Fh
Zhisfl, 1661, 1941 #&L)

FoEHEE

- MHBEM X IEHEEMICHERE SN -ES-SCLCE#E (American Joint
Committee on Cancer SETHRDIVE]., RILLEFHIZH 1= HEHDMMFEEH
HHELLLITES/MEHENKEW L&Y MAERREL RS REEST
B CTHE—BHEFRNICIREY E5HLTI~4DEE)

- MERFED B HIHE . BERMRIIAEEH CRRERSBIN DA
EIThEYRTOA4 FRUMESELZLTRELTWLS

- (KEH 30BN EH

RO —Z U OEIZI8mULETH I EL

« Performance Status (WHO/ECOG) MOX (X1 THBHEE (FHANE)

- 12BRBUEDEGFENRFCEIES

T R—=R A VIZEWVWT, BRIPADEEDNRHED-ODHHA KA1V
1.1k (RECIST v1.1) TRl > - IEMERLRRERAEICEL THY . CTXIIMRI
ICKYEHICAERMRETHY ., RFE1mMmULE (U UNEDGEEXER
15mmEl L) OMSHEBHEOLZIVEENM DU LH LHEE

FRBRNEE

- BAEXITAEIC. BCREREXIREMKRENERIN-ES

- FEMHOEREMRERSEORELAH D ESE

- fER%. BEIFF %, CEIFF%. XIZE FREFLEIAILR (HV) F0FEHHE
RENHDLEE

SIRE. HAWEERFIRIE R LAY LT TOHEERSHT48 LLAIZ S EH
Bl E5c2+1-E2E

&

AH+BEEHF+IT FRY FE. BE®/A+ T R FE.AFI+ LAY
L2 T+AEHF+IT bR REOWLTANICT 1 1O TREAEEAE
fFlrLf- BRAERF : WEYA I LTFELTVSEEHA [(ALKRTSF
URIFVRTZFUL)

AH+AELHF HAIRTSFUORIERATSFY) +IT bR FE
BAEEHIE, AF1500megZ miFEEIC K YASHA (WILKRTSFUX
FLRTSFV) +IT bR FEGATHRGED SIERMR (Q3W) T4
ER5S L. Z0O%. #EFREHIIAF1500mgx 4B/ (Q4W) TARERR
LEAMOFEMIZ L 5KEHEST (PD) EFTHRE LT,

AERF (AILRTSFUORIEVRATSFY) +I FRY RIRARMAXEIZIR
EOAE (ALKRTSFo (MEDEE-BHEMEHETEE (AUC) 5~
6mg-min/mL] REEE. SR TS5F > [75~80meg/m?] miEEsE. T FARY
K [80~100mg/m?] miEEsE) AL UVVHETIRS0EIZEIAL., Q3WT
AR/ YA I ILERE LT,

AEEH (AWILKRTSFURIEVRATISFY) +T bRV RE
BAEZHE. B2EE (WLKRTSFURIEVRTSFY) +T bR K
ETHRAXEICREDHE (AIWKRTZF > [AUC 5~6mg min/mL] HiEE:
. VRTSF Y [15~80mg/m?] miEERE. T FARS K [80~100mg/m?]
BiEEE) ZBALVEETERS0AICEA L., ARBYEROHIE TRX
6H A VILFETHEQWTHRE LTz, EABEER(L. ARIELEMOHIET
FEHM2EERST (PCD) #1752 EMNTET,
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AF+FLAYLRT+EEEF (AILRTISFUORESRATSFY) +T
AR REE -

BABEHIX, A&F1500mg+ LAY LR TmeZE RiBEFEICE YV AER
H (AILRTSFUORIFVRTISFY) +T bR FEGHATERSGAN S
QIWTA4EIZE S L. FD%. #HFEEHIEIARAFI1500mg% Q4W T/AERE L ERD
DEHIZ L HPDETES L1z, £f=. BEI16AIZEAF1500mg+ FL A U L
< T 15meDHF RS F1EEML 1=,

AERF (AILRTSFUORIEVRATSFU) +I FRY RIRRMAXEIZIR
FDOAE (AILKRTS5F > [AUC5~6mg min/mL] SEFHE. SR TSF>
[75~80mg/m?] HiFEEFE. T F7RY F [80~100mg/m?] MiEE:T) X
HUOWAETHES50AMN 5QIWTAE/H A VL5 LT,

BH. BREBSMEICEREI U T EL2=BEFICDONTIE, AFIRV FL A
LR TIEAREBEICEIDCRHETHRE Lz, T4HEERE20mg/kg. FL A1)
LY T1mg/kgDAETERE L., BAEMNOkeZF B Z =B AT, KHI1500mgk
VhLAYLRTmgDEEREICK PG4BT S E LT,

E) SHRIEPREHIORRAAR VAR (20255388 R)

CHUVRT S F o ORIMEREISH S 2 RRAZER VAR -

BE. BAISEALRTSF & LT, 1B1E00~400mg/m* (RREK) £HRS L. Di<
EHABRMGET B, ChEIV—LE L. BEZRYEBT. 45, BERE. Fit. KB E
RI<k U BEHERT 5.

F YR TS F U OINRRIEIC R T B RBRERVRAE :

YRTSF U ELTIO~Omy/m® (KREH) £1B1ERS L. P4< & L3BMKET 5, =
nEIY—LEL. BEERYET,

© T R RORMNRIEICH S 2 RRARRUAE -

I hKRYFELT, 1BE60~100mg/m? (hEETR) %50 MEMRREIHEL . SEMKET 5,
ShEI—LEL. BEERYERT. 6. BERIESR. BRI YEEERT 5.

FEFMEHE

- 24 7FHIE (0S)

Bl & 5T i 15 B

- EIEE AR (PFS. RECIST vi.1(2# D < AERIE L EER L)

- BEIEME (Unconfirmed ORR, RECIST v1.1[Z & 3 < JAERIE U EEmET{)
6N ARVI2H AR TOEBELFER (APF6, APF12)

18 ARETOEAEEER (0S18)

- BE®RETY AL (PRO)

- REMRUEBEMN

- EYENRE

- REIR

FT—RhY A T720019F38 11 BRRADEREZ TS,

MAF|+ FLAYLIYTHESEF+ I FRY FEEASEF+ I R FEDLE
BCIIOSIZEEREL4 RO I BB ETITHEIL#ME NI, CDI=H, KEI+H
BEEF|+ T FRY FELESEF+ I AR FEOEBRERDAETT,

(Bxnit] GHENR : BEASIFITLE28E  RXBITHREH)

<EEFHHEE>

- £ FHIRE (08)

LhEH QB36HEDNA R ) ITEVTAFI+BEEREF+T MRS FEEA
EHE+I FRY FEICHEANTOSZERARBICER L. BBMENREES T (N
H#— Kt [HR] :0.73 [95%{S#EXFE (CD) :0.591~0.909] *', p=0.0047*
[BRllog-ranki®RTE (WD) ] ) . OSHRIE [95%CI] IFAHFI+BOEHAI+
T AR FE130[115~148]1 W A . B HAFI+ T +RS FE#103[9.3~11.2]
hRATH-I=.
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1.0

OSHh{E (F)[95% ClI]
— FEIHARE 130[115~148]
0.8 - — WEE 103[93~112]
' INH—REE(95% C) 073 [0591~0.909]
£ 06
&
7
&
& 04+
0.2+
0.0 T T T T T T T 1
0 3 6 9 12 15 18 21 24
at risk EERBITDHSORE (A7)
FHIGRE 268 244 214 177 116 57 25 5 0
*EREE 269 242 209 153 82 44 17 1 0

FRIGRE AFEALFRELERA WK TSF NI RTSF ) +IMRR
SRR A RNBHERH WILRTSF LRI RATSF ) +IMRUR

OS®MKaplan—Meieriliff (£H#E£M)
OSOFEMIER (2R ERH)

AFI+ B L8] BEE Al
+I hARYFEE +I bR FEE
(n=268) (n=269)
HR [95%CI] *! 0.73 [0.591~0.909]
pfE** p=0.0047
oSt H{E [95%CI] . A 13.0 [11.5~148] 10.3 [9.3~11.2]
187 A A D EEFERY 33.9 247
[95%CI] . % [26.9~41.0] [18.4~31.6]

Kaplan-Meier;&IZ&D <,
$1:HEYAVILTIFELTVEEAEEH (ALRTSFUOREVRATSFY) THRELEE
AlCoxtb BN — FETIEZRWTEHLT:
%2 LERERTHELI=Edllogranki®E (MR . BREICIEEBIEEKEITI8%ETALV:
X3 : BIREHEER
(20193A1BT—4h v b4 7. OSEHEAR P RIEI0.6H BB [§EE : 0.1~2317 A1 )

<BlXEFEEIEE >

- BIBEAFHR (PFS)

SFRER 59D A R ) IZHELT, PFSOHR*(X0.78TH o 1=,
BEABT RN ABRORIBELERE (HEE FAF+ASRHF+T
kRS FEE45.4%, BEHFI+ T R FE456%, 12h ARADEEESL
FE MEME) FAXF+ALHE+T RS RE175%, ASF |+ T R
S RE4T%THo 1=,

PFSOfEMIER (£AKEH)

AEI+ L8] [SEETY-]
+I AR FE +I AR FEE
(n=268) (n=269)
HR* 0.78
PFSH&fE, A 5.1 5.4
EIBEAER 9%
6h AR R 45.4 45.6
12h AEEm 17.5 47

Kaplan-Meieri% 233 <, RECIST v1.1[2£ D < ;AER1B L EAH ST

¥ HEYAVILTIFELTOVE=A2E8E (WLVRTSFURFIVRTSFY) THRELEE
BCoxtbBINF— FETILERANTEH L

(2019F3AMBT—42 A v b4 D, OSEHHAM P RIEI0.6H ARE [EE : 0.1~23.148 A1)

GE) PFSIZIZEREFIBICEENTULAH, OSIZDVTAFI+EEHF+IT FRY FEER

B+ rLAYLTT+ESEE+T FRY FEOMATEHSHE+ T MRS FELOLERE

RO ZNIZEETH 2EEDH. PFSOREZERET SFTBETH o 1=1=. AENEFR

TIIEEREFIBI R - -EEEDREIXER LM o1
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- REMEDE (ORR) X

ORRIZAFI+BAEEF|I+ T rRY FEE795%, AEHAFI+ T +ARY F##

703% Th-o1= (v Xtk164) ,

ORRMDfEMTFER (£AKEMH)

AE+BEEHF HE®HF
+I rRY FE +I hRYFE
(n=268) (n=269)
ESULTES 213 189
ORR. % 79.5 70.3
+ v Xt 1.64
SE&E% (CR) . %k (%) 7 (2.6) 4 (15)
aEs (PR) . Hl% (%) 206 (76.9) 185 (68.8)
RE (SD) *2_ I (%) 20 (7.5) 42 (15.6)
REEST (PD) . %k (%) 32 (11.9) 31 (11.5)

RECIST v1.1[2H& D < ;AER#E 4 EERELE
¥1:0RR: 1[E LU LDERETCRIIEPRAZED b= EE (EMDOHEEILEL LEL) OEIE
(%) EEELT:
X2 i< & 63EM
(201953 1MBT—42h v b4 D, OSEFHAM P RIEI0.60 AR [EF : 0.1~23.14A8]1)

(Z£%] GFHENR : BREZIELULRESN-EE  REMEBTAR
ESSil)

2REFAICEVTEEEREIAF+BLHF+ T RS FEE260/26545)
(98.1%) . AL HK+ T FAR FEE258/26645 (97.0%) IZFEIB L=, 2D
SHEAKI+BLHEF+ T MRS FEE23741 (89.4%) . AL HEHF+ T R K
2400 (90.2%) (FBERE (FF, ALHFIXIEIT FRY FOWTIDE
) EORRBEBRNEETELEN oz, AFI+ALHE+ T RS FETH
SNE=EREEERIE, 1FPBREAEI11H] (41.9%) . EIM10241 (38.5%) .
895 (33.6%) RURFEAESIH (31.3%) THo1=, ABRBRELDEERE
BNBETELLGrade3 X IFIDAFEFRIIAF +BEEHFI+ T RO K
12115 (45.7%) . BEEFI+ T bR FE13841 (51.9%) ITHKE LT,
REICESAEFRRIEIAF+BERHFI+IT RS FE£13/26501 (4.9%) |
B8+ T FARY FEE15/266% (5.6%) ICHRIEL. COSbAF+BESH
Bl+ I bR FESH (1.9% ; FFEM. RmEEAGE. Bk, M. M=
IEZ16) . AE&EFI+T RS FEE206] (0.8% ; NMBREAE. f/MREAD
fE. HMK1H) (TRBELEDODRERBRNEETELM T,
BEELAEERIAF+OLHF+ T MRS FEE82/2656] (309%) . A%
BHI+ T FARS FEE96/266%1 (36.1%) ITERIBL., D5 bAF+ALHH
+I bR FEE3SHI (13.2% ; fififigize . 1EUBERRIR. REVEITREREIAE. R
MmEREADER2617 E) . AERFI+ T RS RS0/ (18.8% ; FEEIF
BGRAE T, FhERGEAMESISILG E) [TABRELORRBRNEETEL
Mhot=,
BRBREOREFLICESEEEERYEAF+AEHA+T FARS FE
25/265%5 (9.4%) . BEHAFI+ T FR FEE25/2660] (9.4%) ITHIFL.
ZDSHAEF+BEEEF+ T RD FE156] (5.7% ; FFEME. MEE. MiE
KEIPIZE), BEHE+ T bR FE134] (4.9% ; 2EBES3MF. M/
W AE26 72 E) (FEABRELORRBRABETELM o1,
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FEZRDOEERR

2SARER
AFl+BEHHF [SEETL-]
+I RV FE +I RV FEE
(n=265%2) (n=266%2)
2TOHESER 260 (98.1) 258 (97.0)
Grade3/4ANHEEZR 163 (61.5) 166 (62.4)
RTICE--AEER 13 (4.9) 15 (5.6)
EERHEEER 82 (30.9) 96 (36.1)
BEhIEICE>AEEEZY 25 (9.4) 25 (9.4)
BEERARIGTPWHICES-AEERS 111 (41.9) 100 (37.6)
?}fﬂfﬁ/ﬁﬁ% GmAE) ** (21 o) (196) /12 (45) 7 (26) /1 (04)

BIE (%)
RBEADBESR D R(E :
AF+BEEEF+ T ARY FEE AHF : 280080 (86 : 0.3~94.38/M) . AILKRTSF -
12.14;8R0 (8 : 06~21.0:8) . YR TSF 12148/ (5H : 03~17.98/]) . T kKR
2R 11.86:EM (#EEH : 0.3~20.7:8F)
HEHF+T FRY FE HILRTSF L 19008/ (&FHE :04~2698/0) . VR TS5F>:
14.00;8R (FEEH : 1.7~2598R) . T +ARS K : 18718/ (FH : 0.4~26.6380)
FEEROENRE  AFXFALEF+ I FRY FORKRERIOBET. BELLEEEA
EDRAARE COHM
X1 BERBEBICEAIAEZERDS S, LR EHIDEKGNIZERERIELEZEMNEZED
X2 REMMITNRERL. BREFIRULRE SN2 TOES (AE+BSHF+T +
R FE2656]. ALK+ T RS FE26661) 25T
X3 BERBEBICEAIAEZERDS S, PECEHIDEFREEHAXRIITHLIZEMNEZED
X4 FEITREFEER FHOERBFICERT 2 REXITRENEERSF(C & S ATHE
NHIEZAED N, HELBBHEXEOLFaRTOL K, REMHEHF . RHBE
BEDNAEZDLELTIHEERETER) D55, BEDAREVLELT HEREIMAE
CHFELz, T FETREEEZROTWEHRMEISHIER (AFIDEAKFICERT
REXISRENEMEFICLSAEELAHILOD. TOMDFEERPHBFIZE S
AEHEDIESINEYSVESTEREES) ([TOLVTIE., ARIBYERMICEYEBRELD
REBRHSEETELZ LD, IMAETHELETESNEERDI L. BEDARELEL
T EHREREMAEEHIELT-
(2019F3ANMBT—42 A v b4 D, OSEHHAR T RIEI0.6H ARF [EE : 0.1~2314A81)

F) ERENAMEICHNT D LAY LT TOFERIFERBRER
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(RRE/NARITREICE (T SR BMIEERSHRERE R OMREE)
ERR LR S MR (ADRIATICEKER) “**

B

#J

BERNEHESH (UT. B€&E]) #RAVEANEREERGHREE
BIKEHETT (PD) AEDHLNEHI - -REE/NARME (LS-SCLC) &
FIZBITEH4 274200 (KA BRIXIEEREIE LAY LT TEHFHALE:
BEDENMHRUVREHZREITT S,

HEBRTHA

EfXRENNE BEAL —EFE5R 77 RBHER

xt

ES

BEEF AV EANRFLLERSRBEEZRICPDARO SNGEMN o1
LS-SCLCE 73045

(RFIFE2641, AFI+ LAY LT TE2000H. TS5tARE2666H) (BX
AN756 [ZnZFn1961, 2561, 3141] &)

FoEHEE

R —ZUTBIZISEULETH Y. MHEFERMIEHAEEMIZLS-SCLC
(TNMH$E I ~TIHA [American Joint Committee on CancerZE 8hRIZ ZEHL]
MDLS-SCLC) AR INT-BE BBRFHY | RITTHDSEEIEEEMIZF

MDA AIRETHDHESE
- BEEA ST R L ERESHREEIC K D —TAREITV M VILZITI-E
FH, FELEBEAIFTRRVEABREOHRIZ SN ~42BURNIZZDHE
BT LEITAERES AN
- EREEEFAEER CRTSFURIFHALRTSFU) RUI bR
F (&E#EFE) AEFEhTOEITAIERES RN
- AR R & L TR E60~66Gy Z6:BRIZHT-Y1B1EES T %8
EOEEEE, IFREE45GyZ3BMIZhH =Y 1 B2 B3 5 0EE
NERBIEEZ (T8
- BEHRERIE YA VL 20E 2B ER T ETICHIB LA TAIER SR
Ly
- FEAMEERST (PCD (XA LERMOHIETIC L > TEERETH S,
PCHIR A MR L EMGHREER TRICEE S, BEABIMITEHR
VARREOYEFZRER1~42BLURIZET LETFAIEE S0
- B2 F RO IRAN R R L ERGHREEEITRICPDARDH Sy
B2
« Performance Status (WHO/ECOG) MOXIZ1THZEE (FHANERUE
EBEIT T8
- REMN30kgBDEE

FLBRMNEE

- fAfEPRNIZSCLC & JE/NMAREME (NSCLC) DRAEMETHIESE

- R A/ NIREFHE (ES-SCLC) ThHHEE

* Grade2ll F DFMB X DEEENH D EHE

- BAXITBEEIC, BECREREXIRERRENERIN-ES

- EHMOREERESSEORELAHIESE

- INERRE RIS EREEEZET HEE

- LS-SCLCIZXf L ERLEMSHREEE 2T BE (HHRELZLEEER
EDOREBFGALZL)

&

AFFE, AF+FLAYLTTH, T53RBEOLTAMNIT 1 10T
BAEEABIF T L (BARF : R [1/0H, M) . PCIE [&
Y. ZL1) %

AFEE

AF[1500mg+ LAY LR TDT SR EE@mEFEICEY 4BRERE
(Qaw) T4aEIBFA%. 4B R D RME % ZE 1T TAFI1500meg % QAW TEEERAIEST

XIFERINADEENRHNED=HDH A K54 25115k (RECIST vi.1)

[ZEDCEBZBRELDOPDAREH 5NBHFE T, XIFHFBTELVEELIRD

bNBFET, BELLEFERUDBOVWT AR EAE THRE LT,
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AFI+ FLAYLTTE

AF1500mg+ kL A1) LT T75meg% RiFERHEIC K Y QAW T4 A%E . 48
RS DFEIFR & 28 1+ TAFI1500me & Q4W TEGFR AU 1T XIZRECIST vi.112&E D <
ERRELOPDAREHONDET, RIFHFBFTETHELEELRBOLNDFE
T, BELLEREUNDAOVWIT MBS FE THE L 1=,

TS5t REE

AED TSR+ LAY LIITDT5RE ABFEC K Y QAW TAEIB
A%, LB OEREZ I TEHO 7S5 2R %Q4W TERRAIHEST X [LRECIST
VIAZE D CERRELOPDHED SNHET . REHBETELHLENLR
HONDET, BELIEREUDADVT MR AE THEL -,

CREREMEEZEOBRETICHEL. 600N EEBEITITSNIzE. AFI+ FLAY LI THAD
EBEABTIHIZRT L. ZOROBZBIAFERE TS AREIC 1 OLETEELBIMITS
nit,

FEFMEE

- A FHM (0S; AF|Fvs. TS RE)
- E|IEEAZHR (PFS. RECIST vIAICE DK ERT TOMIPRETE
[BICR] ; AHK|ftvs. 75 tARE)

Bl & 5¥ i 15 B

- REFHM (0S; AFI+ LAY LT TEvs. TS5 REE, KFI+ FL A
1) L T Bivs AFIE)

- i A 7R HARY (PFS. RECIST vIIICEDKBICR; &RF|+ LAY LT T
Bvs. TS5 AREE. KFE+ FL A LT ITEvs AFIE)

- BREMZEZE (Unconfirmed ORR, RECIST v1.1[Z# D < BICR)

“18HARU24 D AR TOEBELETFE (PFS18, PFS24, RECIST vi.1(Z
F -3 {BICR)

- BRI ERERFEFHITE TOHAM (TTDM. RECIST v1.1/2# D < BICR)
28 ARUVIHABETODEAEREER (0S24, 0S36)

- FEEAZFITE2EIBEDPDXIFFETETOHEIME (PFS2, RECIST vi.1(2HE
D < RER{E L EERETEE)
- BEWRET Y AL (PRO)

- REVRUVERMN

- ERE

FHIZHRE SNT-0OSKRUPFSHEENT (T—2Hh v b4 72024F1 5158
R) DRERETRT,

KELBIREIEIEE THBH0SEIBIZE LI=FKH+ FLAYLITTEHETSERE
COLUBTEIEELEZROT. EREEZHEBELEL-EEROFTESINMBEFTE T
ErE SNz, Do, REBE TS LRBOLBHEREOHETT .

(BExnit] GHENR : BEASIFITLE-28E  RXBITHIREH)

<FEFMEEER >

- 24 7FHRA (0S)

2FER 26104 R R) [TEWTAFIERIEI TS EREICLERTOSEE
BICERL. BEESRIE ST O\ —FE [HR] :0.73 [95% {58 XE
(CI) :0569~0.928] *' p=0.01042*2 [[BRllog-ranki&5E () 1) . OS
hdflE [95%CI] [EAKIEES5.9 [37.3~NR*] HB. TS5 tRE334 [255~
399] hATH 1=,
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OSehR{E (H) [95% CI)

1.0 4
— EHI 55.9 [37.3~ NE]
0.9 4 — TS5t 33.4[25.5~39.9]
08 ", v — R H [95%CI] 0.73 [0.569~0.928]
N
3
;f] 0.6
e,
& 05 - ‘“"'mmh
h'l'lom“_m
0.4 4 -
f TR
0.3 4
0.2 4
0.1 4
0.0
0 6 12 18 24 3o 36 42 48 54 60
at risk i miEARS M SOMAA)
IR 284 248 223 188 172 141 20 51 27 1 1
Jregm 268 247 214 175 151 123 20 44 23 g8 1

OSMKaplan-Meierdhif (£{&£M)
OSOEMIER (2K ERH)

AFIRE TS5t RE
(n=264) (n=266)
HR [95%CI] *! 0.73 [0.569~0.928]
pBE*? p=0.01042
oSt #{E [95%CI] . A 55.9 [37.3~NR*?] 33.4 [255~399]
240 BB D EEFRY 68.0 585
[95%CI] . % [61.9~73.3] [52.3~64.3]
36H A EDEEFR 56.5 476
[959%CI] . % [50.0~62.5] [41.3~53.7]

Kaplan-Meier;&I1Z&D <,

X1 BEABIMITEOPCIE (HYEGL) THRELEZERCoxLFNF—FETILERNT
HEL., CIITRA I 7A LAEZERANTERHLL:

%2 : LERERTHEEL BAllog-rankiRE (A . BWEICIEIWAIEEKE1.679% (£1K45%
KE) =RV

33 : NR (Not reached) : REI|E

X4 : BIREHEIEE

(20241 B15BT—42hy bA 7. oY — FEFIZH T H0SBEMHAR b R1E [AFIFE: 37.2
HAEE (FEE : 01~6027A) . TS5 &ARE 3720 A (FE : 07~60940A8) 1)

- |IBEA MR (PFS)

2REF Q8D A RN R ITEWTARFIEILI TS EREICLERTPFS%E
EICERL., BHEIRIEIS T (HR: 0.76 [95%CI : 0.606~0.950] *',

p=0.01608"* [[EBHlllog-rankiRE (FE) 1) ., PFSHR{E [95%CI] [LAH

££16.6 [102~282] hA. TS5 twRE92 [74~129] hATH 1=,

10 PFSHR1{E (A)[95% CI]
— K 16.6 [10.2~28 2]
09 — Pt -3 92 7.4~129]
o AHF— KLk [95%CI] 0.76 [0.606~0.950]
®/ o7
i
& 06
&
F oos
E .
B g4
’ 'h..--.____l -
0.3 1‘"""'“'\,.--‘
0.2
0.1
0.0
0 6 12 18 24 30 36 42 48 54 60
at risk# SEATMSOLOMRMB)
R 264 161 13 101 84 51 a3 18 10 4 1]
FobHM 266 146 100 79 KA 47 24 22 14 5 o

PFS®MKaplan-Meiergh#f (£{A%£MH)
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PFSOfEMTFER (£A%EH)

FHIE
(n=264)

TS uREE
(n=266)

HR [95%CI] *!
plBE*?

0.76 [0.606~0.950]

p=0.01608

PFSHQ{E [95%CI] . A

16.6 [10.2~28.2]

9.2 [74~129]

MIBEAFR [95%CI] . %
18h AEE &S
2450 Al s

48.8 [42.2~55.0]
46.2 [39.6~52.5]

36.1 [29.9~422]
34.2 [28.2~40.3]

Kaplan—Meier;%IZ# D < , RECIST v1.1/Z% D < BICREHE

X1 BEASIMITROBRKRRFRY (1/I8EME) RUPCIE (HYEEL) THELEBEBRI
CoxttffINY— FETFILERWTHEL., ClIETO 77/ VEEZZRVWTER L=

%2 : ERERTHELE=Elog-rankiRE (FED . BREICIEHBAIFEKE0.184% (£14505%
JK#E) R1f2.805% (&1K5%IK#E) ZHLV=

%3 BIREHEIEE

(2024F1R15AT—42 Ay bF 2. o9 — FEGIZE T SPFSEIMEARK ch R {E [AFIE: 274

H AR (8B : 00~554H0H) . TS5 ERE: 27.7H A (8 : 0.0~558H0H) 1)

<BlX&EFEEIEE >

- BHMNESDE (ORR) X

EEFIZBWVTR—R 54 VUEFIZBICRIZ K A AIEAIRELIRENAZRH O N
F-EBEIZHB T DORRIIAKIEE303%. TS5 RE320%THo T,

ORRDEHHER (N—RXS5A URICAIERMREREZ AT 5EBE TOFf)

AFIRE TS5t RE
(n=175) (n=169)
ESULTE 53 54
ORR 30.3 32.0
[95%CI] . % [23.6~37.7] [25.0~39.6]

RECIST v1.1(Z# D < BICREH
¥1:O0RR: 1L EDXREDERTFETTELES (CR) XIFEHHEX (PR) HEBDONEE
(FVOHEEFIBEL LEL) DOBEE (%) EE&ELE
(20241 B15BT—2 Ay k74 7)

(Z£%] GFHENMR : BREZIELULEFRELE-2EF  REMEFBTAR
ESSi))

2HRERICB VN THEERIIARFIF247/26245 (94.3%) . 75t E£234/265
5l (88.3%) IICHEHEE LTz, D> BAFKIE1766] (672%) . TS5 RE129
5l (48.7%) [XABELORRERENIEECELE, 21z, AFIBHTHONT
FHEEFERIE. BEHRMHIEX606] (229%) . BAUER44H (16.8%) .
FR AR BB T AE42451 (16.0%) | I%ZBR4045I (15.3%) . % S FERE3445I (13.0%) .
EiH33 (12.6%) . FEMHEOHFVRWIKRFTEI20 (122%) . THIR U
2%%290 (11.1%) | MR BRUESE286] (10.7%) . EMBRUFKIRHE
BEFTHEIER 276 (103%) THo1=. TS ERBTHON-TLHAEETERIL.
ST AR B 2562451 (23.4%) . EEJE3SH (13.2%) . KHRUBMEIRE 34
5l (12.8%) . BZWk3245 (12.1%) . BLRUBEETHEE 294 (10.9%) TH-
fzo BxKGrade3XIL4NHFEEBRILAHFIF64/2625] (24.4%) . TS HRE#
64/265% (24.2%) [CHEBEL. 205 BAK|E23%] (88%) . TS5 KEH16
5l (6.0%) IFARBELDERRBERNEETELAI >z, EHEHZKGrade3 X[
IDEEEZR (RBRING1%LLE) (X, KFNBETHA7H (27%) . TH. U
N—EEMRUHERESH (19%) . 73I5—EEMN, M. SmEE.
SIME. iR CKERMEREIE (11%) . 75t REETHAME
(3.4%) . ST Z5H (1.9%) . U/N\—EH#Em, [SHFAEEMEER
WIEF &M (15%) . MERERVEMEIG (1.1%) THo1=,
REIZE>=BEERITERFIET/2620 (2.7%) . 75 REE5/2656% (1.9%)
IZEITFL., D5 BARANE25 (08% ; KERUVIEXE16]) (LREESED
AREFRNEETCE LGN o,

BEELAEERIIARFIFLT8/26215 (298%) . TS5t REE64/265% (24.2%)
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IZHBL. 0S5 bARFIENME (122%) . T5EREE17H (64%) ILAER
ELORRERNEETE UM 2=, TLEELEEER (ERIA1%L
) (X, RFBETHREHRMIEX136] (5.0%) . k126 (4.6%) . fhfiExs
Bl (3.1%) . MIEMMEEH (2.3%) . HREMEMEEBEME (15%) . HE
TR 28361 (1.1%) . 75 REETHi 2105 (3.8%) . F st s fitifi 25 7451 (2.6%) .
fiifigi 266451 (2.3%) . 12MEEAEMMAEERAMG (1.5%) . |ENEF (1.1%) T
Hot-=.
BREORESFIEICE > -BEEEBRIIAHEIRE43/26265 (16.4%) . TS5 R
£$28/265%] (10.6%) IZEKEL. 2D S5 BAFIE3M (115%) . TR
150 (5.7%) (FARBELORRERBRENEETCEHMN 21z, THABEDR
BErhFIZE->-HEER (RBRES1%LLE) &, KEIEECHlgtHRmmiER10
15 (3.8%) . Fiifigi 28451 (3.1%) . SRR MERAE 4B (1.5%) . B3 (1.1%) .
TS5t REBETHREHSIMIERH (1.9%) . FhlEX35 (1.1%) TH-o1-.

HEEZROEBEKR
2K
AR TSt RE
(n=262%2) (n=265*2)
L2THEEER 247 (94.3) 234 (88.3)
S ST e ~
’ggi;@%%{ﬁ%’ttgm\ 176 (67.2) 129 (48.7)
B AGrade3/ANHEEZ 64 (24.4) 64 (24.2)
REICE-EEEER 7 (27 5 (1.9)
EEREEER 78 (29.8) 64 (24.2)
BERILICE>-HEER 43 (16.4) 28 (10.6)
2TORENEEDEEESR (mAE) X 84 (32.1) 27 (10.2)

B (%)

RBEADBELR D R(E :

AKIE - 40.00ER] (FEBH : 40~108.0:8f) . 75 tREE : 35.86:8R (FEF : 4.0~108.1387)

HEZZOEAEM  AREORKRIFEHI0HE, B LLITAREORERZEEZOARITZID

FBARBRBRBO VTR S E TORIR

X1 : 25MXT0A4 FEIRIEADABRSEOENTLBICLIEZNENAZLELT S,
AEIOEREF. THbb, THREOFEEZNGT 7 FILOERICERLIERT
REFEER

X2 REMBFIHNRERL. AREFIRULRS SN2 TOES (AHIE 26261, 75t
REE . 2650) &L

(20241 B15AT—2hy b4 D)

) RBE/NBIIEICES (T 2 RAMIEERSREEROMIFIFREL L TO LA ) AR TOEAIFAF
RARR
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HEBRTHA
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B, 345, 29611 £&L)

FoEHEE

- EEABOREASFMATRE CTHCCAEREINER Y Y —=2 58218
mUEDEE

- HCCIZX 9 2 & B EAIC L HRLABREN T VAR

* Barcelona Clinic Liver Cancer (BCLC) MDJREANFEHNBE (BFTEEDEIG
LB XIICHDEE

» Child-Pugh# $8BAD B &

* Performance Status (ECOG) MOXIZ1THDEE (FEANEE)

R=ZXFAUIZBEVWT BARIPADEBEDIRHED-ODEF A K54 >
%11k (RECIST vi.1) ICHI > - IEMERGREAEICEL THY . CTXIIMRI
ICKYIEHICAERMRETHY ., RFE1OmmULE () UNEDGEEXER
15mmEl L) OMSHEEBHEOLGZIVREM DU LH L EE

- (AEH30kgB D EEH

FLBRMNEE

-BE12H ABICHEREDBREEFAH S . RIEBEDFHXIZa > fa—)L
DIzODEEEVEL LI-EFE

- MIEREDR6H BUAIZ, EEMBEEZVDELTIRAKKNH - -EFE

- R—R 54 VEDEZRIRE CRARASMSENER I N-BE

-BE12HAMICEEERN (BEFHIRERILESEHME) OBREXIEEHH
NHdEEFE (1228ULICHIE5ELERMOBELASH S EE (T BEL %
NRFABREERET D L)

- WEXITBEIZ, BECRERERIRERKENERIN-ES

- EEBHEOREERESSEOREAHLESE

-BEFRIAILR (HBV) RUCEFLDIAILA (HCV) DERELEE, X
[ZHBVEDEFF K™ A LR (HDV) DERKREEE

- BAXITEBREOVEZREIN4BURNICRENHFIORS 232 (+-8H

&

AE|I+ L LAY LT TI5megBE~DEANDIEE, AFIFE, RFI+ LAY
LT T300mgBt. VI Iz ZJEHOWLWTNMNIZ 1 1D TERIEEAZINT
(L= (BRIEF : IRERE [Mvl] [HY. GL] . FEEDOHKRA [HBV.
HCV. ZMO1fh] . ECOG Performance Status [0, 1] ) .

AFEIEE

AFI1500mg % miEEREIC & UIREEN S4B E MR (Q4W) THEEAIT (PD)
RIZFDMOPIEEEICHZUT HETHRIELT-,

AHF+ LAY LT TTI5mgEE
AFI1500mg+ b L A 1) LT T75megZ mUiEERHEIC & U R E0EA 5 QAW T4
A LVERE L AR EDORRES4LERD 5 AHF|1500mgFQ4WTPDXR L%
DD IEEEITEZYT HETHREL.

