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8618 (1808) LINDFEDRAEN S B U T 5% HE =
ERHAICLITONAEREICRET 2EER T B
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FNZNORERL SSHBEOERES, B8, B2, LBMO3BICHIIEAT RN TES. =
LBM : BREERH1AEE (Lean Body Mass), AEN SARERRZRRUV ., BIAAYE, NIEEDHRES.
QOL-ACD : i AEMIEEAIC BT BQOLEREE T = DEMZ oY, B (618E), SRR (SIBE), 1 - DIEER
g8 (S1EE), DIEMtRM (S1EE), 248Q0L (11B8) (NS 25220 ERI(C & WSHTET 3.
ERARETE B FEEMEIER TRV ABE S BRBEODEXAEICKBLBMDR—R S 4 U HhSDZELE (B

IN_FEFHY, LS Mean) & ZFDIZ#EESE (SE), LS Mean| X9 2 95%EF8X R (95%
CHICDVT, 853, IR (B) RORERDDIEE (5% E10%LTF, 10%i38)
ERFEU, R=ATA V/MEEHRZEE UeREBAET —9 1T 2HDE D (B
BKH#E  p<0.05) (LT, BREDLEEIT /.
BH RXR=ASA4H5SDI12E8E D FHZ 1t £ [FMixed Model Repeated
Measures (MMRM) S&(C KW skebre.

BIEHIMIER  SEHMIEISECCHIT BLBM, FERU'QOL-ACDOBABIEIEER 177 (BERE8) M
NR—2Z54 VHSDZE/LE (LS Mean) EFDSE, LS Mean(Cxd 295%ClCDW
T, 1858, Ba0B), hEmRLOREE (5% E10%LTF, 10%i#8) OB 58 S
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DHEZEIToTE.
%3 LBMIF3, 6, 9, 1218, AEMN U QOL-ACDOBSELEIEE R 177 (BRE8) &1, 3, 6, 9,
128(CEHi LTz,

T2l RIS SRBAN ORI S%2SHBFZ CICREUVCAEERICDVTHAB L. Bk
DOHERERERIE, 1) [BASHICEEG Y], 2) [ZoBhERY], 3) [BhERVLEDVARKRL, 4) [%
DEHER U] X(&5) [BhEER U] OSERETIHIL, 1) ~3) SHESNIEERZREBEREDRE
BRNESETETRVEESER, 5 [BFER] & Uk,

EEID SHMESNIEBEESBRE(E, ICHEREREAEELHAEN (MedDRA/)) ver. 16.0DHE
RIKH%E (SOC) MUEAEE (PT) ZHVWTHiHE R TE.

BEERDEEE (Grade) [FAKEEHIIN AR (NCI) BEERBRAER%E (CTCAE) v4.0H
Z5E83R (JCOGHR) =AW TEHE LTz,

1) /\EFER T2 N D4 (ONO-7643-04) sERAiiE ((tAER) ASRISHEER
2) Katakami N, et al. Cancer. 2018; 124 (3) : 606-616.
[FZAER ] A RIS NFRRBTEDTEIC KD RES N, BERANDEED D B2AF/N\FERTEDHETHD.

~N B
(OR=
B U
=
i3
3

21A



463

k22

HERT Y1

oEREIRSHA 128 Follow-upHA:

7FELUZ100mg
(N=84)

#RZ=HA : 158 28HE

BIRHICHEIEE - 1%8 - BEZREL
g S HIRT S NIcARERE
BBRADEER—ZASAVEUR

Kbt (881, 3, 6, 9, 12;8)
SRR, ARS8, 38, 6ARVIBORRH,
SRR CIRRE AT o . RSHMIE1 2B U

FIERESNUIRERE SRR (RND) : 17461 (P FEL U VE#84HI, TS5 RE#9041)
REMFHEIER [CH (I BEATIRED (SAF) 1 17361 (FFELU V8836, 7S REE04)
RADFNRERD (FAS) : 17261 (ZFEL Y VEE826l, TS RE$9061)

(DWEBEICRE T D IEE#)

LIFOWVWTNHADERE(CZH UIcEE

OFREX [F BB FAE U T B E

QFEIENFIENDEZEIOvINRSNEE

QB4 0L/DFRFEODEMERIR, EE IO 7, JAASIEREREH RO SNfcEE

@F2EMTOv Y, BERBMRUEZESTEEM IO YD, EEOOERNNGE (ZRME, 2EFKL EXIFR on TIRR)
HERH 5N BE

O3 >MELAENRD SNcEE, XIS DHEEEDE TIH RO SNBSS

®F1Y 3 v I IRER EBEDIMEE IR 5NcBE

@CTCAE v4.0JDGrade3 D3> bO—ILARDIKEFE, B UL IFDEBREFENRDONICES

@IUVEEEICEI T DMEELE(CZH U THKREL, BESBEHBICBEREREE(CZHUIEE

(DWEBEICEA T D IAEE%E)

