| BrEmasEES | 873999 |

EEL) R EEGE
(RMP)

EIEERAAE

' TUVUVKRERE
TK) L\mesomg
Adlumiz PFELYVIERIEHRE

B, AVASEERRY ) e EMSONSSCEDERTRIE

1.

g
of

AHNEH AERE DTN OVEEICT 13515 R ZR DEMD B & T A DR SHEY S HIBE NS
TEBICDIHES T D& T AEWESRHBICTEILS  BENIEZDRIEICAFI DR Ty SR UOUR T %=
—I_ﬁj\n;EEHlJ f@ﬁglJTL;t’iﬁ@mb\br;it?z'—i_}ﬁﬁﬁw“?%;to

2. 22 (ROEBEHEICFIZESLEBENV E)

2. 1 AR DD IS U BBAEDEHER DS 2EE

2. 2 SoMEDALNHDEE (IHEEEZINHIL. BN RIE T DB ZENNH D, )

2. 3 DEMEEXIFIREDH BEE (DEEEZIHI L. EERDBIE T 2B ZNNH S, )

2. 4 SEDRHCEREE (REEEITOvIE) DHIEE (FFIEFNIOLFvXRILBEERZE TS
128, RBGEERISHUINHIBICERL. BILSEIHEZNHHS. )

2. 5 ROFF ZHRSDPDEE  JTURORA VU A ZTF V=)L, RUTDFYV—)b, URFEILSERHA.
JEYRIYhSEHE. TV RUILEIL TRIVEE [10.1 B8]

2. 6 EEL FOFFEEEREE (Child-Pugh234#8BKUTC) DH2EE (AFIDAENNH S DEKICIEEICHIE
NESLTWVBIsH. MPEREN LR L. RIFHGCERINFINGSHNEBZNHHS. ) [11.1.1.16.7.2
S]

2. 7 HILEHESE. HtEDRENERICIIBEOROENHN RERESE [5.4 SHE]

M 1 ze Temncan .



BaiS

REBFIIERAZ AR EPHIFER [FIRES PR

&L iE— &

BEAY SERE BEEEASEHEA WK - BEHra
H# #0X SeE

RIRAF AP SRR (L8R
T #5—EB St

W) IEIIr Y9 —
D Tl S

BARD AT T — YRR
E E X&E



EIE{ERDHFEL Adlumiz

TRIL=X ®550mg (—iR&: 7 FEVUVIBERIR LUT, A% (&, iAABERE N CHULT, 2021F18I(C
LSRG AGRZEIS UE U e, * IE/\IRRE, B, RS, ARBREICERD

AEM(E, BEFANUBEOZEERFRZENE UT, AFCHHNREEROMNERZROIC, B
FOBERFCOVWCHESRULEF UL,

FENFT VU VEIERZETSH Y, JUUYEBHTHDGHS-R1a (ERNLEVRHBERFZS
%S4 F1a) ZEMHELT DI ET, ERNIVEY DD MEERUBMDITEICRES T HEEZZ 5N
TLERT.

—73, FEITIE, RACERIG, SMAE, BRAROR, FHEERES SV S ILERGEERANRS
TNTVEY. REMTIREBN I 2EERASEICET 2 IVEICE IV TEYREEEZ{TO>TW
R EE TNBDOURTERIRICT BIeHICBOTERERI FT. Fie, BEICKILB,
BENFZORECENEROZEMZTAHAL TV

AEIDFEAICELUTIE, AIEROBFESNIORINENUORNEEFRA A RZERGO L, EIE
FERZHBEVLVZULET.

(&%, =], 398 2!3‘73%] [FIENUHE], ERBIRFFER FICOETXLTR, EF LNk
E§¥50)1§1—J‘Y§t - ﬁEWh\ < 7;

T RV XDMEERIFFHR
TEEDOBMEBICBIT N ABRE
JrNiBRaRhEE, B, B KRk




1’Eﬁ§1§%f’%‘ ................................................................................................................................................................ 5
]:Q_’T—,,Eﬁy/ﬁ\ﬁfja),i% ............................................................................................................................................ 6
. ﬁmtﬁé%% ............................................................................................................................................ 6
BTG RS TRLIERZE orervereerssei e 9
B RS ATETRERES «overeeeeseesseesssesssees et s8R 9
]:Q%Eﬁ;zﬁﬂ%a),i% ......................................................................................................................................... 11
. ﬁﬁ;ﬁ&z}‘ﬁﬁ% ............................................................................................................................................. ’] ’I
. *aﬁﬂ;ﬁﬁ ..................................................................................................................................................... ’] 2
]:Q%:':@,I%f ................................................................................................................................................... 14
. EM’E}EH@*E%E ............................................................................................................................................. 14
B SI{ERRSTIES evereeeesseeesseeesseess et s s b8 R R 17
;@\%&(ﬁ;ﬁjﬁ%x\mgﬁﬂﬁ .......................................................................................................................... 19
B SEFIODEEER -+eveevserreresresees et 19
B B E TR TTEEE ADEHEE evreerreerseresresstiemie s 20
1v_|' fi ...................................................................................................................................................................... 21
. W% H *Egit:%ﬁ (ONO_7643_O4§K%§) .................................................................................................. 2']
. W%m*ﬁgﬁ%ﬁ (ONO_7643_05§K‘%§) .................................................................................................. 30



1E

1EgE2 Adlumiz

AENF, TUUVEEHTHBCHSR1a (MERNVEVHBIBERTFZEHY 1 1a) ZE8 U TERZFRIR
ULET. GHS-Riald, B TFEATIERRNIVEY (GH) OO 7ZBEL, HR FECIEFBIRZTTESERT.
BREAK ) RS NIZGHIE, BN S+ VAU UHRRREF-1 (IGF-1) Z S B CHEBD G ZEE
ET B, HINENUEEDIBIICDRA I ET.

| GH:EERILEY E g
e s RAPSELEND &
| GHSRia: BEILE VRHBEET

: " =5ps171a : (g

L IGF-1: A YR Y VERERF-1

HFEH

AR i

s ealiii

it



IS RIBRIDER

1.8
=0

Z:N]

NBEBICDIHESTEE, oo FERESHIBICEILS. BENIFZDORKICAFIDNRT 1w MU
UR D%+ 35RAL. U LR LI LTRSS ZRIBT S Lo

[EDABREDZRINOTEERICT DA - BERZH DELDD LT, AFDRSHEL) SIS

it & 13 B BE @RI n=HITEB & Vi)

4. FHEEN [F5NR

TROEMEEICSIFINAERE
FENViREIRhIE. B, BE. KIS

5. HHEXFFNRICEHET BEE

5. 1 UIBRAIBEIREST - BREOIFNIRRAE. B8, BE. KBBRONABREEREICHERTZ &
5. 2 REBLEE CHRATDBNAABREDZEICFERIT D &,
5.3 6 1 BURITS%LL EDFEFD EBIARIRN G Y. D DOUTDO~BOD S H52DL EZ5RH D
FBEICFEATD L,
D EHX B2
@ 2B0HNOET
@ CRP{EO.5mg/dLiB. NEJOEVE12g/dLKBXIE 7 )L TS VE3.2g/dLFBDNG
/M1 DBk
5. 4 BEOROERHIEHEN ETBEDHEERNARDOEECIFERALEVW &, [2.7 28]
5.5 [17. BBRAHE] DIEONSZRA L. BAHBR CTHREINICBEER. AFOBEWERD
Z2METHICER U LT, BILBEDRIRETS &,

(EZ)

OEFXFERRKR. Q2FDOHAETICDOUVTIE. NCI Common Terminology Criteria for
Adverse Events(CTCAE)BAGBIRICOGIRZSZ(C5HZ1TL). Grade 1L EZIERDBZ & T %o
BE HAETICOVTIE EAPHITRE., BFIL5 LDV REDEROLSEICFHHZTO T &



Adlumiz

(BEBRALAE)

1. EIME D185ER (ONO-7643-045ER)
B A I BRI DD A BREEE ) 1746 (AHI100mgBL8 45, 7S LREL0f) ZHRIC,
AEI100MgN(F SRz 1H1DZEERICT1 2BERO’RS Ui, TEFHMEEE CTh 2FREHAE
(LBM) DR—=ZX S A H 5D 1 2BBDFEZLEIFLUTDES Y TH, AEDTSERICHT S
BEENTRENE (p<0.0001).