BEREMERIC, AF+ AL AY LT T5mgBEADHEANTHRIESHTE,

AFI+ LAY LT T3I00mgEE

AF[1500mg+ kL A 1) LT T300mg% miEEHEIC K YIREOABICIH A4
LG L BHREEDER4BRZR M 5 KF1500mgZE QAW TPD XL Z Dt
IEEEICZLUTIETHEL-, BR50EBEOHAKRERE. FLAYLT
TERVICEEL, FLAY LY TEERTRIZCAFZRE LT,
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YS2z=J#:

Y571 =7400mgZ1H2[E.PDXRIZZF DD IEREE(CZYT HFETRO
5 LT,

FEMIER

- SEEHRM (0S; AF|+ FL A Y LT TI00meEEvs.Y S5 7 = = JE)

Bl R Tl IE B

- EAFHM (0S; XFI#vs. YT Tz =TH)

- BEABITITRI8, 4R V36N ARROERFEE

- BB AR (PFS. RECIST vi.1(2HE D < AERIE L EER L)
- BREIRESHE (ORR. RECIST vi11ZH D < AERIB L EEEM)

- 20 B EDESHAR (DoR. RECIST vi.1I1ZE D  JAERIE L EEMETE)
- BE®RET Y AL (PRO)
- REeH

- BERE

FT—RhY bAT2021F8827BRADERE TR,

MAF+ LAY LT T5megBZBEBEBDOHANEZRICHIEL, HYHOEX 4L
BITEY TR -DITHEN >, SOF=OARFIEE. A&+ LAY LT T300mg
BEVOYS Iz JHOLUBERDAHETT,

(BExnit] GHENR : BEASIFITLE28E  RXBITHREH)

<FENMHEE RUVEELBIXRHMAEES >

- 24 7FHIR (0S)

SRER BB6HFEDARUR) IZBWLWTAHFI+ ML A Y LT T300mgEElLY
ST TJEICLERTHETEMNIZEELOSOEENRBD 5Tz UNF—F
Et [HR] :0.78 [95%{S%EX R (CI) : 0.66~0.92] *' p=0.0035* [[&Rllog-
ranki2E (A1) ] ) . OSHRIE [95%CI] [XAFI+ kL A1) L= T300mg
164 [142~196] HA. YS 27z =TJ8138 [123~16.1] hATH- 1=,
Fh AFIBELYS T TEDOOSOHLLE TIX. HRIZ0.86 [95.67%CI : 0.73
~102] THY. VST TEICHT I2ARFHOELHENRTEIN ES
v —0:1.08)

AN OSHIRIiE(A) [95%Cl]
BN — AFIEEE 16.4[14.2~19.6]
08 7 xfAEEY 13.8[12.3~16.1]
2 074 IN—EH(95% C1)0.78[0.66~0.92]
ﬂE 0.6 4
ﬁ 0.5 4
2
o 04 4
=]
0.3 1
0.2 o
0.4 4
0 2 4 [} 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 48
— HEFARIMDSORER(B)
t risk:
FFEHEE 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 4]
#IEEEf 389 356 312 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 aQ
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OSHR{E(H) [95% Cl]
09 1 — ZAHIEImEE 16.6014.1~19.1]
0.8 4 — WfHEEF 13,8[12,3~16,1]
07 I\H—RE5(95.67% CI) 0.86[ 0.73~1.02]
0.6
0.5

0.4

oh B D HE B

0.3

0.2

0.1

0 2 4 & 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

BEREIND SOHR(A)

Al riskE
ZKFﬁ%iim 389 368 327 280 266 241 230 214 189 183 169 160 153 133 107 &7 61 3% 27 20 1w & 2 O
HHFERF 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 o o

OSMKaplan—Meierfli{f (£{&£H)
OSOEMIER (£IKEHM)

AHl+ = -
kL4 1 LT F300meRt (Tjgi) 17(:;3{;)72*
(n=393)
HR (vs.¥ 5271 =T%) 0.78
[95%CI] *! [0.66~0.92] - -
pfE*? 0.0035%3
HR (vs V37 x=J%) _ 0.86 ~
[95.67%CI] *! [0.73~1.02] **
OSHhRfE 16.43 16.56 13.77
[95%CI] . A [14.16~19.58] [14.06~19.12] | [12.25~16.13]
18h AR A D EFFRN 487 474 415
[95%CI] . % [43.6~53.5] [42.4~52.3] [36.5~46.4]
247 ABE R D EEFEFYS 405 39.6 32.6
[95%CI] . % [35.6~45.3] [34.8~445] [27.9~37.4]
6N ABADEEFER 30.7 24.7 20.2
[95%CI] . % [25.8~35.7] [20.0~29.8] [15.8~25.1]

Kaplan-Meier;&IZE&D <,

X1 E|EABFFEEOMVI (HY. L) . FERBEDKRA (HBV. HCV, Z®Dfth) . ECOG

Performance Status (0, 1) THZELI=RBHICoxttHINF— RETILEZRAWNTERHLS

%2 : LERERTHEL=EHlog-rankiRE (FAI)
X3 BREICITMEIEEKE3 8% E ALV
X4 MAIAEKETHREZFACIOLRE L TELET—D1.08FALM:
X5 : BlREEMEIEE

(202158R27BT—4 h v b4 D7, OSIEBIBIRM b R{E (FE) [AFI+ KL A1 LT T300mg
£%:3318h AR (31.74~3453hF) . AHFIF : 3256 h A (3157~33.71hA) . V3 7z=
J# . 3223h AF (3042~3371HA) 1)

<BIXREFH@EEER >

- E|IBEA MR (PFS)

2ARER (1,00730C4 R k) IZBWLT, PFSOY S 7 = JEICxd BHR
[95%CI] *'[&AFKI+ b L A 1) Ls< 7300mgi0.90 [0.77~1.05. p=0.1625*2]
AFIF£1.02 [0.88~1.19, p=0.7736] THo1=, PFSHRIE [95%CI] [EAKI+
kL A1) LT T300mgB3.8 [3.68~5.32] hH. AHKIE3.7 [3.19~3.75] h A.
VS5 x=TJ#41 [375~549] hATH-I=,
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PFSOEITIER (£HAKH)

AHFI+ - -5
FLA LT Ts00meBe| R VS IT=TH
_ (n=389) (n=389)
(n=393)
HR (vs.¥ 527 x=JF) 0.90 1.02
[959%CI] *! [0.77~1.05] [0.88~1.19] -
pfE*? 0.1625 0.7736
PFSHR{E 3.78 3.65 407
[95%CI] . A [3.68~5.32] [3.19~3.75] [3.75~5.49]

Kaplan-Meier;%[Z#3 < , RECIST v1.11Z£ D < AERE L EMM T
X1 EEABITTEOMVI(H Y . L) FFEREDFEER (HBV,.HCV, ZMfth) . ECOG Performance
Status (0, 1) THEL=EBRICoxttBI/NF— KETILZRAWVTERH LT
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- BHMNEDE (ORR) X

2EREFICHE DVTORRIZAEAFI+ L A1) L7 T300megEE20.1% ., AFIE
170%. V5 7z =J&#51%THo1=. VI 7z = THICHT 54 v XLkiE
AKF|l+ ;L A1) LT T300mgiE4.69 (95%CI : 2.85~8.04, p<0.0001) *2 K
HIE£3.80 (95%CI : 2.29~6.57, p<0.0001) TH 7=,

ORRDEMTFER (£A%EH)

AF+ = .
FUAYLT T00meRE| R | YT TT=TH
(n=389) (n=389)

(n=393)

ESLLTE 79 66 20

ORR, % 20.1 17.0 5.1

o Xt (vs.VSTzZTE) 469 3.80

[95%cCI] *? [2.85~8.04] [2.29~6.57] -
pfE <0.0001 <0.0001

RECIST vi.1[2& D < ;AER$E L ERETE
¥1:ORR: EREFCELER (CR) RIXEHES (PR) N4 LB 1EEHLNI-EEDE
& (%) EEHLI:
X2 EEABIFTEOMVI(HY . L) FFEEDKEE (HBV,.HCV., Z D) .ECOG Performance
Status (0, 1) THREBLEBHAODCRT 4 v I EBRSHZHAWVCERHLTE
(20215882718 T—2 Ay +4 )

(Z£%] GFHENR : BREZIELULRESI-EE  REMEFBTAR
ESSi))

2HREFAIZBEVWTHESTRIEAHF+ L A1) LT T 300mgEE378/388451
(97.4%) . AFKIE$345/38815] (88.9%) . V5 7 = — J#£357/37445 (95.5%)
IZRIBLfz COSHBAEAF+F LAY LT T300mgEE2945 (75.8% ; F576
7z &)  ARFKIEE202450 (52.1%; FB296B172 &) V57 = = T8#E317451 (84.8%;
THI1456172 E) (FARBRELORRBERMNEETELELN Oz, AFI+HFL A
1) s T300mgfE TH ONT=FELEHEEBRIL. THI1036] (265%) . £ S5
JESIBI (22.9%) . FB87H (22.4%) . BAEIR66/ (17.0%) . &7 6645
(17.0%) . ZEES516* (131%) . TANSKTUBTI/ PSR TI5—
+ (AST) #Bmn4asfl (12.4%) . FARAREREIETEATH (12.1%) . Fil4745]
(12.1%) . BE5&E46451 (11.9%) . FARFE40H (10.3%) . £ FAE39H (10.1%)
Thotz. REIFETHON-ELEESRIE. THIS8H (149%) . THFE
FES615 (14.4%) . ASTIEANS64H (14.4%) . BAUGRKIR53%I (13.7%) . EA
SE495 (126%) . PS5 =73/ b5 2RT7x5—+t (ALT) #4445
(11.3%) . {EiB4245 (10.8%) . FKZ4065| (10.3%) TdH>71-, FxKGrade3
RIFADBEEBRITARF+ ;L A1) i< T300mgEE196/388%4 (50.5%) . &
KIBE144/388%5 (37.1%) . Y57 T =JEE196/374f5 (52.4%) IZHKIIL.
CDSBEAERF+ LAY LT T300mgEE100/5 (25.8% ; ') /A—E#EHN174517%%
E)  AFIEE50 (12.9% ; ASTIEMIGIZE E) . V5 7 = = JTE13845] (36.9% ;
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FE-EEREFRNEFSIEEMGEE) (ARBRELORRBERENEETE
Hh-ot=,
REICES-HEEBRITARFI+ L A1 LT T300mgEE30/388%51 (7.7%) .
AFIF£26/388% (6.7%) . VS5 7T =TJ827/37445 (71.2%) IZHKEHL. =
DI BARF+ F LAY LT T300mgEEof] (2.3% ; RBEMEIF X208, EEME
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AE+ FL A LT T00meEE AFK|:55HF (8 :04~427HA) . L A1) LT T300mg:
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ES

ABBEOURT LR ET I EREEE *H 9 5BTCEE685
(KEN+HTLVBREV/ORTSFUEIMB, TSER+TLVAE/S
A TSFUE3MME) (BARANTSH [FNEFN37H]. 4141] 2&EL)

FoEHEE

-EERE (FFREEERE [IHCC] XIZAF4MEERE [EHCC] ) R U BEZERE (GBC)
=&, HBFEMNICUIRTREGETXXIIEBHEDOEERIFEETHS L
NHERINTWVWDIRI V-V JBFICISRULDESE

- D2 RFICUIBRTRER ISERIE L D SN RABEDEE

* Performance Status (WHO/ECOG) A0XIL1THDEE (FHANE)

- RABBEMOFHEToIERII6HABERALI-RICER LEEE. &
VAT 558 I MEREEEEZ (E2EER U/ XITHMGHEERE) OKRT
BOHARBERBALI-BATHERL-ES

s R—R 54 VEICERNADBENRHED=ODFHHTA K54 UHE11R

(RECIST v1.1) [ZEDKIZMREL LTIDULDRENEDONI-EE

- (KEN30kgBD EBFE

FLBRMNEE

D7 A —REICRELI-EEEET HESE

- RAXITBEIC, HCREREXIIRELRENERIN-EE

- EEHEORREERELSSEORENAHLESE

- fER. CRIFF . XITE FREFEVAMILR (HV) E0OFHHERELH S
B2E

- REIEHFIZBEERATOEEXEARFOYEZSF14BLAICERL
-lEtDOHBEE

&

KB+ LB EV/SRTSFUORBRIEITS R+ LVBEV/VRT
SFUBOWTAMNI 1D TEINEEAZF T LI (BAREF: KED
KEE [WZEFUIBRTEE. BR] . RREBEAL [IHCC., EHCC, GBC] )

AE+SLUBE/SRTSFUR:

DR TSF25mg/m B U LA E1000mg/m? (BH A2 I)LD1,. 8HE)
EHEATAEAFN500mg (B A2 IILDIBR) ZREHIT. 5081 538
iR (Q3W) THmAR8H A YV ILEE L. D% AHE|1500mg % 4:8 [ &
(Q4W) THKEEIT (PD) RIIHFBTETLHUVEULNTEOONDETHEL
fz=o B4V ILDO1BBEDXREFFICZIE, AR EHRMEEL. TDE., L2
BEEmIT L=,

T7S5tR+SFLIVEREV/SRTSFUE .

DR TSF25mg/m B U LA E1000mg/m? (BHA4 2 )LD1, 8HE)
LHATTS R (BHYA4VIILDIBER) #REEHET, RE50ENSQIWT
BRASH A IILEEL-, TR TS ERZQUWTPDXRIIHBETELRLEN
NBOONZETHRELI-, EHC4VIILDI1BBEDOERREIZX, TS5EAR%E
=AITH|E L., Tk, LFEEEZEHRITL I,

) SERCPEREFORBAERVAE (2025F3AKR)

- VRIS FUOBERICNT SRBAERVEE

VRATSF UL LT2mg/m? ((AREHE) 26000 T TRFEEL. BIEREE2E:EHL.
JBEFRET S, ChEIV—ILELTREZRYERYT., 8. BEOREICLYEERET
%o
T LVAEVOIRBEICHT 2RBRERVAE

BE. BAICIEY LS F ELE L TIE1000mg/m? %3053 H T T miEagE L, @1 ERE £3EE
L. 4BERAET S, ChEIO—RELTHREZRYRT ., BH. BEOREICKLYEE
BET B,
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FEFMIER

- 24 FHM (0S)

Bl R ET 1l IE B

- EIEE AR (PFS. RECIST vi.1(2#E D < AERIE & EER L)
- REIMESIE (ORR. RECIST vi11ZH& D < AERIB L ERMELME)
- R3HART (DoR. RECIST v1.1(2# D < ;AERIE L EEMETM)

- BEREST Y AL (PRO)

- ReH

- B

- fERE

FT—2Ay b A T2021FE8A1TBEADERETT,
[(BxhtE] GHEXR : BEEASITITL-28F  RABIXERER)

<FEFH@EEER>

- 24 7FHR (0S)

2FRER Q24EDQDA R M) IZBWTARBI+ ST LV R EV/SRTSFUR

XTS5 R+ LR EV/CRTSFUBICLERTHEFENIZERLZOS

DEEMNREH LN UN\HF— KLt [HR] : 0.80 [95%{E3EXRT (CI) : 0.66

~0.97] ', p=0.021"2 [BRllog-rankiRE (M) 1) ., OSHR{E [95%CI]

EARB+H5 LR EV/SRTSF U128 [111~140] hA. TSR+

BLOBEV/ORTSF U5 [101~125] hATH- 1=,
osHIE(R) [95%Cl]

107 - AEWHEE 12.8[11.1~14.0]
3'3_ s Lt 11.5[10.1~12.5]
£ ;4 INF—REE(95%CI) 0.80[0.66~0.97]
£ 06+
1 0.5
Z| 0.4
A 037
B 0.2+
0.1
0.0, T T T T T T T ]
0 3 6 9 12 15 18 21 24 27 30
BIEAEIMITHSDHAR(B)
at risk#g
AEIGHREE 341 309 268 208 135 79 49 24 9 1
WEREE 344 317 261 183 125 65 29 10 4 0

OS®MKaplan—MeierBli#R (£FE£H)

OSOfEMTHER (£IKER)

AE+FLVEREY TS5eR+TLVEEY
/ORTSFUH J/ORTSFUH
(n=341) (n=344)
HR [95%CI] *! 0.80 [0.66~0.97]
pfE*? p=0.021
OSHhsiE [95%CI] . A 12.8 [11.1~14.0] 11.5 [10.1~125]
1A ABRAOEEFR 54.1 48.0
[95%CI] . % [48.4~59.4] [42.4~53.4]
18N ABRDEERFER 35.1 25.6
[95%CI] . % [29.1~41.2] [19.9~31.7]
UHABRDEERFE 24.9 10.4
[95%CI] . % [17.9~325] [47~18.8]

Kaplan-Meier;& 12D <,

X1 BIEAEIT TREDERBDIKE (MEZHURATE. BR) . REESILL (IHCC. EHCC,
GBC) TIAEL=BRICoxttHlNF—RFETILEZRNTEHLT=

X2 : LERERTHAELBAllogrankiRE (MAD) . REICIEHBIEEKEI%NEH LV

(2021 8RBT —2 Ay b4 7. £oH— FEFICHITH0SEHHAM D RIE (BHE) [K

Bl LOBEV/ORTSF U 137THAK (04~27240R) . TS5ER+5LVEEY/

SRTISFUB 1260 AK (07~26040A) 1)
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<BlIXREFH@EEE >

- EIEEAFHRM (PFS)

2FER GIEDOA R RN IZBVWTARBI+ ST LVEREV/SRTSF U
FTSER+TLIAEV/DRTSF UBICHRTHETFEMNICHELPFS
DEEMNZEHONT- (HR: 0.75 [95%CI : 0.63~0.89] *' p=0.001*? [ERI
log-rank#&E (W) ] ) . PFSHHR(E [95%CI] (FARF+T L FED/D
ARTSFU#12[67~74]1 hA. TSR+ LVBREV/SRTSF U
5.7 [5.6~67] hATH-1-,

hat

v PFS (e ii(F ) [95% CI]
0.9 \1 ST 72[6.7~74]
»- ot 5.7 [5.6~6.7]
-, NF—EH@©@5%Cl)  0.75[0.63, 0.89]
08 ‘\_
07 L.ii
-
06 W
L
05 V. 4
B
0.4 \
A
03
Y
.
02 . LY
N .
0.1+ “.‘k T u, e
—————  AAIGHAE (N=341) e e e o ee—_ o
00d— — B (N=344) — -
T T T T T T
0 3 6 9 2 15 18 21 4
atrisk # FAEARITH S OM(F)
AFIGHEABE 341 326 296 258 245 221 189 174 106 100 6 54 38 31 27 25 23 16 15 7 7 5 4 1 0
xm@E 344 327 280 255 237 197 149 137 8 71 39 31 17 4 11 7 7 5 4 2 2 0 0 0 0

PFS®Kaplan-Meierfli#s (£{&£M)
PFSOfEHTFER (EA%EH)

KEI+TLEEY

/VRTZF U
(n=341)

TS5teR+FLIAEY
IVARTSFUR
(n=344)

HR [95%CI] *!
plBE*?

0.75 [0.63~0.89]
p=0.001

PFSHQ{E [95%CI] . A

7.2 [6.7~74]

5.7 [5.6~6.7]

Kaplan-Meieri% 233 <, RECIST v1.1[2£ 3 < ;A58 L E AR T
X1 BIEAEIT TREDEBDIKE (MEZHURATE. BR) . REESIL (IHCC. EHCC,
GBC) THAEL=BRICoxttHlNF—FETILEZRNTEH LT
%2 : LERERTHRAEL-BRllogrankiRE (WA . RECIIAAIEEKEL81%FRAL:
(2021 FE8AMBT—42 Ay b4 7. EoH— FERFICHITHPFSE AR D RIE (8EHE) [K
N+ LOBRED/SRTSFUR 920 A (00~24008) . TS5ER+5LIEZEL/Y
ATSFUB 69N AK (00~204) ])

- BEIWEDHE (ORR)
2ARERIZEWVTORRIZARFI+ S LUEAEV/SRTSFUE26T%, TS
RATLUBEV/ R TSFUEI8TNTH o= (A4 v XE1.60[95%Cl:

1.11~231] | p=0.011) *2,

ORRMDfEMNFER (£AKEMH)

XE+HLEZEY TSER+5FLVEEY
JORTSFUE JORTSFUE
(n=341) (n=344)
ESULTES 91 64
ORR, % 26.7 18.7
ZF v Xt [95%CI] *2 1.60 [1.11~231]
pfE p=0.011

RECIST vi.1[2& D < ;AERE L ERETE

¥1: ORR: XKk, ABRBUEMICKYTLELY (CR) XIIEHES (PR) LHIEShET

e EBEDBEGEERE LS
X2 BIEARIN TREOEREBEDIRE (MZREUIRRTEE.
GBC) THRBLIE-BRICMHEREZEWVWCESHLT-
(2021FE8B1MBT—2 Ay k4 7)

B¥) . ERESEMI (IHCC, EHCC.,
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(Z£1] GFHENR  BREZIELULRESI-EE  REMEBITAR
ESSil)

2REFICEVWTEEZREIARF S LB EY/ VR TS F U #336/338
Bl (99.4%) . TSER+5FLIBEL/ORTSF UEE338/34245] (98.8%)
IZRIBLf-e COSISBLERFI+HFLIVAEL/SRTSFUEI4F (92.9% ;
B34l E) . TSR+ LR EV/ SR TS5 F 30861 (90.1% ;
BMmi123f7%E) [FARRELORRERNEETETLEN o1z, RFI+H LD
BREV/VRARTSFUBTHONE-ELEESRRIE. BM1634] (48.2%) .
B 13841* (40.8%) . {ERK109* (32.2%) . LFHREREAEE107/H] (31.7%) .
R (26.9%) . WFHREREUE 9145 (26.9%) . BAUREIRS7HI (25.7%) .
m/MRECE A 70651 (20.7%) B UFEERTOH* (20.7%) TH>7-. TxAKGrade3
RIFIDBEEZEREIZERFN+ST LB EY/ VR TS F 2 E249/3384)
(737%) . TS5ER+HFLIBAED/ SR TS FUE257/34245 (75.1%)
IZERBL, COSBARBN+STLVEZEV/SRTSF U211 (624%) .
TS50R+TLIRZEV/DRTSF U221 (646%) ISARBRELDER
BEENEETELEMN ST,
REICEEEESEREIAXRFN+SLIVAED/ VR TSF U12/3384
(36%) . TS ER+STLIAEV/SRTSFUR14/3420 (41%) [ZF
HL.COSBFRFN+HSLVBAEV/SRTSF U2 (06% ; BEMTERZE
h. FF:E) . T5ER+SFLUBED/SRTSF U (03% ; S5
R FEBRELORREBRILBETETEMN T,
BELBEEZREREIFRFN+ST LR ED/ORTSFUE160/3384 (47.3%) .
TSR+ LR E/ D RTSF UEE149/34205 (43.6%) IZHIBL, 2D
SHERBNHSTLUVEEV/VRTSF UM (157% ; BmFALE) . 735
tRHSFLUBEV/ORTSF UM (17.3% ; Blfn, FEEMEIFHERE LD
fE XIS M/IMREAE B46172 E) 1TARBREL ODRRBERNEETEEMN o1z,
BREOERERILEICE S FAEZEREIARF+STLVEZEV/SRATSFY
B£44/338%5 (13.0%) (FLYAREUMDORIFISRATSFoHESHIEHIF
43/444], KFIREGRIEFE21/440])) . TSER+TLVEREV/VRTS
F UB52/3420 (152%) (LA EVUN DRI A TSF oS5
1Z£47/52f51, 7S5t REBEE R IEFIX18/525]) [ZHEIBL. DS BXRF+4 L
SREV/ORTZTF UG (8.9% ; M/MRBAEABILE) . TSR+
FLOBEV/ORTSF UG (11.4% ; Ay L7 F=Emioflis
E) IFARELORRBERMNEETETLEI, o1,

AEEROERBRERR
e J5i]
FE+5LIBAEY TS5tR+5LUEEY
/VRTSF U J/ORTSF UM
(n=338%2) (n=342%2)
L2THEEER 336 (99.4) 338 (98.8)
N3 A== 7= ~
ggigw%sﬂfﬁ%mt%m\ 314 (92.9) 308 (90.1)
B KGrade3/ANHEER 249 (73.7) 257 (75.1)
REICE--HEER 12 (3.6) 14 (4.1)
EEREEER 160 (47.3) 149 (43.6)
BERILICE>-HEER 44 (13.0) 39 (11.4)
2TORENEEDEEESR (mAE) X 43 (12.7) 16 (4.7)
Grade3/4MimAE 8 (24) 5 (1.5)
B (%)

BREAOBRBEHME hRIE :

AE+FLVBEV/VRTSFUB bR EEGRAYR 56008 (8 :01~9040H) . &
FIBEFIR 1R - 3220 A (8EH : 02~18940A)

TS5ER+TLIAED/DRTSFUE LFZEEFREM 55208 (88H:02~94HhA) .
TS5t REFIREHRM - 27608 (&HE : 06~166H 1)

AEEROENTR  AREOFRRIZERIOBE T, XIFEKEE (BHNKRSHEEREZR)
MIBFESETOHE (WIFhMENE)
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LM T 04 FEIRIEADABREOENTLBICLIEZNENAZLELT S,
AEIDERER. T4bhb. THREOFEEZNGT S/ FIILOERICERLIZERT
REFEER

REMBFIHNRER L. BAREFIRULRSE SN2 TOESE (KF+SLVEED/Y
RATSF UK. TSER+STLVBEV/CRTSF UMMM 250
(2021F8AMMBT—42h v k71 7)

*  HEBROT—42Hy b4 7 (202158 8118) ZITHEIM-E O TEMRE Sh =B 24
(21F) . F#2F ) . BE () 280, BMBRESNE-EEBZREIVTNIE
JEEE., BEGradeTHY . AREDREDILEICES-HEERZRWLImAEX M o1,

X1

X2
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(1T -

BREOFERE)
ER<#FFE MAEHER (DUO-EFRER) -+

B

i}

EEREBEDGEVNET - BROFEREBEZFEZIRIC. ALRTSFUORY
XY URNMEBEMEBEEREAI T4 0T (KE) OHFAR. KB EA T/
TIS & B HEFFUEARIIAFIC L S MFREDANMEZREAT 5,

HEBRTHA

EfXRENNE BEAL —EFE5R 77 RBHER

%t

ES

LEREBEDITVEST - BREOFEHEEET184]
(RF|+ A F/8) THLREERE2396] . RF|+ LS RIEF 2364, {LFEE
#241050) (BAA88H [EhEh266l, 3061, 326]] ZEL)

FoEHEE

RO —Z VU TBICISRULETHITEESE
HEEEIIRLT ., FEASENICEEEFERELZSH IN-E2E (EA
fBIEEANTEEE L. FERABISEANSTAE L)
CUTONWTFhNIZUT IESE
- International Federation of Gynecology and Obstetrics (FIGO) 43%8 (2009
FhR) MED S5, FHRXIIERZRICERISADBEDIRHED-HD
FHA FS54 V%110 (RECIST v ICE D CAIEARERENRDH b
8%
- FIGO7 48 (20094 hR) VEAD BE (FMXIIEREZEDEGFREDAEIL
It %ELY)
-FifiEECAEICKYIRAT HAEENMEVBEROESE
- EEMBEEREICK D —RABBRDLGWEE
-BRFERERBIZIBVWTOHR. £BNEEEREIE. 7P a/\Y MEE
ELTHEESN (iRl fiR@iEREZD—IRE L T, LEHRGHRE
EERBXIEFOERETHEWL) M OEENMEEIOERERESENSF
DEOBREREFTCOHBA12ZAAULDEEICBY & L1,
- BAEABIMTIFRNICRE G S ATy FIEEKE (MMR) REHRER (EE /R
B) AELNTWVEIES
- SRERERIR 5 B8 817 H LLIN D Performance Status (ECOG) H0XIFX1TH S
B2
- (REN0kgiBD EH

FHBRNEE

- BAXITBEEIC, BECREREXIRERRENERIN-ES

- FHMOREMRESSEOREENH L ESE

- $E%. BREIFF A YA IILR (HBV) . CERIFFRYA LR (HCV) . XIFE +R
BREDAILA (HV) EOFEURELNHIESE

- ARYTF/ U5 Z) U R—AR) AS5—+ (PARP) FBEZEIZ LS
BEEOHIEE

- RENFFEZREFEAPOBRERIEIAREFOMEKRSFNM4BUAICERL
-CEDHHEE

&

AE+F4 5/8) THERFER, R HEREERE., LPREFOLT I
([Z1:1: 1O TRANEESEFIT L (BAEF - MMRORKE [EE. X
8] . KEBEORE [(BRE. FH2H] | g (707, ool ) .

AFI+A S/8) THLEEEE -

E2ECEGRBICIE. DILR TS F o (MEFPEE -G TEiE [AUC]
56 Z 1R T TEEET) +/89 ) 2%t/ (175mg/m*Z 3R AT
TREMT) *Z3EM[ER (Q3W) BETHRR6TA VLTI L LT K
F1120mgZ QW T RiMFHE LTz, (EE2EEFRBOKR TR, HFEEHIC
. BEHNEEHEIT (PD) ARBOONEN>-EEERRIZ, PDARBRDH S
N5 FE TAHE|1500meg =4 BRI (Q4W) TRFFFET D ELBITA T/
J300mg (fE&I) #182[H (bd) ¥®ELT-.
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AF|+ P AR

{EREEGABIZX, AILAKRTSF 2 (AUCSRIL6 Z 1B A I+ T miEEeT)
+/82 1) B2t (175mg/m?*Z 3N 1T TRiEssTE) *ZQ3WR 5 THRX6
AT EELIC. KFNM120mgZEQIWT HEFET L 1=, b EEG A
DR T&., HIFEEHICIX, PDARHONEN>-EEEZXRIC. PDAR
HENDETAHF1500mgFQIWTREFRET DL EEITASNITDTS
AR (FFl) #Fbdix5L1=,

LR -

bR EEFRBIZIE, DILRTSF 2 (AUCSRIL6 % 1B M 1T T mifEsEeT)
+1X7 1) 2 X)L (175mg/m?Z 38R 1T TRiFEERE) *FQ3WIRE TR K6
A ONLITIEEBIT. FFDTSEREQWTEEEEE LT, LA H
FREIDKRTHR. HEBEREZHICIE, BEHUPDARDOONEN > -EFERR
[Z. PDAROONZETARED TS EREZQUIWTHBEFHTTHE LB
SNNYTDTS5ER (&F]) ZFbdik5 L1,

ANKRTSFUHRD Y A X LBEICLIBBERGHER LEBEZICE. QALKRT
SFURUVQNRI N AXTELEEFTNTNLOVRTISFUORVQNRY YA XEIL (FILTZY
BAL) RIEI R XK ERTTSHILMNaieE Sht-,

) SHRCPERERIORBAERCAE (2025F3AKR)
FALKRTSFUDFEREICRT 2RBAERVAE
HORBHESFEOHFHRICENT, BE., RAIKRALKRTSFo LT, 1HIEAUCS~
6mg - min/mLAEBEZFIRE L, DA< ELBBNKRET S, ChE1v—ILEL, BEEZRYR
T, B, REEL. BEOREBICLYEERT 5.

R XEILOFEREICHT PEBRERVAE

BE. EAIZIARI Y2540 E LT, 1B1E210mg/m* (ARER) Z30MM T TRiEFHE
L. 2 ER3BRKRES 5. ChEIV—ILELT. BREERYERT,

TEFMIEE | - EEEBAEFYME (PFS. RECIST vi.1(2E D GAERIE LERMETE ; A%+ A
Z/\Y) T HEFRERvs L FRER . AF HEFRERvs L FHRER)

BIRFEMIEE | - 24FHM (09)

- BEIMIESIE (ORR. RECIST vi112H& D < AERIB L ERMLME)

- ZZHAR (DoR. RECIST v1.11E D < AR L EAMETE)

- BAEBENUT ITR2E B OPDE TOHME (PFS2, jABRIE L EAMETH)

- RN

- B

- BERE
¥ B| T—4hvy bFT72023F4R 12BEHADERETRT,

(Bxnit] GHENR : BEASITITLE-28E  RXBITHREH)

<FEFH@EEER>

- |IBEAFHME (PFS)

SRER 438FDA R R) IZEWTEHFI+F 58 THIEEERERE (N
H— Ktk [HR] :0.55 [95%{S%EXME (CI) :0.43~0.69] *', p<0.0001** [[Z
Allog-rankiRE (M) 1) RUAXRF +{LFEEE (HR: 0.71 [95%CI: 0.57
~0.89] ¥ p=0.003*? [BRllog-ranki2E (FE) 1) TIEWLWFhiLFE
EBLHERLTHRARZNICEELPFSOEEARDH O M-, PFSHR{E
[95%CI] [ZARFI+A 5/ T+HeEEiEEE15.1 [12.6~207] hA. KRF+
b EERE102 [9.7~147] HA. 1LFEER9.6 [9.0~99] hBTHHT-,
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1.0 PRSPRIE(R)  ALEAABIHTD
0.9 [95%CI1] I —RE[95%CT]
0.8 — AEA SR TR AR 15.1(12.6~20.7]  0.55[0.43~0.69]
S S —— FEHERREE 10.2[9.7~14.7] 0.71[0.57~0.89]
S N \ ORI . T 9.6[9.0~9.9]
g 0.6
=
0.5
=
%U 0.4+
& 0.3
0.2
0.1
0.0+
- ‘ : ; ; : - ‘ ‘ ; ; ;
0 3 6 9 12 15 18 21 2% 21 30 33
) EAEABBFTHSOHAM (B)
At risk#
RRHET T HEE R 239 214 198 169 139 % 51 30 16 7 3 0
ARIHEREAE 238 21 188 138 105 69 45 26 13 5 0 0
e 241 213 184 125 86 45 26 10 3 1 0 0

PFS®Kaplan-Meierfli#s (£{&£M)

PFSOEITIER (£HAKH)

AAAAZT)T | amieeman | esn
HERRUAR (n=238) (n=241)
(n=239)
HR (vsibZEEiLEE) 0.55 0.71
[959%CI] *! [0.43~0.69] [0.57~0.89] -
pfE** p<0.0001 p=0.003
PFSthR{E [95%CI] . A 15.1 [12.6~20.7] 10.2 [9.7~14.7] 9.6 [9.0~99]
EIBEAER 9%
657 AR 83.9 83.8 82.5
12h AR 61.5 485 41.1
187 AR 46.3 37.8 21.7
Kaplan-Meier;%[Z#3 < , RECIST v1.11Z£ D < AERE L EMM T
X1 EEABTITRFOMMROIKEE (EE. RIB) . REKE (BR. Fifizgw | g (72
7. FDibDihis) THAEE L =EBRICoxtbBFINS— FETILZAVTHEL.CIZTTR T 7
AIWVEEEERAWNTERLE
X2 LEEERTHAEL=BEBAllog-rankiRE (M) ZAWNT. {EESEOLLE F Ik L THET

L. ®EICITHBIEEKE25% %A=
(2023F4B12BT—42h vy b4 7. EoH— FEFICHITHPFSE AR D RIE (8HE) [K
F+AS5/80) THeEEEER 1540 Ak (00~31.7H 8) . AF|+HLFEEE 1540 A8 (00

~291hR) . LEEEE - 1260 A8 (00~3167A8) 1)

PD-L1DHRIVKRBDPFSOMEIFER (RIAEHR)

AEI+AZ) T e s .
R - {B (A== 07 3 [#=2b-5 3
TAPX =1| i3 150 170 163
th 3 {E [95%CI], A | 20.8 [15.1~NR*?] 11.3 [9.7~154] 95 [7.9~99]
HR (vsAbZPEikEE)
[95%CI] 0.42 [0.31~057] | 0.63 [0.48~0.83]
TAP<L1 | 5%k 82 61 75
i gfiE [95%CI]. A| 10.1 [9.5~15.0] 9.7 [70~14.7] 9.9 [7.6~125]
HR (vsAbZZEEi%xEE)
[95%CI] 0.80 [0.55~1.16] | 0.89 [0.59~1.34]

Kaplan-Meieri% 233 <, RECIST v1.1(2£ 3 < ;A58 L E AR ST

X1

c OHIfaIEIZ R B RIGARH 5N 3 ESHAR VOMMEX (SHaE IS RE RIEHNRH 5

noEZEEREMRAFEY SEEOEEZ. EEHEEESAOEETRLTI0ZEEL

1-{E

2 : NR (Not reached) ZIE

(20234 12BT—4%H v b4+ D)
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<BIREFHEEER >

- 24 FHIM (0S) (1IEIB O EGETES)

SFRER 195D A Ry B) ITEWTEKFI+745/8) THE2EER (HR:
0.59 [95%CI : 0.42~0.83] *', p=0.003%? [EHllog-ranki&E (FEfI) 1) &
UARE|+eZFEEE (HR: 0.77 [95%CI : 0.56~1.07] *', p=0.120%2 [[E3I
log-rank#&RE (FEf) 1) TEHEWINLIEEEER L LB L THITZEMIZE
BELEFBOLNGMN 1%, OSHRIE [95%CI] [TAXF|+AF/81) T+1E
FHEGEBNR® [NR~NR] . AF|+HLEEEENR [NR~NR] | 1b5ixE
259 [239~NR] AATH-T=,

OSOfEMTIER (£AKH)

ARAASS)T | amessosn | besusn
+bEERk R (n=238) (n=241)
(n=239)
rjﬁR [95%CI] *'vs LFHE | oo [0.42~0.83] 0.77 [056~1.07] _
o p=0.003 p=0.120
osth&fE [95%CI . A | NR¥ [NR~NR] NR [NR~NR] |69 [239~NR]

Kaplan-Meier;&I1ZE&D <,

X1 J|EABSITEEOMMROIKEE (EE. RIE) . REKE (BR. FiHlgwH | g (72
7. D) THE L =BRICox NS — RETILZRVWTHEL.CIZTTO T 7
AIWVEEZEERAWNTERLE

¥2: LRRERTHAELBAllogrankiRE (M) ZAVTEMEESEOLEZMMIL L THEFTL.
BREICIEBANCEIY BToM-MAEEKE (KE+45/8) THbEB2EEF#vs LB
iEBE : p<00006, AK|+HbPEERvs LPEBER  p<00011) ZRALV:=

%3 : NR (Not reached) : FKZI|ZE

(20235F4R12BT—42 Ay AT, o9 — FEFICEIT50SBHHR P RiE (&EFH) (X

F+7S5/8) THePEER 187 A (1.1~334H0 8) . AF|+HLPEEE 1840 AR (241

~330h 8) . bPEER - 186H A (05~329H0A) 1)

- BEMNEDE (ORR)

LREFDR—R S A VBFICHIEAREREEE T 2EBEITH T HO0RRIFIE
FREGAEES5.1% & LB L TAF|+A 5/ T+HIEFEEEE63.6% (v Xtk
144 [95%CI : 0.95~2.18] ) *RUAFI+{tF2EEFH61.9% (A v XH1.32
[95%CI : 0.89~1.98] ) THo1=.