BIROWITNADEEICEH UIES

OPREEN280msZ#B R, ®SHIBHDFRSHMEE LB U T25%L HER UIciEE

@QRSIEN120msZ B, HSHBEHDIRSHIEC B U T25%L HER UIZBEE

CFEPRIEIMERAIIE S 2 WV B S REIMEHRIIENZNZENDR—Z S5 1 VEN 520% U EETU, 38U EVNDLE)
BREDERZEE LIEES

OFREIRICHES EEZ OSNDBLHEVPHEREDERZBE UIRBES

(DWEEEICRE T D F R IRREXE)

BTFOWVWTNHDEECZH UTcBE

OPREEN200ms=ZHBZ, ®SFIBHDERSHNMES B U T25%L HER Ucizs
@QRSIBN100msZIBZ, HS5MBEHDIRSIIES R U T25% U HER UIcEE
®QTcBE UL IEQTcFH480msl F &R e B E

(L EBRZEDATEE)

DBHREDAEEEEUTDES ) THD.

OIDEBR, v, ME : AR OR SRR, 15581 ENURSHB3EE
QBRE | ARID®RSHIBAIN VIR SHB3EE



Adlumiz

BESS
I RIL=RE%(N=84) 7St RE (N=90)
FE thoE 69 67
e (BB~ BXAE) (39~84) (41~83)
N B 59(70.2) 57 (63.3)
R, n (%) it 25(29.8) 33(36.7)
Fi{AE + SD, kg 52.23+9.43 49.73+8.32
FHIBMI £ SD, kg/m? 19.81+2.60 19.27+2.31
. . 5% F10% T 50(60.2) 52(57.8)
1BE6 1 BLROD
R 1 (%) jﬂogfﬁ 33(?9.8) 38(32.2)
B4R T — 9 +SD F5LBM 38.88+7.06 37.06+6.34
(DEXAK) , kg FEREE 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)
A 1 0
o - QOL-ACD 74.9+13.0 70.9+13.0
FIQOLR 27 £5D, == QOL-ACD &8 3.0+1.0 29+1.1
FRER 65 (77.4) 71(78.9)
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- KihasrE 1(1.2) 0
NSCLCHE&Z, n (%) BRET e 2 (2.0) 0
Zfth 1(1.2) 1(1.1)
PN 1(1.2) 2(2.2)
mA 3(3.6) 1(1.1)
\ B 6(7.1) 11(12.2)
J&EA, n (%) v 49(58.3) 60 (66.7)
B 26(31.0) 18(20.0)
=== 64 (76.2) 70(77.8)
Cga i - _ EGFR-TK] 23(27.7) 29(32.2)
ARSASIIEGOIE | g 7(8.3) 6(6.7)
B iy 18(21.7) 19(21.1)
pN:]E 1 0
0 2(2.4) 2(2.2)
e S = 1 20(23.8) 31(34.4)
BRL DX, n (%) 2 19(22.6) 18(20.0)
3BLE 43(51.2) 39(43.3)
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B

DEXAEIC K BLBMDAR—R S 4 VU H 501 2:BRIDTGZE(LE (FEHEBIER ) (FRSIMARTISRE)
DEXATEICKBDLBMDNRN—X 54 VH 5D 1 2:BEDFIZ(LE (LS Mean £ SE) &, T RJL=XE¥H'1.38+0.18kg,
TSEREEN-0.17£0.1 TkgToH), TRIL= RBD TS REBIONT DEHM AR S Nz DB p<0.0001).

(kg)
3 LS Mean*SE
[95%CI]
L T “p<0.0001
2m 2F |
H 0 1.38+0.18kg
B AR 15F [1.04, 1.73]
D |
FROE
27
2 0.5 -
it v -0.17+0.17kg
=) 0 [-0.50, 0.16]
5
D sl FHELUVEE FSRE
' (N=73) (N=83)
1L

LS Mean+SE&95%ClIE, H58F, ki GB) RUOREHADIZE (5% E10%ELT, 10%i8) #ZRFE U, LBMOR—2 54 ViEEHES
EUEREAET —IITHT 2HDEDHTICK I EE (k1 p<0.05)