SE1) EREHRESEDE N & 73D MEAN (FAREBENEER T/ VEAN (F i B F, HDPerformance Statush' 2L FDEZE

7E2) 61 BUNICSBLL EDREFD EBIAIRNERH SN, B DL RD4EED S 52D E#E T 8BS
OEFNIFERE, Q2BHHET, @OLBHE (cm) <10/5—t 9 1)L, @CRPE0.5mg/dLiB, HbfE12g/dLKE,
I T = B3 2g/dLFBDVT N

TSR ZA%100mga#

N=ASA > DLEMER (ke) 37.06%6.34 38.88+7.06

1E
H
%
F

(FHEE L 124 R E) =

R—254 U H5ND1 2EEDFHZLED (kg) %

o — s £ ) 0.1740.17 1.38+0.18 ;H%

TS REEDEEEY (kg) (B/NZTRTFE) [95%(SHEXMA] - 1.56[1.11, 2.00] 2
piE” - <0.0001 =

a) BIERILSTUCRBREBER 17461 (R&1100mgg#s844l, 7S REE04!)

b) "= 54 VB BBREIRSHDEN HDHERE (AF100mgst 734, TS EREEs34l), RN\ _RFIEFESELS
95%CIELBMDN—=R S A MEZHEEE U REAET —Y ([CHT 2HEDBDIC LI ED

C) BREUKEDAIS%

1
1=
R, DIEEICRE T 2 hIEESE, REEENOIFEBEEEGILUTOEBY) THhY, AERSETH 5"5
N — =/ =73 N — =\ N P=S
RSB UEDIF1.2% (1/8346l, IBHD), KREEAE(CEZH ULIZDIE3.6% (3/8341, EBEHOH2 =
FIRO @A) FOSFEMEREAE(CZY LIDIE16.9% (14/834, BAHEON6GHE], O 26|15 0G
h'efl) T olz.
(DHSEEICRE T 3 oL EEE) ~ =
LIROV TN OB UTe 2 D B
O BOEX FDFIBEERE LSS E M
QHBIEXGIENERTO v IHRDSNI-BE 2] %
@ DIEMA0E/ DR BORMERIR, AR IO 7, ARERENRD SN cBE Z
@ RREMTOv Y, SERMREIEESTLENTOY 7, BEODEHEANGE (ZEHE, 2EFEXER on TES) H'R =
HENI-EE
® 35> MEDRENRH SNI-BE, LGDEEDE FHRD SNIzBE
® BIY 3 W I REEEBEO MR RO S8
@ CTCAE v4.0JDGrade3ll Eh DY cO—LRBOKKESE, &L < EDEREBHRO SN/-BE
® DHEAEICRI T B IREENE (50 U TRER U, 1B 5 ERa0s CRE R EUE (Cos U s
(DVBEBEICRA T B IASREE)
LIROV TN OB UTe 2 g
@ PRESIBH'280MsZBR, B5RELEDESHES KB L T25% HER Uz s i

@ QRSIEN™ 1 20msZ#B R, RSFBEDIRSAIBELR LU T25% U HER UICHE

O FERAIEIMBEAMED 2 WV (EBSAENMBIMEN ZENZNDN—X 5 A VED 520U EETL, BLDHTVLEIFE
DIERZER UGG

@ TEPRICHD EEZSNBBLOEVLENFEDERZBRE UGS

(DVEBEICRA T DR IREESE)

IFOWITNHODEE(CEY UcEE

@ PREEEH200ms =B R, R 55HHBEDIRSEMBEEEE U T25% L HER UciBs
@ QRSIBH100MsZBA, BS5FIEEDERSHESHE L T25%U LR Uicisa
@ QTcBE UL FQTCFH480msl L& - TemE

(DEBEREFEDRTEEE)

DEBNEFEOAEEEFLUITOES Y THD.

@ DEX, Iri8, IIE : A& DRS5EHEE, R5B1ERRSHBIEE
Q@ BRE  ARIDRSEIBATN R SFEE3EE




RSRIBRINER

(ERFRRERR) (DD)

2. EAEMEEER (ONO-7643-05515%)
HAAKEGE, BEX(EEES O ARREERE 4961Z1RIC, AF100mg7Z 1810122 (C
128ER0O”S Uic. EBHHEEE THBHILBMDRN—=IX 51 U H 5 DELEN —EHOKgFRiE (iR
SIAN S IHBREBDEIG [95%EFEXE] [F, 63.3% (31/4941) [48.3%, 76.6%] THofe.

7E3) HRBUIRAREE, BB ERETEX FMERER, HhDPerformance Statush“ 2T (BEEE(CH WL TldPerformance
Statush" 1) DESH

E4) 65 BUAITSRL EDEFEF EBMARNEZSH SN, D DUTDABEED S 52D ikl EE
OEFXEERRE, Q2BHAET, @LEHE (cm) <10/\—t>9 1)L, @CRPE0.5mg/dLi8, HbfE12g/dLAE,
IV T = UE3.2g/dLERBEDVLT D

3P, DHEEEICRE T BhIEERE, KREEENFRRREREF (BN T (ONO-7643-045
B) ] CEETHY, FEIRSBHCHIEEECHZHE UTEMNFH ST, REEECHEELIEDIF6.1%
(374941, BHORUOON 14, @NH'24)) ROVFRBGHECELRE(CZE UIcDIF12.2% (6/494], BHO
H3%), @QRUON1HI, @H26) Thofe. Ffe, DEROBIEHEEICOVWTD [ERE IH5ER
(ONO-7643-045488) | Bk CTH > 1.




Adlumiz

B &R SR VEE @R n=iIstE LV iRR

2. B2 (ROEBEICIFIZS LBV &)

2.1 FEIDE D I UBBEDEIERED D 2 BE

2.2 SoMEDAREDH2EE UDHEEEZINHI L. FERNELT 2B ZNH'%D.)

2. 3 DABEEXIFIIED H B EE VDREEEZIIFI U, XN BIL T 2B ZNND D)

2. 4 BEORBIGERESE (REBEEJIOvVIE) DHDEE FFIFFT MU DI LF v RIUBEEIER
BHT B2, REEERICH UIFEIBICER U, BESE2BZFNHHD.)

2.5 ROER#RSHOEE  JSURONA VY A SSAFV—)L, RUDFV—)L. U RFEIL
SHEEE, QYRS v MESEEA TV NULEIL TXIVEE [10.1 B8]

2. 6 PEEL FDFFHEERES (Child-Pugh238BRUC) DD EE (REIDEANSDEKRICIFE
[CHENSS LU TWaes, MEEEN R U, RIMGERIHEINN S SHhN2HBZENHGD.)
[11.1.1. 16.7.2 8]

2. 7 B{tEBRERE HEBEDSREBNER(ICLIBEOROBMNHEREE [5.4 SH]

AR BEIREE

SHIE - BIERESFDH 2 EFE
(1) BiRER (RIRE, /DEHES) DHDEE
IDHEREZIIHI U, FERDRIET BTN H U ET.
(2) DEMEEN SIRIEDELEDH D EE
IDHEREZ IR U, IERDRIL T 2B ENNHIET.
Q) MMzEREE (FEJ70Ov 7, AE70Ov 7, 70y J7%) D&H3EE
FAENEFT MU D LT v RIVBEEFRZE T 5728, RIFGERICHIHIBICERL, BRIESEIHZEN
PHUET (BFESNOANYE [EEREANIR]. [EXREER] DIESR).
(4) QTERERDBZNNIEZDEHEEDH 2 FE
QTERLERNMECSHETNLGH I E T EFLSNRMINE [EZ2GREAIER], [EXREIER]
DIEE
(5) BRERE (EH YU LME, BT %Y D LME, EHILYD LME) OH3EE
MBCERDHNHSONDBZNN B ET (BFLSNERNXE [EBRREANIR], [EX
IREIER ] DIRSR) .
6) 7V bSHATUVRERDRSEDSH 2 EE
PV RSYA T VRERCF, BREREDLSEN G D ICHEEREWERZEC IBZNHH U ET.
(7) BRI EE
[M¥EEZ LR BRI ENHD I FTT (BAFLSNORMINE [BEEREANTR], [EXREIER] D

(8) BEE DRT#EEREE (Child-Pugh%348A) D&% % EHE
BE D HAERED®D 2 BENPIEREDCYPIALBEERZHAT 250, BITFREL T TV
(KEIDHEAN S DEKICIFEICHENSTS L TWDIcH, MPREN ERL, RBGERISIN G
SONBEBENLHUET. Ffc, PIREDCYPIALREERIOHAICKY, FRIOLHOTRE SN,
FBICMPREN LRI IBZNNHUET.) (BFLSNAMINE MBEER], [EXEIER],
[FYENRE] DIRSHR) .

%S )
TR CIRINH

]

1E
H
%
FF

R O Il

1
£



RSRIBRINER

‘JO

ARDBEGZ DhDERE
(1) 1%, ElR, RIARSE
RN (EFER L TV ST EEMDH 22 EIClE, BE EOBRENEREZ LO5 i NDES
[CDHRGS LTSN,
NOANDT VU YHZVWET VU YT FOTDRSICRUEFEEDEE, BRASDRE HREDET,
BRHDAEI DD SNTNET 2,
FEIDBEEBEIFRETI N, EBMEABVNIE, SERUTHZ I EEZZEEIH L, BREBRT 2T
BEMEN' S U E T
RABICIFER EOBERENUBIREDERMZERL, KADMFX(ERIEZRST L TIZE.
ABIDIAPADBTERPTID, FBBEUNBNC L, BIEEMTHDIIEFEEET DL, HAPICHT
IB RN D) FT
(2) VR
INEEICH T DERARERRIEREL TOEEA
(3) StinE
—MRICEEE CIFEIEMEE (BREE FTHRE, RBIKEES) NMETLTLR0DT, BEDREZEHREL
BOSEEICKRS LT IZEL.