ORRMDfENTFER (£AKEMH)

AAAAZTR)T | amireeman | esin
N e i
* n=202) (n=198)
(n=184)
ESLTE 117 125 109
ORR., % 63.6 61.9 55.1
#w XLt [95%CI] *2 1.44 [0.95~2.18] 1.32 [0.89~1.98] -

RECIST v1.1(2E D < ;A58 L ERRETAME
¥1:0RR: R—X S A VA TATEARBRENEDON-EEDS L, FEREREETDA
ERIELEMICLYTELER (CR) XIEEHPEM (PR) LHESN-BEDEE (%) &
EELE:
X2 EEABIMITEEOMMRDIKEE (IEE. R1B) . BRKE (BR. 2w CcHELKzO
CRTAVRABRETILERANTEMLE
(2023F4R12BT—4% Ay b4+ D)

- EHAME (DoR) X

2HREMICEVTEDLRO ONT=BEIZH T HDoRPREIEAF +74 S
N THEERER2130 A, AFHEPEEFH 131D A, LB EEHTTH
BTH 21z, EHBOONF-EBEZEDS L 18HABRATEMNEHR L TL
FBFE. AFI+A T\ T HEFEEEEES5.7%. AF|+HLFEEEEE46.6%.
b2 RRE148% ThHo 1=,
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DoRDEEMIER (HEEZHMNRH 5 h1-FE TOFE)

AAAAS)T | amireeman | esin
bR fe i
(n=125) (n=109)
(n=117)
DoRHIR{E, H 213 13.1 7.7
187 R BACEDNER
LTLEE. % 55.7 46.6 14.8

Kaplan-Meier;%[Z#3 < , RECIST v1.11Z£ D < AERE L ERM T
¥1:DoR: MEERMARDHON-EBBEEZRRIC., MO TEHIERSINI-EASPDXIFFET
NEOLNLETHHHEERLT
(2023F4R12BT—42H v b4 D)

(Ret] GHEXER  AREFIRLUELERSEIN-2TOES  TEHEHE
xtRER)

2HEBYE CAREOVEREANCZTEMHEBMEAMKR T E TXILEBEBRE
Bt #RRUOEGEREFABRRBETCOVTIANENS) IZTDONTH
L=,

2ARERICBVTHESRIEIARF+ A5/ T+ E£7£237/23845)
(99.6%) . AF|+IbPEEFEE232/235%] (98.7%) . 1bFE%EEE236/23645
(100.0%) IZEBE Lz, OS5 EXF+45/8) T+ EEF23441
(98.3%) . AF|+bFHEEEE2190] (93.2%) . 1L EEEE22815] (96.6%)
FVWTHHODBBRELORREARDBEETEEN oz KREI+AS/8) T
HEEREH TAONIELGEETERIE. BMm1474] (61.8%) . Fir130%1
(54.6%) RUBRELE12145] (50.8%) TH o1, AFI+HLFEEHTHLN
-ELEEERIE. BREFE118H] (502%) . BMm11145 (47.2%) RUVELD
964 (40.9%) TH o=, EFEEH THON-TLEESTERIZAM1284I
(54.2%) . BREE118f5 (50.0%) R UELM 1056 (445%) THo1=. &mK
Grade3 X (F4DEHEBRIEIAXREF +A4 5/ T+ b5 % #155/238 451
(65.19%) . AFI+1bE;EE125/235/ (53.2%) . {bLFExEE126/2364
(53.4%) [T L. 2D 5 bAFI+4 5/ T+HbFHEEEE128 (53.8% ;
BIN53%745 E) . AFI+HLFEERE10145] (43.0% ; BMm32fl7i E) . L&
FEEE96/5] (40.7% ; FHREREUE A 340172 &) [FWLVT A DAERE - DFEEE
BABETEEMNST=,

REICE>AEFERRIIARF +A /80 T +HEEEEEES/23861 (2.1%) .
ARE|+eEHiE#E4/2356] (1.7%) . 1LFHEEE8/236f (34%) THo1=
M, BARIEYMEMICKYAREICEET LI INERTICES-FE
BRIIRBE LGN T,

EELAZTERIIFRF+A S5/ THLFEERES5/238%] (35.7%) . AFK
+bE R EEE73/2356 (31.1%) . 1L EEE73/236%5 (30.9%) ITHKIEL.
ZDSBERE|+A S/ THEEEERSSE (23.1% ; BMmMI6HAZE) . K
B+ AR5 (17.4% ; REEIFREREAE. BHE451742 E) | L%
BEEEEA20] (17.8% ; BB E) ITLWTIAHLDEBBRELDREMBEIAEE
TELEM-T=,
WFNHODBBREDERESFIICE>EEBRIERF+FS5/8) T+HEFE
i5B£58/23815 (24.4%) . AF|+1bEERiEEF49/2356] (20.9%) . bFEEEE
44/236f5) (18.6%) IZHIEL. D5 BAFI+4 5/ T +HL2HEEE534]
(22.3%; BEMm10417: &) . KFI+H1bEgEEE456] (19.1%; B, RKEE=1—
BANF—, FAIES RIGEPIGEE) . ALFEERIH (157% ; SFEAITHE
SRIG106172 &) [FWT A DARREL DERBERNEETEEMN o1,
FRFEBRBIEARFI+ A /3N THEEEEF TIHIFRD 5 tz, 36llE £ TGrade
SNEERHEZEZRTHY . ARELORERBERIAEETEEN 2=, BER
EAMEEMIEAF+74 S5/8) THEREER T2, KF+HEPEERT
1IERH 5Nt=, 3BIELETGrade STHY . ARBRELOREBENEETEL
Motz, BID S E2BIEEELGEEETRTH Tz SHIT. KFI+A /81
T+HEEEEH CILEMAET SRS, EELAETERE L TGrade 3MF M
BmAIFIRE L., ABRELORREBENEETETHM o1,
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FEZROEBERR

Ex- 5]
ARAAT )T | i lesmman | eman
+HibEEAE (n=235%2) (h=236%2)
(n=238%2)
L2THNEEER 237 (99.6) 232 (98.7) 236 (100.0)
f;ﬁfﬁg;ﬁﬁh\%m 234 (98.3) 219 (93.2) 228 (96.6)
H®KGrade3/ANHEER 155 (65.1) 125 (53.2) 126 (53.4)
REICE--HEER 5 (2.1) 4 (1.7) 8 (34)
EEREEER 85 (35.7) 73 (31.1) 73 (30.9)
BE5RILICE>-HEER 58 (24.4) 49 (20.9) 44 (18.6)
z;gg;%ﬂ@)ig 56 (23.5) 66 (28.1) 16 (6.8)

B (%)
EHBRHMICH T 5 BAREADBRZELHM hR{E :
AFI+AS5/8) THEPEER KF/ TSR 5768 (BERE : 1~14480) . A£5/,80 7
/TSR 40280 (EHE : 1.3~125.0:80H)
AFHb2EEE KB/ TSR 43080 (8E : 1~1388[) . #3580 T/ FS5tR:
33.0ER (BEBH : 1.6~118.13E)
bEER A/ TSR 30.280 (8iF : 1~143:8R) . A5/8) I/ TSR : 24680/
(% : 0.9~124.3;8F)
AEEROEHYRE A5V TRXEFDO TS RESDREIZRE%XI0B., FERXIEFNTS
T ARBEEORRIZE5%0B DT IHEESE TORIRM
¥1: 2BURATOA FEIRISADEBREDOENTLBICLIERZNLENAZLELT S,
AEIOERERF. THbh5. THROFEEZNGT 5V FIILOERICERLIZERT
REFEER
X2 REMHEHNEERE. ABREFIRULESSA-2TOEE (&HBYM A7 +4
SN THeE R 2380, AF|+HbEiAEE2350]. bR 2366) & T
(202354 B12BT—4Hh v b7+ 7)

FE) SR TOREEXIEHR GR¥)
SRV FIEEREEER (MMR) OET - BEODFEREIZEITE2T NIV T GEEFHEERZ)

ZECLPREROMEERE

2) REMHB
BUAHLL

(5) BE - HERIHR
BBEH L

(6) JARAIER
1) ERBERE (—REAKEAE. BEFERARERE. SARELERAET) | RERTERT —
AR—RRE. WERTRERABROAR
OUIBRT R BT ETOIE/NERATE (NSCLC) (2311 HIRAMILFERITIREER DM IFE
EDEEERNRE L-BEERARGERE (BT)
UIBRABER B ATEITDONSCLCIZ & 1T B IRAHMEFMFTIRBEZRDHIFERELE LT, 9HT
AEEBESN-EE GAEFTEMEMNL : 500061) ZRRE L. REIREHTO MR IEMME
ROBEEBRVEERE (Grade) A, AFIIREROMEMMAE (RSHREMEXEZEE) O
REICRITTHEETML =
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2)

QERE/MREME (ES-SCLC) BEH (KRAILPEEHA) R E LBHERRARERE
(#7)
BEIZAFIDIREEMNE < (ES-SCLCIZX L. AF| & B2 RBMESH (UT. a2 R_A)
RUI bRY FOHFRBENMIODNEBE GRETEESS : 2126 [REMEBEITHRIES
#1) ZRREL, XEEQAERFIRVT bRY FEHA LI5S O R FPERRAE D
RERR (RERE, BEE. LE. GLRF) ZEEL.

BREVIBRTEEGEER (BTC) BEZXRE LE-BHEFEABRERE (EiEd)
RERFTEOFEAEEBTICENT, AEVIBRTRELGBTCIIH L. F AR EVERIERU Y
RISFULDOHAICEVT, FFZMNOHTHERESN-EE GAEFEMEML : 2006 [&
LHMITHRIERNK] ) Z2HREL. FF YLUFEVERBIERV A TS FUEHAL
HEEDRIERORBKREZERT 5,

@R ERFTHRERRER (PACIFICHER DML (T)
BERF AV IRAHEREZERSREBEEORICETIRO NGNS IR TRERD
FTESTENSCLCEE (RT—UI) 71026lE xR E L. FAFBZRBZESDHENMERVZENE
TR EDLERICTK Y FHE L 1=

OYIRTREL BFTHEITONSCLCIZH (T IR AL F R SHR B E R OHFEE (1[E1500metk 5
F) DBEBEZMRE LERERFTRT -2 A—RAE (REMMEER)] GrES)
FERARETICE T, MIRTEELBATETOIE/NEREMMEC & 1 SRR RSTHRE A
BROMEFERE] BEICHEITSERFN500me R 5 R OEERMEAEEEZTRORTINR ZILE
ER

AREHELTERFEONBRIEER LI-AE - HEBROME
TOIBRAREZREST - BHROIE/NEIRME] R TUIRTRELGFMEE] OMEEXR (TR IBME
(20224 128) IZROEABEHEI TSN,
ENTOARBESNMEBEHDTRONTWNSI I LS, WERTER. —EHOEFIZFZRLIT—2H
EBINLFTCOMIF. 2EHFZRRICEABBEREZERT S LICKY . RFDERESE
DERFEREBETHLLELIT. AFOREMRUEDMEICET ST -2 2 RHICIEL . K
RlOBEEFRICBLELGHEEZELDC L,
<EEFDHREE>
OUIRT R ST - BROIE/NMMEMME (NSCLC) BEZEXRE LI-26IfE
UIBRTREZL 1T - BRONSCLCITH L, AFl, LAY LT TRUVASRINERESRZS
CHOMBHERRIZREINE-IATOEE GRAEFEEG : 2004 [ZLMEMBTTR
FEGIZ] ) ZxREL, HERTEOERARETICE T HLLMEICET HEREILIET S,
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QUIRTREL AT HMERE (HCC) BEEXNREL-26IRE
PIBRABEIRHCCITH L. AFI+ LAY LAY THARESH S VEARFEEFRE ST
TOEE GREFEEHIK : 30061 [AHFI+ ~ LAY LT THAREDREMRENTRIES
ELTIBIBILI L, ARIEFIZRSDREEMITHREN & LTHMHILIE] ) ZHREL. R
ERFTEROEARETICETI2REHEICHT ERELEET 5.

1) Z ot
HBERE L
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VI. ENRE(CET SRE
1. REZMCEEHHLEYMRITLEYE
MPD-1Huk - AR < T GEGFHABRZ) . RATOYRXYT (EFHEERR)
MPD-LIfK - FRILT T GEGTFHEBRZ) . 7TV IVRATT GEEFHEER)
IR EEOHLELEMOMEXIENRFIX. RFOEFRANESRI S &,

2. EIB{ER
(1) YERERLL - 1ERARET?
AFX, E+TOTSLHMEE-)HY K1 (PD-L1) (23 e rRGESOTYUGHTHS
A1, KBF7A4VE47 (IgGlk) B/ 7 8—F LK THY . PD-LILZDOZERTHSTOY

S LRE%E-1 (PD-1) LDWEARZEETI S EHFICLY, MEBREGCEZERL., BERENE
ZHTHEEZLND,

-

" . vy . * 0 A\

e L
LY e [

THROEE é -‘.:.iir‘/s—?:_u'y}a)ﬁm
PD-L1&f LA i Ml o -\ .

REWPEREEEL.
THEOELELEET

. i @l PD-L1%fTLA
- - ' % SE0NI 45 R PR AL .
® {Ej'f:’?,m . e THRKES

(FaiineF) : PHI—SAERT

L) i

(2) EHEZRMTDHBRE
1) B FPD-1XIZAMERDEHE (CD)80& E FPD-L1&EDFERIZHT BT 2 IL/NIIL TDOEEHE
A (n vitro) %%
BEFHEEEZ E R (rh) PD-L1DrhPD-1X[ErhCD8OANDFESIZH T BT 2 IL/NIL TDOREHE
A%, H—BEMERAATE (HTRFY) ZRICLIHEREHBRICTIEMEL -, TOHKERE. T2
JL7NJLR T ErhPD-L1MDrhPD-1X [ErhCDBOIZ X T B #EE #HE L. 50%AFRE (ICx) (X%
NZN0.10nMKR U0.04nMT H o 1=,
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2) BEET A7/ BEINXITHMEEZLEDOE FE VNV BERUT Y APD-L1 & LEER L T- & ~PD-L1

3)

[Zxtd BT 2L/ TDFEEHEME (n vitro) %

£k (h) PD-LIICEEET 47 = / BRECHINIIHAEZHFODE M VNV BERUTIR (m) PD-
LIST L)LY TEEESEHHBEER L T, hPD-LIICKT BT 2L/ TOMEEH
EMEBRET L1,

hPD-L1&£30% L LD 7 = / BRERSIMERIME 2RI 2185802 VXV B E bDO T 0T S LIRS
-1)#7> K2 (PD-L2) (Al4 : B7-DC. CD273) &hB7-H3ZRIE Lz, & 512, hPD-L1IZEHE
T E5HEEE H DAEFED R /X B, hCTLA-4, hPD-1, hB7-H2R UhCD28HLRIEL1zs T2
WNLITDINLDR VNI BE~DHEESEHRREREE (ELISA) ICTAETSHILITE
Y. TaI/NLITOhPD-LIICKHT SRS HEMEZHRFA LIz, TOHE. TN T T
INEDEAUNRIVBEOVWTNIZHFEE LG, 2Tz, SBHITTI/IL/NLT TIEmPD-LIIZHEES
Lih-ot=,

TAIUNLI TOMRIRTHEIRICRIETEE (in vitro) ™

RAHME ML (PBMC) DIBFEICEDVTHREREY I—LLRIGZFH-T S LT, RRRT
AR EMBERTIOCRIZRIEFETPD-LINSD LT FILUEEEN LIzT2IL/NLT THEE
FOEEZRE LT,

ZOMRE BERSROEFET HEBRMEERN) T, Hihn A GHRIELERMN) TOPBMC
IEEBFICLEN T, PBMCOEEMNEE SNz, — A, BEXMEBEOHNOX4OLAFET TIE, 1
TEREHVRERGFERMICHIFI S fz, REBRIZ. T2/L/NLT JIEPBMCOETEICHEZ RIS
Hhot=,

20000
b7
T A
15000
F* _ T T
3
; 10000 L
B
A
&
=
5000
o (# |
FaINNTT  FOX40LFi#E CAT253 CAT254 #EBhE ERE
|AM ERm
(BERER (EHOH)
DIFET)
Il 20.00ug/mL @MW 2.00ug/mL M 0.20ue/mL 0.02ug/mL [ Ous/mL
THEHRERE RREESVILTOELEEYILTOER
PBMC : FRIHMERMRE CAT253: £/ 071 G2(18G2) 71/ &1 7B
CAT254  3AMEREEET AL MEEIO TG (18G1) 74 W 41 73 Btk

WERESRRUEBLE L -BBRYEXINBEYEOEFELETICEEL-E FPBMCIZL 3 F 2 O VEGA

HE

E FPBMC%. ZEHENE L-HBRMBEOFETXIIEFETICHERSR L L HIZ, 31°CTHHM. 1 oFaR—T 3
Yl 40FaR—2 3 U TH,  PBMCOIEIEDNIEZ L L TISHMICHhZY F I O URRAAEFRIE LT,
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4) TAINLITDIIT 9 2 —HEEDFEHE (in vitro) *¥
LR—2 —BEFT7vEAE#RANT, T2IL/NLT TRU214H9 higGl (FFAEE DIgG1 Fehals
AT HHPD-LIAK) DiikkFEMRES (ADCC) {EF % EFE L 1=,
ZOFER. 2.14H9 higGI R Ui E + LRIBERFZEE2E (HER2) ik (BiEBHE) (&
BEKRENICADCCERZETR LN, GIEHD EEEEHICIHMEEREEZET ST 2L/
JIXADCCERZ RS EA o 1=,

300000
=@ FIHER2#i{k (Bt iR IE)
== 2.14H9 hlgG1
(FEROIgG1 FeiliZa 7 5HPD-L1iuik)
== 2T
HlEIFduplicate T25E
200000
1
Xt
Ei
Xx
H
72
100000

0
10 107

HER2: b b ERIBRERFREWH28 hlgGl  bhhgd/n7 )G

10° 102 (ug/mlL)

F I T, 2.14H9 hlgG1 R UHHER2ELADADCC O Sl

hPD-L1% UFHER2 % #1395 SKBR3#MAEHE # 1ZR0MARAMK% & L T, HER2ZFUAZEEXBIALE LT, T/
R Uf2.14H9 higG1 DADCCYE R % 5Tl L 1=, & #RFNMEFc ¥ RIMa-158V R WSEML THIREZAEF (NFAT) IiS& LR—4 —
LTS5 —FEEBEFEERT SMBEHENKI2/CDI6/NFAT-ILY T 25— 9 00— U 8#ilEt%k T, ADCCIZEAET 5%
BATHAFcyRIa-158VEN LIz T FIIMEESIND E. LT 5—EEHUNLERT S, COILPTzS5—H
EMZEADCCORA~Y—H—E LTHERAL,
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5) PD-L1ICk ¥ E FTHIRRDIMFIICXE T 5T 2L/ TDIERAIER (in vitro) 2%
TN T TDOPD-L1 & ZRREDFEEHEEEAICKSTHIEOFHLICHT 2 ELRE
LR, T2/ JIE, PD-L1ZEAM LIz E MEMETHRBINGERICH L TERERZ
LT,

MR E FTHIARIZHCD3FA, HCD28HIA R UCAT-00441 ik (BEIEYH RIgGl) TI—T 4
VULERARBIRE—XZHMLTEEL-HER. THROBERSA 4 —Jz0 -7
(IFN-7) QEANRBOH NIz, —FH. RCDIMFAR VHRCD28IAKICIMZ T, rhPD-LITI—
T4V LIE—XZRAW5 &, IRTHEOEENDIGI S, IFN-Yy DEENET L,
DEBEZRIZT 2L/ TEFMT S E . PD-L1IIZ &K 2MFIERL S D IFIXEBEKRENZEE
NROOENT=, TAVEA THBHEDCAT24TIHI DL S BEREFED oM o1=,

ﬁ-!l-l 8000 (] v9RIgG2a #BE—X
B I HCD34t/AACD 28t/
1% 6000 CAT-0045it% #iE—X
B FiCD3H.4/HCD284itk/
;—_‘ 4000 rhPD-L1 #fEF—X
g W $CD3Hk/RCD28 4t/
S 2000 ii rhPD-L1 BiRE—X +
3, Fawnww 7
B o (JI) / (1 - I FCD3H/CD28 it/
= ® CEPF S OP rhPD-L1 #igk—Z +
S & P q,° 0 oV ° o5 oF 0 CAT254 (71 /41 7 HBifE)
o (ug/ml)  fELEess
FRE RN BT SRR
CD:cluster of differentiation(AMEAERE) 128G &B/O7VUVG %EWIJI’?D%}E‘
CAT254 : 3AFEBEET3IgG1 7 4 THBHE ﬁ?*ﬂ%ﬁ@ﬂ%@“iﬁ :
OAT-00481f - 0—74 >4 2 hO—LELTRIILE . MEE (FRADIRAE R EEEETA) vIAlgal Bo7/INT IR

THIRRIEGE I APD-LIDIIHIZRIZT T /LT TDFE

YR E FTHERRIZHICD3HUA, HiCD28HUA R \CAT-004414A (SEBEEY Y RIgG1) XIIrhPD-LITa—T 4 V¥ Lz
AREIREE—XER/MLTEEL, COTHMEERICT ANV IZFZMLTF I OUE (THIAOEE) 8IFE
L=

(pg/mL) []wyAlgG2a #HBE—X
800 I ACD3Ht/ACD2BIHE/
500 CAT-004%t4 #igE—%
> HCD3MH/HCD2BH/
= 400 I rhPD-L1 ##2E—X
ic B #iCD3Htk/ACD2BH/
= 200 rhPD-L1 #igE—X +
i i FanwF
o (JP — pry i i J— W ACD3¥Hits/ A CD28Yi i/
& e & & ® rhPD-L1 #ifEE—X+
o o o (19 q/ Q Q q/o q, Q Q CAT254(7A) &1 73 Bin{E)
(ugiml) T+
nFRE MR E/ B XA ARR
0D cluster of differentiation ILHAMERE) [FN-y +»4—71000 v g6 S@In7ynG Do/ VT ORI
CAT254 : 3xFiEREE T BI8GI 71 VA Btk HEREETNLGRE
CAT-0045k - =71 47 2 kO LTI L JRBEE (Tl & DIR ISR R A9 ) wroAlgG B0/ TV DETE

THIBAM 5 DIFN- 7 EEA 23T BPD-L1 DI RIFT T /L LT T

MR E FTHIRRIZICD3A, HICD28HiIA K I'CAT-004HiiA (SEREE Y ™V R1gG1) XIErhPD-LITa—TFT 1 V¥ L1z
RIBIRE—XZRMLTEEL, COTHREERIZTAI/NIILT TEHRMLUTIFN-Y DELEEZRIE LT,
EEIZEERE

HRYE/ MBE—XZHMNT 5ERB K20 LT DX

HRYEEZARMLAEVRER: £3V )L DX
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6) YTORICEITARERGICEDBREBERAEZN LT 2ILNILTTIDE MEFIBIEIZHNT S
BREER (in vivo) 2%
YORICHBELEZE MEHAKOEBIEICHT 2T 1INV TOEEEHRFLIER. <
REBBEETIVICEVWTTINLIYIAE MNESMBOEBEXEEICHEEL. COFEH
(FREBFEME FTHICIKTFL TULMV =,

DE - EEE B EMBERHPACOIEIEIC X T /R (E FTHEZBALEIYORAETIL)
FaAILNILTTE, FAVEA THBRIAELLLE L THPACDIEHEZEEIZ (FK74%) A

EL1=,

(mm*) @~ HPAC

250 @- HPAC + TR
CAT254(5mg/Kg)

== 72N T (5me/Kke)

wipn FILILTT (1ME/KE)

e F2L)NLT T (0.1mE/ke)
F2 77 (0.01me/ke)

FETIRERE ZEN=6

#  BO%BO RS IS (TGI)

p=005

(Vs 71 24 TRBik)

Mann-Whitney|BfizfiiéE
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CAT254 :ShAERERT S
|1gG1 7T &1 TailBiE

CD: cluster of differentiation
(BmEF TR

HPAC: b s fmRatk
NOD/SCID : JFRRs 1t PR/
BEEARETSE
E:T=T7108—/4—""vMEk

50

o#) ) 5 10 15 20 25 (&)

EFTHBZEBALEZYDIRETIVIZEITSE FEEBEMREHEHPACOBIEIZN T 5T 2 )L/NLITD

ER

B FF—mni5 PBMC ZEE L1-, £ EREBREMIHR HPAC (Cxt3 54048 CD4 5 R U CDS8 I 14 MAask & /E L
L1z, #E& 1 BE. FEIEFEMERRR/ EEESRETLIE (NOD/SCID) ¥ XI(Z PD-L1 #HIRT Mk HPAC %
BRMXEFOERMLE7ORGME ~ CO4BHERU CD8 B T MK ERAE LT (E: TH=1:6) . RTHHELT,
oM 1 BERE R U3, 5. 8, 10 ABICHERYE [Ta/L/\LT TRIE CAT254 (74 V4514 TxtlBinik) 1 &, HPAC
RUTME#%E L -EBMICERERES L.

EFTHBZEBALEZYDRETIVIZEITSE FERBEMEHEHPACOBIEIZN T 5T 2 )L/NLITD

1EH
( %;:fgj . WERE BEE (mg/ke) %TGP*
1 RS ; THIRRIERA NA NA
2 5 NA NA
3 CAT254 5 NA
4 FalnLgT 5 74
5 Falnuwgd 1 55
6 Falnuwgd 0.1 26
7 Falnuwgd 0.01 21

¥ %TGl= [1- (REHOFHESRKE) — (HEBREHOFHESRAETE) 1 x100
TGl : [EEEFEINFIZR. NA : X4 ET. CAT254 : 3 hFREREHT 5 IgGl 74 V42 A THBHIA
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Qkt FEMHRABEHEMIEMRASTSDIEIEIC T H1EH
TAVEA TRHBRAELRLT, TaNULTTFE FESHEGEMBKRAITSHEDE
SEERARTT%EE L=, £ FMTHRZEAKICEBEE T ICRKRORREERTHE. TN
LI ITOHREBRHRIERO 5high o1,

(mm?) A (mm?®) B
1000 | g~ a375 1000 | g aa7s
e ABTSHTHIRD CAT254(5mg/kg)
CAT254(5mg/kg)+ THik == 71 JLINT 7 (Img/kg)
soo | f;;;g}b‘(?'(Smglkg) 800 | = FNT 7 (0.1me/ks)
valem F2IL T T (1mg/Ke) gfxﬂﬁifﬁ%§
+THi =
== F2NNTTF(0.1mg/ke)
ﬂi 600 FTHm ﬂi 600
= TigiEiEsaEE &HN=6 =
g % p=0.05 fﬁ;
= (vs 71U &1 7B E) 'R
400 7 pannWhithey IR fTks 400
200 200
0 o] 5 10 15 20 25 (@)
¥ FE B
A375: £ BESEMaRMaAk NOD/SCID=3ERBILMRR/ BB ERETLE E T=I7174—/2—45 v ik
CAT254 : 3aMEREH T 318G 71V 2 7Bt

YIDRAETIIZEITAE FTHBIZIKELEE FEGHEEIEMBKRAITSOEIEISTT 5T 2 )L/NLT T

D1ER

s4E% 1 HE. NOD/SCID ¥ R [Z#Efa%k A375 Z# B (T M4 L. /SR B) RIE7ORIGHE + CD4 54 KR U CD8
M5 T #HRatk & #RakE A3T5 ZBE LT (E:TE=1:45 @GUSRILA) . ETF#HHELE, 1. 3. 5. 8 RV 10 HE
12, BEWME [T 1L/NLTTXIE CAT254 (T4 V5 A TRBHRIK) ] 2EBEERES L=,

EFTHREBALEZIYDRETIVICE TS E FEHEBIEMBHRASISOEIEIZHT 5T 2 )L/NLT T

D1ER
( ;;:fgjﬁ) WERTE BE58 (mg/ke) %TGI*
1 JERS  THIRRIERBA NA NA
2 x5 NA NA
3 CAT254 5 NA
4 CAT254 ; THIRIIEFEA 5 NA
5 FalNIILTT 5 67*
6 FalNIILTT 1 77*
7 FalnLeT 0.1 72*
8 TNV T THIBEIERR A 1 13
9 TNV T THIBEIERR A 0.1 25

¥ %TGl= [1- (REHOFEHWEBKE) ~ HEBEHOTWESRAKE) 1 x100
#:p=005 (vs 74 V24 THBHIKR. Mann-Whitney IERIFIHRE)
TGl : FEESIEFENFIZR, NA - ZBE T, CAT254 : 3 HFREREET 5 1gGl 74 V4 4 TrBHIAK

(3) RIS - FourRsR
BAABEL
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VI. ZEYBEICEET HHE
1. MeRE DR
(1) AF ARG DRRE
BUAHLL

(2) ERRRGRER CTHER SN zMPRE
1) BEEKEE5
EfRF#R7 O 7% 1 185488 (D4190C000025ER. AEMIEHD) ([CHE LT, BARAANETEERE
BEIZKH10me/keZ 2 BRI (Q2W) TRERBHFIL =L ESOUERERDEYHE/ NS
A=A RUIEPREHE EZUTIIRT,
MERT LNV TRER, #ERTHRR ($1605) [CRSMFHRE (C.) ZRLT

(ug/mL)
1000 n=3~4

Hifrr iR R E

100

mEN A E 2 B EE

B

10 4}
o 7 14 (B)

BARNETEEREREICES T E5KFN0meg/ kel SR OMFERT 2 )L/NLI TRE

BARANETHEBEEEIZHS T D5ERF10me/ kel SR DEMBFE/ NS A —4
Crax (U g/mL) AUC 440y (day- tt g/mL) Trax (day)
145 (51.2) 826 (51.4) 0.047 (0.044,0.073) *
n=3, EMFHE (FEHH%) . X : PR{E (F/IME. KKIE)
Crax : REMLERRE. AUCisys : X5 %0 5148 B E TOMETRE —BHRTEE
« e MLE iR E e

—
3
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ENE I 85158 (D4880C000105ER) ICH WV T, BARANETHBEMEEREEFIZAHF|1500mgs L
A LT T5mege a5 LIz L EDRBE|DOEYHE/NS A —R ELUTIZRT,

BARNETEBEREEEIZH T HERFN500mgs kLAY LT TI5megik 5% OEREF D
EMENRE/INT A —4
Crax (U g/mL) AUC)84sys (day" ¢t g/mL) Tmax (day)
439 (15.8) 4680 (15.7) 0.048 (0.044.,0.076) *
n=6, EMTHE (FEHH%) . X : PR{E (F/IME. KKIE)
Crax : REMLERRE. AUCosus © X5 %0BMA 5288 B EF TOMERE —FHHIMR T @A
Toax : IR MLE AR E IR

X

) ARIOFEER (TR
OYIRRTREL BT ET O IE/MNEEFE 28 1+ 2R AL FSHR R R R DO BEE
OYIGTREAZ ST - BR OB/ IHE
O#REE /AR fmE
ORBE/NERFREICH (T IR AN EMIHRBZ R OMHIFEE
OYIRTRE% A MfaE
OBEUIBR T sE/L R E =
O#1T - BREDFERIE
AFORERVAZ
(VIR T gl BRTET O IE/MNERAIHRE 2 B (T IR A ML 2R aHEE R R O FEE)
BE. BRAICET LY D EEFHfEz) & LT, 1[E1500mg % 4B R RERRE T605 L E A [+
TREHTT S, BEHBIE12hAMETET S, L. AEULTOEEDIEEREEF
20mg/kg (AE) &9 5%,
(UIRRT BT - BROIE/MEMATRE)
LAY LALTT GEEFHEREZ) RUBERMELEERIZ2E0MORBEEERAI L OHRAIZEL
T. BE. BAIZET 2N YT GEGFHERZ) & LT, 1E1500meg % 3:ERERT4E., 605
BLLEMNTCTEESTT 5, TDO%., TaNLY T GEGEFHEERZ) & LT, 1[E1500mg % 48R
IR T60 L LA T T RiEEEET 5, 122 L. (AE30kg L TDBZED 1 EHR 5 E(L20mg/kg (AE)
i
GEREVINMARE )
AERNMEUHEBFIEUVUI FRY FEDOFHRIZENT, BF. RAIZET 2L T GBIETFE
%) & LT, 1E1500mg% 3BMREMEMR T4E., 600U ENTTHEEHRTET S, TDE. TN
IR T GEIEFHEZ) & LT, 1[E1500mg Z 4B R T60 B L LM T T EFEERTT 5. =1L,
REIkg L TDIZEDIEITR S E(F20mg/ke (KE) &F 5,
(RBEV/NMARMEICH 1T HIREMILERSHRE R R OMFEE)
BE. BAICET L0 T EEFHfEz) & LT, 1E1500mg % 4B R T60 R L LA+
THRFENTT 5, B5HMIE24DAMETET D, L. KREUTDHEENIEHRSEE
20mg/kg (IAE) &9 5%,
(UIBR T BE7T AR SR
BE, BRAICIET2LNLY T BEFHEEBEZ) & LT, 1[E1500mg %438 R R T605 B L LA+
TREFHTET D, I1ZL. AEeLATDZEDIEHREEIL20me/kg (KE) &F 5,
CREYIRTRELRERE)
FLUREMEBERUV IR TSFULOHAIZENT, BE. RAIZETIL LT T GEEF
AR z) & LT, EMMET. 1E1500mgZ603EA LN T THRFEEHET 5, JBARERTORY
RLES®, Ta/007 T GEEFHEEER) & LT, 1[E1500mg % 4B/ ME R T604 B LA T T
miEEET B, =L, KEOKLUTOBENIEIZSE(F20meg/kg KE) £T 3,
GETT - BREOFEKRE)
WWVKRTSFUORUAIH ORRERESRRIEDHRIZCEVLT.EE. RAIZET 2L T T (&
EFHHRZ) LT, 1E1120mgZ3BARMMBR T, 602U ENTTHEFHET 5, TOROMEFRE
ERICBWT, Ta/LY D GBEFHER) & LT, 1[E1500mg % 4B R MR R T604 B LA T T
REEET D, 1212 L. AEIKgATDIES., #HIFREICHITHIEREEE, 20meg/kg (AE) &
ERE
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2) REH/E WEAT—2FET) 02 u®
EfE£FEFE MR (PACIFICEER) I12H LT, YIRTEELBATET (IH) OIE/NMEREFhE
(NSCLC) BEIZAF10mg/kgZQ2W T K 12h AR (48:8RM) RERFEHIL L EDME
FTFaANILIY TREZLUTITRT,

NSCLCEHIZH T B EKF10me/ke* R B mEFHERFOMED T 1LV TRE
(RWTRERESE) GIEAT—2%E8D)

ST A mEFRE (¢e/mL)
BTEHE (B, TR

NEHRSE 191 (n=385, 72.4%)

8 BB (Zx&aD 120 (n=289, 62.2%)

24 BB (58D 177 (n=225, 47.9%)

24 BH (BE5#TH) 373 (n=207, 43.6%)

48 BB (&5 186 (n=213, 67.4%)

‘PACIFICGRERICE (T 2 AFIDERUVAER. BERB SN TLWSIAZERVARLIXEL S, 2023511
B2, UIRTREL BATET DR/ NAREMEICE 1T DRANILERSRBEEROMFRE L L THRAIR
SBFORZERVAZIAERERE (10mg/kg) MLEIERAE (1500mg) 12, F-HSHREIL2:EMME
B D 4EREMRICEEINA TS,

E LRI MFERER (CASPIANGRER) I2HULVT. EREE/NMARME (ES-SCLC) BEFIZAH
1500mg %3 BRI (Q3W) TRESAFEN T (HRAKEZLE LTI FRY FRUASRENE
BE (LT, B28F] 21%5) L-EE20MmMERTAILNIILT TEEEZLTIZRY,

ES-SCLCEHIZH T 5 AKHF|1500meRE miEEHE (BHRAEEE LTI MRS FRUASEFIZRE) B
OIFEPT LNV TRE (QBWTRERSE) GHEAT—2Z8T0)

B mEFRE (¢e/mL)
BTEHE (B, TR

NEHRSE 502.9 (n=227, 30.46%)

3 BB (&5ED 109.9 (n=236. 64.41%)

12 BB (58D 2409 (n=199, 49.70%)

EfS £ FEIFEMAAEKER (ADRIATICEKER) (CH LT, BEE/NEAHE (LS-SCLC) HBFEIZAH
1500meg Z#4:EREIMER (Q4W) TRERMEIL-EEDMBER T I/ TEEZLUTIZR
ERS

LS-SCLCEFIZH 1T B AF1500mg R EAEEHIHOMBER T 1IINILY TEE (MUWTRIEHRSH)
HNEAT—2%ED)

ST mEFRE (¢e/mL)
BATTEHE (B, TR
ME%EE 3062 (n=222, 360.74%)
4 BB (&580D 784 (n=215. 42.68%)
16 BB (ZB5F1D 1470 (n=119, 50.87%)
10088 (Z581 167.8 (n=46, 35.65%)
5t &INARKA 295 (n=118, 186.69%)
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EIFR L [ 58 AR EAER (HIMALAYAGEER) (285 LN T STRR T AE 7a AT #BAEAE (HCC) B 1< A HI1500mg
RU LAY LT T00mgZ1BEIZ, & 5I248%HM 5AK1500mez 4BRME (Q4W) TR
EREEILILE . RURHBEHE TI500mgE QAW T RERFHEL L EDMBERT 2L

NILI TEEZLTIZRT,

YIBRTRELHCCEAEIZH LN TEARA500mgR UL ML A 1) AT T300mgZ1BEIZ, & 5I24BEHL S AKRH|
1500mg /R 18 s ER £ . RUARHFIEME T1500mg R 8 miEsH R OMBER T 1IL/NLIY TRE (QAWT
REHRER) WEAT—2ZED)

BRlilis

MEFRE (ue/mb) REATTIHE (FlXk, ZHHRE

LAY LT IR

AFIRE

4 BB (58D

59.9 (n=314, 101.6%)

747 (n=340. 86.7%)

12 B8 (&5

775 (n=253, 280.1%)

113.9 (n=252, 116.2%)

12 BE (858 TH)

539.3 (n=248. 38.6%)

556.9 (n=255, 32.7%)

ERtFEEMAEKER (DUO-ERER) [THULVT. #H1T

-BEOFEREEBCHALRTISFOR

VR XY U RMEMEERN EDOGRATARFI120mgE QIWT RE A EER TH. AFI1500mg%
QUUWTRIESRFFRIT AL L LHIZAS/NY) J300mg (82X) Z1H2EBES L=, RUKRHE
1500mgZ QW CRESEIIL-EEOMBER T AN TEEZLUTIZRT .