ATRRER  FASD S5, R—R 54 VBEEBRERSHDBEN G BHERSE

Cl:{E%XME LS Mean : RN\t SE1REERE
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ZEHEIFERIC B FBLBMDR—R S« U Hh 5 DZELE (BlEHEIER)

fE
S MBI BT BLBMDA—Z S 4 VD SDZAER (LS Mean+SE) &, W NOFHERETE PSR & a
UTI RV RETERGIEINNERD SN (DT - p<0.0001, ZE LEDplE). e
(kg)
3 —
25t &
B H
M 2 o
*p<0.0001 * Al
R p<0.0001 p<0.0001 7= 00! 2
/|\ 1.5 ' —h— TRILE B (N=73) Z
2 —— FSEABN=83)
> ’ LS Mean+SE
:j LS Mean+SEE95%CIIE, 5
» o5 B, 155 6E), AERDDZE (5% *_%
2 0. BILE10%LLT, 10%#8) RUHES &
D BEROB) DREERZERFE i
7= 0 U, LBMDR—=2 54 Vg HEE 5]
ﬁ? EUERENET—9 (T D55 2
= BUAIC KB (+:p<0.05) =
=-05
1L
0 3 6 9 12 (B)
HAR ;5%
th
D
i
T RILSRE FSERE i
(N=73) (N=83)
i LS Mean +SE 1.3840.17 -0.13+0.16
R e e
95%Cl| [1.04,1.71] [-0.44,0.18] 5 E
i LS Mean +SE 1.56+0.21 -0.28+0.21 #oR
BRSHAOI | .
LBMOR—ZSA Y h 5D 95%Cl| [1.15,1.98] [-0.69,0.12] =
(L2, kg | LSMean=SE 1.38+0.23 -0.13+0.22 5
T
95%Cl [0.93, 1.83] [-0.56, 0.30]
| LSMean*SE 1.40+0.26 -0.35+0.24
- T
95%Cl| [0.89, 1.90] [-0.83,0.13]
LS Mean+SE&95%CIIE, 58, Bm (B), AEHADEE (5% ET10%UT, 109%:i#8) MU S5E S iR GB) DXE(ERZRTE L,
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SIHEREC BT DHEDN—-Z 51 U h 5 DE(LE (BIREHEIEE)

BB SHBOFEDN—2 51 VH 5DZ(LE (LS Mean+SE) &, T RILIXEH'1.04+0.16kg, IS REE
h'-0.45+0.15kgTH >fz. LTOFHERBET, TRIVIABTEIFSSERBELBRULT, FEOERRENDRD S
N1z (EDESHHT : p<0.0001, BELDPIE).

(kg)
4 —
3 —
, *p<0.0001 p<0.0001
B *p<0.0001 #p<0.0001 —A— TRILZXBE(N=81)
*p<0.0001

—0— FSERE(N=90)
LS Mean+SE

—

LS Mean+SE&EOS5%CIIE, 5
B, B 0B), hERPDEE (5%
BLET0%LLTR, 10%#8) RUR S
B GE) DXBEERERTE
U, BREDR—RSA VEERZE
EUEREBAET -9 2D
BIOHTICRE (x:p<0.05)

(@)

BITERS S 01\ AN — D, SIS

k26

0 1 3 6 9 12 (8)
HARS
IRIL=RE TS tihEE
(N=81) (N=90)

. LS Mean+SE 1.04+0.16 -0.45+0.15
D T

95%Cl [0.72, 1.36] [-0.75,-0.14]

. LS Mean +SE 1.354+0.19 -0.40+0.18
BEHIBE |

95%Cl [0.97,1.72] [-0.75,-0.04]

EEDR—ZSAUH 5D . LS Mean+SE 1.54+0.26 -0.76+0.24
i BSHIGE |

ZMLE, kg 95%Cl [1.03, 2.05] [-1.24,-0.28]

. LS Mean+SE 1.33+0.31 -0.99+0.29
BSHAOE |

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

__ | LSMean=*SE 1.38+0.39 -1.06+0.37
D e e

95%Cl [0.60, 2.16] [-1.79, -0.32]
LS Mean+SE&95%CIIE, #5538 Bm GB), FERAODIZE (5% E10%UT, 10%#8) RO SEEiEnm 0B) O E/ERERFEL,

BEOR—RSA /MEEHEBL UcREAET —ICHT 2HDHDIC KU ED
TR ER : FASD S5, N—X 54 VBEBRERSHDEN G B HRE
ClE8XE LS Mean: R/N\"FFY SE:1R¥ERE
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QOL-ACDDOEB#MEEIEER I7 (BE8) DRX— 54 UH 5D 12BRDIZLE
(BIREHMEIER)

QOL-ACDDOBMEIEEE X J7 (BR8) DRN—I 54 UH5D12BREDOFHZLE (LS Mean+SE) I§, TRIL=X
BN'0.71£0.1:8, S REN0.3+£0.1:8TH o1z

IRIL=RE FStRE
(N=79) (N=89)
R—2S5A4 VH 5D 1 2BEDFHZE(E, =
* +
(LS Mean £ SE) 0.7£0.1 0.3+0.1
TS EREEDBREE, o
[95%Cl] 0.4[0.2,0.6]