1) Luque EM, et al. Reproduction. 2014; 148: 159-167.
2) Puechagut PB, et al. Reprod Fertil Dev. 2012; 24: 451-460.

PABREICDWNT
PAEBRE, FBEOXRETR— N CERLCOET BT ENTED, ETHOBEEE(CED, 818
HEDIFFENIIES SHERHADOEREZMNIL) ZEHE T 2SRFUEDERRE] ) EFHINFET.
Fio, RERHA EBRRIRE L 2 IRBBREER TR, (E2EEDMEDHESS, BEsDiEREs|x

BBIU, SBICF>EFERICETERELEDKLFIULFET.
1) Fearon K, et al. Lancet Oncol. 2011; 12 (5) : 489-495.




IR SRBEDES Adlumiz

HiEMUBAE @Fean=HitxE &y ik

6. iENUHE
B, BAICR7ZFELV VIGEIEE LT100mgZ181E. ZEFICEOKRST S,
7. BERUREICEET HFR

7.1 BEDFEZ BT 5 cOARFZERFICARA U AFIRAR1FEEFRSEZ LI &, [16.2.2
£073

7. 2 FFTBRESICK D AEBNNEFBRIBN RO SNBVEE. R56MIB3B%Z BR(ICRAIPLE
IBH L,

7.3 12BE7ZBA 2 AFIDIREGEIRFF. AE. B2ICKIBMZHET 25, EHNICIRSH#R
DNBMZIRFTT D& [17.1.1.17.1.2 2]

BEESEBORA 2V b ERBEEROIRA
—RICEADICRER(E, ZEREEEZISNFT.
[EPRBSICARA L, 1B LIz> Th SBRZ 3] SEBERAFERIPIVTLL S,

XBEREBORATH, BEOFECKIIAFDRNNMET LT —9IDHUERYT. MEFIORABIF, YBPZNLIEOBED
FEEZIBURMNH DD, FRIUETT

2] - T
L AA

o —RICANDEKREHIZ,
ZERBEEASIET.

REG
185 E L E
7=2THHS

[BRFEDO—HI]
EREEIC
BRLEe

REBEERNE, BN TH O
RICH, BB BT oo
HEOTWBIEDBYET.

R

%
5
th
?
i
=R

B

s ealiii

1
£

Yy



BRSRIGROER

‘2

tHE{EF

FANSEICCYPIALIC K RHEINKT. MOEEIEHATDHEGIE, THIOFRELTIESL.

HARZ (HALBWVWI L)

EE2F

ERARIEIR - BB7A

s - eRRET

5920914y
7D
A4 ~SaFYV-L
A RUY—IL
RUdFY=Ib
JH4T7x VR
U RNFEILSERA
J—E7
aEY Ry hSHESEE
2IUEILR
IVYRMUILEIL TRIVEE
Ja—)\

REIDMEED EF U,
BMEADFRREMER SN
BTN HS.

NS DEFDCYPIALICH T B WVIBHE(EA
[CKY, REIDRBFHEEENS.

HEER HAICERT ST L)

EH2FH

ERFRIEIR - BE7A

s - ERRET

MRS
%’)Iﬁ/ A = NERRIEKFDY

TS DEEF D AR
EAMBRINDHZN
2.

FANSFT NUDLF v RIVBBSERZB I 512,
INSOFEHEOHAICKY, EREIRMERN 1SR
SNBTREEND' S S.

B BEODBAENBIERN | TADREZNIER & ZESERICE VAT
77 O- L% BOSDNBC NGBS, | DHEEIBIEERET 552 N1 55,

. R T I ) e )

R R . | s Byt | CNSORRIEOHAICEY, DEkEESTS

OJREN' 5 S.

QTERERZRI I &N

QTERIER, DEMARE
Ik (Torsade de pointes

FEIDORBGERIMFENERIC K, TNSDEF]

TAIDF T UV D (S

John’'s Wort: > k33—

VX -D—h) SEBRS
[16.7.1 =88]

DRIEIET D HBZEND
5.

ASNTNoRA £30) SOEELEIFR | OQTERERFRNERT 5521053,
=77= ERTTBZNDBD.
¢1§%®CYP§(A4B§%§U
TUZORAYY, N
IILF 7L, AL E DL | CISOBRIDCPIAICH T SIS ERICSY,
A7, JERPRRDERST | KAoR#DESINS.
ANTFZT% '
[93.1,167.2 B
AEDMPRENLRL, | FU—F I~ I 2—ACBFENBHH D
TU—FoN—yYa-2 | BFROREIERSN | CYPIAMTHT SEEERICS D, ARIDABN
BHZNNG . EERPEEY
CYP3A4FHI
HILNTEE Y,
Uo7 oYY, PR
JIZhA, FPACMTEENEEL. | cnonsHInCYPIALIHT BHBIFRICEY,

FEIDRBHHIMBES ND.




Adlumiz

AE|DERPREER CEARRNRL), XIEARVWITRHEERZHA T 2K, SUEIRTTHR—EDERARER

EREHBRNEBOSNDE TIE, AFIRSPFBEEOREZ K VIEEICHRULTL S, %
=4
FHI DR CTERAS NICRERMESR & Fl2D—E
NEMESHE BlEs
RNYRRT 37 g
HIVRFSF 27 o
NVEE Sl 26 %
RARVFER 24 =
AU JFhY 21
FHIT=I - XSV - FTSVILAUD L 21
ToF=7 19
J)AOYS VI 17
LRk F— b 17
REg+tib 16
FO4F=T 12 .
SFLYIEY 10 %
SLVILRYT 9 %
e/l 7 b
TIPFZT 6
FTEHUTSFY 6 ~ @
NUDILUIY - FESYIL 6 2 %
HHQ“
YRTSSFY 5 =
ARYIEY 4 N
AN 3
1=AVE vl 3
NZVLRT 2 .
L3577 2 =
FIUNLET 1
rSRYRT T 1
LyFFv 1

13 4



RSPDER

‘4

BIERDEIZ

- ENE TN UL MEHE (ONO-7643-03, 04K U055ER) DR EMEHiEXISR 187410, 844
(44.9%) ICBIfER BFRREERBZS0) "RHSNF L.
- FREMERE, v-GTPIENN1264 (6.4%), U INEIZOE1E0114] (5.9%) TUT (EERES).

EXFEHEA
(1) RIETERINH] (10.7%)
DEBRESR (IRSPREBXIEQRSBOLER, QTEROLERS), BE70v D, 5k, &Ik
%, MERT, LEHRNNESEDISSONDIENGIFT.
EENROSNIHEICE, B5ZPILET 2HEBUMLEZT > TS
=#E (4.3%), FERHDEIL (4.3%)
BIE BREOBIEASHSHND NGB ET.
08, SBREFODIERDOFERISFEL, BBICHUTA VAU Y, BROMERE FEORSPAAFD
BE5ZPIET 2F, BUBRLEZIT>TIESL.
(3) FTHEEERRS (6.4%)
AST, ALT, ALP, r-GTP, MU ILEVED EF7ZH DS HHEEREN G SHONE T ENHY
*T.
EEDNRDSNIIHEICF, B5ZPIETDHEEUNEZIT > T ESL.

(2

~



Adlumiz

ZDthDEIER
5%+ 1~5% kK5 1% 5%
MEROU >/ SREE U ) SRR
ERORSE= RSN AT
RS ACTHIEND
PRRE= RS, $B48, BRERESIRME
. o s, SRS, P9, 10T, REsRRys,
BEE ZiD, ™, 5 OB B
WM, W, EERE, (18, BB
LHEE BRI, STE, R H;Z’E i, BEFE, 8, =5
S SrUZULY RME, 7 0—ILEA,
RBROREEE - E;E; i; g | AT O, 11U LIS,
o SR NUmAES, RUZURY R
HERAROEAAEEE BET, BEENEE, B
_ Bapuk, B, TEMDE), REEE,
A * 1‘2/ N E;E E/E\‘ ]
e TR 7 M= 1 —0/SF —, (R, RORE
BN O RS REH FROPImPS 14
IR, MSRR: O iR IFIRRE, Kk
HEROE TafES 25, 2TE FSEERE, 5T, RS
MmekE=s SMmE, 1FTY mE S
JUINEZOPY | mch7 R s, _
1|y hv] BV g AN
ZAth - L DHEES] BB, BRI