EIT-BREOFEREEBIZAILRTISFUORVEXHUORNE

EMEER & DA TERAF1120me%

QIWTRESFET®R. AHFI1500mgF QAW T RIESFEEGTRE (5% J300meZ 1 B2EHAES) .
BRUKRH|1500mgZ QAW T RIEREFHEHOMER T LY TRE WMEAT—42%25T)

Balils =

MEFRE (ug/mb) BETTEE (B, TR0

AE|+A 53 THLEEER

AE| -+

2 @8 (58D

196.2 (n=90, 31.65%)

203.1 (n=76, 32.63%)

26 ;BB (&5

236.3 (n=35, 37.97%)

2656 (n=26, 39.62%)

12 B8 (5 TH)

140 (n=20, 206.77%)

28.0 (n=21, 104.39%)

) FFIOMRER TR

OUIRAFREL BFTET D IE/NMEREIHEIC & (T S IRAMEF R E R OHFFRE

OUIBRAFREL ST - BROIE/NERMHE

O#REE /R fmE

ORBE/NMERFREICH (T IR AN EMIHR B Z R OMHIFEE

OUIBRABEL: FF HERa 22

B YRR RE /L RRE =

O#1T - BREDFERIE
AFORERVAZ
(VIR T G BRTET O IE/MNERAIHRE 2 B (T I8 ML 2R aHEE R R O FEE)

BE. BAICET LY D EaFHfEz) & LT, 1[E81500meg % 4B R T605 L E A+
TREHET D, BEHBIE12hAMETET S, L. AEULTOEEDIEERESEE
20mg/kg (KE) &9 5%,
(UIBRT BT - BROIE/MEATRE)

LAY LALTT GEEFHEREZ) RUBERMESEERIZ2EOCMOREBEEERAI L OHRAIZEL
T. BE. BAIZETa2UNLYT GEGFHERZ) & LT, 1E1500meg % 3:ERERT4E., 605
BLLEMNTCTEESTET 5, TDO%. TaNLY T GEGEFHEERZ) & LT, 1[E1500mg % 48R
IR T60 L LA T T RiBEEET 5, 122 L. (AE30kg L TDBZED 1 EHR 5 E(X20mg/kg (IAE)
b
GEREVINMABE M)

AERMEUEEFIRVI FRY FEOHBIZENT, B8, BAIZET2IL/ULR T GElEFH
#az) & LT, 1E1500mg% 3:BMEIMHRT4E. 600MLENTTREEHRTT D, TDE. T/
LY T GEIEFHZ) & LT, 1[E1500mg % 4B BRI T0 R EM I+ TEEEETT 5. 7L
REIkg L TDIZEDIEIR 5 E(F20mg/ke (KE) &F 5,
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(3)

(RBREU/NMARMEICH 1T DR AL ERSHRE AR OHHEE

BE. BRAICET LY D EEFHfEZ) & LT, 1[E1500meg % 4B R R T605 L E A [+
THEBEHET S, BEHMIE24H AMETLET 5, L. KEOLLTOHZBEDIEFBES
20mg/kg (AE) &9 5%,

(UIRRARezAFfARaRE)

BE. BAICET LY D EaFHfEz) & LT, 1[E1500mg % 4B R T605 L E A [+
THEFHET S, 1°L. AEkeATOBAEDIEREEIL20me/ke (AE) T 5,
CREYIBRAREGIRER)
FLURENEBERUVURATSFULOHAIZENT, BE. RAIZETaNILTT GEiEF
#HM®Z) & LT, EMMRT. 1E1500mgZ% 607 ML LM T THREFET %, SEARBERTORY
BLES®, Ta/0LT T GEBEFHEEEZ) & LT, 1[E1500meg % 4B/ ME R T604 UL EA T T
RiEEET D, 21ZL. KREKUTDZEDIEIHREE(F20me/kg (KE) &F 5,

GETT - BREOTFEKRE)

WWKRTSFUORUVAX Y ORRENESRRIEDHRIZCEVLT.EE. RAIZETLLT T (&
ZF#E#RZ) & LT, 1E1120mgZ3BHEMERE T, 600 MULENTTREEFFIT D, TOROMERE
ERICBWT, Ta/LY D GEEFHBER) & LT, 1[E1500meg % 4B R MR T604 B LA T T
REEEET D, 212U, AEIKgATDIHE., #HIFEREICHITHIEREEE, 20meg/kg (IKE) &
ERE

3) BEMEMHERT NEAT—2Z2E80) ¥
ERHFFE MAARRER (PACIFICEER) IZHE LT, YIBRTREL BHFATEST (IMH) DNSCLCEEIC
AENMOmg/kgZ Q2WX [F1500mgZF QW T RERFEFF I L= EDFRBEEE Z LI TIZRT,

NSCLCEHIZH T 5 AHE|10meg/kgX [£1500mg 2 18 = iR D FRIBTEE (10mg/kgZE Q2WX [£1500mg
ZQWTRERSR) WEAT—2Z5D)
FERUVHAZ | % Crin (M g/mL) AUGC,, (ug - day/mL) Craxss (1 g/mL) Crinss (1 g/mL)
10mg/kgZQ2W 473 59.0 (40.1-84.4) 7633 (4695-11581) 365 (251-511) 160 (91.0-250)
1500mgZQ4W 473 75.7 (45.8-120.0) 8055 (4996-13326) 567 (400-827) 130 (65.4-238)
BEZCONTIRHRRIE G/A—E2 2 ()L, 95/8—E2 2 1L) &FT,
AUC,, : EHIREEIZH 1T 5 B iR — M RIeh iR TEE (BRI TIE2ER 55D EEREEIZH 1T HAUC) | Craes :
EEREICETEIEEMETRE. Cu: DERERORELEFEFTEE. Cuns : ERREBICETIRELEZEREE
/gw T—2a vEHFOBEMENHEETILRUPACFICRENBREE —REMBITNRER TORS XHEEEIC
ST,

2023F 11 A2, YIRT R BATET DR/ NMERRIMEICE T HREHILEMSHRBRAROMEREZE L
TAFRERORERVAERIKRERERE (10me/ke) NOBEEMRE (1500mg) 12, F=HREMREIE
2B R D 4BERERICEE SN TS,

) ARORERVAE
(UIEA a7 BFTEIT O IE/MNAREIHRE 2 £ (T 2R AMNE 2R EHE AR O FRE)
BE. BAICIET 2L Y T GEBEFHEEEZ) & LT, 1[81500mg % 418 R FE T605 B L LA+
TRFENET 5. BE5HMIE12HAMETET S, 2L, KREUTDIEEDIERE=EE
20mg/kg (IKE) &9 5,

il
HLAEHAL
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4) B - HRAROEZR

1)

2)

BEOEE
FEIERFEREIEIND =D, BELNTAIUNLITOEDBEICHEZRIZTT Z LEFRND
DEEZLND,

HAZEOEE

TNV TIZDOVTERREYAEERSERITER L TLERLY,

TNV TDERHHERZERIE, BEAERENT S22 NV ELE. HHVE. FEHES
ENTHHERTHY . FREVEREN T H5RBBEMET 1LY TOETELGHKBERT
FHEWIENS, TaANULITEMOBRELHALIZE L TH, EYBBFHEEERAN
RETHARERIFENEEZOND, -, TBLGF MY OLPSORBERRICONTT A
WL TIZK BFERIEENE L DAREELIEL,

2. EMRERI/NT A —S

(1) fRiAHE
BEAEMBEMBT (-3 /X— b A Y FBEFAEMBEE TILICRRERIE L BFRIEREFED
HhHL2H5VJF7IRX [CL] #EBELE-ETIL)

(2)

(3)

(4)

(5)

(6)

TR AR FE R 2
LA

HKIREE

ZEEMGL

YITIVR HEAT-2EED)
BEAEMEBERTONSHE SN T 2IL/NLT TOCLOBERFH{EL0.277L/day T &H 2
=

SRR GHEAT—5Z230)

BEAEYHERTOMAODHEEINETIANILITIORRO U /S— R A FRUEREa Y
N—=FAD FDORHEE VIRV, OBERFHEIXZENENIALRUV21ILTH > 1=,

Z Dt
ZEEMGL
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3. BEH (REalL—L3av)

(M

(2)

R A%
2-aAUN— AV M ETIVICHEBERIB EBREKFEEOHSCLEEEL-ETIVIZK 5B EH
Y B RE R

NFA—FEHER NNEAT—2ZED)

TNV TOBERENHEBHIODT—2 (T1INILI THREEZ(T124043610 5D
14760 ADEYERET—4) ITHDOE, EYFEOEMEZTME L=,

mEFEHF7ZILITIY (ALB) . YLTF7F=Z29JF7S52R (CL,) . ECOG performance status, %L
EER K FBESR (LDH) 481, KER UBHRERIXCLICH L THETEMICAELGRAEZETH o 1=
FRERUHANEVIIH) L TR ZEMICARGHREETH o1, ABBRUMFIDEZENZRL KEL,
ALBIEDSNN—t U B3 ML TRIERKEBICETEL59 )75 2R (CL.) H21.6%EmM. XH4ET
[£14.9%CLMFEAD LTz, £z, KEDIS/A—E U Z A JLTIXViH21.4%DEMER LTz, 2K &
LT, ChoDHEZEFVWTNECLEUVIZERMICESOHIHELZRIZFES AN ST,

4. % IR
ZELEL

5 9 %

(M

(2)

(3)

(4)

1fn 7% — ki B8 P @ 8
ZEEHGL

% — kR PT @ 1

ErTOZRLERGL

<BEZBE: hZUA4HL>

A=A PILERW-EREREESERBRVICEWVT. TN T EREHRNES L-88
MhLEFNEHEROMBERICTANLIITINBRHEHEIA-ZEND, TaINLITDRK
BEBATRE ST,

i ~DBITHE

EFTOZRLERLZL

<BE. . A=ZVAFIL>

DAL ERVEEBERESERBRVICEVT. TaANLY T2 REHIRNIES LB
MOEARICTIIUNILIITRRESNIZZENL, TaAANLITDIHAANDBITHARES
nt-,

BB~ DIBITIE
ZEBEMGL
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(5) ZDHDMEB~DFITHE
EFTOBRLERLZL
<BE: h=UAHFIL>
A=A FLERAVEEMBE ENERVAZEFRERRICEVT, TaU/NULTTOIRY
Img/keZ FRRMNIZ S LI-ZOERKEBIZTE T 527 HEHE (Vo) FTNETN49.1183mL/kgR TV
405+7.00mL/kgTHY . TINLI TOMEN S HIXBEMTH o1,

(6) MTELMEE
FZEEHGL

6. X
(1) BB A HRR R
HEEHTL
<BE>
TN TEE FRE/VO0—FILRATHE DL, ERATIENSHERTF FRU
FI/BANMEShDEEZDND,

(2) REICE5T 2B% (CYP%) OHTHE. F5%
BLEHL L

Q) NEBBHROERRUZOBE
HBER L

(4) KEYOFEOFERVEEL., FHELE
ZEERGL

7. B
ZEERGL
<BE>
TN TEE FRE/ VO—FILRATHEI LD L. ERRNTIINSHERTFRRUT I/
BADREIN-RICHMINADIN, FOoNVBEORTFRFICBEFRAIARYRAENREEEZOND,

8. FTVAKR—42—IZEAT B1ER
ZEERLGL

9. BFIZLDBRER

RIS, mRER. BEELEER
ZEEHGL
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10. REDERZHAI HEE
(1) FEEEREICETL2EDBE NNEAT—2ZED)
BERENBERITOD OB ONT-BEFLFIE T 2EMBE/NS A —2OERIHEE, 5.
FHENABEDT AANILITDBRZEICHERMICEZEDHIFEEREISHVIENTSH
=,

(2) BHEESEFICBTI2EYHE WEAT—2ZED)
BEMEMEIEBITON OB ONT-BEHI0BFIZH T 2EYHENSA—2DEFNHEEEN S,
BERENBEEOTLLNILITDBREEICEERNICEROHIFZEEZRITILVIENARIN
1=.

11. Z Dt
ZEEHGL
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. &£ (GALOXES) (ICRHI51ER

1.

3.

ZERNB LT DER

= |

for gt
= [

1.1 AFE, BREFICTORETELIERERICEWVLT, DNAILLEREICTHSGHE - BBREEFD
E&DL E T, REDOFERANBEL EHIB SN SEFICOVWTOAEET S L, T, AEH
BRICHEIL L. BEXEZORKICANMERVEREZTSHRBEL. ABEZ/HTHLERET S
Eo

12 MEMEMESR (WARMEXEED) Ahobh, BTICESHEMAELHRESATLSIDT,
MERGEIR (BUIn., MFIREE, i, %8%E) OBZERUVEEXBEEOEREE. HIEE+7IC
152&, Ff-. BENROONGEICEXRFDHZESEHIEL., BIBRERILEVFDERS
ZOBYLNEEITI L, [82. 912, 11.11BH]

<fRE>

11 REIOBEUGFERDH. KFTRSBFICHARMETELIEREMBZIZELT, KFZDLWTO+
DIEMBENALREEORBREF OEMICLYFERAINIBENHDI LM OHREL, AR
BtRICKN B, BEXITZORKICH L TIE. BIERARBROAELELED. AFIDARREICKDE
PELBREETAHBAL. REZBTHOEBRETILENHDI LMD, TOERH LT

12 RERSZICEEEMER (MARMEXZEL) 2HEL. RCICESEFANRESATL
%, AEIREHDBEHR. RELNROONLIFEORERE. ZVITHKFOLBEZORIEIZ DL
T, BISEETOLENHDHIEN D, RIBEHRELT,
FERRABROARFIRSHCH (T HMEMEMEE (RSRIMEXZET) OFBIKR(E, TVI8. (1)
BERGEMEREMBER] 2883528, (MVI5 EELGERMIELZOEBA] . VL6 4
ENEREEITHEEICET SR RU M8 (1) EXLEEREVHER] £238)

BLEDER

2. &
2,

=
EE (ROBBICEERELGNWI L)
AEIORE I3 LABEDBREREDH S EE

<fRE>

EERO—MBHIEFEE LTHRELTWLS,

AEIORDIZx LBBRECBREROHSEETIE. EELT7LILF—REEEITHARENSH S,
F-. REOED X LBBEOBEETEDHHEFICHRS LGS, BBESKRT AL
LEZLND, AEIZFLUTORSNEFENTNEIDOT, HEICELTIXMZEETL. ChODOK
AT LBBECBREROHSEEICE. HELLGWNI &,

FRS TN T (GEEFHEERZ)

AIE : L-ERF O, LLERF O UBRIBEAKMY. FLAD—XKHY. KU VILR— 180

DEERIINRICEEY HFE L T DERH
TV.2 HEXEHMRICEEYT HIE] 23RIT LS &,
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4 RERUVAEICEEYT 5IE L TDERH
V4 RERVHEICEEYT I8 23RTH- &,

5 EEREARMIE L ENDER

8. EELERMIE

8.1 AFIOTHIFMEEERIZEY BEORERTICERT 5EEXONIBRAGERECRENSH
bhhd I eNHbH, BERETDICTV. BENROONHRICE, BEORERSICES
BERDEREZEEL. BUIGEANZHETI L. BEORERGICKESEERANELOND
BEICE. BIBERERLEVHORSEFEERT S L, T, FFBRERTRICERGEME
RANHobhd I ENHEINT, FEBRERTRIBEEZTHICITI &

<fE>

FEDKREIZEY ., BEQORERIGISERT S EBZAONIERAGERECRESHOONDZ ELD

B. AFIRERICEENEHOONIGEICE, BEORERIGICSERY 2RERADOAIREEEE L

LT BYICENBHETI ELEABETHY . BEORERISHAREEFOLNDBEICIE, BITK

BRILEVEIORESFICEDHMMETSIENERTHDH EMb, RIEERE Lz, Tz, KAl

FRANRC, FERERTRICLEMERANE CHAREELAHLIN T, BRERTROBEZ+7I121T

52 &,

8.2 FIEMMMAEE MEHRMEXEZET) NHS5HONEILAHLDT, MEER (B9h, FRE
. . RBE) ORBRUBBXEREORRES. BIRE+HITT52 8, £z, BEITS
C CTHIERCT., MBEY—H—FDHREZERT S &, [1.2, 9.1.2, 11.1L1BH]

<fRE>

AFRERIKBETLIETIOHIMEMMEE (MSRMEBAEZED) 2RHICEHL. ZELE

BiEd 518, MEEROHERCHBEGREDOEBEOREREZ+2I2TL . HEICE CHECT, o

BY—H—ZOREEERT DL,

Ff-. BEICRLT, BUh, FREE, ZH, RRZFOERSHSOAIHEEE, BONICERRE

Ma22T5L5EETEHL, (VL1 ZEHERNRLTOEH] . VI6 BENEREZETHIEE

[CBE9 2:EE1 RU V8. (1) EXLEEALHERI £58)

83 HRKIRHEEIEE. BIBHEESTERUTERKERENHOOLNLZELHLIDT., KFHDHKRS
FIART R O 5 HAR (X E RIS 5 A EERR T (TSH. BERE T3, iR T4, ACTH, MAAIJLFY —
IWEDAE) 70, BEOREBEZTHICHET LS L, -, BEICH L TEBREZEDE
BEEETHI L, [11.1.3-11.158 8]

<fEE>

FEBRERITEBIHETNDOH LN HEESRORHAZHOI-0. XF DR SFHBATR VEEH

FPEEZOREODIEFVERR L TN LTRELERT ILENH D, (V8. (1) EXLEIEA

EHEER] £S5 H)
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84 1BERBIAHOONDZENHSINDT, OF, B, EHFORFEOMBEED LRIZHEFE
T5Z¢E, [11.1.65HE]

<fE>
FHEBRERICRBEIIEINDOHHIIEBERRERHAZH T 520, BEOREOIZRVERETE
HHTREZRET S L, (T8 (1) EXGEMEREMHEK] 231R)

85 RFHEEMEE. M. BIELEBEERSH OO DI EAHAHIDT. FFDOREFBIT R VIRSH
FHREEHAMICFEEREZITL., BEOREZTRICERI S, [111783E]

<fEER>
FHERERICRBIOIEINDHLFHEEIES. X, BLEEEXBEEREEHNDHIT 50,
FH RSB AV SHRPIEANCREERET S L, (I8 (1) EXTEIER & HE
K1 288

86 BEENHLONDZZEAHDINDT., FEDXEFABITIR VRSB P X EHYICBEREERE
T, BEOREEZTRICERET S L, [11.1.88H]

<fEER>
FHBRERIZERILIEINDHLBEEHEEREEHDET 510, FFIREFAKITR RS
FMPEEHNTREEERT S L. (VI8 (1) EXGEMERAEOHEK] 258)

87 %k, BEGRMMBELSDHLOLNDEIZENBHDHNDT, HHET. FHAMK. CKER., mMARURS
SHYVOEVERFEOBERETRICITSI L, [11.1.95H]

<R >
FERERICERTIEENDOHLHE. MNGRABEZRHDZEHT 50, BEOREOIERL
BREEHNLGBREEZERT DL, (I8 (1) EXLGEMERAENEER] 231R)

88 DFAANHOLHONEZZEAHEIDT, WE. CKER. DEREEZEDBEZ 2121752 &,
[11.1.10588]

<fER>
FERERICERTIEENDHLHIOHRERYZH T 20, BEORKEDIERVESE L EHH
BREZERT S &, (T8 (1) EXGEMER EHHER] £5H)

8.9 EEMBENENHOONEZZEAHLDT, HAKT. REETE., TREYE. BTESEOEH
RVE+HIZITS52 &, [11111BE]
< fRER>

FEBRSRICREBEIDEENDHLIEEFRNEEZRHZH T 520, BEOREDIERVERZ
TS &, (VI8 (1) EXGEMEREDHER] 228)
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8.10 Infusion reactiont®®H N D EMH Y. 2[E B LIBEDOARFIE 585 HInfusion reactionh’ & 5
ONBETELNHDHDT, XFBREHICITBERBEOREZTHICHRETHI &, [11.1.1455]

<fEE>

REFAEHEITHY . —REITHAEFIDOFIRAIREIZ & Y Infusion reaction® & 55 Z & AT

BNTWD, AEIREHICEZICEENRBOONLGEICEK. BULGLEZTS LI, ERKHE

EITHFTEEORBHEZITOLENH S, (VI8 (1) EXLEMEREMHAER] £258)

6. REDERZAIHIBAICHET HIE
(1) G6HE - BEEZFOHLEH

91 EHHE - BEEZEOHLESE

911 HEOREKREODAHIXITIEMHMELLEIBEEMEOBCREREDBREENOHIES

BCARBEERENEERTLIETNAH D,

9.1.2 MEMMERE MHARMBRAEZED) OHIBEXETOREEONHLEE

MEMMESR (MFARREAZESE) NEEXIIEET 28T 1NHD. (1.2, 82, 11118

]

<fEE>

911 RFXT 0SS L#MKIE-1 (PD-1) /705 S LMSE-1) A2 K1 (PD-L1) REEN LT
RERICEEL. EEOBBEZMZLLEAONATNS, TORH. BCREREDEH
XIFEEREZETHEETIE. BEREERENEET DAREUENHL LMD, RIEBFH
E LT,

9.1.2 PACIFICERE&*. POSEIDONZRHER. ADRIATICERER & N HIMALAYASRERICH LV T, AFE 5 &I
MEMEMESR (MSERMEXEZET) #REL. RTICESHEFAN/BRESNATEY.
CASPIANEHER . TOPAZ-158E& B 'DUO-EERERICH LT L I E MR B DEFIHHRE SN T
W5, MEMMER (NRRFEEXZE0) OGH#XIBREDHIEETIE. KAFIERER
[CEELMEMMESR MSHRMEXEET) PEBRIIEET SA8ENHY . AFD
BEIZEBLTHRICEET 2RENH D, (VL. ZEERNBFLZOEH] . IS5 FEEH
ERMGER L ZOEA] RU VI8 (1) EXLGEMERELHER] #58])

‘PACIFICIHERICHE T 2 AKIDAER VAR, BERB SN TVWIREARUVAE L X4 S, 2023511 AIC,

VIR RGBT ETOIE/NBIEMMEICH (T S IREMEERSTREEROMIFERE L L TARRSRORE

RUARAERERAE (10mg/ke) NSEEHAE (1500mg) (2. F1-1% 5T 2BRMMRE, S4B R

TZEESh TS,

(2) BHEEESES
T

(3) FREESES
T
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(4) £IEREZHT HE

94 HNEREEHTHE

WEYRT D RTREMED HH XTI, REBREFRUEKRIESEINDABICE O TEET ZREMH
BRUEYGEIEEICDOWVTHBAT S &, [955]

<fEE>

WEIRT BATREED HHLHEICH L TIE. BRADAFIDEEE R TS50 . AFIDHRSHRUAE
B ERTHOBITICOVWTEERBEZEH Lz, FIRT DAEEMED H DS LTI, KF
BEDRUARFIOREIES®HIDAMICE WV TEIITT 2REMR K@U 4B IEEIC DU TR
5L, EXROBEICHET SHIOLEMFICETEIANA TR (REEEHK02165
15, EERFK02165F15 : §F55F28168) TEOE, MM EHEE Lz, ( [VI6. (5) i
iw Z5HR)

(5) HEim

9.5 WEiw

BERR R ISR L CLHAIBEED H A MICIT AR LEOERMNBEIREZ LES L HIEInD
BEICOHEETHI L, RRIDERHKESHERRICE VT, TIRHD =9 4 FILIZIEIRA IR
NoDBETARFZH®RE L& FIT, AUCLLER TERIRFAE (1,500mg7 33 ] il fm X (3458 1 il
TEE) ITBETBRBEEDOHIAMEITHE T IBRE T, dBH LR L TEREHICES T 55k
BORCRUFEROETOEMAEO SNz, £ FeGIERAEZERT S LAMSNATL
%, F1=. PD-1/PD-LIRRIIBHRBERARERICLHITREFICEEZETHY . AIEERRE
R D RICHEWTPD-LIREROBEEFICE YRERERNMEMT 5 ENHRESN TS, [945 8]
<fEE>

BIRA=VAFIIZT NI T E2BE LERICHREECRUFERDOETOEMMNED 5
NTW5, £, BRARICEVTHRICHE T 2AFNOFERARBRN LG, REMEHIL TV
W=, AERLOBFRMENEREE LR LHBSNIEECOHEETHI L, (VL6 (4)
4NEREEE T HE ] 2B HR)

(5%&]
WA FILERWEIRFREHERIRVOHEERORAEICET HRER (ePPNDERER) VI2H VT,
RN =D 4 FIL 2061/8F) 12T 2 )L/ LY J i iRMEER A (3F8R208) (21360 (%200meg/ke

NEWNHAEZ. HIR27TEI SR EBR E TIXHMIZFAE & L T30X(X100me/ke % 1B 1 [EFFAR N 1%
HEL-#E, EBELERLTERRHTCOBRECRAUVHFERETCOEMARD 5N,
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(6)

@)

(8)

RELR

96 1ZELIZ

BELIOERERUVBIAXRBOERMEZEZEL. BILOBEXTFIEZRIFTHI L, KFD
EFBIPADOBITICETE2T—2IE A0, E FMeGIFBIARIZBITTAZ EAMOLATL
B, T . HRHD = A FILEAVEERICBLWTRHAEBIKRENAAFOIAADBITIARD S
ntuws,

<fEE>

AEIDE FBIALPADBITICET T2 ER0ON, KEIDNBIAPICBRITTEI2ETNALH S, 2
FIRICHRET HBEICE ABELOAERERUVUBIARBEOEREEEZE L. BILOBEX (T L
RIS &,

(&%]

H=D A HFILERUzePPNDERERIZH VT T 2L\ T & REFIRARES LI-BE8M0 5
W28 1HDEAF T 2IL/NILT TREX, 60/30mg/kg B 1U1200/100mg/kgBE TEN T
0.453+0.250 £ g/mLKR U1.95+0860 4 g/mLTHDtzo K Y., T/ TDOREKREFHL
~OBITHIER SN,

INRE

97 INRZE
INREEXRE LEERRERIZER L TULVELY,

<fE>
FHOBRARHARICENT, MEFICHT HEARRELGC. REMRUVAMNEEHEILIL TG
LY.

=EnE
9.8 EErE
BEOKRBETRNICRRLEALEEICKRSSTHI L, —RICEEEENMET LTS,
<fEE>

FHDERKRABROER . SfBCH T 5RAERMOLERIRO oG >4, GlEE TIE—
RRICEEEENMETLTLS I ENEL . ERRBICEDIEMERANERLOTVESZAON ST
O, BEEOREZTDICHEL. BEEIKRSIILENDH D,

7. HEER

(M

(2)

HRZEEZFDER
RESNTULALY

HEEE L ZFDER
RESNTULAELY
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. Bl1ER

1. EIYEH
ROBMERALHoHONBHENHDINDT, BEEZTHICITL. BEELZEHONEEICEEREESF
L9235 EEBULRMEZETI &

FRFBRE] " RU DEOERM | "UNDEBROFBEEE. ERXLFRFEDIEHER (PACIFICEEER) .
EfF£FEFE M ER (POSEIDONGRER) . EFH#FRIFEMAARER (CASPIANERER) . EFRHLFISE MR
(ADRIATICEHER) . EFXERFE MR (HIMALAYARRER) | EffSHRIZFEIMARER (TOPAZ-15488) RU
EfEf£RFEMAERER (DUO-ERER) DTERBROBRM oK LT,
BHE. ERBRICETIREMOKEMEIL TV5 (4) RIFARER . M TVI8 BHEREE—E
x| EBRI DL,
TAFIRUAS/Y T HEABEORERATH DI EN D, DUO-ERBRDARHE] +745/8 T Hb 2 EE B OMISREDIC
BLT. FFIXEA S/ TEQERBEFRENBE TELRVER O RBEEEEH L=,
“PACIFICERERICH T2 AHIDAZRUVAEIR. BERRINTVWIAERUVAELXRL S, 2023511812, 1)
FRABEL BATETOIE/NEREIEIC & 1T 2 IRAMNIEFRITHIREZ R OMIFRE L LTARRERORERVA
EIAREHRERAE (10mg/ke) MOEEAE (1500mg) (2, F-5MRIT2EMBRE, S4BMEMBICERES A
W3,

(1) EXGEIER & EERK

111 EXGEMER

111 FEMEMEE (RERMEXEZEL) (57%) [1.2, 82, 9.1.28H]

<fEE>

PACIFICEXB&®. POSEIDONZ{ER. CASPIANZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1i%BR

B UDUO-ERBRDAFIFEHICE T, MEMMERE (RSRMEXEET) MRESA TS

CENBERTE LT-, PACIFICEHER. POSEIDONEHER. ADRIATICERER B 'HIMALAYAGRER TIXFET

[CESERELRESA TS, REBRERICKRT 58 TNDOH D EEMEMMARE (SR AT

REEBD) #RHICEHL. EELEEHLT 520, MHERKOERLCHBESGREDOEEZD

HRETITV. BEICELHREHCT, MEY—h—S0REBEEEHRT S &, F=. BEIC

LT, BUN, BREH, ZH. FREOERLHSOAHEEE. BONICEEREZ 22

THLIEET S &, MBEMEMER (MARMBXZEZET) PELALGEEICE. FEEICK

C Iv4 AERUVAZICEEYT 538 283RBOL. AFOKREX (T LEFOBE N LLE ZIT

5:to (M. BEERNAREZOER] . 5 FEEGERMIE L ZOER] RU VL6 5
NDEEEETIREBICET I8 £238)

[%’*%]

PACIFIC FRER DR EMMITRRICE VT, XFIBRV TS RETEINTL. FESER (ARHE

FATESNE-BRLEE) & LTHIEMMAEER (RSHREMEXEEL) 161 46] (33.9%) &

U 58 il (248%) FEShTz, TDS55, BEFIICESHERIFAFBFRS TS RETE

nzh, 161 45i5 30 4 (18.6%) . 58k 10 65l (17.2%) TH 1=,
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PACIFIC BRRIZH T 5 2 A KADORMBEKMESE (BMARMBAEST) ORERRREBHFE—K
(REMMRHT R REKEH)

HEER AHIF (N=475) FotRE (N=234)

(MedDRA/J

Ver19.1) <8 G2
P B 4 B R ¢
(RSHEMERE | 161 67 73 16 . 5 58 26 22 6 o 4
RESE) BE | (339) | (141) | (154) | (34) (1) | (248 | (11.1) | (04) | 26) (1.7
E

, « | 65 21 31 9 4 22 7 7 5 3
FEERRES | (59 | @a | 65 | 09 0 ©08) | 04 | B0 | B | @n 0 (13)

, ~ | 96 46 42 7 1 36 19 15 1 1

BARIERBRS | 200 | 07 | 6o | a5 | © | 02 | a5 | @0 | 64 | 0o | ° | o

1% (%) . G:Grade
Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03 [Z#L%,
X HEEOBVIBICHES . FEMEMESR., 2B E M. REENSRESN TS,

PACIFIC BERICEWVWTRTICE - -HEKMESR (MSARMELEZST) ZRBELEEE—K

HFEER

b 711 N : | (MedDRA/J Ver19.1) HWREY (AR) FHEOEREFR*
60 Mt = SEA it ik 2¢ 3 HY
—— 50 %L ] SEA it ik 2¢ 21 HY
(N=475) 70 X £ SEA fri i ¢ 26 Y
70 A ) BAAN TS R 1 A e 15 HY
60 FHiL ] SEA it ik 2¢ 43 HY
70 A 5 BAAN i ¢ 29 L
TS5tRE 60 AL E:] SHEA il ¢ 293 HY
(N=234) 70 HA ] SHEA TSR AR 2 29 L
70 A 5 SEA i ¢ 36 HY

X MEEICLHIARBRIMETLHEL TS,

MEMMERE (MSREEXEET) (ST HRERONRIE, KEFE 161 flc2HERXTACAF
100 5 (62.1%) . BAEXTOA K56 5l (34.8%) RUZDMDFEINEIF 26 (12%) . 7
SERESSHFTEHERTOAS K304 (51.7%) . EAEATHA K234 (39.7%) RUZD
o HEMHF 145 (1.7%) THo7=,