LS Mean+SE&95%CIIE, 1B58, Bm (B) ROGERDDIZE (5%LLE 10%LUT, 10%#8) #EF & L, QOL-ACDDBEARESEIE
BXO7 (BRE8) DR—RSA VEEHZE L UREAET —9 ([CHTB2HDEDFIC I EH

ETISRER : FASD D5, R—RSA VBEBEBEZS%OEN G D HBRE

Cl:{E38XMA LS Mean: R/\"FFty SE:{Z#=

HAEMECEICS1T2QOLBFESE (QOL-ACD) DEMIEES [BildFH W & Lich (BREBSH SR T | (CKWRAE L.
TSADEE, BROUEZEKT 2.

SHEHEEFHAIC S 13 2QOL-ACDDEMAGEIEE 2 O7 (BEf8) DN—X 51 Vh SDE{LE
(BIREHEIEE)

BBREIRSH EDQOL-ACDDEMESEEER 17 (BRI8) DR—R T UNSDZELE (LS Mean+SE) [&, IR
SZEN'0.650.1:7, FSEMRBEN0.2+0. 1 THY, HRERSH3, 6, 9, 12BDQOL-ACDDEHRESHERFZI7 D
R=254A VD SDEILEFUTDEBY TH L.

IRIL=RE
(N=79)
. LS Mean+SE 0.6+0.1 0.2+0.1
e T
95%Cl [0.4,0.8] [0.0, 0.4]
. LS Mean+SE 0.8+0.1 0.3£0.1
BPSHABE |
QOL-ACDDE A= 95%Cl (0.6, 1.0] (0.1, 0.5]
IBEX 7 (BRE8) M R LS Mean*SE 0.7+£0.1 0.3+0.1
o= BESHAGHE |- SR
N—RTAVH5D 95%Cl [0.4,0.9] [0.1,0.5]
ZES, . LS Mean+SE 0.7£0.1 0.2+0.1
BESHAOM |- T SR
95%Cl [0.4,0.9] [0.0,0.5]
| LSMeant£SE 0.7+0.1 0.1£0.1
L e
95%Cl [0.4,0.9] [-0.1,0.4]

LS Mean*SE&95%ClIE, %58, Bm GB), FERADDIZE (5% E10%LT, 10%i8) RURSE S5a (B) DX E/ERERTEL,
QOL-ACDOBMEEIEE X 17 (BR8) DN—RX S A VMEZHEE S UERERET —9 LT 2 HDEMOIC LW EH

TSR ER : FASD D5, R—R 5S4 VBEBEBRERS%DEN G D HERE
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ONO-7643-04BRICH VT, BIMEAFI NV XFETIF836Ih3441 (41.0%), 7S REETIFI0%IT204]
(22.2%) [CRH SN, FRENERF, TRIVZXETEFEZ, F1EBETOY IE56(6.0%), v-GTPEI, ¥R
R30I (3.6%) HFT, IS EMRBETIFBDSH (5.6%) EFETH o/

TRIVEREICBNC, R ZSOEEBEIERE 20 EHIBER, FIIIIRN), IR5PIEICE S IEIERIF 26) (BEEX,
B9 [CRHSNIe. TRIVZERFECBNTC, BAEBRICKBDIETMGI FELE) [CROSN. &, AR TIFEME

k28

RICKDFETHFERS SNIED > Tz

IRIL=RE FIStREE
(N=83) (N=90)
BI¥EA, n (%) 34(41.0) 20(22.2)
SERRIER 2(2.4)* 0
BE5PIEICE S BIER 2(2.4) %2 1(1.1)%3
Grade3/4D&I{ER 6(7.2) %4 2(2.2) %
FET=*6, n (%) 6(7.2) 11(12.2)
HEER(CLDET 1(1.2) 0
BERICKBIET 0 0
WINH OB TRIFEN 2% ETH > 1ZBIfER, n (%)
e
% EEET0v Y 5(6.0) 10
5(6.0) 0
y -GTP#
N 3(3.6) 1(1.1)
R 3(3.6) 0
JU aANEIT O ViE ’
- 2(2.4) 1(1.1)
%ﬁ” 2(2.4) 1(1.1)
- 2(2.4) 1(1.1)
AL 2024 0
2(2.4) 0
o 2(2.4) 0
SMmE
iy 2(2.4) 0
- 2(2.4) 0
i 1(1.2) 5 (5.6)
EEREZHEIN ' '
AT 0 2(2.2)
Mmoo L7 F = /#E00 101.2) 2(2.2)
FHIHEL 0 2(22)
< 1(1.2) 2(2.2)