FFEH

1’
=
o
R
=
=R

B
s ealiii

f

1> 4



IRSHP0ER

& BN 1185 RNR U'E M85 (ONO-7643-03, 04K UF0551H5R) DEIEFA—ES

‘6

LSS R BIE 1876

B EFRFIRERIEL (%) 8441 (44.9)
BIfEFADTEE BilZs (%) BlfERDELE {5125 (%)
DFES 13(7.0) BRRIRE 34 (18.2)
FIEBEOvT 7 (3.7) ALTHEHD 2(1.1)
EES 2(1.1) ASTHEHD 2(1.1)
RS IE 1(0.5) mepE'U)LE v 1(0.5)
IR 3(1.6) mepo O—JUiEs 1(0.5)
IDEERSIE 1(0.5) mch LR T O— LD 1(0.5)
ENURERES 1(0.5) mep > R oFEE 7 (3.7)
ZRFELER 1(0.5) mepLDHEED 2(1.1)
A fES 1(0.5) mch U A8 1(0.5)
S papPAES 1(0.5) MmEET 1(0.5)
IRFEZE 3(1.6) mEES 1(0.5)
iR7EIm 1(0.5) meps MU D LGS 1(0.5)
7 R 1(0.5) mep U2 U R 1(0.5)
ARIKEZARAE 1(0.5) DEBRQRSEIER 4(2.1)
BEES 12 (6.4) IDEBRISTER ) TRE 1(0.5)
LR 1 (0.5) DB TRIRIER 1(0.5)
g & 1 (0.5) T -GTPIHD 12 (6.4)
RSB 1 (0.5) FROp 7" R 4R 14 5(2.7)
6 R 1(0.5) JUINEIOEVEN 11 (5.9)
W= 1 (0.5) FREPIBS 4 1(0.5)
T 2(1.1) U > ) NERETRI A 1(0.5)
BiaHm 1 (0.5) REH 1(0.5)
Z D 3(1.6) IDEMTRIRIEEN 1(0.5)
BER 1(0.5) IDEXPRIER 2(1.1)
ORI 1 (0.5) MmopALPIED 2(1.1)
B 0 1(0.5) HHERES 7 (3.7)
—i% - £ BEEN R SEBAIDIRAEE 15 (8.0) FEpEsHFE L 1(0.5)
] 1(0.5) KEEE 1(0.5)
RIIE 1(0.5) GERS ] 3(1.6)
PREEE 1(0.5) [EENEES 1(0.5)
PRk 1(0.5) R — 2 —0/VF— 1(0.5)
R 1(0.5) 8 BR 1(0.5)
BRIk 6(3.2) TEEE 2(1.1)
F B 2(1.1) E % 1(0.5)
T 2(1.1) EN:hd 1(0.5)
OB 2(1.1) BRURERES 2(1.1)
O 8 1 (0.5) EB8R 2(1.1)
RRREN O B 4 RE 2(1.1) EIER N U ERS 2(1.1)
_IREE 1(0.5) ZHEALILE 1(0.5)
EIRNIRZE 1 (0.5) AILER 1(0.5)
RERORERES 18 (9.6) IFORES, BB UfithRiEs 2(1.1)
PERRR 6(3.2) (O bR 1 (0.5)
[DEEEEEES 2(1.1) oK 1(0.5)
SIMEE 8 (4.3) MERUE MHEEES 11 (5.9)
ShUJUEY RIDE 1 (0.5) AT 1(0.5)
2BUNEIR IR 2(1.1) ZTAE 3(1.6)
HERRMUESHERES 3(1.6) Z DFEE 1(0.5)
iy 1(0.5) ® B 6(3.2)
IR 1(0.5) Il 1(0.5)
B EAEAE 1(0.5) meEEsE 5(2.7)
BSI0E 3(1.6)
FTw 2(1.1)




Adlumiz

BIfERXISR fe

i

G e A .
ABEF NS LT v RIVASEREET 31, HHEERICENICARLET. DEBEE, ik,

M, D, SRESEERNICEE LT <2E0

* BERRER(CHITDBRIESEE (TFeD) Z8EICLTLET W) o

BHRDSNIBECE, BE5EPIY 2SBBLBEET > TRE ]

-a&%mﬁﬁuat, BISEELTL AT, o

2

[FAER] DENES (EERPREERGQRSIBOEE, QTRBOEES), BE=70wv 7, 5k, Bk, .

BiE, MEET, F=URNIRES

%

B BRARICH T D AIEEE %

IDER, kg, mE AE DR SEBE], ’RE55B1BE, RUKRSEIBLEIET & %;%

EfRE AE DR SERBEIN R SEBLEIB T & %

B TR (ONO-7643-0455k) ROUEMEMEEER (ONO-7643-0555k) (Cd (T2 DHEAEICES
I BPUIRE, AERENRIREEEEILUTOLESYTY.

(DWEBEICRE T B hIEESE)

BIROWINHODEEECHHE UcEE

@ FVEX [FIDEEZFE UICEBE

QHBIENIIEODEETOYIHROSNCES

@ DERA0E/ DR BORMERIR, BEITO YD, JEASERENRD SNIcEE

@ FTEEMTOY Y, BEBERAZHEITE2EGH T OY U, EEOLEHRMNNE (SR, 28FME B
X(FR on TIRR) HERH SNIcEE

® S>MHEDARENTRH SNIEEE, XIS DHEEEDE THRD oNfcEE

® g 3 v I REESEOMER AR SNEE

@ CTCAE v4.0JDGrade3l EA DY ~O—/ILARDIAKEE, BULFOERITBARDONES

® DEEEICRI T DMEEHECHE U THREL, RSB ICBEREREECES LSS

1’
=
o
R
i
=R

%S )
TR CIRINH

1

(DWEREICEI T D IAEEXE)

BIFOWSTNADEE(ICEZE UIcEE

@ PREFEN280msZHEA, HS5HBHDIESANES LB U T25%L HER UTZiHE

@ QRSIBN120msZ#BR, X5 5BHDERSIIMES HE U T25%L HER UICBE

@ FERRIEINMERAMESD 2 WL B RIENMEIMENZNZENDR—2 S A MEHN 5 20%U HETU,
BOVHEVPENEEFOERZBERE UICEE

@ AEIRICHD EEZZO5NDBLHFVPENIZEDERZEE UEBE



BRSPOER

‘8

(DHEREICRE 9 /T R E )

BIFOWITNADEE(ICEL Ut EE

@ PRAEFEN200msZi#B R, RSHBBEDKRSIMEE R U T25%L HER UTciHE
@ QRSB 100msZ i8R, RSFHBEDIKRSAMEE LR U T25%M HER UIcBE
@ QTcBE UL [FQTCFA480msU E &R > feizE

EME D 1E582 (ONO-7643-04588) (CHWNT, FARSEH CHIEEE(CEBLIZDIE1.2% (1/83

Bl EBHO®), RERECEZLEUIDIF3.6% (3/834l, BHONM2BIRU@N1H) RUNFRIGIEEZE(C
ZEUIeD(E16.9% (14/8361, BHRONEH, OO 261K TOH6H]) TUR. EAREMHERE (ONO-
7643-0588) [CHBWVT, FHBRSH CHIERECKZIEUCEMNIIE ST, REREICEZI LD
6.1% (3/49 6, BHOKRU@OH 14, @H26]) ROTERIEEERE(CZZS UIcDIE£12.2% (6/4961, EH
OH'38, QRT@N 4B, @H"241) TUT.

= M#E

- BIELHSONBTENGBU XY, AFIRSHGATR TR SHED(E, EHRNICIEE PREDHE
EZ(T>TLIEEW

(8, SERFOERDOERICIRL, KBS TA VAU Y, ROMABRE NEORSZTD, NIER
BD’SZHRILET 2F, BYRLEZIT > T T

[(ERER] 078, S8R

H:F -l-\b ;:z---

- AST, ALT, ALP, 71-GTP, ﬂ]]EPl:“U)bl:“)%@i%%ﬁ#ﬁﬂﬁ%ﬁ%ﬁﬁ%b‘\a@610#’[%)Ctb\“aﬁUi@.
AEESFEERINURSHETE, EENICHEREEREZ{T > T<IETL

EEHNRDONIHBEICTE, ?x%%qjjtﬁéﬁﬁtﬂﬂkﬁ%ﬁvf<7LZSL,\

[EHER] BRI, =BEH



BENURIESFNDEHIA Adlumiz

AEID®R S ZEAIBT DHIICIE, BENROREICH U, AEIDRKRHERGRZHAT 2 EHIC, LINDEIE

[CDWVWTHoITERAL, B - BREEF T,

- REDBEE, e HED UCRIRRB DR AR, IE/\Wiiaie, EitesE (KEE, BE, &
fB) [CRRoN TV Tz &.

- BARERICBV T < DERERR, RAMBN SIBE CHREZINDUNRNARDONTNDZ I END, iR
% 3IBAELEE > THOHROERN B WVWESE, REZRAIRIET 2T E.
BB, TOBOAFIDIRAMEC DOV TESNICRS T 2NEN DD L.

- INFTHEOSNTVL2BEMNHEICET 2ETIE, BRDWELAREDEINREBNICRENTWVDD
HTHY, FIENHEEAENOVEEESREDEBE ZWNRICEINDOBEM M ZESE I 2 sl RO TH

L.
MERREHBROEMEIC OV TS, RAZRE[MITOMFICBERHEL TLXRITDT, TFALIESL.

HELEICHITDFEER

IDMEDOEE (ICRE T ZEIEA (RIBUSERING]) OTgEEIc DOV T

- DEDEE (CHET DBIEAN GOSN DOEEEIC DV TERBBL T 2.