BAAER (Y Tty MEF) TlE. REBERV IS ERBETEINTA, EEBRELTHEN
ffiE (MaHRMmEXZET) A 5341 (73.6%) R 24 4l (60.0%) #HEIhi=,

PACIFIC RERIZH (TS5 HEAAEKRA (U Tty MEH) OMEMEMESR (MFRMEXEZST) ©
FERZRTHEE—F (REMATARER)

HERR AHFIFE (N=72) FoRE (N=40)

(MedDRA/J 2

Ver19.1) B Gl G2 G3 G3
Eletedint: 3=t
(TR 1 At 53 31 17 4 0 1 24 17 5 1 0 1
REST) BhE | (736) | (43.1) | (236) | (56) (1.4) | (60.0) | (425) | (125) | (2.5) (2.5)
E+d

e e 14 6 7 1 5 2 1 1 1
FEEREES | 00 | 63 | 0 | aa | ©° O s | 60 | @5 | @y | | @
- 39 25 10 3 1 19 15 4

ETRIERIRR | o) | an) | (39 | @2 | O | aa | @ws | @75 | ooy | ° 0 0

B3 (%) . G:Grade
Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03 [Z#L %,
X HEEOSEVIEICHE L. MEEMEESRESIN TS,
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PACIFIC RERICHE N TAFZ/RE LI-BROMESMESR (KHRMEXEZST) OBXAAKERY

NEARBOFEEZRAERE—E (XLEBIERER)
S BRARE | HEARE

e e AKIBE (N=72) | F5bR8 (N=40) | AFHF (N=403) | F5tRE (N=194)
I EMERE (RETHRIERT
fEgeET) MEER™ (73.6) (6.9) (60.0) (5.0) (26.8) (4.0) (17.5) (4.1)
1% (%) . G:Grade
Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03 [Z#L%,
X HAEDOB/VIBEICH SRR . fhlEs . MEEMRE. 2B M. REENHRESN TS,

% Grade G3LIE | £Grade G3LIE | £Grade G3LIE | £Grade | G3LIE

11.1.2 K& (13%) . EEOTH (1.0%)

BRT 5 TH. R, MEZEOERIEBDH oNEEEIZIK. AFOEREEZHIET 250ET L
WEZEITI &,

<fRE>

PACIFICEAB%. POSEIDONZ{ER. CASPIANGKEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1i%B&
B UDUO-EHBRDAFIREHICENT, KIFk, EEOTHIBESA TSI ENGEREL
2o RFIR B RIIBRZ DTV HERT 2 TH. BE. MEZFOERIBH S HEICE,
EEEICHL TV RBZERUVAZICEET 538 #3BOL. AFIORERIEFIEEDEY]
BMEBEFETSII &, £, BDEICH L THIEREMEL EET D&,

11.1.3  FIRIRHEREEE

KR EEIE T (10.0%) . FUIKERBERETTEIE (6.7%) FDHKIRBEEEENHOHONDH
ENHBH, [83BH]

<fEE>

PACIFICEXB®. POSEIDONZ{ER. CASPIANZ{EX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1i%BR
B UDUO-ERERDAFIR S BICH VT, FARIRMEEEE TAE. BAKARMEE BE TUHERE 5 O FIKBR B BERE
ENHESINTVEIENSEE Lz, XEDXSHBATR MIREHR T IXELHANICN S B
BERRE (FUKBRFRIEAILE Y [TSH] | RT3, #ERETAFDRIE) OERE. BEE 22T,
BEICECTEHEREZFOERLEERET S L, FRBEBERENZEOLNIERIBOH ST
BEICIE. BEEICKEL V4 AZERUVAEICEET 58] #83BOL. AFZKETDSHE
DHEYNGREZEITIE, £z, BREICHRL TR MEMELEET S L, (W5 FELR
EXHEE L ZDOER] 258)
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11.14 BIBHEES

BIBEHEET L (09%) ZEDEIBHEREENHOoONEZENH D, [8.35H]

<fEE>

PACIFICEXB&®. POSEIDONZ{ER. CASPIANZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1iKBR
BEUDUO-ERHBRDOARFIIZEHICH T, BIBKEFTSEDRIBTHEREEN RESA TSI L
M BEETE LTz, AT OB ERBHTR 5 AR P X EHRNICH T B ERE RITRERIBAIL
T2 [ACTH] | A LFV—IFEDAE) OEREE. BIREZ 21TV, BEICE L TEE
REZEDEBLERT 5 &, BIBHEERENROLN IERNRO SNBEICE, EEEICH
CIv4 AERUAEICEET 238 2838B0OL. AFHEARET I2Z0HEVLGTLEETSC
Lo F . BREICIW L THIMEMELERE TSI L, (M5 EEGERKIE L TOEH]
ER)

1115 TEAEEEES

TEAREEEETE (03%) FOTEAREERELAHoONDEZ ENH D, [835H]
<fEE>

POSEIDON:#B&. ADRIATICEHER. HIMALAYASHER R UTOPAZ-1HBRDAFIIREHICHE T, T
FEERTESO TEARBEBRENRESNTVEIENGRE Lz, AFIOBRSEHBIEY
HEHEPEERMICAS BEEERE (TSH, BERET3, BERET4, ACTH, MHAIILFV—ILED
AE) OREE. BRE+ITTV. BEICHE L TEHERESZORRLERT 5 L, TEAK
BEEENEONIERISBOONIHZEICIE. EEEICHL VA BERUVAZEICEET 55F
Bl Z2RBOL FAHERET LFDOBUGREZITI &, -, BREIIRLCTARBEMNE
LEHETLHILE, (V5 EELGEAMIS L TOEH] 258)

11.1.6 12U ¥ERIR

1BIERR (BUE1BEBERAEZET) (03%) AHobh. EREEZ FT7L F—JXICESE
ThDH B, 1 RERBFEVEOLODNHZEICE, A VR VEFERET 5F0BULLE EIT
5C2¢&, [84BHE]

<fEE>

PACIFICEXB®. POSEIDONZ{ER. CASPIANZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-15%BR
BEUDUO-EREBRDAFIRSHICE T, 1RBRENMRESN TSI ENBEE L, KAEIE
B#%(F, 0B, REENZOEZOEROELOOMBEED LFIC+2EFE L. 1BERBENED
NG EIZIE. RPRUVMLBCRTIF FREFICLYSHEEEL-LT, EEEICKEL TV4
BZERUVAEICEET 2FEI#3BOL. A VR VEFZBRET 2Z0OHENLENEFITS Z
Lo Fz. BEICH L THERREMAEXIIAS BABEMEL EEIT S E, ( TWI5 FELR
BEXRHFE L ZNDER] 25H8)

11.1.7  FFeefE=. BT, EEHREERX
AST,. ALT, Y-GTP. AI-P, EUIEVEDO LR ZH S IFHEEEE (8.1%) . FFX (22%) .
FIEMREEX (0.1%XKiE) AhbobhdZEnHb, [855HE]
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<fRE>

PACIFIC#E%. POSEIDONZR{ER. CASPIAN:XER. ADRIATICEHER. HIMALAYAZRER. TOPAZ-1:HER &
UDUO-ERRBRDAFIIZEHEICENT, TANTGFUET7I/ FSU0RX T2 53—+ (AST) . 73=
TR/ RIURTIS—E (ALT) { ¥TNEA SIS VRRTFHE—+E (y-GTP) . TILAH
DIRRT758—€ (A-P) [ EVIEVEDEREH S IHEEREE. FRPBESATLE I &N
5E%5E L1z, POSEIDONZRE&R. CASPIANERE&E. HIMALAYAGRER K UNTOPAZ-154ER TIXATFHELRERESE .
FRBEESRICKYRTICESEALHESN TS, DUO-EREBRDAFIREEHICE T, &
BENEEBRERIRESATVE I ENSHRE LIz, AFOHRSEHBIRTERSHMDIEEHRN
[CHFRERE Z1TL\. FFHEEICEELNROONIGEICE, FEEIZHL V4 FBERUVAEIC
HET 2538 #2BOL. FHOKREXEFLEZDOBEYLCMNEEITI L, FTlz. BEICHLT
HIEBREMEXIIHEEMEL EET S L, (IS5 BEELEANIELZTOER] 228H)

1118 BEE

FRAEMEME X GEERR) . RIKEBX (01%KH) . B (02%) EOBEELAHLD
N2 ENHDH, [865H]

<fEE>

PACIFICEXBR. POSEIDONEXERX. ADRIATICEHER & HIMALAYASHER D AFIZRERICH VT, KRBk
HKE%, BREDBESENMRESINTNDE I EMNDRE LT, POSEIDONREE TIEETIZTE o 1=
fEM B & SN TULVS, PACIFICER ER . POSEIDONERER . CASPIAN:R R . ADRIATICERER . HIMALAYA
FHBR. TOPAZ-1FRER R UDUO-EHBRDAFIIREHICE T, AFLORRERNEETERL
REMEMT RIT|ME S NG >, FEOMOBKRFARICE VD TAF L OREBENE
ETELRVRMEMEUEEXNRESN TS, AFOHRSEHEFTR RSB P IEELHMIC
BREREZTL. BREICERENBOOSNGEICE, BEEECKL V4 BERUAEIC

BET 5I8] 22RO L. FHOKREXIFILFQHEIGNEZITI L. T BEIZEL
TEREMELEET S L, (V5 ERLERMIELZTOER] 258)

11.1.9 K (04%) . EHHRMEE EETRH) [875E]

<fEE>

PACIFICEXE&R . POSEIDONZHER. HIMALAYAZHER & U'DUO-EEXBRDAFIR 5B (CH LT, BN
HINTWSZ EDSERTE LTz, PACIFICEHER. POSEIDONZR{E&R. CASPIANERER . ADRIATICEKER.
HIMALAYAZHER, TOPAZ-15{ER R U'DUO-EERER D AFIR 5B CH LT, EEHREAEXHRESh
o fh. REIOMOEERER TEAH & DRRERNEE TELAVVERHRAEISRE SN
TW5, XEIDEEER L YAXRFIRSRICH L, BUHRBELHOODNEIETNNHHZ &M
5. AFIBERIEHFHET. HAKE. VL7FoX+—+H (CK) L&, OFRURPIASOE
VESEOBRETHICITL. RENROONIEEICIEK. EEECKEL V4 AERUVAE
[CEET 58] #3RBOL, FAFOREXFFLEZOBUNLLEZITS &, £z, BEITH
CTHRBRAREMELEE TSI L, (VIS5 EELGEARMIELZDER] 25H)
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11.1.10 % (0.2%) [8.85HE]

<fEE>

POSEIDON 5#E&. ADRIATIC FHE& R U HIMALAYA SREEDAFIR SEIZH LT, DFARNRESL
TWBI EMBERE LTz, POSEIDON HE&E R U HIMALAYA SHERCIIXRRTICE > EFI L ME S
NTW5, REIOEBERL Y KFIBRERICDFERDIHOONEIBEZNNH D LMD AFIH
E#iFE. CKER. DERERZFICHSIFEL. BELNRBDOONLEEICIE. EEECKEL

Va4 RERUVREICEET 538 #3BOL, AFOBREZHIET I2EOEYLLEF1T
S5C&, T, BEISLTRRFNREMAEL EE TSI L, (TS5 ERLGERMIEL
ZTDEHR] ZSH)

i EEFENE (0.2%)
EREMBNIEICLDV)—EDEHRRICFRAENETITEHEAHHD T, FRIKEDEL
[T+7EBT 5L, [8.9BE]

<fEER>

HIMALAYA EXB% % U DUO-E SHERDAFIRGEHEICH T, EEMBEHENBRESA TSI LM
HERXE LT HIMALAYA SEBR CEETICE S FERI L |ME SN TS, REIDEEER KL Y A HF
RERICEEHBRAESHoONEIETNLHD b, RFREREHNET. REETE.
HREE,. MTEEEOHEZ 22TV, EENRBO oM. EEEICEL VA A
ZERUVAZICEET 58] #5RBOL. AFOBREZH LT IEOHEYLLEETSI L. F
fz. BREICIELC ThERAMEMEL EET S L, (TS5 EEGERMEELZOEH]
EEH)

11112 REMEm/MRBADEEBRE (0.1%KE)

<fEE>

POSEIDON:#E& & ADUO-EFHERDAFIIR S ICH L T, REEM/MURDERBRENARE SN T
WBIEMNDEEFE Lz, REDEBERL Y XFIREGZ(ICREE/NMURDERBRELH D
NE3BETNDHD LMD, AFIRESREEHUICI/MREREZTL., HIERZFOEEHLR
Hon=BEICE, BEECIE CAFOREERERXFPLET EFOBEYNLTMEZTI L. F
f=. BRECIELCTOHEARNEMESLEET S &,

11113 fik (0.1%KiE)

<fEER>

POSEIDONZHER B FADRIATICERERD AFITR EHICE VT, AN RESNATVI I EMNLETE
LTz REIOEBEER L Y RFIRSRICHELHoONEIE TN HDHZ LMD, FFITRSEE
SRR, RE. BRES. RRLABZOHEBEZ LIV, EENROONIGEICIE. EEEIC
L TV RERVAZICEET I8 25ROL, XFOEBREZFILET HFEOHETLGLE
528, Tz, BEICH L THKABRNHEMELEET LI L,
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11.1.14 Infusion reaction (1.7%)

Infusion reactionFBH LNF-IHFHRIZIE, AFIDZESZHPILTLEDENLGLEZTOIELED
2. FERHPEETHFETEEOREZTHICHERT S &, [8105H]

<fEE>

PACIFICEXB&®. POSEIDONZ{ER. CASPIANZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1iKBR
R UDUO-EHERDAFIIZREREIZH LT, Infusion reaction N FRE SN TS ENDEHZRFEL=, K
BlD‘EIZL Y. Infusionreaction (BE, &, B, Btih., FEIMEDHFEL. RBEF) 1Ho
PNEETNDH L. FEIESPICEBICEENROON-HEICE, EEEITHL VA4
RERVHAEICEES 538 22RO L, HEOFH., BiE. RITFLEEQHELGLEEITS
&, (V5 EBEGERMIELZOEHR] 25H)

11115 EEORERSE

RIEFIRERAEIERE (Stevens—JohnsonfEIEEE) (0.1%KjH) FhHobONd EhHd, £1-.
HEXAE 0.1%) BHoHNEIENHIDT, KA. ULAZENRBDHONIHEIZIXKRER
EEHKT D&,

<fEE>

PACIFICEXB&®. POSEIDONZ{ER. CASPIANEZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-1iKBR
B UDUO-ERBRDAFIR S BICH VT, KRIEHIRRBIEIRSE (Stevens—JohnsonfEIZEE) PEXMAE
BEDEEDRERENIRESNATND I EMNLERE LIz, AFIRSRETHEEE 2127V, K
. USAZEDERENBOONGRICK. BEEEICKHLIVA RERVAZICEET 5EE]
ZSROL. FXEOAREXFPLEZOBULGREZITI L, -l REIE L TREREME
EEETHI L,

11.1.16  #REE

KW= 1—0O/F— (15%) . BFEZ1—0O/F— (01%) . £S5 - NL—EGEE GEE
TH) FEOHREENHOoONDEIZENH D,

<fEE>

PACIFICEXB®. POSEIDONZ{ER. CASPIANZHEX. ADRIATICERER. HIMALAYAZRER. TOPAZ-15%BR
BRUDUO-EREBOAFIZREBICE VT, KM= 1 —0O/RF—, 2R -1 —ONRF—ZO@EE
ENRESNATNS Z LD BERTE L=, PACIFICEHER. POSEIDONZHER . CASPIAN:RER . ADRIATIC
SHE&. HIMALAYAZRER. TOPAZ-1:HE8 &% UDUO-ERERDAFIREEIZE T, ¥5 > - NL—IE
BEEEIRESNGL S, FEOMDERFBRICEVTERFEOEARBENEETETHLF
FU-NLU—EEENMREIN TS, FEIRSERIBRL 512170 BEEENRONDE
KRS ONEBEICE, EEEICEHL (VA BERVAEICEET 238 23BOLE. &
FIOHRER ISP LEZOBENLLEFITI L, - REICIG L THBNMNEMEL EET L
&
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11117 FREFBREE (1.6%) »

AFEAS/R) TEDHAIZENT, KZFHRBLAHOOLNDZENH D,

F) RWEEIX. ERARFENMERER (DUO-ERER) I2B115. AFIRUVA S/ JHARE
BE M D& LT,

<fRE>

DUO-EERBRDAKIE A S /N TOHEABREHICENT, AERENBREINTWEIENDH
E LT REIBERTERE+7ITTV., FFRENEOLNSEKRIBO SNIGHFEICE. V.4
FAERVAZICEET X8 2S5BOL, AFOBREEPUETLF0OBYGLEEZITI &,
Ffo. BECKHLCTOAENMEMELEET S L,

11.1.18 AMMEM (1.6%) *

AEEASNYTEOHRAICENT., AOHEOLAHLHONEZ ENHD,

F) REET. ERAREIMEHAER (DUO-ERER) (ICHTD. AFIRUA S/ JHARS
B &R LT,

<fRE>

DUO-ERRERDAFIE A S /%) TOHAFREHICE VT, FOMHELNNMRESATNE I END
BRE LTz, AFIREREERE 21270 AOEALAEHON DERNED DM ZBEIIL.
V4 BERVAEICEET 23E] 238B0L. FKFRUVASNR) TDHREEZHIETIED
BUILBMBEETICE, T, BDEICH L THERNREMES EET D&,
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(2) ZDithDEI1EH

11.2 ZO#taE1ERA
10% L1 E 1~10%%K i 1%k HETH
BB B3 Z 5 FEIE BEE#&
- R R, i | REEE. 12T
PR T Y. FRERE
ik FEVE TP BRI
OEh> o4, A | Ok
OfER R (A%, R %,
EIRED)
AR5 b TSH b7 TSH{ET PR BRAE
B - GBRES BER R
EIESS TH. BE FEL, HIEBEZETL
BE%R Ik SRS
ZDith HE. RKEMZFE BT
<fEER>

AEDREDZT—R— b (CCDS) ICRRBDHIBREEIZ ZTDMDBEERI OEIZEE
L1z, BBRDMEEIL. PACIFIC KB, CASPIAN i{E&. ADRIATIC iXB%. TOPAZ-1 ;{E& &% Uf DUO-
EHBRICEVWTHRESNTLAIARFNEDARBERNEETETHVER (BIMEA) . HUIC
POSEIDON FHE& R U HIMALAYA HERICE VW TIHRE SN TV EAFIRIE LA YL TLEORR
ERABETELVER GHER) OEHBERICE SV TLS, LRRBRICEVLTHREN L.,
AEN DM DERKR AR E THRE SN-EIERIC OV TIE,
DNWTIE, TEXRLGEIEA] DIETIX Grade3 LLEDEEZE. [ZF0MOEIMER] OIE Tl Grade3
REDHEEFTEL TS,
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SEIEREE—K

PACIFICRERICH T 5 AXFIHDEMEAREHEE -8 (&M IrdRER : 47561)
GE) BIMERIE. AFIEORRBEBRNPEETCESHEVEETEREET,

BI¥EM CTCAE Grade fI|BI{EFES£BR 5%k (%) ‘ Bl/EFR CTCAE Grade fI|BI{EFES£BR 5%k (%)
(MedDRA/JVer1®.) 4 Gade  Grade3-4  Grade5 | (MedDRA/JVer1®.) 4 Gade  Grade34  Grade5
2RWER 322 (67.8) 56 (11.8) 7(15) JiztES 1(02) 0 0
MBEHIVINREE | 1634 8(1.7) 0 BEE 4(08) 0 0
#m 9(19) 5(1.1) 0 Tk 1(02) 0 0
B mERHAME 1(02) 0 0 & 62 (13.1) 1002 0
12/ NERRDE 2(04) 1(02) 0 AV IIIUYHEKRE 1(02) 0 0
SFPERBAE 3(06) 0 0 BRRK 5(1.1) 0 0
TV MRBAE 3(06) 2(04) 0 FEIED H9E 3(06) 0 0
RS 9(1.9) 1(0.2) 2(04) IR 6(1.3) 0 0
F—EREJ0vY 1(02) 0 0 RAEHEZE 4(08) 0 0
DERAE 1(02) 0 1002 =& 2(04) 0 0
iE 2(04) 0 0 FRAERERR 1(02) 0 0
IDERETE 2(04) 1(02) 0 FEL 15(3.2) 0 0
BETE 1(02) 0 1002 mp:=] 1(02) 0 0
SEAR 2(04) 0 0 §TIRIE 5(1.1) 0 0
EBSUREES 1(0.2) 0 0 I EEA eSS 4(08) 0 0
EEREHELN 1(0.2) 0 0 B SEET& 1(02) 0 0
R HEE 70 (14.7) 1(0.2) 0 FHEERE 1(02) 0 0
PPk 1(02) 0 0 JFF2¢ 1(02) 0 0
BIEHEETE 1(02) 0 0 IR 1(02) 0 0
EEA e LN 1(02) 0 0 RERES 4(08) 1(0.2) 0
B7059F i 1(02) 1(02) 0 EERITLILE— 1(02) 0 0
FRAKRRHERETTHEAE 30(6.3) 0 0 ZE B EUE 1(02) 0 0
FRIKARHEREIE T 50 (10.5) 1(02) 0 BY7LILE— 1(02) 0 0
BRIRRR % 2(04) 0 0 YL afk— R 1(02) 1(02) 0
IRfEE 4(08) 0 0 BEES KU FERAE 26 (5.5) 6 (1.3) 0
fEIEH M 1(02) 0 0 FEE R 1(02) 0 0
AR 1(02) 0 0 B 1(02) 0 0
F1R 2(04) 0 0 ESb 3(06) 0 0
ShekEE 100 (21.1) 4(0.8) 0 ANJLR R [E 2% 1(02) 0 0
REERRES 2(04) 0 0 BN LR 1(02) 0 0
EbES 9(19) 0 0 HIRED 5(1.1) 1(0.2) 0
LHEERE 2(04) 0 0 AVINIY 1(02) 0 0
Kz 1(02) 0 0 [IIRES 3(06) 1(02) 0
2 9(1.9) 0 0 OfEh D5 E 1(02) 0 0
FEEUE 1(02) 0 0 O~ LR X 1(02) 0 0
T 46 (9.7) 2(04) 0 Za1—EVRFAA(O
ORNEZIE 7(15) 0 0 RF A fifizé 204 102) 0
SHIERB 1(02) 0 0 iz 5(1.1) 3(06) 0
W R EE 2(04) 0 0 Rt B 2(04) 0 0
U\ 102 102 0 LRGERR 2(04) 0 0
PTS E=y o
;ﬁ(%u i Eg:; g g };ﬁ; PESIVILES 28 (59) 3(06) 1(0.2)
BREWRIHRE 4(08) 0 0 FEANTHES RIS 5(1.1) 0 0
Eil 26 (55) 0 0 TETHRIRHEAE 1(02) 0 0
BEEE 1(02) 0 0 TRAHRMERTRE 20 (4.2) 3(06) 1(0.2)
BER 1(02) 0 0 RIgRIG 1(0.2) 0 0
PR 2 1(02) 0 0 Bls 1(02) 0 0
fiE ¢ 1(02) 1(02) 0 FRRIRE 51(10.7) 11(2.3) 1(02)
OMDFERE 1(02) 0 0 FSZUTI/NSUAR
B 02 0 5 S5 GiEm 9(19) 1002 0
OR% 7(15) 0 0 FE5—HE M 4(08) 2(04) 0
=25 1(02) 0 0 FRINSFUEETI /-
= 02 5 5 AR ottt 9(1.9) 2(04) 0
FiaE 1(02) 0 0 mep7 )LAYRRT7
[T 7(15) 0 0 ;’l;t 1250 " 3 EOB) 102 °
A EEERLUR EJLE M 1(02) 0 0
EEMEDREE 112 (23.6) 4(0.8) 0 Mo X 50— )L 108 102 0
I 28 (5.9) 3(06) 0 i ' ’
myL7F = 8Em 4(0.8) 0 0
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BlIfEM

(MedDRA/J Ver19.1)

CTCAE Grade RIRI{EFAFEHIH (%) ‘

% Grade

Grade 3—4

Grade 5

BlIfEM

(MedDRA/J Ver19.1)

CTCAE Grade RIRI{EFAFEHIH (%)

% Grade

Grade 3—4

Grade 5

furhY 5 L 1(02) 0 0 RERHE=2 -/ | o 0 0
e R ARFEA L E 9(19) 0 0 F— )
VR | SEHERE 1(02) 0 0
e FRRARFEA L E 8(1.7) 0 0 AHEE 5(1.1) 0 0
B2l ) e 1(02) 0 0
BitET R ™ LFIFRAR SEELIKRE 1(02) 0 0
TFREm 102 0 102) RRSE 2(04) 0 0
BOLTF=29UF 102 0 0 NI FAE 1(02) 0 0
SURFL ’ R LURIREE 10 2.1) 0 0
DEMQTIER 1(02) 0 0 SMEEE 2(04) 0 0
Y =TSR FEMERERAT % 1(02) 0 0
ST iEm 3(06) 1(02) 0 e 208 . 0
HEELR 1(02) 0 0 EAR 4(08) 0 0
1) \—EEhn 3(0.6) 3(06) 0 EF S 102 0 0
2 SERERD 1(02) 0 0 BREEETR—
DB —h—LER 1(02) 1(0.2) 0 2 1(0.2) 0 0
SFPEREURD 1(02) 0 0 4RRHLVIEES 2(04) 1(02) 0
/MR 102 0 0 PETS 1002) 1(02) 0
FURTIF—ELER 5(1.1) 2(04) 0 FRHE I 1(02) 0 0
== ] T T4 =
ﬁ;ﬁu > f 8:; g 8 E;g% ISELURR | o (18.1) 10(2.1) 5(1.1)
REBLUFREREE 52 (10.9) 6 (1.3) 0 SRR MR 2 1(02) 1(0.2) 0
BAYEE 27(5.7) 0 0 K[ERRISHETTHE 1(02) 0 0
Bk 4(08) 0 0 1SRz RTR S 2(04) 0 0
EEEEAE 1(02) 0 0 IR 25(5.3) 0 0
= 1(02) 0 0 REEE 3(06) 0 0
BEHIL T LA 2(04) 0 0 R RS 28 (59) 3(06) 0
B3l X7A—)L Mg 1(02) 0 0 2 1(02) 0 0
S InyE 4(08) 2(04) 0 MEin 1(02) 0 0
Ek) 5 R 5(1.1) 2(04) 0 LKy 1(0.2) 0 0
ERERIAE 5(1.1) 0 0 {EERSRAE 2(04) 0 0
v DApFNiiith 4(08) 1(02) 0 RS E s 2(04) 0 0
BT ™) LIIE 3(06) 0 0 fifi 2 1(02) 0 0
{EFR ) L IjE 2(04) 0 0 28 1(0.2) 0 0
&) BEIgE 1(02) 0 0 [ 2(04) 0 0
SREE| 1(0.2) 0 0 SRR 1(0.2) 0 0
1 BIERRIR 1(0.2) 1(0.2) 0 Rtk s 43(9.1) 6(1.3) 4(08)
HERRBIUFEEH Bt 1(02) 0 0
sl 51 (10.7) 4(08) 0 SR 1602) 5 5
E3EE] 21 (4.4) 0 0 IR 1(02) 0 0
REETL 4(08) 1(02) 0 B 102 0 0
EHEbE 4(08) 0 0 it 1(02) 0 0
AR 1(0.2) 0 0 IR ESE 1(0.2) 0 1(0.2)
RAEREE 1(02) 0 0 [ 1(02) 0 1(02)
FhElE 4(08) 0 0 Tis 4(08) 1002 0
HEEE 7(1.5) 1(0.2) 0 EH LU R TEE
S 132.7) 102) 0 é BEURTRIR | 121059 | 408) g
ER 4 RAETAE 2(04) 0 0 B 3(06) 0 0
Pof% 5(1.1) 0 0 B ESE 3(06) 0 0
YR FHEEHGR 1(02) 1(02) 0 RIBRZIE 1(02) 0 0
HHRRES 41 (86) 0 0 REX 5(1.1) 0 0
= 1(02) 0 0 SEREER 2(04) 0 0
FEIMEHEL 7(15) 0 0 EEHERR S 1(02) 0 0
HFEER 5(1.1) 0 0 RIEFTIR 14(2.9) 0 0
G2 9(19) 0 0 Bk 3(06) 0 0
BRI 2(04) 0 0 FIBE 6(1.3) 0 0
REHRE 2(04) 0 0 EETE 1(02) 0 0
TEAR 3(06) 0 0 EERE 1(02) 0 0
HHEE 1(02) 0 0 2 HE 3(06) 0 0
A= 1 —O/ S F— 6(1.3) 0 0 Bt 1(02) 0 0
fRELE 2(04) 0 0 REEE 2(04) 1(0.2) 0
IREEES 1(02) 0 0 =T 4(08) 0 0
PJIRT %] 2(04) 0 0
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BlIfEM

(MedDRA/J Ver19.1)

CTCAE Grade RIRI{EFAFEHIH (%) ‘

% Grade

Grade 3—4

Grade 5 ‘

BlIfEM

(MedDRA/J Ver19.1)

CTCAE Grade RIRI{EFAFEHIH (%)

% Grade

Grade 3—4

Grade 5

RISER 1(0.2) 0 0 KIgES 1(0.2) 0
FEHH 1(02) 0 ETRE 1(02) 0 0
FE-BERFNET 2004) 0 0 e 4(08) 0 0
SAEREE ) FEMEER 2(04) 0 0
Z5FENE 33(6.9) 0 0 MEEE 19 (4.0) 2(04) 0

§ifE 3(06) 0 0 EiISE 1(0.2) 1002 0

E3nid 1(0.2) 0 0 i 2(04) 0 0

5 37(78) 1(02) 0 IFTY 7(15) 0 0

B RS 7(1.5) 0 0 SMmE 3(0.6) 1(0.2) 0
LHURE 3(06) 0 0 EIE 2(04) 0 0
BEKEBIKRE 14(2.9) 2(04) 0 Yo INiERE 1(02) 0 0
EpHRE 2(04) 0 0 TR T 1(02) 0 0
THENRE 2(04) 0 0 KA 1(0.2) 0 0

i 1(0.2) 0 0 Jiiigx 1(0.2) 0 0
REER 1(0.2) 0 0 Grade |[& NCI-CTCAE (Common Terminology Criteria for Adverse
FEERIBR 1(02) 0 0 Events) v4.03 [Z#L5,
RISRE 3(06) 0 0

RISHRE 1(0.2) 0 0

*PACIFIC SRERIZH 1T HAFIORERVHEX. BERBINTWIHEZERVAELITEL S, 2023 F£ 11 AIZ, YIBAR
BEE BFTET O IE/NMAREITEIZH 1T DIRAMIEERSHRBEEZOMIFEEL LTAFIREHORERUVRAEXAER
BEAZE (10mg/kg) NMHEEMAE (1500mg) (2. FE5MERIE 2 BRMERMS 4 BRMRICEEINTILNS,
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POSEIDONERERICH[THEF+ FL A Y LAY THOEEARREE—E (RSUEMRITREM : 3304I)
GE) BMEAIX. RKRIRXIZALA) LRTEORBEZENEETCELRNVEEEREHET .