BT SRER : SAF

ORI SHBED SIRSK TH28HBF CICRIRLIcAEERZHAA L.
RN SIME S NIERBIEMedDRA ver. 16.0)ZHWNTHHE R, GradeldNCI-CTCAE v4.0 (HAEER) ZAWV CEH LTz,

BBREE S DHERBIMRIFRDSRIETHIE Uc- [BAS N CBSiESD Y |, [20Eh&@EH Y |, [BRERVEB VARV, [ZDEER U], [BHERU].
BREEDORREFN, [BASHICESESY ], [20EESD Y], BELULE BERERVEBVIRV] SHESNESIC, BINEAE LTSSt

ufe.

X BHTEA R ORI 161 (1.2%)
%2 EFECHANOHIKE 14 (1.2%)
X3AMTOv T

X4 TR, BIMAE, BERUHK, BIRK, FERUBSMES 18 (1.2%), £TGrade3

X5 BN OIFPIREUHAE 161 (1.1%), LWINHGrade3

%6 BEBRDICHIET UTc T RV XBFFORIRZE (16)) ZBrE, LWINBIERIFHADBRRE
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138, IDHEREICRE T B LR, (RERER ERIWEEEFp.220EH U THY, TRV XFFCHIERE(CFH L

fE
DIFE1.2% (1/83, BHD), HEEHE(CHY LI=DIE3.6% (3/836l, BHOH26IRV@ON1H) KOS E IR ELE(C 3
24 LT=DIE16.9% (14/83%l, EEHON'6HI, @H26IRVGH6H) THoTz. e
I RILZX100mgBICHNT, 83fIhedpl (77.1%) MARUESHIZHEAL Tz, ZOSB0LEMZEET 2
BMUEREZHA UCERICSWVTDAE (SMQEUIAEER) (CRHT 2HEBRIF, AHERICEV TR SNBHL ST
Fre, RBGEERIHE CZET 2EESRMNOBERDEIG EHBSNEMESERSIZLITCRT. 5
hENESROHBEENORNMCERINFICKLE T IBSERNUEER 5’2
% = Al
o _ #EwR A >
T RJL=R100mga% (N=83) T RJL=X100mga# (N=83) Z
_ #HAEBY (n=1) HAEZRLU (n=82) #HABY (n=1) HRAZL (n=82)
7 1)~
7SI 0 13(15.9) 0 10(12.2)
_ HABY (n=49) | AL (hn=34) | #ABY (n=49) | #HAKRL (n=34)
7 UYL 24
7DD TR 6(12.2) 7(20.6) 4(8.2) 6(17.6) %
7
n (%) BRITRISEER | SAF :
SRR SEIAEN SRS T 28HE X CICRBULESER#HAE L. MedDRA ver.20. 1)@ LTz, s
T
HASN B ESR =
J— T F)I/(i 7=\ 23 g())mgﬁ — T I\‘)b(i?i ; g())mgﬁ
NEEESFIGA, n (%) 64 (77.1) LyFrv 1(1.2)
ISOUSEE) 15(18.1) La097v)b 0 ?_g
AVRFSF > 14(16.9) LRRYF—b 0 P
RNV RIS 12(14.5) SLAVINT 0 2
(B FHEIRZ) : (B TFHEIRZ) =
RANUFER 11(13.3) AFIVTSFY 0
I)vaF=7 11(13.3) I\U?lI{UD“y 0
R+t 9(10.8) FESYIL }
FAT—I - EASYIL 5(10.8) nRYIEY 0 0 =
AFSYIAUIL : WS R
g - 0 B O
2 F=F 6(7.2) CECFHERR) ?E
K
FIPF=S 6(7.2) A=) 0 =
NS A 4(4.8) (BfcTHHEIRR)
YAFSFY 4(4.8) L3SoT=7 0
E/UibEY 2(2.4) FIURYET K~ 0
S IFHY 2(2.4) hSRYZRIT 0
7 LIV 1(1.2) GBEFHIRZ)

X EREIODFITIC K U AR S TN, HAREICT ML EHhEanc

8. EEREANER

8.1 A&FFF NUDLF v RIVASEREZB YT 2 HRBGEERICHIFEINICERT . AFRSICLYDDENER (BBFPREBNX EQRSIEDIER.
QTRERDIERS) H'dH5HN2 T ENH 2D T, AFDERSFEBFINORSE-EDE. OB, /8. mE. D, SRESEETHNICATEL. 2
ﬁb\‘%’a&m’]lr: SEICIF. /EEPIETDREBIBLBZEITD & B, AFRSTHAICIFFITERIT DT E, [9.1.3-9.1.5. 11.1.1.17.1.1,
171288