- EHINIDWEEEDRE (DB, Irif, ME, DL, SRES) "B TH 2 EZHEL TR

- EENROONCBEEICE, BE5Z2DIET 2EEVGUEBNNECRD T EZFAL T

=

- BIMAEN G S HONBDTEEMIC DVTEHBBL T T,

- MABBECRIEDERNIRENNE CTH 2 EZFHBEL TS

- MEICRUTA VR U Y, ROMERE FNREOKRSZ1TD, XIFAFDHRSZHIET 5%, BURNES
TOEREICDVWTERBAL T L L.

FFiaErEs

- AST, ALT, ALP, v-GTP, MU )LEVED FR =4S FHEEERESN G S DN D OTREEIC DTSR
BALTLIEE0N.

- EHINGAFSEERRBEN N E CTH D T EZFHIBL T ZEL.

- EENROONICHEIICE, B5ZDIET 2FBYRNBNNEICIED T EZHBLTLIZE.

Bl{E R FIRIF DX It
BIfER, H2VEZFNZROBIEROEIRICKT OIVCIES, EPHICEHICHENTDLDEELTL
Ay Al

FFEH

et S Hdmkis

z
R
0
P
&
%

f

19 4



BEMURIRENDEHA

‘EO

F[EREPNEETH > CH, BEPREOHBELERICEET 2UHFPEEICOVT, FEEPEEL
[CHRTEBDILZGATLIESV. HHET, BFEPERRELSE, HOFFIRDY BNA R 7%
TSNBHBENHSDEHLMATIIEE.

#* I RIS T, RARSATORFEARLTOEIOT, TERRTL.

IFNNVIRAzRAxh3
BEIALIRBEDHBLEEA

1) somuERxERyR B FREahe sE B S s

ARE
. B

IKLIXEEATIRESAPCREOHLIEE,
= STt THPEBI T LI,




I8

Adlumiz
1E
2
B ® IEBRERTE CHE D D ABREICH T DT RV XOBEMEZRIIT HE EBIC, ZEMBRTTD. X, %
I RV RDBEHEBEICH T DREIC DV THERNICIHRETT 5.
HETFYA Y DhEsRHRE, ZE58, BERL, WITERLE (RGELER)
PO IR (C D N ARKRERE WU N ZEmlc g BE) 17441
LR MEHREEDBEIN E 13D M EIN [SAREREEAGER I/ V B X (T B F DI\l Ah e
- BE6 7 BUN TS %L EDZREN TRWEERAZFR0H D [HRBOHREN, EERENTCAESINZ n
BE61 8 (1808) LINDAEDRAMBEN O HE U T5% U LR =
-BREHICU TONABREICRET 2EEZEICT B
(1) BERARIR™ %?j
(2) It DAIEE2I58 L t7EmIc T )
a) BANFERRY, b) £285HE T, o EEmHE (cm) *2 <103—t>9 1)L (LEHEE =
DAMICHIFBD TAI10%FKmE), d) UITFOIEERIEEN FZEcs [1. CRiv4ES (CRP) 1B -
0.5mg/dLi8, 2. NEZOEY (Hb) E12g/dLE, 3. 7V T= VE3.2g/dLAE]
¥ BOAKR, BEA X EBR2RNO28HE TS, KEEIL AR (NC) BEERIEAER%E (CTCAE)
v4.0 BAEEER JCOGHR) DGrade1M EICEHET2HDE U,
%2 HBIEREIS, LIROSHERIC K KD, g
LR (cm) = EBAEE (cm) -3.14 X EB=8#K FEFE (mm) /10 )
-ECOG-PS 0~2 ﬁz@f
¥5E% I RLE=R100mgRIF S m%z, 1810, SR, ZEECROKRS L, BEEER D158 EiE )
BEUR. BSHBRF12EBETH oI, g
FHEEE A3 EZHEIES  DEXAEIC K ZLBMONR—Z 54 U H 501 2BEDFHZELE
BIREHEIEE | SFHIEFHRICHIFDLBMDR—R S A4 UV 6 DZE({EE
SFHESERICBITDREDRN—RSA VH6DZE(EE
QOLACDOBAEEIEE R 077 (BfE8) DRX—X S+ h oD 1 2BEDIHIZ L2
SFHHFHACHIT D QOL-ACDORMEEIEE A J7 (Bf8) DN—XS5A Vh 1
SOE(LEE 5
T BEER, BIFRE (Eg
DEXA% : “E I RIVF—XRRICEITEL (dual energy X-ray absorptiometry), 2F&5EMD3E T DXFRZLERICHRET L, s
ZTNENOREEFRN SHHMEROENEZ, B2, BHE, LBMO3ECHIFEHAIT 2 LN TE2. =
LBM : BREERH1AEE (Lean Body Mass), AEN SRIEIAZRRUE, BIRPE, NIESDHRES.
QOL-ACD : PAEMIEAICHFDQOLZEFEET 2/chDEMECTH Y, EENE (6IER), BAKR (BIER), B - DE
JREE (BIEE), DR (BIER), £A1IQ0L (1IBB) IS D522 EBRIC LW EHEY 5.
fRrEtE B3 TEHEIEE | TRV XBE ST ERBEODEXATAICRDIBMODRN—Z 514 U H5DELE (&

IN"FFEH, LS Mean) & FDIZE#EE55 (SE), LS Mean(Txi g 595 % SFEX R (95%
Q) IZDWVT, #&58, 1Fn (B) RUKREFDOERE (5% E10%LLT, 10%i8)
ERFEU, R—RSAMEEHEEE UTEREAET—9 (LT DHEDEDT (B
BEK#E 1 p<0.05) [CK - T, BEDHEEIT o 1.

BH, R=XASA4HSDI2EBFDFHYZE{LE (FMixed Model Repeated
Measures (MMRM) 3EIC K JsKedTz.

FIREHIEIER  ZFHEFEICBIF BBV, FENRUQOL-ACDOEMEEIEE X 177 (BR8) M
R=AZA4VHH6DOZEEE (LS Mean) &EZDSE, LS Mean(Cx g 295%ClICDW
T, 58, BFa(8), AERLDRE G%LAE10%LUT, 10%i#8) RUBRSEE
i GB) DXRBEERAZRFEL, SFHOEBDODR—XSA VBEZHEEE UK
EBRAET —9 (T 2HEDED T (BEKE  p<0.05) [CK-T, BRI &I
DHEZEIToTE.

%3 LBMIZE3, 6, 9, 128, AENUQOL-ACDOBMENEIEE X 17 (ER38) 1£1, 3, 6, 9,
12:8(25HiE LTz,

Tl CABRRIGSEBHN SRIIRSE28HBE CICREUVEEESRICOVWTHAB L. BRE
DRRERIE, 1) [BASHICEBESD Y], 2) [ZoEERD Y], 3) [BERVLWEDVRRL, 4) [%
DESER U] IE5) [BhER U] OSERETEHIL, 1) ~3) SHESNEEZRERERREDRAR
BERNESETETRVAEESER, Ih5 [BER] & Uk,

EEID SHRESINCEEEREBE, ICHEREREAZEEHASENR (MedDRA/J) ver. 16.0D25E

BIKD%8 (SOC) NUEAREE (PT) ZAWTCHHEA I,

BEERDEEE (Grade) [FKEEIIN AT (NC) BESRERAER%E (CTCAE) v4.0H

A5BER (JCOGHR) ZRWCEHE LTz,

1) \BFER T ENE I8 (ONO-7643-04) HERRE GTRNER]) EGRIGHIER
2) Katakami N, et al. Cancer. 2018; 124 (3) : 606-616.
[FZAER] ARG/ NFERTEDTIEICL RSN, BERGYDBEED D B 2RI/ NFERITEDIHETHD.

~N B
DB
B U
=
i3
3

21A



463

k22

HERT Y1

ORERSH128E  Follow-upHA:

7FELU>100mg
(N=84)

#Z2H1 1 1588 28HME

BREHICOBBRAE - 1RE - BEZREL
S S HIRR S NIcARERE
CERREADBEEN—RSAVE LR

Hbe (551, 3, 6, 9, 128)
BRI SHLE, ARRERSH1E, 38, GERVIBDFREIR,
SRR IR T o, RSHMIE 1 28/HE U,

FIERESNARERESEE RND) 1 1746 (P FEL U VB4R, TS =REFI0HI)
REMTHRIER CH 1T DEITHRER (SAF) 1 1736 (FPFHEL U VEE836l, S REEI0H)
RADITNERER (FAS) 1 1726] (FFEL U V8826, 7S5 REF90H!)