EIER CTCAE Grade HlIEI{EFEFRERHI1% (%) ‘ BER CTCAE Grade ZIE4E ST (%)
(MedDRA/J Ver23.1) (MedDRA/J Ver23.1)

# Grade Grade3-4 Grade5 | £ Grade Grade 3-4  Grade 5

2E1ER 261(79.1) | 95(28.8) 7 (2.1) REES 6 (1.8) 0 0
BREESFUVFERE 25 (7.6) 9(2.7) 2 (0.6) = 3(0.9) 0 0
COVID-19 1(0.3) 0 1(0.3) FEELIKAER 1(0.3) 0 0
fEEx 4(1.2) 0 0 W TRIRE 1(0.3) 0 0
M ¢ 1(0.3) 1(0.3) 0 ERAE 3(0.9) 0 0
ZES 1(0.3) 0 0 SRBE 1(0.3) 0 0
OEh S5 fE 1(0.3) 0 0 R REE 24 (7.3) 4(12) 1(0.3)
OEERRE 1(0.3) 0 0 B iR R 1(0.3) 0 0
OREAJLRR 3(0.9) 0 0 BEHERIKE 1(0.3) 0 0
REE & 1(0.3) 1(0.3) 0 \mRE 1(0.3) 0 0
fifi % 8 (2.4) 6(1.8) 0 i 1 25 S 4 1(0.3) 1(0.3) 0
ME MR 1(0.3) 1(0.3) 0 HREHESE 1(0.3) 1(0.3) 0
[ aE D223 1(0.3) 0 0 ZEMEOHEN 3(0.9) 0 0
EBEIRE] 1(0.3) 1(0.3) 0 KEAE 4(1.2) 0 0
8% 1(0.3) 0 0 FEPH 2 (0.6) 0 0
B 3(0.9) 1(0.3) 1(0.3) R it R 1(0.3) 0 0
PR % % 1(0.3) 0 0 & IR ZE 1(0.3) 0 1(0.3)
BiE. BEESLUFHME FEAR 2 (0.6) 0 0
THO#mEY (S L | 103) 0 0 B & E 1(0.3) 1(0.3) 0
VR —T%#&L) SRR 2 (0.6) 0 0
RIE T #ERatE) 2/ 1 03) 0 0 ZHH—1—R/NTF— 1(0.3) 0 0
2 ' ER R 1(0.3) 1(0.3) 0
MEHEVI/AREE | 53 (16.1) 21 (6.4) 0 EE 1(03) 0 0
M 34 (10.3) 11(3.3) 0 REREE 1(0.3) 0 0
SEMEZH 1003 0 0 — 3B 1 i L 4 1(03) 0 0
BIEMME NERE 2 (0.6) 1(0.3) 0 FRE=E 11 (3.3) 0 0
BT ERER IS INSE 1(0.3) 0 0 KSA74 2 (0.6) 0 0
FEEVEFPERBAME | 1(03) 1(0.3) 0 IREGZEE 1(0.3) 0 0
FHERBAE 1(0.3) 1(0.3) 0 SR 72.1) 0 0
eyl 1(03) 0 0 AR 35 1M 1(0.3) 0 0
ARELE 103) 0 0 KARE 1(03) 0 0
SEI/MRUEAE | 1(03) 0 0 T 1003) 0 0
B M Bk &0 E 309 0 0 BHET 1(03) 0 0
B MR i 505) 0 0 EBLURBES 1(0.3) 1(0.3) 0
7 ERiRAGE 15 (4.5) 5(1.5) 0 EEH#E 1(0.3) 1(0.3) 0
BRI AME 1(0.3) 0 0 HEHET 1003) 0 0
/MR D IE 15 (4.5) 5(1.5) 0 DFEE 2 (0.6) 1(03) 1(0.3)
/MR E 6(18) 0 0 HERERLEHX 1(03) 0 1(03)
A BEE 57 (17.3) 3(0.9) 0 EMLTS 1(0.3) 1(0.3) 0
BEEHETS 6 (1.8) 2(0.6) 0 meEE= 4(12) 1(0.3) 0
B R&E R KER % 2 (0.6) 0 0 {EmE 3(0.9) 0 0
FLAANFAER| ©03) 0 0 MmeE% 1(0.3) 1(0.3) 0
ZIE ' RS, M3RE & U
RRIBEEEALE | 1762 0 0 REE N A A
TEAL 1(0.3) 0 0 %0k 1(0.3) 0 0
TEABEEIETE 4(1.2) 1(0.3) 0 REEE 1(0.3) 0 0
FARBREAEE TE | 34 (10.3) 0 0 WEOR R 8 3(0.9) 1(0.3) 0
B AR BR ¢ 2 (0.6) 0 0 5 VE T REOR R 8 1(03) 0 0
RBELUVREEE 51 (15.5) 7 (2.1) 0 Ermn 1003) 0 0
BARIE 34 (10.3) 3(0.9) 0 Loy 3(0.9) 0 0
R5EoK 2(06) 0 0 Y RTARMEAE 1(0.3) 0 0
a73I7—YMmiE 2 (0.6) 1(0.3) 0 2057 M i 2 1003) 0 0
= 4 6(1.8) 0 0 3 2 (0.6) 0 0
=AY L jE 3(0.9) 0 0 Bk 1(0.3) 0 0
&/ A= ifE 1(03) 1(03) 0 il 2% 12 (36) 4(12) 1(03)
E7ILIIMmE 3(0.9) 0 0 A 1003) 0 0
EHY) LnfE 3(0.9) 0 0 EY- 1(0.3) 0 0
BT 7 LE 1(0.3) 0 0 e 1003) 0 0
18I+ L fE 309 1003 0 BERlEE 93(282) | 15(45) 2 (0.6)
1 BIREPRIR 1 (0.3) 1(0.3) 0 [T 4(12) 0 0
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Grade 3-4
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£ Grade Grade 5

THEEE 1(0.3) 0 ERRBLVESH
R 103) 0 0 g{;g%mﬁﬁ 2267 | 208 g
HE®REMEEX 1(0.3) 0 1(0.3) RAETE 13 (3.9) 0 0
LR 1(0.3) 0 0 BE &N 2 2 (0.6) 0 0
KB # 14 (4.2) 5 (1.5) 0 MAET 2 (0.6) 0 0
{FiH 10 (3.0) 0 0 e RKE 1(0.3) 0 0
T 31(9.4) 2 (0.6) 0 ARkES 4(12) 0 0
ONEIE 2(0.6) 0 0 P 1(0.3) 1(0.3) 0
INGR 1(0.3) 1(0.3) 0 POk E 1(0.3) 0 0
B2 1(0.3) 1(0.3) 0 LRMEH X 1(0.3) 1(0.3) 0
BiE% 1(0.3) 1(0.3) 0 EBLUVRBES 11 (3.3) 1(0.3) 2 (0.6)
FAEEES 1(0.3) 0 1(0.3) EHBEE 2 (0.6) 1(0.3) 1(0.3)
B& 4(1.2) 0 0 BOREEE X 2 (0.6) 0 1(0.3)
ULAMER % 1(0.3) 0 0 hEERIO/S— 1(0.3) 0 0
BREF RS 1(0.3) 0 0 EAR 5 (1.5) 0 0
FEH 1(0.3) 0 0 BHREEE 2 (0.6) 1(0.3) 0
ALF 1(0.3) 0 0 ERERBLVIEES 2 (0.6) 0 0
Eil 36 (10.9) 2 (0.6) 0 HHEEER 2 1(0.3) 0 0
fEE 2 6 (1.8) 1(0.3) 0 SNIEEDORE 1(0.3) 0 0
INGEAE 1(0.3) 1(0.3) 0 — -2 BEESLUE
O 2(12) 0 0 BT DR B e 3
L EREIEE 1(0.3) 1(0.3) 0 iiabnd 32(9.7) 72.1) 0
Mg i 17 (5.2) 2 (0.6) 0 EE 1(0.3) 0 0
FRRERES 16 (4.8) 6 (1.8) 1(0.3) [apEd 1(0.3) 0 0
B RE & 1(0.3) 0 1(0.3) B 37 (11.2) 3(0.9) 0
EMERTES 3(0.9) 3(0.9) 0 ARk 1(0.3) 0 0
BT 7(2.1) 1(0.3) 0 £ ERBEIKEEL 1(0.3) 0 0
&t 3(0.9) 1(0.3) 0 BRRIE 1(0.3) 0 0
BrSURTEIF—E R 4(1.2) 0 0
i 1 03) 0 0 RO KR 2(06) 0 0
REMERFR 1(0.3) 1(0.3) 0 EISIW Ak 0E 1(0.3) 0 0
BEH LUK T HM#EE KRR 4(1.2) 0 0
= 101(306) 808 0 EENMREEET 1(0.3) 1(0.3) 0
IE 1(0.3) 0 0 FE 17 (5.2) 0 0
B B 2 (0.6) 0 0 LA 1(0.3) 0 0
RIE#X 1(0.3) 0 0 ERERIRE 72 (21.8) 28 (8.5) 0
IEREER 4(12) 0 0 FS=ZUTFI/NSY
£ 1(0.3) 1(0.3) 0 R7x5—EH#Em 25 (1.6) 40.2 0
RIEE 1% 8 (2.4) 0 0 FIS5—EHEN 18 (5.5) 7(2.1) 0
B 3(0.9) 0 0 FRINSEUETI/
FIBE 1(0.3) 0 0 FSURTIS—HH| 23(7.0) 1(0.3) 0
E2iZk: 1(0.3) 0 0 fn
EZan3 1(0.3) 0 0 m1¢7)bﬁ'J7kX77 4(1.2) 0 0
FE-BEEXFANE 103) 0 0 S—F 1 ]
TR ’ Mo E RERE M 3(0.9) 0 0
% 1(0.3) 0 0 mreREYLE VN 1(0.3) 0 0
BERAEE 1(0.3) 1(0.3) 0 meso—)LiEd 1(0.3) 0 0
SR BEE RS 1(0.3) 0 0 mepoL7F=— 18
FOERE 26 (7.9) 0 0 hn 5019 103 0
B 1(0.3) 0 0 1 o 2 E R K 3 B 2 (06) 0 0
5 51 (15.5) 3(0.9) 0 -t '
BHR K5 2 (0.6) 0 0 1o & B AR R 309) 0 0
HREBKED 721 1(0.3) 0 IWEVED '
EBHRSD 10.3) 0 0 e BARIRRBA | 55 0 0
ZEMRS 1(0.3) 0 0 IVEVIE '
RS RI 4312 0 0 MR FRZEEEN 1(0.3) 0 0
KBS eE 4312 0 0 C—RIGHEEBEEM 1(0.3) 0 0
EEBERD 103) 0 0 meHEiEREER 1(0.3) 0 0
REES 1(03) 0 0 y =T LISy
s 0 ; : RTT S 11 (3.3) 3(0.9) 0
ZR5 2(06) 0 0 HF#EELS 2 (0.6) 0 0
BEMAR 1(03) 0 0 1)\—E1Eh 16 (4.8) 9(27) 0
FFHEEREE LR 1(0.3) 0 0
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® Grade Grade3-4 Grade5 | £ Grade Grade 3-4  Grade 5

Y \EREUR A 1(0.3) 0 0 RERD 4(1.2) 0 0

PR ERER A 6 (1.8) 5(1.5) 0 B i Bk kR > 3(0.9) 2 (0.6) 0
/R B > 3(0.9) 2 (0.6) 0 BE.FSHLUVLE

TR AOFS | 1 (03) 0 0 AfHE il I 0
rFSURT7IF—E L FEANCES R 9(2.7) 0 0

g8 5.8 103) 0 XEMESHE 1(0.3) 1(0.3) 0
r)IA—FFOZVE 103) 0 0 Grade [& NCI-CTCAE (Common Terminology Criteria for Adverse
N : Events)v4.03 IZ#L 5,
g~ I—FFO=

g 1(0.3) 0 0
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BIER CTCAE Grade Bl BI{EFASEIRHIH (%)
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© o211 S Grade Grade34  Grade5

£ Grade @ Grade 3-4 Grade 5

£FER 156 (58.9) | 40 (15.1) 1(04) IDAE 1(0.4) 0 0
BEH KU 4 RAE 9 (3.4) 2 (0.8) 0 DERETE 1(04) 1(0.4) 0
SREX% 1(0.4) 0 0 SRR 1(0.4) 0 0
fEIE 2 2(0.8) 0 0 mERES 2 (0.8) 1(0.4) 0
wKED 1(0.4) 0 0 EIAREIDE 1(0.4) 1(0.4) 0
ik 2(0.8) 0 0 BHL 1(0.4) 0 0
i ¢ 1(0.4) 1(0.4) 0 SimE 1(0.4) 0 0
A LR MR % 1(0.4 1(0.4 0 TR RIERE & U
’;ZGE.;\?! Lk 1 Eo. 4; (0 ) . gégﬁ WASLUHB ¢ 60 2(0.8) 0
MRS LTI NREE | 41 (15.5) 14 (5.3) 0 SEXES 1(0.4) 1(0.4) 0
=il 21 (7.9) 2(0.8) 0 BiEEY 1(0.4) 0 0
FEEVESF R ERIBAE 2(0.8) 2(0.8) 0 WeF R BRI 3(1.1) 0 0
B M Bk 5D 3(1.1) 1(0.4) 0 £Hm 2(0.8) 0 0
1> s NBRR D AE 2(0.8) 0 0 & xR 2(0.8) 0 0
F B AME 21 (7.9) 9 (34) 0 ffEE 1(0.4) 0 0
TR EKISINE 1(0.4) 0 0 ERPEMREIR 1(0.4) 0 0
LI ER iR A fiE 3(1.1) 3(1.1) 0 B 1(0.4) 0 0
/R R A fiE 6 (2.3) 1(0.4) 0 i ¢ 5(1.9) 1(0.4) 0
AR hES 39 (14.7) 0 0 BEES 55 (20.8) 2 (0.8) 0
BT a2 2 (0.8) 0 0 FE SR 1(0.4) 0 0
B A& R KER2¢ 1(0.4) 0 0 [ 1(0.4) 0 0
KRR RE TUEEAE 21(7.9) 0 0 K& 2% 1(0.4) 0 0
FURIREBEE TAE 23 (8.7) 0 0 2 7(2.6) 0 0
BIKAR 2 3(1.1) 0 0 T 14 (5.3) 2(0.8) 0
REBLUVXRBEREE 33 (12.5) 6 (2.3) 0 O Nz IE 1(0.4) 0 0
BMRE 21(7.9) 0 0 HERR 2(0.8) 0 0
HER IR 1(0.4) 1(0.4) 0 B 2(0.8) 0 0
&7 35—t M 1(0.4) 0 0 Eil 32 (12.1) 0 0
BhIL T LIiE 1(0.4) 0 0 TR % 1(0.4) 0 0
= I 4E 1(0.4) 0 0 OMR# 3(1.1) 0 0
=)D L 1(0.4) 0 0 & i 9 (3.4) 0 0
EHIL ™ L 1(0.4) 0 0 FFEEERES 5(1.9) 2 (0.8) 1(0.4)
ek SAPFNIit 5(1.9) 1(0.4) 0 FF % 1(0.4) 1(0.4) 0
EFR) D LdnjE 3(1.1) 2 (0.8) 0 Fr& 2(0.8) 1(0.4) 1(0.4)
1 BIBERIR 2(0.8) 2(0.8) 0 aEYILEVIE 2(0.8) 0 0
9 lg.':l;_ 4 0 = ~ (B et =
Eggmﬁﬁ ?84; : : g’éb*‘m?ﬂﬁ“ﬂ 53170 | 104 0
RERAE 7(2.6) 0 0 S 10 (3.8) 0 0
FERR[EE 2(0.8) 0 0 RERX 2(0.8) 0 0
HRRES 14 (5.3) 1(0.4) 0 FLUILX—HERER 1(0.4) 0 0
FEIMEHEN 1(0.4) 0 0 A 6 (2.3) 0 0
RGIHEDFELY 1(0.4) 0 0 FIBE 4(15) 0 0
KEEE 3(1.1) 0 0 FEMH 1(0.4) 0 0
1P 2(0.8) 0 0 Z5FERE 10 (3.8) 0 0
IREER 1(0.4) 0 0 [ 1(0.4) 0 0
FEME=1—O/NF—| 1(04) 0 0 b3 9 (3.4) 0 0
HESN 1(0.4) 1(0.4) 0 BLK R 5 1(0.4) 0 0
R 1(0.4) 0 0 K EBRES 6 (2.3) 0 0
FEHERE=—1—0O BEFIRR 1(0.4) 0 0
AF— 2(08) 0 0 BEB 1(04) 0 0
2% =1 —0O/F— 1(0.4) 0 0 EAE fERR 1(0.4) 1(0.4) 0
ARfEE 4(15) 0 0 MERRBLUKESH 10 38) n q
RSA4T74 1(0.4) 0 0 HEE )
FREEM 2(0.8) 0 0 EkER 1(0.4) 0 0
BR 7 i 1(0.4) 0 0 EiE 2(0.8) 0 0
BEBLURKEE 1(0.4) 0 0 HERE 2 (0.8) 0 0
EEREHFELY 1(0.4) 0 0 RG] 1(0.4) 0 0
DIEES 4(15) 1(0.4) 0 FhERE % 1(0.4) 0 0
iAE 1(0.4) 0 0 RAEIERR 1(0.4) 0 0
DEHIE) 1(0.4) 0 0 i 1(0.4) 0 0
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HEEREE 1(0.4) 0 0 FRINSEUEETI/
e 102) 0 0 SO 2915—FHEm 4(15) 1(04) 0
0 B & 1(0.4) 0 0 mb7ILAYKRRT7 3311) 0 0
EBLUVRBES 3(1.1) 0 0 A—E :
SUEES 1(0.4) 0 0 mepEY JLE Ui 1(0.4) 0 0
MR 1(0.4) 0 0 me oL 7F M 1(0.4) 0 0
BErEe 1(0.4) 0 0 mepoL7F= 80 1(0.4) 0 0
E}giﬁéa)%ﬁ@: BEUVE| 53000) | 3001 0 f;j?; ABBRARER | 4 0 0
Eigagnd 20 (7.5) 1(0.4) 0 In o B K BRI AR L 1(04) 0 0
EE 1(0.4) 0 0 EEM '
BH 16 (6.0) 0 0 Yy =T ILEILESY
S5TBE 1(0.4) 0 0 Z7TS5—EHm 208) 104 0
£ ERBRKEEL 2(0.8) 1004 0 HE#ELS 1(0.4) 0 0
=E 1(0.4) 0 0 1)/\—EHEm 8 (3.0) 7(2.6) 0
EABMIER 1(0.4) 0 0 37 R BREUR 8 (3.0) 6 (2.3) 0
EIN: o 1004 0 0 R RN 1(0.4) 0 0
BER 1(0.4) 0 0 mn/REE D 2(0.8) 1(0.4) 0
FEIE D 2 iE 5(1.9) 0 0 FRIRRILEV B 1(0.4) 0 0
FELEERRE 1(0.4) 0 0 BRI ILE AN 1(0.4) 0 0
KA ZE 2(0.8) 0 0 FSUR7IF—FER| 2(08) 0 0
RHIEHERR 1(0.4) 1(0.4) 0 RERLD 2(0.8) 1(04) 0
FEL 2(0.8) 0 0 B M ERERR > 2(0.8) 2(0.8) 0
IR AE 1004 0 0 B mER 1(0.4) 0 0
BRRBE 33 (12.5) 18 (6.8) 0 BE.DEBLUVLESE 00D 0 0
FSZUTFI/NSUR 5(1.9) | 04) o {#'{i __
Jx5—EEm ’ : SEAICES R 3(1.1) 0 0
FIS—H M 5(1.9) 3(1.1) 0 Grade [ NCI-CTCAE (Common Terminology Criteria for Adverse
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l4EmH CTCAE Grade RIFI{EFFEIRMIE (%) ‘
(MedDRA/J Ver26.1)

BIER CTCAE Grade 5| EI{FFE SR H1%k (%)

MedDRA/J Ver26.1
(MedDRA/J Ver26.1) 4 sode  Grade3-4  Grade 5

®Grade Grade3-4 | Grade5

2E1ER 176 (67.2) | 23(8.8) 2 (0.8) FERE 1(0.4) 0 0
RS FUVFE RAE 10 (3.8) 0 0 R EE—21—0O 1(0.4) 0 0
fifi % 4(15) 0 0 NF— '
Y 2(0.8) 0 0 AR 1(0.4) 0 0
RS 2(0.8) 0 0 IRfEE 2 (0.8) 0 0
HERE 28 1(0.4) 0 0 RSA474 1(0.4) 0 0
EIEES 1(0.4) 0 0 REE T & 1(0.4) 0 0
FRERE 1(04) 0 0 HEFUREEES 2 (0.8) 0 0
BiE. BEESLUEHME IS 1(0.4) 0 0
TEHOFmEY (ZERBEL| 104 0 0 HE 1(0.4) 0 0
ViR —T%&L) IDEES 8 (3.1) 0 0
BB IR 1(0.4) 0 0 SR SERR 3(1.1) 0 0
MAESLVUNREE | 12 (4.6) 0 0 R 2(0.8) 0 0
=Yl 10 (3.8) 0 0 RS AR 2(0.8) 0 0
/N R A AE 3(1.1) 0 0 =R URE 2 (0.8) 0 0
BF R ER R D 2(0.8) 0 0 ARTJOvs 1(0.4) 0 0
B M 3k 1(04) 0 0 LERGERE 1(04) 0 0
A5 hfEE 58 (22.1) 2(0.8) 0 EEHESS 1(0.4) 0 0
FRRARPEREIR TIE 39 (14.9) 0 0 I EFBERSAE 1(0.4) 0 0
KRR RE TT A E 23 (8.8) 0 0 D& 1(0.4) 0 0
EITHEET L 3(1.1) 1(0.4) 0 R ETHRET 2 1(0.4) 0 0
TERRMEEEIE T 1(0.4) 0 0 D EMERAS IR 1(0.4) 0 0
TEAR 1(0.4) 0 0 IDERX 1(0.4) 0 0
TEABEEIE TE 1(0.4) 1(0.4) 0 mEES 6 (2.3) 1(0.4) 0
FRAKBR % 1(0.4) 0 0 SinE 3(1.1) 1(0.4) 0
B RRKRE 1(0.4) 0 0 IFTY 1(0.4) 0 0
REBLUVRBEEE 37 (14.1) 2(0.8) 0 {E1fn JE 1(0.4) 0 0
BARR 22 (8.4) 0 0 B4AR & 1(0.4) 0 0
a5 R 4 (1.5) 0 0 FEIR 35 . MOER & & Uit
E7IILTIVmiE 4(15) 0 0 fRiES 15072 (L) 104
{EF R LlnfE 4(15) 0 0 il ¢ 24 (9.2) 3(1.1) 1(0.4)
BaLRFO—/)LmfE | 3(1.1) 0 0 REMMER 8 (3.1) 2(0.8) 0
Bk 2(0.8) 0 0 fgk 6 (2.3) 0 0
= I #E 2(0.8) 1(0.4) 0 1%z Ik 5(1.9) 0 0
= PRE& MiE 2(0.8) 0 0 B iR R 5(1.9) 0 0
&Y 0—)LInfE 2(0.8) 0 0 N 0 (R 4 2(0.8) 0 0
{EHY) Y LM fE 2 (0.8) 0 0 S E M EOR R £ 1(0.4) 0 0
2RI B R IR 2(0.8) 0 0 TR 1(0.4) 0 0
BYES 1(0.4) 0 0 BEES 32 (12.2) 3(1.1) 0
HERBEETNT Y TH 13 (5.0) 2(0.8) 0
Kt 2 104 | 104 0 ETN 11 (42) 0 0
BT ) LAMIE 1(0.4) 0 0 b 5(1.9) 0 0
K1) MYE 1(0.4) 0 0 Mg it 4(15) 0 0
18R IE 1(0.4) 1(0.4) 0 EZ) 3(1.1) 0 0
AHEE 2 (0.8) 0 0 BEER R 1(04) 0 0
EEEE 1(0.4) 0 0 LA 1(0.4) 0 0
ERAE 1(0.4) 0 0 =3 1(0.4) 0 0
HRRES 17 (6.5) 0 1(0.4) ONEzE 1(04) 0 0
FEIMESHEN 5(1.9) 0 0 BREFREES 1(0.4) 0 0
BEJA 5(1.9) 0 0 A H M 1(0.4) 0 0
RBEHRK 2(0.8) 0 0 fEE % 1(0.4) 1(0.4) 0
RKEMERE=—2—0O 2(08) 0 0 Om % 1(0.4) 0 0
AY i ) RS RES 9 (34) 3(1.1) 0
HREL 2(0.8) 0 0 BF 2% 2(0.8) 1(0.4) 0
= 1(04) 0 0 REMRT X 2 (0.8) 0 0
L2749 1(0.4) 0 0 BE+5-% 1(0.4) 1(0.4) 0
Rt 1(04) 0 0 FFEZE 1(0.4) 1(0.4) 0
KEFE 1(04) 0 0 BERARF 1(0.4) 0 0
B R M 2% 1(0.4) 0 0 SEVUILE VIfE 1(0.4) 0 0
[gnd 1(0.4) 0 1(0.4)

127



BlIfEM

(MedDRA/J Ver26.1)

CTCAE Grade BIRI{EFRZIRHIH (%)

£ Grade

Grade 34 |

Grade 5

BlIfEM

(MedDRA/J Ver26.1)

CTCAE Grade RIRI{EFAFEHI$ (%)

£ Grade

Grade 3—4 Grade 5

128

BrSVRTEIF—E 104) 0 0 FI5—E M 6 (2.3) 2(0.8) 0
EH;EF ' mePEYLELEM | 6(23) 0 0
igis1 ] 1(04) 0 0 Y =S IILAZ LS

RMB LUK T asE ZTT5—HHm 623) | 104 0

o~ 56 (21.4) 1(0.4) 0

= m7ILAYRRT7
TR 25 (9.5) 0 0 A—E 501.9) 0 0
ki3 21 (8.0) 1(0.4) 0 o o 2, B B ok kB2 5(1.9) 0 0
REX 4(15) 0 0 EZ '

IEREER 4(15) 0 0 )2 SEREUR 5(1.9) 1004 0
HREBKRE 3(1.1) 0 0 mehZL7F=oEm|  4(15) 0 0
B 2(0.8) 0 0 /BRI 4(15) 0 0
TOEMRE 2(0.8) 0 0 KERBD 4(15) 0 0
EmP 2(0.8) 0 0 i e B R AR R R L 3(1L1) 0 0
IE 1(0.4) 0 0 EVED '

i EAE 1(0.4) 0 0 DERQTER 3(1.1) 0 0
FLUILEX—HEEE% 1(0.4) 0 0 7 ERBUR 3(1.1) 0 0
RISRIIE 1(0.4) 0 0 WY Ox o UEL | 331.1) 0 0
MOESE 1004 0 0 BAEYILE M 2(0.8) 0 0
EBHRE 1(0.4) 0 0 mepHILT7FUERR 208) 0 0
RE TR R 1S 2¢ 1(0.4) 0 0 REF—EHEm :

SEHAN 1(0.4) 0 0 M52 LR 2 (08) 0 0

HERRBIVHESH 10 3.8) 0 0 b )

HBEE : MJI—FFO=#Em| 2(08) 0 0
FAgiE 3(1.1) 0 0 {REEN 2(0.8) 0 0
RAET 2 2(0.8) 0 0 FReh B BRI E 2(0.8) 0 0
MAET 2(0.8) 0 0 a EROFSEERER 104 0 0
ik 2(0.8) 0 0 KEEREM ’

BEEE 1(0.4) 0 0 REERIE 1(0.4) 0 0
GRS 1(0.4) 0 0 meFEREEYILE 1(04) 0 0

BEBLURBEE 2 (0.8) 0 0 g '

HERR R 100.4) 0 0 mesa—)LEd 1(0.4) 0 0
iR 1(0.4) 0 0 Jiil==ps 1y Ly WA 272 1(0.4) 0 0

RS LV ERE 3(1.1) 0 0 1fn o B SR 48 0 1(0.4) 0 0
BRUATISRIERE 1(0.4) 0 0 FR e 1 Bt 1(0.4) 0 0
= ESE 1(04) 0 0 C—REHEREM 1(0.4) 0 0
NEIET SR 1(04) 0 0 JUANETREVE | 0, 0 0

— - 2EBESLVER| ,0 oo 0 0 i i

S & DIkEE : {REEEYRZE RN 1(0.4) 0 0
e 21 (8.0) 0 0 PR o 7% M EK 5 1E 1(0.4) 0 0
S 13 (5.0) 0 0 W OxUEm|  1(04) 0 0
FAEZE 2(0.8) 0 0 HA0FL B 1(04) 0 0
FR 2(08) 0 0 FILATIF—EE] 0w 1(0.4) 0
[EelpEgE 1(0.4) 0 0 F+ i
BEE 1(0.4) 0 0 BHFVI—EFA= o4 0 0
HERED R 1(0.4) 0 0 ~ 0
B IR 1(0.4) 0 0 RREEE 1(0.4) 0 0

ERIRBE 47(179) | 8@ 0 ijfjfiﬂ - 1004) 0 0
Z;I—;_ 7_‘; éﬂ?/ 13 (5.0) 104 0 hgmpl BRIULR] 154 2(08) 0
B Bk &R 12 (4.6) 0 0 TS iR R B 28 9(34) 2(0.8) 0
FRINSEETI/ FEAICHESRIE 1(0.4) 0 0
rSURTIS—HHE 8 (3.1) 1(0.4) 0 Grade I& NCI-CTCAE (Common Terminology Criteria for Adverse
| Events)v4.03 IZ#L %,
1JR—E i 72.7) 4(15) 0




HIMALAYARER CE T2 FEF]I+ FL A ) AT TEROEHERRBREE—E (RSERTXREM : 388641)
GE) BMEAIX. RKRIRXIZALA) LRTEORBEZENEETCELRNVEEEREHET .

RBl4ER CTCAE Grade FISI{E S HIE (%) Bl/EFR CTCAE Grade BIRI{EFRZIRHIH (%)
(MedDRA/J Ver23.1) (MedDRA/J Ver23.1)

®Grade Grade3-4 | Grade5 £Grade Grade3-4  Grade5

£FER 294 (75.8) | 95 (24.5) 9 (2.3) FEBHES 1(0.3) 1(0.3) 0
BEH KU 4 RAE 17 (4.4) 2 (0.5) 0 =i 4(1.0) 2 (0.5) 0
REHR 1 (0.3) 1(0.3) 0 &Y /8—€¥MmiE 2(0.5) 1(0.3) 0
HER 1(0.3) 0 0 E7 LTIV MiE 3(08) 0 0
HEIE 2% 1(0.3) 0 0 1EH) 7 L njiE 3(0.8) 1(0.3) 0
ERRE 1(0.3) 0 0 B Y Ry LME 2 (0.5) 0 0
AR ES 1(0.3) 0 0 {EFRUD LnfE 6 (1.5) 4(10) 0
B BAF & 1(0.3) 0 0 KRBEETF—X 1(0.3) 1(0.3) 0
AVITILIUYH 2(0.5) 0 0 2 BUBER IR 2 (0.5) 1(0.3) 0
IRFKET 10.3) 0 0 HRREE 16 (4.1) 2 (0.5) 2 (0.5)
NE% 1(0.3) 0 0 RHES 1(0.3) 0 0
fifi ¢ 2(0.5) 0 0 Egibnd 1(0.3) 0 0
SR 1(0.3) 0 0 FEMOHEL 3(0.8) 0 0
BMETE S a3y 1(0.3) 1(0.3) 0 KERE 1(0.3) 0 0
A RES 1(0.3) 0 0 [nd 1(0.3) 0 0
SER 1(0.3) 0 0 BEJA 2 (0.5) 0 0
PR B R 2 1(0.3) 0 0 BRI 1(0.3) 0 0
BiE. BEESLUFHME SIERENE 2 (0.5) 0 1(0.3)
TEHOFHEY (EBRasL| 1(03) 1(0.3) 0 HRRES 1(0.3) 0 1(0.3)
YR —T%#&EL) KHEMHE=—a2—0N
W& 1(03) 1(03) 0 F— 103) 0 0
MEHLVY/RREE | 15 (3.9) 1(0.3) 0 AHEMHEREES
amn 738 | 1(03) 0 —anF— 103 | 103 0
ZmEHAE 1(0.3) 0 0 AHEMERE=2—0 2 (05) 0 0
BT ER BRI INAE 1(0.3) 0 0 INF— )
B M Bk 5 AME 1(0.3) 0 0 £ H—1—0O/F— 1(0.3) 1(0.3) 0
Mt s NEIEAR 1(0.3) 0 0 R 1(0.3) 0 0
B BRI INAE 1(0.3) 0 0 IRfEE 4(1.0) 0 0
PR A 1(0.3) 0 0 ) 1(0.3) 0 0
/MR AE 5 (1.3) 0 0 SRR 1(0.3) 0 0
RERES 2 (0.5) 0 0 R 75 1l 1(0.3) 0 0
BEE 2(0.5) 0 0 HAOET 1(0.3) 0 0
AR hES 86 (22.2) 2 (0.5) 0 IDMEEE 4 (1.0) 1(0.3) 1(0.3)
BIERESS 6 (1.5) 1(0.3) 0 DA AE 1(0.3) 0 0
BB R ERBAILE 103) 0 0 DR 2 (0.5) 0 1(0.3)
U RABSE ) DEMSER 1(0.3) 1(0.3) 0
BECREERIKER 103) 0 0 hEES 9 (2.3) 3(0.8) 0
® ) RERERAR 42 fE 1(0.3) 1(0.3) 0
A5 BEE 1(0.3) 0 0 FTY 1(0.3) 0 0
FRKBR A RE T HEAE 31 (8.0) 1(0.3) 0 F= 1 2 (0.5) 0 0
Bl IKAR B BEIE T 103) 0 0 SmE 3(0.8) 1(0.3) 0
fiE ) Mg 1(0.3) 0 0
TEAKR 1(0.3) 0 0 Mm% 1(0.3) 1(0.3) 0
TEAEERTE 1(0.3) 0 0 IR 2R MISRE & Ot
FIRIREEEIE TR | 42 (108) 0 0 RS 1539 0 2(05)
7 i W 1=3 nd = I
gf;gwxﬂ%%ﬁ“ 1(03) 0 0 gﬁu;wgﬁﬁ;ﬂ; 1(03) 0 1(03)
REM R IR 2(0.5) 0 0 1% Wk 4(1.0) 0 0
5 55 1 B OIR AR M HE 3(08) 0 0 RKEES 1(0.3) 0 0
ETHE ] Giletedint3: 1(0.3) 0 0
BR KRR 2% 401.0) 0 0 i ¢ 7(1.8) 0 1(0.3)
FRE N P 1(0.3) 0 0 R I 1(0.3) 0 0
REBELUVXRBES 37 (9.5) 12 (3.1) 0 SEEE 97 (25.0) 24 (6.2) 0
HHRa3E 1(03) 1(0.3) 0 RE SR IR 1(0.3) 0 0
BRI 21 (5.4) 1(0.3) 0 [ A 1(03) 0 0
Bk 2(0.5) 2(0.5) 0 & 4(1.0) 0 0
FER IR 3(0.8) 1(0.3) 0 LIEERIE 3(0.8) 1(0.3) 0
aAVkR—LFR®D 103) 0 0 &K 1(0.3) 0 0
KR 5 ‘ HEREEBE 1(0.3) 0 0
Tf“f_jif rr7e 1(0.3) 1(0.3) 0 EEEZXIL 1(0.3) 0 0
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RBl4ER CTCAE Grade FISI{E S HIE (%) Bl/EFR CTCAE Grade BIRI{EFRZIRHIH (%)

(MedDRA/J Ver23.1) (MedDRA/J Ver23.1)

£ Grade Grade 3—4 ‘ Grade 5 £ Grade Grade 3-4 Grade 5

K 2¢ 6 (1.5) 6 (1.5) 0 ATL—TU RT3
2 2 (0.5) 0 0 N AEREE 103 103 0
TH 64 (16.5) 13 (3.4) 0 tEERE 1(0.3) 0 0
ORNE R 6 (1.5) 0 0 e 4(1.0) 1(0.3) 0
ING 1(0.3) 0 0 SEMER 1(0.3) 0 0
B4 1003 1(0.3 0 BRRBLUVHEER
BEES 1 Eo.ai (o : 0 gﬂﬁﬁg RBEUREH ) e 0
BRETREEE 1(0.3) 0 0 ESEiEE] 12 (3.1) 0 0
Eib 20 (5.2) 0 0 EP 1(0.3) 0 0
] 1(0.3) 0 0 Bo A& X 1(0.3) 0 0
g ¢ 3(0.8) 1(0.3) 0 EHEBE 3(0.8) 1(0.3) 0
SEEx 1(0.3) 1(0.3) 0 {oRC] 1(0.3) 0 0
EELAY 1(0.3) 0 0 BB 1(0.3) 1(0.3) 0
OMR# 4(1.0) 0 0 BEETTEE 2 (0.5) 0 0
& i 10 (2.6) 2 (0.5) 0 mEEE 1(0.3) 0 0
FRRERES 27 (7.0) 9 (2.3) 4(1.0) A 7(1.8) 1(0.3) 0
BEREMFR 1(0.3) 1(0.3) 0 P 3(0.8) 1(0.3) 0
BB % 1(0.3) 0 0 70 B 9 1(0.3) 0 0
BEit5o5% 1(0.3) 0 0 YOIF L RBRE 3(0.8) 1(0.3) 0
AR 1(0.3) 0 1(0.3) SRMEBL 1(0.3) 1(0.3) 0
FFHRERE 3(0.8) 1(0.3) 0 REEI DT F 1(0.3) 0 0
T 8% A% 12 fiE 1(0.3) 0 0 BEBLUVREES 9 (2.3) 4(1.0) 0
BF 13 (3.4) 5(1.3) 1(0.3) SHEESE 2 (0.5) 1(0.3) 0
&% 1(0.3) 1(0.3) 0 HOREMEX 2 (0.5) 1(0.3) 0
FEERT & 4(10) 1(0.3) 2 (0.5) HER R 1(0.3) 0 0
FFE1& 1(0.3) 0 0 REET R 1(0.3) 1(0.3) 0
= £ N -2 N
B BAE 1(0.3) 0 0 BRMEEETIR— 103) 0 0
MmEFE 1(0.3) 0 0 D7 ’
Bl RZ I 1(0.3) 0 0 ERERBLVIERES 1(0.3) 0 0
RBIE# 3(0.8) 0 0 PESSHIBE 1(0.3) 0 0
IERERER 2 (0.5) 0 0 — -2 BEERLUE
BERLN X 103) 0 0 BT DR EE wiiEe) | oG 3
37 1(0.3) 0 0 Eigafind 11 (2.8) 2(0.5) 0
A 9(2.3) 0 0 EE 6 (1.5) 0 0
BT 2(0.5) 0 0 B 30 (7.7) 6 (1.5) 0
BIERZ MBS 1(0.3) 0 0 = iARE 1(0.3) 0 0
FIBE 3(0.8) 0 0 AUTIIUHHE 1003) 0 0
LRAIBE 1(0.3) 1(0.3) 0 £ ’
FRER 1(0.3) 1(0.3) 0 EAEBGLRIG 1(0.3) 0 0
REEREE R 1(0.3) 0 0 EABUERS 1(0.3) 0 0
TRIEZSFER 1(0.3) 0 0 SESTERML R IS 1(0.3) 0 0
BB 1(0.3) 0 0 Bark 2 (0.5) 0 0
BE 1(0.3) 0 0 FEIE D 25 2 (0.5) 0 0
BT 1(0.3) 0 0 FELEERRE 1(0.3) 0 0
RIigER 1(0.3) 0 0 FHE 1(0.3) 1(0.3) 0
FE.QEXFOE 205) 0 o KA ZE 3(0.8) 0 0
TEfE(REE ’ £ 3(0.8) 0 0
Isd 7 1(0.3) 0 0 RIEIERR 1(0.3) 0 0
BRALEES 1(0.3) 0 0 FE 17 (4.4) 1(0.3) 0
k32 1(0.3) 0 0 BEEEATAE 1(0.3) 0 0
Z5FERE 66 (17.0) 0 0 4o dnd 1(0.3) 0 0
[ 3(0.8) 1(0.3) 0 EERRE 87 (22.4) | 40(10.3) 0
B3 2(0.5) 0 0 EHEIEHSrOUR 103) 0 0
%5 76 (19.6) 6 (15) 0 TSAFUBRER )
BHKEZ 2(0.5) 0 0 FI3=ZUFI/RSY
BkESKES 8 (2.1) 2 (0.5) 0 A7x5—Figm 18 46) 400 0
ESHES 10.3) 0 0 TIZ—H M 21 (5.4) 10 (2.6) 0
Z5EMED 4(1.0) 0 0 FRNSHEUBTR/
RE®s 1(03) 0 0 FSURT7z5—EH| 226.7) 9(2.3) 0
EEERBE 1(03) 0 0 mn
fBEEYILEEM 1(0.3) 0 0
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RBl4ER CTCAE Grade FISI{E S HIE (%) Bl/EFR CTCAE Grade BIRI{EFRZIRHIH (%)

(MedDRA/J Ver23.1) (MedDRA/J Ver23.1)