. BEDEREZEIIEEICHT IR

9. 1 B - BHEEEDH B EE

9.1.5 EMREERE (KA VY LIE. B RYY LME. EHILYY LME) D53 EE
RMGERIEIN G SHNDBZNHHBD. [8.1. 11.1.1 BE]

9.1.6 7V hSHA U VRERIDIZEENSH D EE
7$ N gv/r IV UFRERCIE BREODEUD B R IcHEERIEREZRIITBRZNLH D,

10. 18E{ER

10. 2 HEEER (HAICERT D L)
2% SRR - BB A W - ERET
DEHEET NEMESS CNSDOERIDDEMENEE | 75FF NUDLAF v RIVBSERZEE T 2. TNSDEHR&
TURNSYA U UREEIE TNBBZEND BB, DHFICEY . DEMNIERSTNBTREMN B 2,

29 4
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kBO
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HIESBICHOINARBEICNT DI ML XDOEMM - REMICDVTRETT .

HERTYA Y ZiEsRHE, IFER, IENR

¥R

B’5AE
SHiEER

TS

KGR, B, BRICHESIIABRESRSE WU TN EEcdEE) 504
RBYIRRARE, RIBRBARNEERE TR, XIMEBROSRE, XEkE, BE
- BE6H BURTSW U FOBRENTIHRWVWEKE RS ZRDD [BRBOGFREN, EEKENRNT
BESNEBE6 1B (1808) INDBHREDRAEN S & L T5% EFAN
BEBICLITONARREICRE T 2B EZ BT
(1) BENRY
(2) I FD41IBEH2IBEL FEEIE T
a) WHNIFEREY, b) 25HIET, o EBHE (cm) *2 <10/\—t>9 1)L (EBfHEE
DRMICBIFBDTI10%FE), d) UTDIBEEP1EBL E&mEed [1. CnEER (CRP) B
0.5mg/dLiB, 2. NEZ'OEY (Hb) f812g/dLKiE, 3. 7L T = /B3, 2g/dLkK]
X1 BOAR, BEAXEEEENU2EHE NS, KEEIIL AR (NC) BESSRERAER%E (CTCAE)
v4.0 B35k (JCOGHR) DGrade 1l LICEZET B HDE LT,
%2 FRREEE, LIFOStERC KUk,
g (cm) = FEREREE (cm) -3.14 X =8/~ FERE (mm) /10
-ECOG-PS 0~ 2 (BHZEE(IC DV TIFONIET)

I RL=X100mg7z, 1810, $HRHI, ZERICROKRS L, IREREIAGLEDIFBEFERE U, &

SHEE12BE THh o 1.

B TEEHHIEE : DEXALIC KD LBMDHERS - IBIIN'ERD S NIcIREREDEIS
BXREHEIER  SEHEFER(CBIF B2 LBMOR—=IX A VHh 6 DZE{LE

ZFHIOEFHRICBIFT B2 RHEDR—I T A Vo DELE
QOL-ACDDOEMEEEIEE A I 7 (B8, 9, 11) D= T4 UH 5D 1258/
DFHZE(LE (BRI9, 11138 1E55R)

QOL-ACDDEEHEADR—RS A VUHh 5D 1 2BEDTZ(LE (BEER) =

R BEER, BIER, MEBUHESEROHEERRORMIGERING (LN T 22X NOEIERS

DEXA% : “E T R)LF—XIRIRGAIEE (dual energy X-ray absorptiometry), 2F&83EMDET DXKRZLERICIRET L,

ZTNZENORERNSEHMEBOEREZ, BI88, IBH2, LBMOD3REICH(IFEHAT 2 ENTES.

LBM : BREERH1AEE (Lean Body Mass), AEN SAMEEFZERLC, BIAYE, NEEDHRES.