(DHEREICEI T DR IERZE)

LIFOVWITNADEEICZHE UILEE

OFRDAENX [FDEHRE 72 FEAE LT BE

QFEIENRIEDCEZETOYINROSNIEE

GMAA0L/ DFRBORERIR, JAETOY 7, AASERENZRO SNICEE

@FEEMT0OY 7Y, BERBMRUZHITEEM IOy D, BEEOOERINGE R, 2EFH EXIER on TIRR)
RO SNIERE

©3 >MAELDARENERD SNIEE, XIFDHEEEDE FHERH SNcEE

@RI 3 v IV RERESEDMER THRD SNICEE

@CTCAE v4.0JDGrade 3L EN DIV FO—/LARDIKEE, B U IFDERETEHNRH SNICEE

@ILVEREICEIT DMERE(CEA LU CTHREL, BREBRKICBERERE(CZAUICRE

(DHEBEICRE T 2 INEREHE)

MUTFOWSNHODEECEZEUICES

OPREFEN280MsZB R, #S5BIBHDESHIECLE L T25% HERUCEE

Q@QRSIENN 1 20msZiBZ, R55IBEHDERSHES LB U T25%L HIER UciBE

CRAIEIMBEHAMESD 2 W\ (B SAIENMBHRIIEN ZNZFNDOR—I 54 VEHNS520% U EET UL, 8L ELRE)
BREDERZEE UCES

OFREPRICHED EEZZ BN ZBUVDEVNLENFREDEREER UBEE

(DBEEEICRI T 2 X R IR ESE)

BTROWVWITNHADEECZH UIcBE

OPREFEN200MsZB R, RS5FIEEHDERSHIES LB U T25%L HER UIcBE
@QRSIBHN100MsZBR, #5EIEHDERSTEELE U T25%L HER UCBE
BQTBE UL IEQTCFN480msl E TR > feig s

(DEBREDRIEEE)

DBREDATEREFLUTDESY TH B,

OINEM, IrdB, ME : AFIDRSEIEE], RSB 1ENURS5HR3EE
QBHRE | AEIDRSHIBAIN VIR SHB3EE



Adlumiz

E2EES
T RILS X8 (N=84) >S5 tiE (N=90)
o thR{E 69 67
i, 5 (SME~BATE) (39~84) (41~83)
) . S 59 (70.2) 57 (63.3)
KR, n (%) it 25 (29.8) 33(36.7)
THSEELSD, kg 52.23+9.43 49.73+8.32
TEBMI£SD, kg/m? 10.81+2.60 19.27+2.31
: \ 5%LLET0%LT 50 (60.2) 52 (57.8)
e e 10%18 33 (39.8) 38 (42.2)
G ° e 1 0
SERT— 9 +5D T15LBM 38.88+7.06 37.06+634
(DEXAE) , kg TS 11.29+5.04 10.68+4.21
0 9(10.8) 13 (14.4)
. 1 64 (77.1) 65 (72.2)
ECOG-PS. n (%) 2 10 (12.0) 12 (13.3)
] 1 0
. - QOL-ACD 74.9+13.0 70.9+13.0
FHQOLZT7 £5D, /= QOL-ACD Er38 3.0+1.0 29411
e 65 (77.4) 71 (78.9)
RS 14(16.7) 16 (17.8)
- o KRR 1(1.2) 0
Z0ft 1(1.2) 1(1.1)
R 1(1.2) 2(2.2)
IA 3(36) 101.1)
\ . B 6(7.1) 11(12.2)
e n (%) I 49 (58.3) 60 (66.7)
BR 26 (31.0) 18 (20.0)
(L2ms 64 (76.2) 70 (77.8)
b i i1 EGFR-TKI 23(27.7) 29 (32.2)
ARSASELARIE | e 7(83) 6 (67)
a7 A ERAE 18 (21.7) 19 (21.1)
PN 1 0
0 2(2.4) 202.2)
et o ) 1 20 (23.8) 31 (34.4)
BRL YAV, n (%) 2 19 (22.6) 18 (20.0)
3LLE 43 (51.2) 39 (43.3)

RATISRER :RND  SD : 1Z#(RE

EGFR-TKI: LEHERFZEHFOY v+ —TCHEE

FFEH

e S Hrdmids

Z
I
)
=
&
=

2> 4



157

k24

B

DEXAEICKBDLBMDR—R S5 1 h 5D 1 2BEDOFETE(LE (FEFHEHIER)

DEXAEIC L BLBMDR—2 54 Y h 5D 1 2BEDTHZ(LE (LS Mean+SE) 1§, T KL= XFNH'1.38+0.18kg,
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0.0001).

(kg)
3r LS Mean=+SE
[95%Cl]
L 20T *p<0.0001
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2L
0 1 3 6 9 12 (@)
HARS
IRIL=RE
(N=81)

i LS Mean+SE 1.044+0.16 0.45+0.15
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Z{LE, kg 95%Cl [1.03, 2.05] [-1.24, -0.28]

i LS Mean+SE 1.3340.31 -0.99+0.29
1o e

95%Cl [0.72, 1.94] [-1.56, -0.42]

| LS Mean=SE 1.3840.39 -1.06+£0.37
L e e

95%Cl [0.60, 2.16] [-1.79, -0.32]
LS Mean+SE&95%CllE, =58, B (B), FEFPDIEE 5%LLE10%LLT, 10%i#8) RURSE ERa 6B) DX BE/ERZRFE U,

BEOR—RASA /MEEHEBL UcREAET —I [CHT 2HDHDIC KU ED
FRATRER : FASD S5, "= 5 VBLBBEIRSHRDEN H D RMRE
Cl:{E#EXE LS Mean: &/I\"5F¥g SE1R%ER=E
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QOL-ACDOEMEEIEE A J7 (BfE8) DX—XS54 UHh 5D 12BEDFIIE(LE

(BIREHEIEE)

QOL-ACDOEMBEEIEE R 17 (BRI8) DRX—X 4 VHh 5D 1 2BEDFIZ(LE (LS Mean+SE) 1§, TRILZX
BN'0.720.15, S EREN0.320.1mTH Y, TRILZRXDFSICK U BMRODLEEEN D SN,

(LS Mean=SE)

NR=ZATA VN0 1 2BEDFIZEE, R

IRIL=RE

(N=79)

0.7%£0.1

TShEE
(N=89)

0.3%0.1

TSRS DRRE, =
[95%Cl]

0.4 [0.2, 0.6]

LS Mean£SE&95%CIIF, &RE5E, B (B) RUGEFHIDIEE 5% L 10%LUTF, 10%#8) ZEF &L, QOL-ACDDEHREEEA
BX37 (Bf38) DN—RS A VMEZEHEEL U RENET —9IICHT 2 HIBIMIC I VALY
FRITRER]  FASD S5, N—2 54 VBLBREIR SR DED HDRHE

Cl:{E#XE LS Mean: &/\"5¥tg SE:17%ERE

HAEEDEICH T 5 QOLTHER (QOL-ACD) DERIEES [BifldsH ) & Uich (BEBENSRIETEHE) | ICKAE L.
TSADEE, BROWEZEKT 5.

SEHHELRFHAICEH 1T 2 QOL-ACDDORELEIRE A J7 (BRE8) DRX—RAS A Vh SDE{LE

(BIREHEIEE)

TBRER S TBDOQOL-ACDOBMEREIEE X J7 (Bf8) DRN—X 54 VN BDZE(LE (LS Mean+SE) 1§, TR
SXEN0.6+0.1R, FSEREEN0.220.1TRCTHY, TRV XDESICKI BMROWESEDN RO SN

IRIL=RE FSiReE
(N=79) (N=89)
. LS Mean+SE 0.6+0.1 0.2%0.1
B I e
95%Cl (0.4, 0.8] [0.0, 0.4]
) LS Mean+SE 0.8+0.1 0.3%0.1
R5M3E e
QOLACDDE S 95%Cl (0.6, 1.0] [0.1, 0.5]
BEEX 7 (BrE8) M R LS Mean=£SE 0.7+0.1 0.3%+0.1
N I B o
N=AZAUN5D 95%Cl (0.4, 0.9] [0.1, 0.5]
ZALE. | LS Mean=SE 0.7+0.1 0.2%0.1
O A
95%Cl [0.4, 0.9] [0.0, 0.5]
| LS Mean+SE 0.7+0.1 0.1£0.1
FREHA 208 [
95%Cl [0.4, 0.9] [-0.1, 0.4]
LS Mean+SE&95%ClIE, %58, B (B), RERADIRE (5%LE10%UT, 10%18) RURSEEHSE (8) OXEEREETFE L,

QOL-ACDOEMETEIEER J7 (Bf8) DRX—RX 5S4 /MEZHZEE & UTEKERAET—9 (LT 2HDEDITIC KV ER
BT RER : FASD S5, R—I S A VBEEBRERSHBDED G B HERE
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ONO-7643-04FBR(CH VT, BIMEAIFT ML= XBET(EF834Ith344] (41.0%), 7S EREETF0%I204]
(22.2%) [CBHSNIz. FREMEAIE, TRILZXBFETREZ, $1EREIOY IE5H (6.0%), 7v-GTPEM, #ER
W30 (3.6%) HFT, FSEREFCTERDOSA (5.6%) FTH oI

TRIVZREICBNT, RCZSOEEREIERE 20 (BHBER, FIIERA), IR5PIECE S IBIER 26 (BHEEX,
fK) (CRHSNIc. TRIVZRFEICBVTC, BEBRICKDETUN14 FEE) [CROSN. Ffc, AHBRTIFEME
RICKDIETHFERH SNIEM STz