£ Grade Grade 3—4 ‘ Grade 5 £ Grade Grade 3-4 Grade 5

mep7ILAYRR T 7 5(1.3) 0 0 E RIS 4(1.0) 1(0.3) 0
A—EHE ) 1JR—E#m 25 (6.4) 17 (4.4) 0
MmAEYJLE i 6 (1.5) 1(0.3) 0 R ERE 1(0.3) 1(0.3) 0
meIL7F= FigeREELR 3(0.8) 1(0.3) 0
P 4(10) 1(0.3) 0 BRI 1(0.3) 0 0
M EBRKRE g 0 0 SR ER AR 1(0.3) 0 0
FHEm ' /MR SR D 4(1.0) 1(03) 0

N LR G == 5
fﬂij;;,i\ﬂﬁl AR 6 (1) 0 0 %7“;‘7‘* L 503 | 208 0
i m BB AR R R 3(08) 0 0 KERBD 7(1.8) 1(0.3) 0
JLE M ] EE.REHLIVLE
MR 103) 0 0 s 6(15) 0 0
KELER 1(0.3) 0 0 EAITES R 4(1.0) 0 0
DER ST SO EE 1(0.3) 0 0 hs 1(0.3) 0 0
roUNEILRSY g 1(03) 0 ALE % AT 1(03) 0 0
AI7z5—EEM ) ] Grade [& NCI-CTCAE (Common Terminology Criteria for Adverse
FExLR 1(0.3) 1(0.3) 0 Events)v4.03 IZ#L 5,
B EUAT 2 DNA 10 1(0.3) 0 0
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HIMALAYARERICH [T 5 AEIHOEMEARBHEE—5 (R£UMBIradRER : 388fl)

Bl4ER CTCAE Grade RIRI{EFAFHBRHIH (%) ‘ Rl{ER CTCAE Grade BIRI{EFZIRHIH (%)
LAY £ Grade Grade 3-4 Grade 5 ‘ RN £ Grade ‘ Grade 34 Grade 5
2FER 202 (52.1) | 50 (12.9) 0 mEREE 3(08) 1(0.3) 0
RMERFVFERIE 7(1.8) 1(0.3) 0 =hE 2 (0.5) 1(0.3) 0
B & R 2 1(0.3) 0 0 KE AR M A2 fE 1(0.3) 0 0
gER 1(0.3) 0 0 BEO% 25 . MO ER s K U
fifi ¢ 2(0.5) 1(0.3) 0 fRiES 1 ek 20 0
(=3l 1(0.3) 0 0 AT 2 (0.5) 0 0
8% 1(0.3) 0 0 EEEE 1(0.3) 0 0
N R R ¢ 1(0.3) 0 0 I Of; R 2 (0.5) 1(0.3) 0
MERBECY/RREE | 11(28) 1(0.3) 0 55 VE T 0% R £ 1(0.3) 0 0
=il 3(0.8) 0 0 SR 1(0.3) 0 0
[=Riik=$=yiPnd 1(0.3) 0 0 B R 1(0.3) 1(0.3) 0
B Bk 8 A 3(0.8) 0 0 i 2% 4(1.0) 0 0
12 SERBAE 4(1.0) 1(0.3) 0 fiE S 1(0.3) 0 0
37 R BRI A E 3(0.8) 0 0 BEES 52 (13.4) 6 (1.5) 0
/MR AME 1(0.3) 0 0 iERE 4(1.0) 0 0
RERES 1(0.3) 1(0.3) 0 LHEERE 1(0.3) 0 0
B EAE 1(0.3) 1(0.3) 0 NP 2 (0.5) 0 0
AR hES 31 (8.0) 2 (0.5) 0 Bk 2 (0.5) 0 0
BIERESS 4(1.0) 2(0.5) 0 T 23 (5.9) 5(1.3) 0
BB R E AL E 1 03) 0 0 ONEE 4(1.0) 0 0
U RABAE ’ HIERR 1(0.3) 0 0
BHOREERRIRE | 1(03) 0 0 BiREE 1(0.3) 0 0
FRIK AR B BE TT S SE 8 (2.1) 0 0 AT 1(0.3) 0 0
FRKARPEBEIR T 15 (3.9) 0 0 Eib 13 (3.4) 0 0
FRRES 1(0.3) 0 0 fEE 2 1(0.3) 0 0
BRKER 28 3(0.8) 0 0 LyFosg 1(0.3) 0 0
REBLUXREREE 21 (5.4) 8 (2.1) 0 S 2 (0.5) 1(0.3) 0
BAYRIR 10 (2.6) 1(0.3) 0 g it 7(1.8) 0 0
HERIB 2 (0.5) 1(0.3) 0 FFlEEERES 18 (4.6) 8 (2.1) 0
HERFERBRE 103) 103) 0 BHOREMERR 3(0.8) 0 0
F& ) ) A & 1(0.3) 0 0
= M4 1(03) 0 0 EYMRTEE 1(0.3) 1(0.3) 0
=7 LME 1(0.3) 1(0.3) 0 £ 1(0.3) 1(0.3) 0
&)/ \—tE e 2 (0.5) 2 (0.5) 0 FHEEE 6 (1.5) 5(1.3) 0
{EFR) o LdnfE 2(0.5) 1(0.3) 0 [ 4(1.0) 1(0.3) 0
B> BRI e 1(0.3) 0 0 FFiARais 1(0.3) 1(0.3) 0
1 BUERR R 1(03) 1(0.3) 0 SEYLEIE 1(0.3) 0 0
2 BUBEPR IR 1(0.3) 1(0.3) 0 SrSURTIF—F 1 03) 0 0
AHEE 2 (0.5) 1(0.3) 0 MyE :
(ﬁaﬁégﬁ““ 1 Egg; ! (8'3) . ;’z BEURTRBR| o 016 | 103 0
BRES 1(0.3) 0 0 B B 3(0.8) 0 0
HRRES 10 (2.6) 2 (0.5) 0 BECREMERE % 1(0.3) 0 0
KERE 1(0.3) 0 0 BIE% 3(0.8) 0 0
X SE 1(0.3) 0 0 SEHEE & 4(1.0) 0 0
R 2(0.5) 0 0 KBRS % 1(0.3) 0 0
EREHENE 1(0.3) 1(0.3) 0 BRI IS 2% 2 (0.5) 0 0
ik 1(0.3) 1(0.3) 0 RERIR 7(1.8) 0 0
AHEME=—2—ON ETHES 1(0.3) 0 0
F— 103) 0 0 2y 1(0.3) 0 0
KEES 1(0.3) 0 0 E2inid 1(0.3) 0 0
HRER 2(0.5) 0 0 Bk 1(0.3) 0 0
IRfEE 5 (1.3) 1(0.3) 0 TTURIKEE R 1(0.3) 0 0
B 1(0.3) 0 0 ES 1(0.3) 0 0
IR Z 5 FESE 1(0.3) 0 0 ZIFEIE 28 (7.2) 0 0
AREZ T & 1(0.3) 0 0 E7 1(0.3) 0 0
AER 1(0.3) 0 0 35 2 (0.5) 0 0
RIER B 1(0.3) 1(0.3) 0 B35 29 (7.5) 1(0.3) 0
BREKBZ IR IE 1(0.3) 0 0 PR R 6 (1.5) 0 0
DBES 1(0.3) 1(0.3) 0 HREBRES 2 (0.5) 0 0
IR 2% 1(0.3) 1(0.3) 0 EBHRE 1(0.3) 0 0
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BlIfEM
(MedDRA/J Ver23.1)

ZOENRED

CTCAE Grade RIRI{EFAFEHIH (%) ‘

% Grade
2 (0.5)

Grade 3—4

Grade 5 ‘
0

EEEE 1(0.3) 0 0
GAEE 1(0.3) 0 0
EHRP 3(0.8) 0 0
=, N N A
g[‘;g%%;u'ﬁ L (3.9) 1(0.3) 0
EikiER 10 (2.6) 0 0
LEbE 3(0.8) 0 0
TEVEIREE 1(0.3) 1(0.3) 0
i 1(0.3) 0 0
AT 2(0.5) 0 0
A 1(0.3) 0 0
ZRMREEHX 1(0.3) 0 0
EBLUVREEE 1(0.3) 1(0.3) 0
EHEEE 1(0.3) 1(0.3) 0
EERBFVIERES 2 (0.5) 0 0
BHEAER 1(0.3) 0 0
ER 1(0.3) 0 0
E}gﬁ ﬁéo)%xﬂi; BEUE| o (14.2) 3(08) 0
Eiipabnd 14 (3.6) 1(0.3) 0
J9ER A R Rk 1(0.3) 0 0
ks 1(0.3) 0 0
BEX 2 (0.5) 0 0
ikl 25 (6.4) 0 0
FESTERML R I 1 (0.3) 0 0
BRRk 2(0.5) 0 0
RIEHZE 3(0.8) 0 0
FE 9(2.3) 2 (0.5) 0
BLIRE 1(0.3) 0 0
T 54 (13.9) 21 (5.4) 0
i;l_;_ 7_;; 7]';7“ 22 (5.7) 5(1.3) 0
FI5—E M 7(1.8) 2(0.5) 0

BlfEMA

(MedDRA/J Ver23.1)

CTCAE Grade Al BI/EFASBRGI% (%)
4 Grade ‘ Grade 34

Grade 5

FRINSEUEET/
FSURTIS—EH#| 25 (6.4) 9 (2.3) 0
hn
i”fgg;;') RAI7| 5013 0 0
meEYJLE 6 (1.5) 0 0
—_ =
;‘J;Eiﬂ’?bTa‘-_/iE 2 (05) 0 0
jnliij;,iﬁ% RBA| 03 0 0
I o B4R AR R
L 6 (1.5) 0 0
KELESR 1(0.3) 0 0
Yy =T ILEIILLSY
271541 4(1.0) 1(0.3) 0
FERLtR 1(0.3) 0 0
1Js—E#Em 12 (3.1) 8 (2.1) 0
/R B D 2 (0.5) 0 0
HAOxUiED 1(0.3) 0 0
a/f%ﬁ#»ﬂ:#—ywﬁ 103 0 0
HAAXT UM 1(0.3) 0 0
%7’ ATSF—ELEL ) o5 1(03) 0
—K = f
;D'E' FFR="% |03 0 0
KERD 2 (0.5) 1(0.3) 0
fz{i‘;:*%"tam'ﬁ 3(0.8) 0 0
FEAICES RIS 3(0.8) 0 0
HEBRE 1(0.3) 0 0
FA#E#% 1(0.3) 0 0

Grade & NCI-CTCAE (Common Terminology Criteria for Adverse
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TOPAZ-1HERICH T H5FXFHOBEAREHEE -5 (£ IrdRER : 3386l)

BIfEA

GE) BIMERIE. AFIEORRBEBRMPEETCESHEVEETEREET,
CTCAE Grade FlIEI{EFEFRERHI% (%)

El4ERA

CTCAE Grade BIEI{EFASEIRHIZ (%)

(MedDRA/J Ver240) 4 Grade  Grade 3-4  Grade 5 (MedDRA/J Ver240) 4 Gade | Grade 3-4  Grade 5
2E1ER 156 (46.2) | 37(10.9) 2 (0.6) fEEEE 1(0.3) 0 0
BREESFUVFERE 9(2.7) 3(0.9) 0 FSA74 1(0.3) 0 0

IBEERE 2(0.6) 0 0 AR B Z S 1(0.3) 0 0
KEXR 1(0.3) 0 0 BAEE 1(0.3) 0 0
KGEMERME 1(0.3) 1(0.3) 0 DEES 1(0.3) 0 0
LIREE X 1(0.3) 0 0 BT 1(0.3) 0 0
OfEHY D5 fE 1(0.3) 0 0 mERES 5 (1.5) 1(0.3) 0
fifi ¢ 1(0.3) 1(0.3) 0 REDERAR MARAE 1(0.3) 1(0.3) 0
2 PR 1(0.3) 0 0 AT 1(0.3) 0 0
BRI 1(0.3) 1(0.3) 0 FTY 1(0.3) 0 0
PRI # 1(0.3) 0 0 =i E 1(0.3) 0 0
MEHFEVU/AREE| 13(38) 6 (1.8) 0 e 14 SRR 2 1(0.3) 0 0
FREEAE 8 (2.4) 4(1.2) 0 BE % 25 . F9 2B 35 &K TRk
f=Yiiil 7(2.1) 1(0.3) 0 fRiES 2.7 103) 0
/N R A AE 3(0.9) 2 (0.6) 0 ik ¢ 3(0.9) 1(0.3) 0
o NERR A E 2 (0.6) 0 0 LK<Y 2 (0.6) 0 0
B M ER 3 AE 1(0.3) 0 0 IO, BRI 2 1(0.3) 0 0
I 4% 14 i /s AR R A 103) 0 0 2Hm 1(0.3) 0 0
T4 4B ) BEMEMEE 1(0.3) 0 0
AR hES 29 (8.6) 0 0 TR IR 1(0.3) 0 0
FRAKBRBEREIE T 22 (6.5) 0 0 FHE 25 1(0.3) 0 0
FRAK AR BE T EESE 6 (1.8) 0 0 BEES 35 (10.4) 3(0.9) 0
BIEHETE 4(12) 0 0 Eib 16 (4.7) 1(0.3) 0
BCREMRIRIRE | 1(03) 0 0 TH 9(2.7) 1(0.3) 0
HERTE — TER 103) 0 0 & ot 7(2.1) 1(0.3) 0
— BB R M ) [EE2 6 (1.8) 0 0
o % 4 B IR AR A Bk 103) 0 0 LEEERTE 2 (0.6) 0 0
ETiE ) iEEE] 1(0.3) 0 0
REBLUVUXREREE 25 (7.4) 7(2.1) 0 OAOE% 1(0.3) 0 0
BRIE 9(2.7) 1(0.3) 0 BEERZ 1(0.3) 0 0
E<5 2 LMAE 6 (1.8) 1(0.3) 0 OMNES IR 1(03) 0 0
&7 3(09) 0 0 SEIER B 1(0.3) 0 0
=AY LIME 3009 1(03) 0 OEEREBRE R 1(0.3) 0 0
BEF L) LigE 3(0.9) 1(0.3) 0 FEE 2% 1(03) 1(03) 0
EAHILS L IE 2 (0.6) 0 0 2R 1(0.3) 0 0
{&AYr LME 2 (0.6) 1 (0.3) 0 AR 1(0.3) 0 0
Bk 1(0.3) 0 0 g 1(0.3) 0 0
#E ﬁé wmHETET Y 103) 103) 0 ﬂ?ﬁﬂiﬁ%ﬂ%% 9(2.7) 2 (0.6) 1(0.3)
F—2R AT #lRE AL AR 3(0.9) 0 0
EMRZ 1(03) 0 0 A3 3(09) 1(0.3) 0
EAIN T LifE 1003) 0 0 REMERX 2.(0.6) 1(0.3) 0
&)/ —¥miE 1(0.3) 1(0.3) 0 FRE 1003) 0 1(0.3)
ﬁiiﬁmﬁ : Eggi g g g’gb;awﬁﬂmﬁ 58 (17.2) 2 (0.6) 0
1 BUBEFR R 1(0.3) 0 0 x5 17 (5.0) 0 0
AHEE 2 (0.6) 0 0 TR 16 (4.7) 0 0
Pk 1(0.3) 0 0 BIAEBKRED 11(3.3) 2 (0.6) 0
DT R 100.3) 0 0 IEREE R 5(1.5) 0 0
HRERES 12 (3.6) 1(0.3) 1(0.3) REE 2 4(12) 0 0
KERE 3009 0 0 B EfE 2 (0.6) 0 0
FEMEHEL 2 (0.6) 0 0 RE% 2 (0.6) 0 0
B PR ZE 2 (0.6) 1(0.3) 1(0.3) kRS 2 (0.6) 0 0
B 1(0.3) 0 0 EBHRED 2 (0.6) 0 0
RBEHRK 1(0.3) 0 0 RELER 2 (0.6) 0 0
FEER 1(0.3) 0 0 RS 1(0.3) 0 0
AME=a—n/x) ©03) 0 0 EEEALE 1(0.3) 0 0
F— MEa 1(0.3) 0 0
SRR 1(0.3) 0 0 FE-BEEEFRAE
REE 5(15) 0 0 R iR 1003) 0 0
AR¥EE S 1(0.3) 0 0 E3 1(0.3) 0 0
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RBl4ER CTCAE Grade FISI{E S HIE (%) Bl/EFR CTCAE Grade BIRI{EFZIRHIH (%)

(MedDRA/J Ver24.0) (MedDRA/J Ver24.0)

£ Grade | Grade 3-4  Grade 5 # Grade | Grade 3-4  Grade 5

B R T 1(0.3) 0 0 FRINSXUBET/

MR HRFED 1(0.3) 0 0 kS RT7z5—H1#| 10(3.0) 0 0

TOEMRE 1(0.3) 0 0 o

BEEULA 1(0.3) 0 0 FIS—HHENM 6 (1.8) 1(0.3) 0

RERE 1(0.3) 0 0 M7 IILHhYRRAT7 5 (15) 0 0

EmRP 1(0.3) 0 0 A—H 1N :

SEHAN 1(0.3) 0 0 1)/ \—E 5(1.5) 1(0.3) 0
BERRBLUKEEM /R ERGE A 5 (1.5) 1(0.3) 0
BEE i 0 e T 5(15 | 2(06) 0

EikiEE] 3(0.9) 0 0 R EREUR 4(1.2) 3(0.9) 0

O i 2 (0.6) 0 0 Y =T ILEIIESY 3(09) 0 0

55 1(0.3) 1(0.3) 0 RA7x5—EH#Em :

Faf A % 1(0.3) 1(0.3) 0 RERD 3(0.9) 0

Eeioyy 1(0.3) 0 0 I o B4R AR 1 S AR 206) 0 0

FAETRERR 1(0.3) 0 0 JLEVRED '

M 1(0.3) 0 0 mep7 LI 1(0.3) 0 0

e 1(0.3) 0 0 M) )LE i 1(0.3) 0 0

A 1(0.3) 0 0 I o 2, B B K 5 B 103) 0 0
BELURBES 1(0.3) 0 0 Bt '

PR 2 1(03) 0 0 I o BF R AR 1 AR 103) 0 0
— R EEEESLVER IVEIRI '

SEE DR 48 (142)8 1 31(09) 0 FREREELS | 109 103) 0
i) 29 (8.6) 2 (0.6) 0 wEARD 1(0.3) 0 0
8N 10 (3.0) 1(0.3) 0 B OFI M ©03) 0 o
SE 10 (3.0) 0 0 n i '

KIS 2(06) 0 0 FOVATET €L 03 1003) 0

BE 1 (0.3) 0 0 i

b= 1 (0.3) 0 0 B M0 Bk & 1(0.3) 0 0

BEE 1(03) 0 0 BE. RRSSULE n .

IR D KT 1(03) 0 0 &

BEEE 1003) 0 0 9nfel 1(0.3) 0 0

F g 1(0.3) 0 0 Grade |& NCI-CTCAE (Common Terminology Criteria for Adverse
BBRRE 33 (9.8) 12 (36) 0 Events)v4.03 [Z#L %,

;771_;— T;i; ;;7“ 10 (3.0) 3(0.9) 0
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DUO-ERBRIZE T &K+ 4 5/ THE2RMEROBEMERARRBEE—K (RSUMTHRKE : 2384)
CF) BMERIE, AFIEDRRBENEETERVEEERERET,

BIER CTCAE Grade Al EI{EFIFEIRHIE (%) ‘
(MedDRA/J Ver25.1)

BIER CTCAE Grade 5| EI{FFE SR H1%k (%)

(MedDRA/J Ver25.1)

% Grade Grade 3-4 ‘ Grade 5 £ Grade Grade 3-4 Grade 5

2E1ER 171 (71.8) | 57 (23.9) 0 ARfEE 3(1.3) 0 0
BEIE S S U4 RAE 9 (3.8) 0 0 IRJE 1(0.4) 0 0
BN LR 2(0.8) 0 0 SES[EZ 1(0.4) 0 0
[tk ds 4 2(0.8) 0 0 B8 1(0.4) 0 0
BER 1(0.4) 0 0 ESLUREES 1(0.4) 0 0
IR R 1(0.4) 0 0 Hig 1(0.4) 0 0
ESE 1 (0.4) 0 0 DEEE 1(0.4) 0 0
W% 1(0.4) 0 0 EiE 1(0.4) 0 0
NZEE R RE 1(0.4) 0 0 mERESE 4(1.7) 3(1.3) 0
MRS LV NREE | 48 (20.2) 21 (8.8) 0 R ERESIR M A2 AE 2(0.8) 1(04) 0
21 31 (13.0) 10 (4.2) 0 SE 2(0.8) 2(0.8) 0
3F R ER R A AE 13 (5.5) 9 (3.8) 0 {E 1 [ 1(0.4) 0 0
B Bk A AE 8 (3.4) 1(0.4) 0 IR 3% . BIERES K UHiEFR
/MR AE 8 (34) 1(0.4) 0 = 220.2) 6(25) 0
IR ERE 3(1.3) 3(1.3) 0 i B ¢ 9 (3.8) 3(1.3) 0
FEEMEAFRBRIBAE 2(0.8) 2(0.8) 0 1% R 8 (3.4) 0 0
Y iR A 2(0.8) 0 0 eF IR PR 4(1.7) 1(0.4) 0
BefEERmnam | 104 1(0.4) 0 & ik R 2(0.8) 1(0.4) 0
A7 ERER 18 INAE 1(0.4) 0 0 S£FA 2(0.8) 0 0
Bl Em 1(0.4) 1(0.4) 0 S EPEEOR R £ 1(04) 0 0
B BEHN I 1(0.4) 1(0.4) 0 O BENAEETE 1(0.4) 0 0
RERES 2 (0.8) 0 0 fhZEAEAE 1(0.4) 1(0.4) 0
B EUE 1(0.4) 0 0 BREE 58 (24.4) 3(1.3) 0
B EE 1(0.4) 0 0 =i 34 (14.3) 2(0.8) 0
N5 bEE 41 (17.2) 1(04) 0 TH 16 (6.7) 0 0
KBRS RE IR T AE 31 (13.0) 0 0 Mg i 15 (6.3) 1(0.4) 0
FRKBR A RE T HEAE 11 (4.6) 0 0 2 9(3.8) 0 0
BRKER 2 6 (2.5) 0 0 [ 7(2.9) 0 0
A MRIT R B PN 4(1.7) 2(0.8) 0
e 104 | 104 0 Om% 207 0 0
REBLUXRERESE 28 (11.8) 3(1.3) 0 BE BB A TR Rk 3(1.3) 0 0
BRI 14 (5.9) 1(0.4) 0 O NEzIE 3(1.3) 0 0
BT 2 LMIE 6 (2.5) 0 0 S5 3(1.3) 0 0
= I 4(1.7) 0 0 [k 2(0.8) 0 0
{BE7 LTIV MiE 2(0.8) 0 0 THEERTE 1(0.4) 0 0
&Ry L E 2(0.8) 1(0.4) 0 LEEERTE 1(04) 0 0
ERE 1(0.4) 0 0 JHIb28sE 1(0.4) 0 0
B737— ME 1(0.4) 0 0 BREFRMEE 1(0.4) 0 0
EhIL ™ LIAE 1(0.4) 0 0 BiA% 1(04) 0 0
{EF Uy L fE 1(0.4) 1(0.4) 0 [EE2ES 1(0.4) 0 0
AHEE 3(1.3) 0 0 FRERES 4(1.7) 2 (0.8) 0
TARSE 2 (0.8) 0 0 FHaeEE 1(0.4) 1(0.4) 0
FEELIKEE 1(0.4) 0 0 &% 1(0.4) 1(0.4) 0
HRRES 29 (12.2) 2 (0.8) 0 EEYIILE v InE 1(0.4) 0 0
BEYE 6 (2.5) 0 0 RENEEFES 1(0.4) 0 0
ﬁfﬁt%i_l_n 6 (2.5) 0 0 ;’gb;a&-':ﬂﬁﬁ 61(256) | 5(2.1) 0
FEMEOEL 5(2.1) 0 0 Z5FERE 21(8.8) 2(0.8) 0
KEAE 4(1.7) 0 0 X 15 (6.3) 1(0.4) 0
THEE 2(0.8) 0 0 BIKEZTKRD 12 (5.0) 1(0.4) 0
BEHR 2(0.8) 0 0 B B4 10 (4.2) 0 0
M= —0osms AR 5(2.1) 0 0
F— 2(08) 0 0 HIBE 2 (0.8) 0 0
Yo 1(0.4) 0 0 % T 2(0.8) 0 0
BmiE 5% 1(0.4) 0 0 BLIK R 5 2(0.8) 0 0
*hi K BE T B RE 1(0.4) 1(0.4) 0 FOEMRS 2(0.8) 0 0
HHREE 1(0.4) 0 0 REME X 1(0.4) 0 0
2% =1 —0O/NF— 1(0.4) 0 0 & 2% 1(0.4) 0 0
RN 1(0.4) 1(0.4) 0 AP 1(0.4) 1(0.4) 0
KEES 1(0.4) 0 0 REEREE R 1(0.4) 0 0
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B4ER CTCAE Grade BIBI{EFAZERHIE (%) B4ER CTCAE Grade RIRI{EFAFEHI$ (%)

(MedDRA/J Ver25.1) (MedDRA/J Ver25.1)

% Grade Grade 3-4 ‘ Grade 5 % Grade Grade 3-4  Grade 5

ERHRAILAE 1(0.4) 0 0 B Bk HUR > 10 (4.2) 2(0.8) 0
B 1(0.4) 0 0 FARANSXUBT/
MOEE 1(0.4) 0 0 rSURTIS—+H#| 9(38) 2(0.8) 0

HERRBIUVEESHE n

#BEE IR 0 0 7R ER B 8 (3.4) 4(1.7) 0
Bk 10 (4.2) 0 0 oL 7F =0 7(2.9) 0 0
mAE 8 (3.4) 0 0 Y —JILEIILISY 729 0 0
i 4(1.7) 0 0 RA7x5—EH#Em :
MAET 4(1.7) 0 0 /R BUR D 7(2.9) 1(0.4) 0
RAE 2 3(1.3) 0 0 75— M 5(2.1) 1(0.4) 0
RS RERR 3(1.3) 0 0 mep7ILAYRRT7
E 3(13) 0 0 A—E 407 2008 0
mERRE 2(0.8) 0 0 1 A B AR R L 4017) 0 0
B 1(0.4) 0 0 EUHEM '
HERRRE 1(0.4) 0 0 Y NEREUR A 4(1.7) 1(0.4) 0
MEEEE 1(0.4) 0 0 1)/\—EHEm 3(1.3) 1(04) 0
% 1(0.4) 0 0 10 A B K BR R AR L 208) 0 0

BEBLURBEE 5(2.1) 2(0.8) 0 EVED '
EMBREE 2(0.8) 2(0.8) 0 FERES 2(08) 0 0
BT EE 1(0.4) 0 0 M ExBIERD 1(0.4) 0 0
HERR R 1(0.4) 0 0 mepSEREEUILEL 0 0
EE 3D 1(0.4) 0 0 HEm '

ERERBSVAERE | 208 1(0.4) 0 MBpTLTFIRR 0w 104 0
LI EERE 1(0.4) 1(0.4) 0 REF IR ' '

— 2 BEEELLUR & :

B R 61 (25.6) 8 (3.4) 0 Mg B REBARIILE 104) 0 0
"% 36 (15.) | 3(13) 0 - '
®|NE 12 (50) 3(13) 0 Bk D 104 0 0
5B 6(25) 0 0 FRep FRMERFSTE 1(04) 0 0
FAEEE 6 (2.5) 0 0 PR & M5 104 0 0
‘F—gﬁ 3 (1_3) 1 (0_4) 0 EIEIII*%U%}JD 1 (0.4) 0 0
RILIERE 3(1.3) 0 0 Rep B MmEKkETE 1(0.4) 0 0
Eit 2(08) 0 0 }if PRBLVLES| o5 1(04) 0
EE 1(04) 0 0 i _
B D R 1004) 0 0 FEACHESRE 4(1.7) 1(0.4) 0
INGEER 104) 0 0 FE 1(0.4) 0 0
BiE 1(0.4) 0 0 MEIZKBHFEL 1(0.4) 0 0
2 BN R 104) 104) 0 Grade [& NCI-CTCAE (Common Terminology Criteria for ,‘i\deerse

BRRE 49 (206) | 14 (5.9) 0 Events)v4.03 [Z#L %,
ZZ;_’ Z;E;]E 7¥A 13(55) 3(1.3) 0
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DUO-ERERICH T S FH HLPREBORMEARAREAE — K (REMBHTARKE : 23561)
CF) BMERIE, AFIEDRRBEAEETERVEEERERET,

l4EmH CTCAE Grade IR FHSEEHIE (%) ‘
(MedDRA/J Ver25.1)

BIER CTCAE Grade 5| I{FFE SR H1%k (%)

(MedDRA/J Ver25.1)

# Grade Grade3-4 Grade5 | £ Grade | Grade 3-4  Grade 5

2E1ER 154 (65.5) | 43(18.3) 0 K Eg—2—0O 1 0.4) 0 0
BEIE S KU 4 RAE 12 (5.1) 0 0 ISF— )
R B % 7(3.0) 0 0 RS FAE 1(0.4) 0 0
EAEIZTEMER 1(0.4) 0 0 KEEE 1(0.4) 0 0
HER 1(0.4) 0 0 ARfEE 7 (3.0) 1(0.4) 0
PPE L ES 1(0.4) 0 0 RSA474 2(0.9) 0 0
HER 1(0.4) 0 0 AESE % 2(0.9) 0 0
R 2 1(0.4) 0 0 ARER RS 1(0.4) 0 0
HIRED 1(0.4) 0 0 HREE 1(0.4) 0 0
AN RS 1(0.4) 0 0 =0 1(0.4) 0 0
MRS LTI NREE | 21 (8.9) 8 (3.4) 0 B8 1(04) 0 0
=il 14 (6.0) 6 (2.6) 0 HAEE 1(0.4) 1(0.4) 0
/R A E 5(2.1) 0 0 FHFIRZ L 1(0.4) 0 0
PR R A 3(1.3) 0 0 HFA% 1(0.4) 0 0
BCfEEAMMEEm | 1(04) 1(0.4) 0 ESLUVREES 1(0.4) 0 0
FEMEFRERRAME 1(0.4) 0 0 ElERTESHEL 1(0.4) 0 0
St MR EAE 1(0.4) 1(0.4) 0 DIEES 1(0.4) 0 0
B ek A iE 1(0.4) 0 0 R SE AR 1(0.4) 0 0
1)/ BRI E 1(0.4) 0 0 mEEE 5(2.1) 2 (0.9) 0
RERES 1(0.4) 0 0 BHL 1(0.4) 0 0
BEUAE 1(0.4) 0 0 SE 1(0.4) 1(0.4) 0
N5 bEE 44 (18.7) 0 0 B I E 1(0.4) 0 0
KBRS RE K TAE 34 (14.5) 0 0 mi2EERIR & 1(0.4) 1(0.4) 0
FRIK AR A BE TT A SiE 15 (6.4) 0 0 MmeE L 1(0.4) 0 0
BHESEERRER R 2(0.9) 0 0 FEIR 25 . M8 ds & UM it 17(2) 3(13) q
rh AR T B OK AR A e 104) 0 0 fRIES ’ ’
{ETE ) I 0 R 9 (3.8) 1(0.4) 0
RE MR IKR % 1(0.4) 0 0 1% R 6 (2.6) 0 0
BRKBR 2% 1(0.4) 0 0 it i 2 3(1.3) 1(0.4) 0
121 KR & 1(0.4) 0 0 i3S 1(0.4) 0 0
REBLUXEESE 26 (11.1) 5(2.1) 0 REESE 1(0.4) 0 0
BARR 14 (6.0) 0 0 Him 1(0.4) 0 0
=5 R LIE 9 (3.8) 1(0.4) 0 B R 1(0.4) 1(0.4) 0
{BEAHY o L MjE 4(1.7) 0 0 BEEES 63 (26.8) 6 (2.6) 0
BT~ LE 3(1.3) 1(0.4) 0 T 31 (13.2) 2(0.9) 0
= M 2(0.9) 1(0.4) 0 =il 29 (12.3) 1(0.4) 0
FERA 1(0.4) 0 0 Mg i 15 (6.4) 4(1.7) 0
IEEEEARE 1(0.4) 1(0.4) 0 {EF 7 (3.0) 0 0
EhILL ™ LIAE 1(0.4) 0 0 iERE 5(2.1) 0 0
BEaLRF0—) LI 1(0.4) 0 0 NP 3(1.3) 1(0.4) 0
ahYo L MmE 1(0.4) 0 0 HIERR 3(1.3) 0 0
BT ) LIMIE 1(0.4) 0 0 BIEE 2(0.9) 0 0
{EAILS ™S LINE 1(0.4) 0 0 OR % 2(0.9) 0 0
1 BUBEFR IR 1(0.4) 1(0.4) 0 BE BB A TR Rk 1(0.4) 0 0
2 BUREIRIR 1(0.4) 0 0 B BRI 1(0.4) 0 0
AHEE 2 (0.9) 0 0 THEERTE 1(0.4) 0 0
RERAE 2(0.9) 0 0 TREERTE 1(0.4) 0 0
HRRES 28 (11.9) 0 0 B 1(0.4) 0 0
FEMHEN 6 (2.6) 0 0 1] 1(0.4) 0 0
FEMERE=21—nDO 6 (26) 0 0 O R M 1(0.4) 0 0
INF— ’ OEMERE 1(0.4) 0 0
SBE 4(1.7) 0 0 FFREE REES 5(2.1) 4(1.7) 0
iiﬁ N TR 0 0 EE»&?:#— Tl 509 1(04) 0
KETE 3(1.3) 0 0 EMEFES 1(0.4) 1(0.4) 0
B SRR 3(1.3) 0 0 RENEEEE X 1(0.4) 1(0.4) 0
EEMENE 2(0.9) 0 0 FE MR 2 1(0.4) 1(0.4) 0
Z‘;gﬁ f Egj; 8 g gr: BRUKTHEBE) o068 | 606 0
HHREE 1(0.4) 0 0 b3 23 (9.8) 1(0.4) 0
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BlIfEM

(MedDRA/J Ver25.1)

CTCAE Grade RIRI{EFAFEHIH (%) ‘

£ Grade

Grade 3-4

Grade 5 ‘

BlIfEM

(MedDRA/J Ver25.1)

CTCAE Grade RIRI{EFAFEHIH (%)

£ Grade

Grade 3-4 Grade 5

139

TOESE 17(7.2) 0 0 ®|AIE 9(3.8) 1(0.4) 0

BKEBIKED 8 (3.4) 2(0.9) 0 A REE 8 (3.4) 0 0

B EAE 7 (3.0) 0 0 B 6 (2.6) 0 0

RIE# 4(1.7) 2(0.9) 0 FE 4(1.7) 0 0

RERIR 2(09) 0 0 A OVIUYHEER | 3319) 0 0

2% 2(0.9) 0 0 FEIED KE 2(0.9) 0 0

REMRER 2 (0.9) 0 0 EE 1(0.4) 0 0

W5 2(09) 0 0 EBMIET 1(0.4) 0 0

SHEERELE % 1(04) 0 0 BEETE 1(04) 0 0

KBRS % 1(0.4) 0 0 HiTEE 1(0.4) 0 0

WAL 1(0.4) 1(0.4) 0 SR G 1(0.4) 0 0

T 1(04) 0 0 BRRIRE 40(17.0) | 1147 0

Tr; Eﬁgfﬁﬂi 1(0.4) 0 0 Z;I_;_?t‘té 7';”7’ 14 (6.0) 2 (0.9) 0

E AR 1(0.4) 0 0 FRANSEUHTI/

OB E % 1(0.4) 0 0 FSURTIS5—E# | 10 (4.3) 1(0.4) 0

B RS 1(0.4) 0 0 o

EBHERD 1(0.4) 0 0 mn/hREE D 10 (4.3) 2(0.9) 0

REga% 1(0.4) 0 0 me7IILAYRRT7

&S 1(04) 0 0 S—EHEm 7(30) 104 0

EIEES 1004 0 0 Yy =T ILAEILSY

SABERAEEE| | oo ; ; RITS—HH sen | red 0

HHELVEAERS ) SR ER BRI 5(2.1) 3(1.3) 0

8RR AE 1(0.4) 0 0 mepEY JLE U0 4(1.7) 0 0
fobe 3, N A = T
gég%b*aﬁ“*ﬂ 453191) | 44D 0 gg;mﬂ*ﬂ* 301.9) 0 0

Ek0EE 23 (9.8) 0 0 o & B4R AR B AR 3(1.3) 0 0

BHET 9 (3.8) 3(1.3) 0 IVEVRED )

s 8 (34) 0 0 KERBLD 3(1.3) 0 0

Pu R fE 7 (3.0) 0 0 B mERER > 3(1.3) 0 0

5% 6 (2.6) 1(0.4) 0 e FRIRRURA | ©09) 0 0

B 2(0.9) 0 0 JVEEN )

NS 2 (0.9) 0 0 1)\—E 1N 2(0.9) 0 0

He s 1(0.4) 0 0 TI5—EHD 1(0.4) 0 0

BEEN B H & 1(0.4) 0 0 FI5—E M 1(0.4) 0 0

A BT 1(0.4) 0 0 HERRIRFAAGE 1(0.4) 0 0
B PO RREE 8 (3.4) 0 0 oL 7F= 4800 1(0.4) 0 0

aAuBEE 1(0.4) 0 0 BoLT7F=v-0Y

B G 1(04) 0 0 TIVRBL ' 0 ' o4 0

HEFR RS 1(04) 0 0 HRERATEAEFLD 1(0.4) 0 0

¥R 1(0.4) 0 0 ANEJOEVED 1(0.4) 0 0

REY)HE 1(0.4) 0 0 R LR 1(0.4) 0 0

EOR 1(04) 0 0 FHEREESE 1(0.4) 1(0.4) 0

Ere 1(0.4) 0 0 12 I \ERER D 1(0.4) 0 0

BERE 1(0.4) 0 0 r)3—FFO=2 ) 1(0.4) 0 0

R4 1(0.4) 0 0 REEM 1(0.4) 0 0
EBEHLVIEREE | 303 0 0 PR o B M Bk 5 104 0 0

2RED 104) 0 0 BE. AESLVLE) o 0 0

FEH 1(0.4) 0 0 BYHE '

S\ RS EARR 1(04) 0 0 SEACHESRIG 2(0.9) 0 0
T =5 " Grade [& NCI-CTCAE (Common Terminology Criteria for Adverse
5.2%&20)%&% BEUR 61 (26.0) 3(1.3) 0 Events)v4.03 IZ#L %,

B 40 (17.0) 2(0.9) 0




9. RARERBRICKRITTZE
BRESATLEL

10. BERE
BEShTOEN

. BRLEDEFE

14. BHLEDIE

141 RFFREBFDOIE

1411 REDONAZIVIKIEFENIY THY . REFZEFLL, KHIE, BEMICHERARZITS

_ &,

1412 AR AMEMOEEIGTWVW EXZBRICKYHERT S L, AFIIEX. BE~HERD
BHA~IBEAAEETIHTHD, AY. ZEXIFTBEHEEYHLZEHONBGEEIEFERA LGN
_&.

1413 NATIILIFREES. BLIEBHLEWI &,

1414 RESENATINOIRERY , £EBIERNIE5% T FOFEFROSFE/ NV TITEAL,
RRREZI~15mg/mLET B, RBNYITEZR K YRBSETRMT S L, FREREE
BXRIFRESEG N &

1415 FRABRITEONFERT S L, FREZT CICERETRET 515G, 2~8°CTILI0A LU

. BRAGFETRI2BMUNICERESZRRT S L,

1416 AFIF1EFEACHFTHY . BEALGWLI &,

1417 NATILHDOZRRIIEEZEST S &,

142 EFIBREHOIE

1421 AHIZ. BEOEHESHEDOEN02XIF024mA V54T 4ILE— (R T—F LRIk
VEE) #EALTRABERIETLL,

1422 R—DRBI7M4 v EFERAL ThFZHARRRE LGN &,

<fEE>

RAHEBRVBRSHEICE TRV EDTEE, BRHABRICE T A2AFNORARAEELSEICHE LT,

EFRE (ERENATIUDSIRERY . HRT DFETORE) [THESBEMFTREOVR I EEEL.