QOL-ACD : " AEMIECEICHIFTDQOLEEET 2IcbDBERZETH Y, /EF4E (618H), BiIR (5IBR), & - D

HIREE (SIEE), DBt (SIEE), £4MQO0L (1IBE) IC/SY 25M220EB/MICKJEHET .
BN TEEHHIER ARG SEICLBMONR— 54 U6 DOE(LENN—EBEBSNEH o ek
ENULBMDR—=ZX T A U SDEEEN—E THOKkgFii &3> eiRERE =i
5 - BIIOERD SNED o feifigE (/Y U ARYS—) ELTRWUIRY, /U
AR =D DWERE MRS - IBIIDERD SNTEHERSE (L ARSI —) EEFE
Ufc. SFEIGZ8HL, ZTDI5%EFEXE (95%Cl) ZClopper-Pearson/&%
FAWTHRE Ule. RERIE, [DEXAEIC KD LBMODHER - I8@IIHERD SN fctbrs
DEIGICHBWNT, 95%CIDTBRN30.7%HEBZS. | & Ul
BIGHEIEE R 58, Bm(B), REHLDREE G E10% LT, 10%18) UK
S5BEFROE) OXREBEREZRTEL, EFMEEOR—-IAT A4 VE
ERHESEUVEREAET —YICHTBIEDIEDMICK T, EZ5THEF
HBCBIFEIR=ASAVDPOSDELLERVELR (FR/N_FEFH, LS
Mean) & ZF D 12 #: 28 2 (SE), LS MeanlC it 9 295%Clz & H U 1=
58, R 0B), AEELDIEE (5% E10% T, 10%8) #AFEL, &
FHEBDR—XTA VEZEREEE UeRENTT —9 I T 2HED BT
[CXDT, R=XSAUH5D12BEDFHEILEDLS Mean& ZDSE, LS
Mean(cXd 295%ClZz&H Ui, X, EeHFHAICSITHEANE, X—X54
NS DEEENUEIEROENHStEZEE Ul
%3 LBMIE3, 6, 9, 12BN RS HHIER, 4AEEQOL-ACDOBMBEREIEE X 177(31, 3,
6, 9, 12BNURSIEIFICEHE L.

TZE4  BRERSHBED ORIRSE28HEF CICREUCASZERICODVLWTHAEB L. BAREES
DREERIE, 1) [BOSNCEESDY], 2) [Z2o8EHY ], 3) [BELLWEBWVIRL], 4) %
DEIER U] XIE5) [BEhER U] OSERETEHIL, 1) ~3) EHEINEERE UL IFREER
W ARBERZBHD%Z [BINER] & Uiz,

EEID SHMESNCEEERE(F, ICHEREZERBELAENR (MedDRA/J) ver. 20.1JDEEE
BIADFE (SOC) RUEAREE (PT) ZHWVWCHHIER 2.

BESROEEE (Grade) [FKEEIIA AT (NC) BESRILERERZE (CTCAE) v4.0H
A5B5R (JCOGHR) ZRWCEHE LTz,

3) NEFERBE T % @RS MAE (ONO-7643-05) shERAiE (&R AERFHiE R
4) Hamauchi S, et al. Cancer. 2019; 125 (23) : 4294-4302.
[(FEER] AARISNFRERTEDTIEICKIEREIN . BERR/YDEED D E3RIF/NFERIHEDHETH .
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=SB
E2EE=
I RIL=RE (N=50)
" e ] 66.5
i, 7% (B~ BAfE) (49~88)
, 54 30(60.0)
%51, n (%) i 20 (40.0)
SEH94KE +SD, kg 50.71+8.63
F5BMI +SD, kg/m? 19.52+2.76
04> 04>
86 7 A0 ; (ﬁfg1 VTS 0 82;3
'f$§7)ﬁ§9\, n (%) /K;:E\u 1
SEERT—9 £SD FLBM 37.05+6.60
(DEXAR), kg FIIRERRE 11.62+4.71
0 11(22.4)
1 33(67.3)
ECOG-PS, n (%) 5 5(10.2)
RH 1
QOL-ACD 75.0+14.1
A= 57 ]
FHQOLZA 7 £SD, &1 QOL-ACD &8 58411
PN ) 40 (80.0)
HABE, n (%) = 5(10.0)
B 5(10.0)
Ny
IA 1(2.5)
VA 4(10.0)
VB 14 (35.0)
lige-g==EzS 21(52.5)
— B
JRER*, n (%) mB 1(20.0)
v 3(60.0)
filTe BB ¥ 1(20.0)
T
il 2(40.0)
IV 3(60.0)
SRERERG SHR(CfTh NI N 9(18.0)
HAICTT DEEDEE n (%) »h) 41(82.0)
0 0
N 1 14 (28.0)
/EIJEIJ/X/;AZ,I’](%) 9 16(32.0)
3BLE 20 (40.0)

AT SREER] : ENR  SD : 1258 (R
X ENABOWRER ZHFE U
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#ExE (N=49)
s oo [ G
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ISR n(%) ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 18(367) ,,,,,,,,,,,,,,,,,,,,,,,,,
95%Cl [23.4, 51.7]

EENTISRER : FAS Cl: {S3BXRE

%1 95%Cll&Clopper-PearsonACTEH LTz

X2 BEADBENR—RSA V& Uz, BREIRSZ(ICDEXAEICKDLBMDR— 54 U Q S DELEN—EHESNEN o o 1kER
ERUDEXAEIC K BDLBMDR—R S A VDS DE(LEN—E THOKgHIME & 13 ICIERE [T HERF - 1BI1NFRD SN > o1
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L34