IRIL=RE FStREE
(N=83) (N=90)
SIYER, n (%) 34 (41.0) 20(22.2)
EELEIER 2 (2.4) ¥ 0
BEhIHCE S BIVER 2 (2.4) %2 1(1.1) %3
Grade3/4DEEH 6 (7.2) % 2(2.2) %5
FET=46, n (%) 6(7.2) 11 (12.2)
HEER(CKBET 1(1.2) 0
BIVERIC &k BT 0 0
WM DB TRIBEN2% LT3 1=SIVEM, n (%)
e
T 5 (6.0) 1(1.1)
5 (6.0) 0
Y -GTP#1D
, 3(3.6) 1(1.1)
i 3(3.6) 0
U aANEIOE VN '
oo 2 (2.4) 101.1)
%ﬁ - 2(2.4) 1(1.1)
SEA 2(2.4) 101.1)
- 2 (2.4) 0
SR 2 (2.4 0
. 2(2.4) 0
= 2 (2.4) 0
=ilEE
iy 2(2.4) 0
= 2(2.4) 0
- 1(1.2) 5 (5.6)
Eiﬁ'ﬁwﬂ\ 0 2(2.2)
Rou— 1(1.2) 2(2.2)
e 0 2(2.2)
i 1(1.2) 2(2.2)

BTN EREER] : SAF

BERELSEIBEHN SRS TR 28HEF CICHIRUCAESRZAE U,

EEIH OFRESNTcERBIFMedDRA ver.16.0JZBWVWCFHRHE R, GradeldNCI-CTCAE v4.0 (BAEER) ZHAWVWCEHI L.

TEEREE E DARIRBRIGRDSEEFE THIE Ule- [BAS MMCES:ES W ], (20 @D |, [BERV\EDBWVI RV, [Z9E8ER U], [FEErRU].
BB S DRARBIFRY, [BASNCEESRY ], [Z0BhEHY], BHEULFBEBEGVEDVZGV] SHESNEES(C, BWERE UTEST
ufe.

%1 BT HA N OBITIARRS 16 (1.2%)

%2 B HA N OIS 14 (1.2%)

®3IGMT0Ov o

x4 TR, SINE 2EVEK, AR, FEENUBMES1H) (1.2%), £TGrade3

%5 BN O REREEAZ 14 (1.1%), LWIFNHGrade3

X6 BEZERODEOHILE Ufc T RV XBORRZE (14)) ZhrE, WITNBIERIFH ADERZE
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138, DHEREICRE T B LR, (REREENUVERIEEEEFP.220EH U THY, TRV XFFCHIERECFH LI

(e
DIE1.2% (1/836), BED), KREEE(C LI=DIE3.6% (3/83F, BEOH2HRVOH 1) ROSEEBICESE(C i
234 L= DI%16.9% (14/83f1, BN, @n 261K 0OH6H]) TH-1-. &
T RILER100mgBCBVT, 8361646 (77.1%) NMAEMEESEH#ELT . 205 50EREET 51
BB E G U EFICBVTORS SMQIRERR) (4T 2ESERE, ARRICAVTRDSNED 1.
1o, FIREERIECHS T 2 EEER R UEERADES S HAS NcREEER E U TICRY. o
MEHESR OHATENORBCERING IICZLE T IEESERMNUEIEA Sﬁ*g
- =R sl{ER 53
P N
stk T RJLS X100mgat (N=83) T RJL=R100mgs (N=83) =
_ BEDY (n=1) | $ERL (h=82) | #tM&HY (h=1) | HERL (1=82)
7 1)~
7SI 0 13 (15.9) 0 10 (12.2)
GHEB®BY (N=49) | HABL (1=34) | #iAHY (n=49) | #ARL (h=34)
77 = )~ EA S ?rh
7 ST T UL 6(12.2) 7 (20.6) 4(8.2) 6(17.6) %
F
N (%) BRATSSRER : SAF A
BRI SRHN OISR THR28HBEF CICKIRUIcAEERZRAB U, MedDRA ver.20.1J7Z{ER UTE. Eg
3
HASN B ESR =
— I RIL=X100mge¥ : I RIL=X100mga¥
3PS s PR N
MEEEESIHA, n (%) 64 (77.1) UF+ 1(1.2)
NCDEE S 15 (18.1) IILAO9S L 0 2
HAILRTSSF 14 (16.9) LiRRU F— b 0 o
NNV R 12014 SLYILYT 0 2
CRETHES) (14.5) CEGTEER) &
RARNUFER 11 (13.3) FFIUVTSFY 0
T)vgF=7 11(13.3) I\U?lI{UD“y 0
REIFEl 9(10.8) FESVL B
FHT—I - BASYIL 510.8) IS = 0 0 =
CAFSULAUDL : BYET TS . B
g - H O
FI4F=7 6(7.2) CRETHEAR) x
K
FIFF=T 6(7.2) =Y LT 0 =
PLYSEY 4 (4.8) CBETFAEMR)
YRFSF 4 (4.8) VECPE i) 0
A= 2(2.4) FI2URUEF 0
PPETD, 2(2.4) RSRYRTT 0
NI 1(1.2) (ECFHERA)

¥ EREADHIMTIC K W ARG SN, HARBICI ML X FhikEsnsc.

8. EERREAIEIR

8.1 FEFTFT NUDLF v RILPEEIERZE I 2 e RBGERICHIHINICIERT 2, AEIRS(CKVIDENER (BREFPREKBXIFQRSEDER.
QTRERDERS) H'&H5HN2ZENH 2D T, ARDRSHRBITNRCIRSHBEPE. DER. kb, ME. D, SRESZERNCAEL, £
ﬁb“%’c’\&;?*]lf: FOIClE REZPIET DB EBRLEZITD & BH. FERSIHICIIRFISERIT DT &, [9.1.3-9.1.50 11,110 17.1.14
17.1.2 S8

9. BEDERZFI EBEICHI IR

9. 1 GHHE - BIEESZDH 2 BE

9. 1.5 EEERE (EHVU D LME. EY T %D LAME. EHILYY LIE) 05 5EE
RBEERDHEIN G SHN BB ZNNHB. [8.1. 11.1.1 8]

9. 1.6 7Y NSUAT UV RERIDRSEDSH DEE
7*‘/ l\gb‘fr TUVRERICE, BEEDODLSEMUN DD ICHERBENERZRIIBZNLD D,

10. tHE{EA

10. 2 HAER (HAICERT S L)
HEI2E BRERIEIR - BEJTA #Fs - eRET
DENHZERT EEERA INSOERDDOFMNIER | ARIEF bUD AT v RIUBESERZEE I BIch. TNSDER|E
TURSYA O VRERIE SNBBENDHDD. DHFEICKY . DEEMERSNDTEEMEN' S D,

2 _
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k30

B ©

HIESRBICHOINARBEICNT 2T ML XDOEMM - REMICDVTRETT .

HERTYA Y ZiEsRHE, IFER FENR

¥ =R

’5AE
FHiEER

TS

KR, BEE. H%F(J#DD‘/U@T 52E (LU MEmic I EE) 5061
- IBUIBRRGE, ARBRHFNREE TR, XFIMEERDOERE, KEE, BE
- BE6H ﬁLXWZS%LXL(DM,_\H’JZBMTZKE,)Y LZERDD [BEAOHED, EEHKERNT
AESIN/EE6 1B (180H) LINDHEBEDRAMEN SHE L/'CS%L‘,LL;‘JEM\]
-BRBICITONABREICET BEZRICT
(1) BEAIR™!
(2) IFDAIBE2IEEL 7 &Y
a) WANFERR™, b) @8/HE T, o EEHE (cm) *2 <10—t> 94U (LHmEE
DAMICHIF B TI10%FKmE), d) UTOIEERTIEBL FZmEcT [1. CRINEER (CRP) B
0.5mg/dLi8, 2. NEZOEY (Hb) fE12g/dLkm, 3. 7L T = 1E3.2g/dLAE]
%1 BAANIR, BA N IIERRNOESHETE, KEBEILN AR (NC) BEERLEBAERZE (CTCAE)
v4.0 BAEEER (JCOGHR) MDGrade 1M EICEHT2HDE L.
%2 EREFEIE, MITOSERICK UKD,
REERE (cm) = EEERE (cm) -3.14 X _EBR=B/E MERE (mm) /10
-ECOG-PS 0~2 (BREBEIC DOV TIFOXIET)

T RIL=X100mg7, 1810, Bl ZENICROKRSL, RERRABREDIBEIEEEE Uie. &
SHRIE12BE oo Tz

BEME  FEFHMIER  DEXAEIC K2 LBMOD#ERS - IBIIHER) S NIcHBREDIS

BIRGHIIER  FFHEFHRICH T D LBMDR— S A VD5 DE{LE
%EWEH%EH(CBU%)TZEEU)/\‘—XE/r U H5DELE
QOL-ACDOBMEHEIEE X 77 (BfE8, 9, 11) DRN—X 54 15D 12:EH
DFIZLE (BRI, 11F5E1EM)

QOL-ACDDEEHERDNR—A 54 V5D 1 2;BEDFIZLE (BEEH) &F

ZE AEER. BEHAF

DEXA% : “E T RILF—XIRIRICAITEL (dual energy X-ray absorptiometry), 2F&3EMD38 T DXHRZLERICHRET L,
ZTNENOHEEEN SHHEROEREZ, B8, BIHE. LBMO3REICHIFEHAIT 2 LN TE2.