RRBRITRONFERATHENRATH SN, FREZT CICERAETICRELTERT 5581

EAbhbdl b, FRBAODRETRIETEDIFHLELTNAATILDSIRER>TH OB EHMIBETD

REICHBINIBELHEMBICOVTERE L1

RAHEMBOHFRUVARBEOREREICET 2 IBERVALEMOERICET 2FTEOEFA,. AFITE

DFORFREFITHH LMD, MLUWMRECEBICK MM FREOATEESICET FTELTREL
f=o
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12. ZOHDEE
(1) EEERERAICE D 1H#R

15.1 ERERERAICE D < B3R
ERNDERKRRERICE T, REICHT 2REDEENRESA TS,
<fEE>

AEIDERNNOERKRBRICEVDTARFICH T LMADEENROON-F=0. KIBEZHRELT,
MAELEICIYARFIOEYEEEIZEEZZTEL00. BERMICEROHIRLEUERUVEMMNE
ANDEEIFFER SN TR,

(%]

T 2IL/NILT T10mg/kg QQWIEE (&K D HEIFEZIBIULERZT-TRTOEE (BEIIHMD
SiL) ZEO-HERT (BEIEET—IL) RUPACFICEHE IZE LTI NADER TOH
EWIAR T 2L/ NLT THR, ADA) DOEHEIE5.9% (1,686%51799%]) KR U4.5% (4014
185l) THoT=, AET TOADAREE CHEFMIREZICADARIGH EELN (L1E54 L - BEEE)
[FZFNEN3.3% (1,686455(4]) K11.7% (401651h741) TH o1z, FFIIK (nAb) BHEEIL
ZNZh05% (16866515851 KR10.7% (4014553%5l) TH o1,
POSEIDONSERIZE L TLThHADE A TOADADIKRHEIL, AF+ FL A Y LI T+AERR
EMESR (LT, ASHA) HALFEREERUAF+ASRFGFRLEEREIBETTINT
14.7% (28645 5h4245]) B Tf11.6% (285%Ih33%1) THY . JAET TOADAKBRETZNETN10.1%

(286451 F1295) K 186.7% (28540 1945) Td o7z, nAbIEHEEIL. TN TN 1.0% (2864 345l)
BU1.1% (285619413fl) TH o1,
CASPIANEHERIZE LN T WLWTF A DB R THOADAD IR E(E55% (20145Fh1145]) THo =A%, Ly
TNER—RFA VEOHEGHETH o1, AET TOADAFRIRAGI R UnAbEHEEIE LNV N 1328
Y (V) Sl

ADRIATICHERICE LV T LTS DA THADADIRE HE(E6.3% (20651F11361) THY . AET
TOADAKIRE(L3.4% (2064550 745]) TH o7z, nAbBEIEZEIF1.0% (206451 2/) TH- 1=,
HIMALAYASEERIZE LT LT A DB A TOADADIRERIE, AF|+ ~L A1) LT T300mgEE,
AEl+ F LAY LT TI5mgBERUVARFIBETENTNE82% (294651724451) . 7.4% (10845]8451)
BEUT7.1% (2824515120451) THY . BB T TOADARIEREFNEFN3.1% (29455h9f]) | 46%

(10845 ch545l) B 12.8% (28245lch8%l) Tdh > 7=, nAbIGEEIL, ZNZEN1.7% (2944515541) .
0.0% (108%5I4h0/5]) K 1r0.7% (2826 265l) TH > 1=,
TOPAZ-1EHERIZE LT VT A DB R TOADAD IR E($6.7% (240fh166]) THY . AERT
TOADAFIRE(F0.8% (240617 261) TH>T=. nAbBEIEER(IF0.8% (240%I42f5]) THo1=,
DUO-ERRERICE LT LT IA D M TOADADREEIL, AFI+AF/8) THEREEERY
AE|IHEEEEBETTNTNA3% (207/09%]) KR U4.0% (198f55h8fl) THY. ABETTD
ADARIRRIEIFNZF100% (2074]500/]) K U1.0% (19861F1261) TH 1=, nAbIGHEREIL, Z
hEh00% (20765150%1) KR1U05% (198flF14l) TH>1=.

'PACIFICGHERICE (T A2 FFIDRZERVAEIX,. BAERRBINTVWIREARVAELIZER D, 20235F11A
(2. UIRF R BATET DR/ NMRREIMEICE (T S IREHE PR EROMIFREZ L L TARHIRERHD
AERUVAERXAREREAE (10mg/kg) MOEEMAE (1500mg) 12, Tk EMRIT2EREMEL S48
FERICEE SN TS,
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#) FFORAERVAE
(UIBRT Bl BT EIT O IE/MARAIHRE 2 B 1 2R AMIL 2SR A R O FE%)
BE. BRAICETNLY T GEEFHERZ) & LT, 1[E1500mg % 48R REFRE T60 L LA T T
REEET 5, BEYBIXI2hABETET S, =12 L. KE30ke A TDBED1EIZEE(F20me/keg
(KE) £9 5,

(2) FERREREERICE D FH
BESN T
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X. JEERERAERICEET S IHE
1. EIBRER
(1) EMFREHR
TVI. BHFEBICEHI HIER] DESR

(2) REMEERE (H=V(1FIL)
A= AL EAVAERETISERRERSEERRY T, TaLN\LTITEERICHES
B (ERARRIEIERIC & 5HE) . DMER (DERRUVME) B UICFRHBEDTEHIEEZH/N
FA—RICDODWTEHE Ltz FHAL /NS A—F TT2UNLTITORSICEEL-BEER
EEH NG o1,

(3) ZOMOEEHER
MLABG L

2. HMHAER
(1) HEHREEEHER (h=v145L) @
WA LEHBREERET. TNLITORBREFHEICOVTIE, hZI 4 HFIL AV =48/
RV ERRERSSHABROWMEIRSERICEHE L=

EnimiE/ BEE (mg/kg) * BMEOBEE .
/B B BERR (mg/ke)
=94 0. 30/15, 60/30. 200/100
f-~
HEHE E6BI/E | BN >200 L

¥ 0 TaI)L/NLT T30, 60X[F200mg/keZRERIBABICIRE L., FD#&. 15, 30XIX100mg/kgZE1[E, 48
BXIL138RZR S

(2) REHEEMEHR (h=Uv14HL) @

g/ BE58 (mg/kg) X mEME —
T4/ B S B BERR/ IR/ IR 55EE (mg/kg) ¢
=94 0. 30/15, 60/30. 200/100
200/100 N
Wit £oBI/B | BIRPY/4ER/E1E / oL
=94 0. 30/15, 60/30. 200/100
200/100 o
M foBl/E | IRA/13EM/AE1E / =L

¥ 0 T2/ T30, 60X[F200mg/keZRERIBBICIRE L., FD#&. 15, 30XIX100mg/kgZE1[E, 48
BXIX138/RZR S

(3) EizEMAER

ICHS6 (R1) A FSA Y INA AT/ 0C—cREERDEBRKIZH TR (26
L, BEEHEHEREERLTLEL,
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(4)

(5)

(6)

@)

MNARMESER
ICHS6 (R1) A4 FS A4 U RUICHSIHA K54 v THEMHESEDIEERITEICET S H4M4 K
SA 2] IZHEL, DNARMERER IR L TULVRL,

EEFRAESHHR (h=va4H)) 2

A=A FILERN-1IBERRERSEUHHBRYICET2EBERENREEE R WHREMRBSF
MBREMRICEDE. MEOZBE~DEZELTMEL -, HEWTLIZTEVLTEH, £EHREDSH
BEEERVREABFUFRICT AN IIZEREEEIEZ DO ONEI o 1=,

A=AV ERV TR EEMRUHEZROREICET 558 (ePPNDEER) “IZHLT.
TANUNLITOEFERESHEEZTMLU -, FRA=V A4 HIL (2061/8) [CT2IR LI T%E
IEYRMETE RS (3E0R208) (2(X60(%200me/keD BRAEZ. FiR27AMN SR A F TIEMERA
2 & L T30XIF100meg/keZ BIEEIRNFFERE LI-ER. BEWICHT IEEEROLNE
Mot=h, BB ELER L TIHIERHICES T OREORTCRUFHERDOETOEMARDH 5N
T=o

BRI ERR (h=014H)L) @

TN T ORFRIBMERER L ERE L TLVEL,

A=A FILZERAVEAERRVIBERRERSESEHRICEVT, #BIRNIREEMALICDONT
Draize DFHBEEIZH > TREDFFM T, S oITREBEBFMREZER L=, TORKR.
FIRNIREEELICT LNV JICEET 2FMMREEO o high o1=,

Z DM OH%EN

MR ERGHRE (EM, A=V aH)L) @
EFRUVAZIVAFILOEERBZANTTAANILIIORERIGHEZEHEL =, £ MR
TlE, BEZMERUVERERE L RBAOMEER VHRE., T RICTERLREROMBEIZT 1
WL THEMEBARO oMl W=V A YLK TIE. BEMERE. T LRERRUVEXRE
R LR OMER CHEREICT 2 LNLY THENEENRD ol MBRERGHER
BRICEWT, TaANLT JIC&2BENDOHEBEBEIROoNGEN T,
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X EHEMERICEAYSEE
1. RHIX5
B OH AT REREEI120mg AYHBERR, BIE, UHEEESY
4374 O REFES0me AYHERR, BIFE, LHEEESY
3) FRE-ERFOLAZICLYERTSL
BMES TN T GEEGFHEBR)  BIE

2. AxEAM
3

2~8Cfﬁﬁ

4. WL EDFE

20. IR EDEE

201 BEBEEBMITRET DL,

202 NFERABRRTEX L TRET DL,

(V6 HEDEBEHTICHEITIREN] 258

5. BEMITEM

BEREERAAEL : HY

K<FyoLsY : HY

ZOMDEERITEM :
(EfE &)
M40 DBBEZITONDIAN (BERAFADILY R I T43T740200 AERH].
TRIVERMEERARR 2 —1 . TEHFH—F)
Git=)!
M40 D21 FDBREZITONEAN (BERMITNAVILY M) 1. 412074000
A42ak BEBE]
(RFHRasE)
(M2 T400EAD1FDBEBEEZTONDIAN (BERAFAVILYR) 1, 427400
A42ak BEBE]
(FEHE]
(M40 D8) LR—Y LEREOHABREIZEZTONDIBERE CREDAAN (BEMIT
INOTLYR) 1. TS 740D ELREEDHAEREZZTONDBERE CREDOAN (B
EmIFNAVILYR) 1. 42740209 1) LN—Y BERE
(T4 BEFRICEALTEMT NERHE] . [XI.2. ZOMOBEEEN] 258)
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6. R—ms - R
(OIBRTRE7R R AT OO 3/ MR = &5 1 2B L L HSTHRIUE R O HIRAR CERE/NME

RafsE)
R—mPE: &L
R % F:ZHRLIT GEEFHEIRR)  AATRYXTT GEEFHARER) |

TTYVART GEGFHEBRZ) . TRILTT (GEEGFHERR)
(PIBRAFREHETT - BROIE/MREMRE)
R—mPE: &L

B % E:77VVURXYIT BEFHEBRZR) . RLATAYXTT (EERFHAERZ) .
=AHRILT T (BEFHEBRZ)

(UIBRA e AP HARR R )

R—RHE : 4L

B % ¥:77VVXYT GEGFHEBZR) . ANPRXTT (EEFHEZ) .
v%v::jhbw%ﬁ,pyﬁ%:jx>w@ﬁ

T LVAEVIERIE. VRATSIF U,

THIT=IW - FASUI - FTSVIIA D LERES

(1T - BROFERE)

R—HRHE : HL

B % F:ALKRISFo. DRTSFU R )2Fx€)L. FE2FE/ILKIH

7. ERREEFRE
20174518 CKRED)

8. WERFTARFEABRUVARES. EMELNHBEARD. REMBEAH
HEIREAEEAR : 2018F7A28
AERES : 23000AMX00485 (1 = 7 4 > D Ri#EEHE120mg)
23000AMX00486 (A = 7 o« > P i#E$:F500mg)
EMmEEWRSHEFEAE : 20185E8H29H
HRSERASRE A B : 201848H29H

9. MREEXIFHREM, AEARUVAELEREENFOFAARUVZDOAS

—EEEAE (GBM) £AA : 202088H21H

MEEX EHR - ERE /R

RERUAE : BERNEBEMHESFIRVUI bR FEOHAICEWLNT, @&, RAIZET2LNL
<7 GEEFHERZ) & LT, 1E1500meg% BRI T4E., 602 EMITTEF
FBET S, TR, TaINILTT GEEFHEMA) & LT, 1[E1500mgZ 438 fHE R
fRTE0R MU EMN T TRER#ET 5, =FZL. AEKLLTDHZEDIRIZEEE
20mg/kg (KE) &9 5,
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—EEEAE (B F£AA : 2022512F23H

MEER TR - VIR R EST - BROIE/NERATHE

FRERUVAE : PLAY LR T GEGFHEZ) RUBERNMELESRZETthOMELESH
EDOHAICENT, BE. BRAICIET2NLT T GEEFHEBRZ) ELT, 1H
1500mg % 3;ERERMRT4E. 60 RLLEN T THRFEEFET 5, TDER. TaIL/NNLT
7 GEEFH#EZ) & LT, 1[E1500mg % 4B REIE T0 MU EAh T TEEET
%, fzf2L. KEeL TDIHZEEDIEHREE(X20mg/kg (KAE) &3 5,

SEERIETNR - UIBRT Ae/s FTHEAaE

RERVAE : B8, BAICETaNLTT EnFHEZ) & LT, 1E1500mgZ 4B R T
60 LI EM T T RiFEREE T D, -2 L (AE30kg LT DIHFE D 1EIR 5 £ (F20mg/kg
(RE) £T5,

DREXEHR - ARVIRT R EERE

FERUVRAE : FLAVAEVEBBERUVVRTSFULOHAICENT, BE. BAICET AN
W T (GEEFHBZ) & LT, 3BARMMRT. 1E1500mgZ 605 L EA 1T T RiE
X9 5. JEMMERTORYBRLIESHER. TaIL/LT T EGEFHEBRR) & LT,
1[811500mg % 4B IR FE TE0R L LM T T HmiEEET %, =12 L. KAE30kgA TD
SEN1EIREE(X20meg/ke KE) T 5,

—EEEAE (GBM) F£AA : 2023511 [248

TR RE BATEIT D IE/NERAMTEIC & 1T D IRAMIEERSHREEZROMFEE] ORERUA

EQ—MEE (&5

FZERUVHAE  BE, BRAICE T2V T GEGFHBRZ) & LT, 1[E1500mg % 4B R T
60 LU EM T T RFEEET 5. BB 12HAMETET B, 1212 L. AE30ke
LUTDBANIERSEE20me/ke IKE) LT 5,

—EEEAE (GBM) £AA : 2024%F11H228

MEERITHR - E1T - BROTFENRE

FERUVAE: ALVRT S FUORUA XY URMEMESFIEOHAICEVT. B BAICKT 2
WAL T (EBEEFHERZ) £ LT, 1E1120mgZ3BRMERT. 600BULEMNITT
REHET 5, TOROHBEECEVNT, TaN\LY D EBEFHEBRZ) &L
T. 1[E1500mg% 4:BFE MR TE0R UL LM T TREEET 5, =72 L. KE30keghd
TOHE., HBRZIIBSTH1IEEBEEX. 20mg/kg (KRE) &T 5,

—8EREAZE GBI £AA : 202543827

MEER TR : REBE/NMEREIMEICE (T R AR REZROMIFEE

RZERUAE @85, BAICET 2L T GEGFHBZ) & LT, 1[E1500mg % 4;BHEERT
60N LU EM T T RFEEHET 5. RE5HMIET24H AMETE T B, 7212 L. AE30ke
LTDBEDIEIERE5E(E20me/kg (KE) &F 5,

10. BEERR. BiMEHRLAREABRUVZORAR
ZHLEn
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1. BEEHM
YIRS BT EITOIE/MERE C 8 1+ 2R A ML P IREHR B A R DM R -
2018F7H2B M 5202657A18 (84R/)
HERE/NARAhRE
20205E8 H21 B M 520267818 (ERERM)
VIR REZE 1T - BHROI/NMERaME. VIBRT R HERasE
20224128238 M 5202657818 (FERHEAR)
ARVIBRT BB B -
20224E12 238 M 520325128228 (104ER)
T - BROFERE
2024511 B22B 5 5202657818 (FEARHAR)
R B AR IRR 1 5 (T SR AL E R R E R OMIFEE
202553 H27E M 52035438268 (10&EMH) (FUOEFAEER)

(FmOERRAERR)

12. ¥ HARFIRRICEA 9 S 1F R
AEF, BEEFBEEREI07E (FR18E3H6HAT) OD—E%RE L-EEFBHEETEITS (ER
20E3R 198 D MREMMICERAFRITONTWDIEERER] (TEZY LA,

13. HEa—F
;?g%:;f;omg 4291443A1023 4291443A1023 1263329010101 622633201
;?g%:;gjomg 4291443A2020 4291443A2020 1263336010101 622633301

14, RIRBAHLDEE
RFCOWTIE, RBEFEREEH A S VIZHL, AIMRUVREMCET IERNA+HEET S
FTOM. AEFIOREZRZHHIENBINDIBFICRH LTHERAT H L L HIC, BIERALH
BLUERICHDELRNIEZED S ENARELE—ENESH*H - ERMETERT &5 +9BET
52 & (TERRBFESA28E T REFK08285F25 MPD-LIARBEMERAIC G IREERAHELEN A
FoAUDEREICHESBESEICOVTY . ITFRI0EI1A288 T EEEEFK11285855 T/
< J GEETFHERR) HEOREFERMEEN A F54 > GE/NRafhE) O—FHEICDONTI ., TH
28 H21 B+ FEEEERK0821ESE TN Y T (BEFHERZ) 2 0REFRAEESA K
4 ¥ UNMRERRE) OERRUTT 2L T GEEFHRERR) HEOREFEREEN FS514 > GE
INMRARHIE) D—ERREIZ DT . [SFM4FE128238 M BAEEF1223F18 TalN)L<T (&
EFHEBRR) WAOREFEREEN A RS54 > FFHRERVEER) OERRUKEHERAELESA
FS4 > GE/MRafmER C/NEEAE) O—8EICDOLNTI . ISM5FE11 A48 EXEXER
112458285 T/ T GEETFHER) EFOBEERBELENSS FS54 > GRNERME O—
BBEICDOTI . THMeFITA22B EXREEFK1122825 TV T (EGFHEBRR) &
FlORBEFEREENA K42 (FERE) OEBRRUREFEREELENS A K54 > GE/NMERIME.
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INRRaRE. FFHEERUEERE) O—RIEIZDOWLNTY . TSH7E3A27A N EEZFEEHK03275F2

B TN T GEEFRER) HFOKRBERRAMEN A K54 > (MEREME. I/ RafhE.
FrififafE R CEERE) O—EREICDONTI)

BE., REFEREEST A K54 UAFICRESAEE, BEAFBHERKRE & Y RGN LD
BICEL TBHMNRE SN DAL H S -0, RFEREHERET S &,

(https://www.mhlw.go jp/hourei/new/tsuchi/new.html {RIEFHSHE)
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IMFINZI® Prescribing Information (202543 A IR7E)

E - i THAYHERE (US)

a4 AstraZeneca UK Limited

BR55 4 IMFINZI® (durvalumab) injection, for intravenous use

AREA 201745

MEER [FEIR - EGFR B FEERMXITALK BEEGTIREEDOUIRAEE (BEFE24cmBR U/ XI(F

) 2NERERISE) GIRNERMEER T ARABEOMAEMEEL LT, BF
HHNZECEPREEOHARERVZOROMEMIBRELLTII 400D
BHHIRE

- BERHFRN—ZDEFEZERSREERICKRBETARO NG VEIRTER T—
CIoENERRMEEZRET SRABEDERE L TOEFIKRE

* EGFR BInFEERMENIFALK MEERFIEEOEB R/ MIRMEER T SRA
BEDBRELT, FLA AR ITRUVASHEIN—RADILEEE L DHARE

- BERHFRN—ZDEFEZREREERICKRBETARO oGV REE/ MR
EEATORABEDGRE L TOEAFRE

-ERENEREMEEE T ORABEDIRARELT. TR FEALRTSF o
BLLRFYRTISF o LOHREE

- BATEITHRFEREEEEEZE T ARABEDRRELT, TLAVAEVRUY
RIS F o EDBRARE

- VIR R ATHMREE AT AABEDARE LT, LAY LR T EOHARE

*FDADERERTERETIAI Y FTEEKERIBEHESN-ETIXEIBERTFE
REEZETIRABEDARBRELT. ALKRTSFUORUNAY Y E2XEILEDOBA
BERUZDEDA S 71 VO OBRIMFTERE
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- UIBRET A7 SR/ M AR AR (6t I S TR R Ul R BN BA D5 - FHTaT (<M AT E
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) 3ERIRIRTAE., FOREHITIE20mg/kg ((KE) £RA kLIt FifERRE
EEDHRATIRRBRTIESET %, B516588I121&. 1E20mg/kg (KE) & FL A
1) LT Timg/kg IRE) OHRBSETS,

- [REEU/NMIREMEDISS : 1[E1500meg % 4B ERT0N MU EM T TaEEL.

REETRIIHBTETVEUNRE T SF T, RIIRKR24NAM. ARERES
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EREUNMAREEDOSES LR & GHATIEN500me Z 3B ERIETAE., ZD%E
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- BFETHERISEREREREDSS | LREE L Gt T1E1500meg % 3B MR T
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LIAE3OkeRFE DG E ., LFEE L HrATIE20me/kg (KE) Z3EBRMMFERT, €0
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VIR TR ITHEDISEE : FL A Y LT T300mgs DEEATIEI1500mgZ %5 1[E
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T TCTRFEEET D, 22 L. KREeRFDZEE. FL AU LT Tdmg/kg ((KE)
EDOBHATIE20mg/kg (AE) R S5IEEOIHBICERIREL. TO®RERIEL
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F IRARYFEERERBOETXEIBEFEREDSS : ALRTSFURUNRY

JAXE)LEDBHATIENN20mg%3ERBRTOE. ZND%kEHRT1[E1500mg% 48
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IMFINZI® Summary of Product Characteristics (2025438 IR7E)

E - g4 FRMES (EU)

a4 AstraZeneca AB (Marketing Authorisation Holder)
g IMFINZI 50 mg/mL concentrate for solution for infusion
EREA 20184F9 A

MEEN IR
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- BEETIE/NEMEDISS  1E10meg/ke ((AE) Z2:BRIMERE L < [£1[E1500mg
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Img/kg (IKE) #i%59 5,

CERER/NMERMMEDISS LA & A TIE1500me % 3B T4E., £ DRE
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8.1 Pregnancy

Risk Summary

Based on findings from animal studies and its mechanism of action, IMFINZI can
cause fetal harm when administered to a pregnant woman [see Clinical Pharmacology
(12.1)]. There are no available data on the use of IMFINZI in pregnant women.

In animal reproduction studies, administration of durvalumab to pregnant cynomolgus
monkeys from the confirmation of pregnancy through delivery at exposure levels
approximately 6 to 20 times higher than those observed at the clinical dose of 10
mg/kg based on area under the curve (AUC), resulted in an increase in premature
delivery, fetal loss, and premature neonatal death (see Data). Human immunoglobulin
G1 (IgG1) is known to cross the placental barrier; therefore, durvalumab has the
potential to be transmitted from the mother to the developing fetus. Apprise pregnant
women of the potential risk to a fetus.

In the U.S. general population, the estimated background risk of major birth defects
and miscarriage in clinically recognized pregnancies is 2 to 4% and 15 to 20%o,
respectively.

Data

Animal Data

As reported in the literature, the PD-1/PD-L1 pathway plays a central role in
preserving pregnancy by maintaining maternal immune tolerance to the fetus. In
mouse allogeneic pregnancy models, disruption of PD-L1 signaling was shown to
result in an increase in fetal loss. The effects of durvalumab on prenatal and postnatal
development were evaluated in reproduction studies in cynomolgus monkeys.
Durvalumab was administered from the confirmation of pregnancy through delivery
at exposure levels approximately 6 to 20 times higher than those observed at a
clinical dose of 10 mg/kg (based on AUC). Administration of durvalumab resulted in
premature delivery, fetal loss (abortion and stillbirth), and increase in neonatal deaths.
Durvalumab was detected in infant serum on postpartum Day 1, indicating the
presence of placental transfer of durvalumab. Based on its mechanism of action, fetal
exposure to durvalumab may increase the risk of developing immune—mediated
disorders or altering the normal immune response and immune—mediated disorders
have been reported in PD-1 knockout mice.

8.2 Lactation

Risk Summary

There are no data on the presence of durvalumab in human milk, its effects on the
breastfed child, or the effects on milk production. Maternal IgG is known to be present
in human milk. The effects of local gastrointestinal exposure and limited systemic
exposure in the breastfed child to IMFINZI are unknown. Durvalumab was present in
the milk of lactating cynomolgus monkeys and was associated with premature
neonatal death (see Data).

Because of the potential for adverse reactions in a breastfed child, advise women
not to breastfeed during treatment with IMFINZI and for 3 months after the last dose.
Refer to the Prescribing Information for the agents administered in combination with
IMFINZI for recommended duration to not breastfeed, as appropriate.

Data

In lactating cynomolgus monkeys, durvalumab was present in breast milk at about
0.15% of maternal serum concentrations after administration of durvalumab from
the confirmation of pregnancy through delivery at exposure levels approximately 6 to
20 times higher than those observed at the recommended clinical dose of 10 mg/kg
(based on AUC). Administration of durvalumab resulted in premature neonatal death.

8.3 Females and Males of Reproductive Potential

Pregnancy testing

Verify pregnancy status of females of reproductive potential prior to initiating
treatment with IMFINZIL.
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Contraception
Females

IMFINZI can cause fetal harm when administered to a pregnant woman [see Use in
Specific Populations (8.1)]. Advise females of reproductive potential to use effective
contraception during treatment with IMFINZI and for 3 months following the last dose
of IMFINZI. Refer to the Prescribing Information for the agents administered in
combination with IMFINZI for recommended contraception duration, as appropriate.

ER M DSmPC
(20253 AIRE)

4.6 Fertility, pregnancy and lactation

Women of childbearing potential/Contraception

Women of childbearing potential should use effective contraception during treatment
with durvalumab and for at least 3 months after the last dose of durvalumab.

Pregnancy
There are no data on the use of durvalumab in pregnant women. Based on its

mechanism of action, durvalumab has the potential to impact maintenance of
pregnancy, and in a mouse allogeneic pregnancy model, disruption of PD-L1 signaling
was shown to result in an increase in foetal loss. Animal studies with durvalumab are
not indicative of reproductive toxicity (see section 5.3). Human IgG1 is known to
cross the placental barrier and placental transfer of durvalumab was confirmed in
animal studies. Durvalumab may cause foetal harm when administered to a pregnant
woman and is not recommended during pregnancy and in women of childbearing
potential not using effective contraception during treatment and for at least 3 months
after the last dose.

Breast—feeding

It is unknown whether durvalumab is secreted in human breast milk. Available
toxicological data in cynomolgus monkeys have shown low levels of durvalumab in
breast milk on day 28 after birth (see section 5.3). In humans, antibodies may be
transferred to breast milk, but the potential for absorption and harm to the newborn
is unknown. However, a potential risk to the breast—fed child cannot be excluded. A
decision must be made whether to discontinue breast—feeding or to discontinue or
abstain from durvalumab therapy taking into account the benefit of breast—feeding
for the child and the benefit of therapy for the woman.

Fertility
There are no data on the potential effects of durvalumab on fertility in humans or
animals.

F—RXESUTD
REXE
(20253 AIR7E)

4.6 FERTILITY, PREGNANCY AND LACTATION

Effects on fertility

There are no data on the effects of durvalumab on fertility in humans. In repeat—dose
toxicology studies of durvalumab up to 3 months duration in sexually mature
cynomolgus monkeys, there were no notable effects on the male and female
reproductive organs. These animals received weekly doses of durvalumab vyielding 11
times the clinical exposure (based on AUC) at the clinical dose of 1500 mg every 3
weeks and 23 times at the clinical dose of 10 mg/kg every 2 weeks.

Use in pregnancy — Category D%®

There are no data on the use of durvalumab in pregnant women. Based on its
mechanism of action, durvalumab has the potential to impact maintenance of
pregnancy and may cause foetal harm when administered to a pregnant woman.
Human IgG1 is known to cross the placental barrier; therefore, durvalumab has the
potential to be transmitted from the mother to the developing foetus. Durvalumab
use is not recommended during pregnancy. Women of childbearing potential should
use effective contraception during treatment and for at least 3 months after the last
dose.

Animal data

As reported in the literature, the PD-1/PD-L1 pathway plays a central role in
preserving pregnancy by maintaining maternal immune tolerance to the foetus. In
mouse allogeneic pregnancy models, disruption of PD-L1 signalling was shown to
result in an increase in foetal loss. The effects of durvalumab on prenatal and

158




postnatal development were evaluated in reproduction studies in cynomolgus
monkeys. Durvalumab was administered from the confirmation of pregnancy through
delivery at exposure levels approximately 3 to 11 times the clinical exposure (based
on AUC) at the clinical dose of 1500 mg every 3 weeks and 6 to 20 times at the
clinical dose of 10 mg/kg every 2 weeks. Administration of durvalumab resulted in
premature delivery, foetal loss (abortion and stillbirth) and increase in neonatal
deaths compared to concurrent controls. Durvalumab was detected in infant serum
on postpartum Day 1, indicating the presence of placental transfer of durvalumab.
Based on its mechanism of action, foetal exposure to durvalumab may increase the
risk of developing immune—mediated disorders or altering the normal immune
response and immune—mediated disorders have been reported in PD—-1 knockout
mice.

Use in lactation

There is no information regarding the presence of durvalumab in human milk, the
absorption and effects on the breast—fed infant, or the effects on milk production.
Human IgG is excreted in human milk. In animal reproduction studies, administration
of durvalumab to pregnant cynomolgus monkeys was associated with dose-related
low—level excretion of durvalumab in breast milk and was associated with premature
neonatal death compared to concurrent controls. Because of the potential for
adverse reactions in breastfed infants from durvalumab, lactating women should be
advised not to breast—feed during treatment and for at least 3 months after the last
dose.

%) Australian categorisation system for prescribing medicines in pregnancy
Category D: Drugs which have caused, are suspected to have caused or may be expected to cause, an increased incidence of
human fetal malformations or irreversible damage. These drugs may also have adverse pharmacological effects. Accompanying

texts should be consulted for further details.

(2) IMNREADEREIZET 2iBIMER
BADEFARXD 197 MNRF] OEOE&HIILUTOESYTHY ., KE. BRM. A—X +F 1)
TORMXEDREEHEIFRLT D,

9.7 /MR

MNREFZHRE LIERRREERIEER L TLVELY,

H# REHANE
REORTXE 8.4 Pediatric Use
(20253 A 1RTE) The safety and effectiveness of IMFINZI have not been established in pediatric

patients. Safety and efficacy were assessed but not established in a multi-center,
open—label study (NCT03837899) in 45 pediatric patients aged 1 to < 17 years with
advanced solid tumors. All 45 patients received at least a single dose of IMFINZI, and
41 patients received IMFINZI in combination with tremelimumab—actl. No new safety
signals were observed in pediatric patients in this study.
Durvalumab systemic exposure in pediatric patients weighing 2 35 kg was within the
range of values previously observed in adults given the same weight-based dose,
whereas the systemic exposure in pediatric patients weighing < 35 kg was lower than
that observed in adults.
FX M D SmPC Special populations

(20253 A 1RTE) Paedjatric population
The safety and efficacy of IMFINZI in children and adolescents aged below 18 years
of age has not been established with regard to NSCLC, SCLC, BTC and HCC. No
data are available. Outside its authorised indications, IMFINZI in combination with

tremelimumab has been studied in children aged 1 to 17 years with neuroblastoma,
solid tumour and sarcoma, however the results of the study did not allow to conclude
that the benefits of such use outweigh the risks. Currently available data are

described in sections 5.1 and 5.2
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Special patient populations

Use in paediatric patients

The safety and efficacy of durvalumab have not been established in patients younger
than 18 years of age. Currently available data of IMFINZI in combination with
tremelimumab are described in Sections 4.8 Adverse effects (undesirable effects)
and 5.2 Pharmacokinetic properties but no dosing recommendations can be made.
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