LBM : BRABAA1AEE (Lean Body Mass), BN SERERAZERV I, MRS, MIHEDHREE.

QOL-ACD : W AEMIESEICBIF 5QOLZR/ET DIhDERIZETH Y, GBI (6188), SHINR (SIEE), &8 - D

EIREE (BIER), DEMAM (SIER), 24MQOL (1188) [CHILT 251220 B/ IC KW FHET 2.

B TEHHIES ERERSR(ICIBMDOR— 514 UH 5DE{LEN—EBHEBSNEN o e

ERULBMOR—=ZZ5 A U Hh 5 DE{LEN—E THOKgHRim & 1R o IR E =i
% imj]l]b‘uu@bﬂﬂb‘?ﬁ*ﬂi%ﬁ% (/./lJX/TD./g tLJZ-HHU?&L\ /yl/

ARV T —BISNDERE ZHERF - EBIINERD SNICHEERE (L ARV T —) &F
Ufc. SZEGZEHL, ZDI5%EHXME (95%Cl) %ZClopper- Pearson/ﬁir
FWTHE Uc. RER(E, TDEXAEIC K 2LBMODHERS - IBI0N' 38 SN/ ikEeE
DEFICBNT, 95%CIDTBRN30.7% =X 5. | & LT,

BIREHMIEE (I 58 KR (ﬁ) 1$§H9\037F%f§ (5% LLE10% LT, 10%#8) MU#
S58EEERGE) OXEERAZRFEL, 51?1@155@/\ ASA V1B
EHES L bfc)ﬁ@ AET —YICHTIHDEDMICK > T, SFTMET
BN CBFIR=—ASTAVUNDNSDEALERVTE(E (RINZEFEY, LS
Mean) & Z D 1% # 58 7= (SE), LS MeanlC X 9 595%Clzx & B U e
K58, Bn(B), AEFPDIEE GBI ET10%LT, 10%#8) ZHRFEU, &=
THHEEDOR—XSA VEZHEE L UTLREAET —9 (T 2 HD DT
[CKDT, R=XSAVUNSDI12BEDFHPZ{ELEDLS Mean& ZDSE, LS
Mean(CH T B95%Clz&EH U, X, SBFHBEMICHITDRAE RX—X 54
VS DEEENRUELEDENFEIEZEL U,

%3 LBMIZE3, 6, 9, 12BRUERS DI, AEEQOL-ACDOEBMEEEBZI7(F1, 3,
6. 9. 1 2BRUESHIEECEHE L.

Tk ARERSHBEND ORIESE28HBR CICREULICEEBRICOVTHAELU. BARES
DORREIFR(E, 1) [ASHICEEESD Y], 2) [ZHE8En ], 3) [BhERVEDVRRV, 4) [%
DEHERU] XIF5) [BhER U] DSERETIHEL, 1) ~3) SHESNERE UL FRRER
HARERZDHDZ [BIFER] & LT,

BRI SHESNICAESBRB(E, ICHEKRERAZBEHATER (MedDRA/J) ver. 20.1JDE

BRIAD%E (SOC) NUEASE (PT) ZAVWCHHBA .

BEBEROEEE (Grade) [FREEIIA AR (NC) BEERILERAFERZE (CTCAE) v4.0

BAEEER (JCOGHR) ZRAWL CaHii U z.

3) /N\BFEBTE  EANEMHE (ONO-7643-05) sEkpiiE ((tNER) AEREHIE R
4) Hamauchi S, et al. Cancer. 2019; 125 (23) : 4294-4302.
[FIEEER] KRR (FNFERTEDTIEICKIERBINC. BERBYDEED D BIRIF/N\FERIEDHLETHD.
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HB5
BEES
I RIL= X8 (N=50)
A HoE 66.5
. (BME~ Bk D) (49~88)
n Bt 30 (60.0)
%51, n (%) 271 20 (40.0)
EIRE £SD, kg 50.71+8.63
EHBMISD, kg/mz 1952+2.76
o/ N o/ N
HERL, n (%) 19 :
KA 1
BT —9 £SD FHELBM 37.05+6.60
(DEXAE) , kg SFRERRE 11.62x4.71
0 11(22.4)
. 1 33(67.3)
ECOG-PS, n (%) %) 5(10.2)
NG 1
QOL-ACD 75.0x14.1
NIRY= -7 =]
Ny 40 (80.0)
PAEE, n (%) BiE 5(10.0)
[ 5(10.0)
Ny
IA 1(2.5)
VA 4 (10.0)
VB 14 (35.0)
T B 21 (52.5)
SR =1
SRER™, n (%) B 1(20.0)
\YA 3 (60.0)
ilTe BB ¥ 1(20.0)
[T
Il 2 (40.0)
V 3 (60.0)
BERE SER(CiTh N xU 9(18.0)
AL T DEEDEE, n (%) io)d) 41 (82.0)
0 0
e e 1 14 (28.0)
3 E 20 (40.0)

FATOSRER (ENR  SD : % RE
X BNABORRERZDEE UL,
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DEXAGEIC & 2LBMOD#F; - HIINE3H SNIcHEREDEIS (FZFHEHEE)
T RILS RBSH(CLBMOHES - BI00'588 SNZRBREDEISE, 63.3% (31/4961) [95%CI: 48.3, 76.6] TH-
Jo. &Iz, 95%CID N (48.3%) 1Y, BHIICRTE LI-BIBEHEE30.7% % LB > T

#ERE (N=49)
LA —x2 L n(%) ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 31(633) ,,,,,,,,,,,,,,,,,,,,,,,,,
95%Cl [48.3, 76.6]
LRSS —x2 L n(%) 18(367) ,,,,,,,,,,,,,,,,,,,,,,,,,
95%Cl [23.4, 51.7]

FEATSREER : FAS  Cl: {S5EXR

%1 95%CllFClopper-PearsoniATEH LTz

%2 BIRBADBEENR—Z S/ V& LT, BEBERSEICDEXAEICKDLBMOR—I 54 V5 DELEN—EDHIFSIGH > IR
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SEHEIFHAICH (I BLBMDR—Z S 4 U h SDOE(LE BIREHEIES)
WERBAOBICHS T BN—AS5 A VEEDOLBMOFE+SDIE, 37.05+6.60kgTH-lz. SIHBIHITON—ZS A
VD SDZLE (LS Mean+SE) 3, A8 5358 (444) T1.90kg, 638 (4041) T1.86kg, 938 (3561) T2.01kg,

1238 (314) T1.77kgTH > Iz

(kg)
3~
25
:
Mmoo
2
’I\ 15 |
2
= 1 L
%
v
7%\ 0.5 LS Mean*SE
2
Z5
T O
=
05 |
L
0 3 6 9 12 6B
HARE]
TiLE
,,,,,,,,,,,,,,,,,,,,,, 9D 1.88f228
. B 1.57
L T —
(N=44) | BBR T 22~93 .
I LSMean®SE | 1.90%034
95%Cl [1.21, 2.59]
,,,,,,,,,,,,,,,,,,,,,, 9D 1e9E2a5
: B 1.83
1
(N=40) | BBR 4552
I LSMean®SE | 1.86%039
LBMOR—25 4 U5 95%Cl [1.08, 2.64]
oZfLE* kg || R ke N 225%279
\ & 233
L i T
(N=35) | BBR T 66~87 .
R LSMean+SE | 201£045
95%Cl [1.11, 2.91]
,,,,,,,,,,,,,,,,,,,,,, 9D 19ed280
: thR{E 1.68
BSHI2E | g g
(NZ31) | BIBA AN
I I LSMean+SE | 177#043
95%Cl [0.89, 2.65]

BRI SREED - FAS

Cl:{E58#XE LS Mean:&/I\"FFg SD:1R#ERE SE:RHERE
% LS Mean®SEE95%CIlE, #58, B5m (B), AEHDODIEE GBLULET0%UT, 10%i#8) RUKRSEH LR (B) OXEFRZH
FEU, IBMOR=X S A VEEHEBE UTREAET —5 IS T 2HDEOTIC L > TEH L.
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BEIHEEFERIC BT DHFEDN—Z 51 U 5 DE(LE (BIREHEIES)
WRBAWICBIIDN—2SA VEDOHRBOFIESDIF, 50.71+8.63kgTH >fz. SEHHEHTDON—25

U 5D (LS Mean+SE) (&, SBBREIRS5HI158 (494]) TO.88kg, 338 (45) T1.57kg, 6:8 (414) T1.38kg,
938 (35%1) T1.57kg, 1258 (314)) T1.41kgTaH > 1z

(kg)
4 ~
1%
g 3r
D
R
| 2F
2
=
14 1k
v
a)
5 0
D
E
it 1F LS Mean+SE
%
2L
0 1 3 6 9 12 GB)
HAR]
TiLE
,,,,,,,,,,,,,,,,,,,,,, F2D | 0B9*ISe
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MFHIF UL H0.610.15, BB BENBLLLERBWE LN H'0.520.17, BR11 PHEE LN H0.9
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