ZEHIEEFHAIC BF BLBMDR—R S 1 U h 5 DZE{LE (BIREHTEER)
HWERE A CBIFTDR—=R T4 VIEEDOLBMDEHEE +£SDIF, 37.0516.60kg T o/c. ZIHMARFEH TOR—X S5 A
VN 5DZE{LE (LS Mean+SE) (&, jAEREIZSHI3E (4441) T1.90kg, 638 (406l) T1.86kg, 938 (356l) T2.01kg,

128 (3141) T1.77kgTH > Iz

(kg)
3 —
2.5
:
Mo 2T
D
’l\ 15 1
2
= 1L
/r
>
g 0.5 LS Mean+SE
®
/ﬂ\
£ O
E=S
-0.5
1L
0 3 6 9 12 (&)
HARS
ZiLE
,,,,,,,,,,,,,,,,,,,,,, FEHED | 1884228
. B 1.57
0 e —
vy Bl~mk T D20e3 T
,,,,,,,,,,,,,,,,,, (SMean+SE | 190+034
959%Cl [1.21, 2.59]
,,,,,,,,,,,,,,,,,,,,,, FHED | 1694215
. B 1.83
3 s L S —
e | Blemk T Gsesy
,,,,,,,,,,,,,,,,,, (SMeantSE | 186+039
LBMDRX—XZA 2HH 95%Cl [1.08, 2.64]
omlt® ke | | wHesD | 2254279
. =ap ] 2.33
1o o S —
vl miemk 66~87
,,,,,,,,,,,,,,,,,, (SMeantSE | 301045
959%Cl [1.11, 2.91]
,,,,,,,,,,,,,,,,,,,,,, FHED | 1964280
IS B I T
(N — 3 1) ,,,,,,,,,,,,,,,,,,,,, Ei /J\Nﬁj( _41N119 ,,,,,,,,,,,,,,,,,,,,
A (SMeantsE | 177£043
95%Cl [0.89, 2.65]

FRITIIREEM | FAS

Cl E8XE LS Mean: RN\_FFY SD:1RERE SE:1RERE
¥ LS Mean+SEE95%CIIE, #®58, 3m (B), AEADDIEE (5% E10%LT, 10%i8) KOS R (B) DXEEAZR
FEU, IBMORN—=RSA MEZHEEE U REAET - ICHT 2 HDBDMICI >TEH L
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,,,,,,,,,,,,,,,,,,,,,, 94D | 089+156
& .
}5 %/HH'] 5@ ,,,,,,,,,,,,,,,,,,,,,,,,, EF‘ 9&1;_ ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 090 ,,,,,,,,,,,,,,,,,,,,,,,,,,
(N — 49) ,,,,,,,,,,,,,,,,,,,,, Hi /J\Nﬂik _46N33 ,,,,,,,,,,,,,,,,,,,,,,
R LSMeantSE | 088+0.23
95%Cl [0.42,1.34]
,,,,,,,,,,,,,,,,,,,,,, Y940 | 173x244
S E 1.
BSHBE | G E— R —
(N — 45) ,,,,,,,,,,,,,,,,,,,,, Hi /J\Nﬂik _29N96 ,,,,,,,,,,,,,,,,,,,,,
R LSMeantSE | 1.57+036
95%Cl [0.84, 2.30]
,,,,,,,,,,,,,,,,,,,,,, Y940 152347
_ _ . B 1.
GEDR—R51 IS BSHGE | e N R —
@ﬂt.ﬂ:zx k (N = 4»] ) ,,,,,,,,,,,,,,,,,,,,, Hi /J\Nﬂik _74N86 ,,,,,,,,,,,,,,,,,,,,,
aa L e [SMean*SE | 1384047
95%Cl [0.44,2.31]
,,,,,,,,,,,,,,,,,,,,,, Y940 | 202+370
. B 2.1
BEHGE |y i E— L B ——
(N = 35) ,,,,,,,,,,,,,,,,,,,,, Hi /J\Nﬂik _105N91 ,,,,,,,,,,,,,,,,,,,,,
,,,,,,,,,,,,,,,,,, LSMeantSE | 1.57+056
95%Cl [0.44,2.70]
,,,,,,,,,,,,,,,,,,,,,, Y940 | 222+387
. B 2.10
L TP E— e S —
(N =31 ) ,,,,,,,,,,,,,,,,,,,,, Ei /J\Nﬂik ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, _1O7N116 ,,,,,,,,,,,,,,,,,,,
,,,,,,,,,,,,,,,,,, LSMeantSE | 141+£061
95%Cl [0.17, 2.65]
AT RER : FAS
Cl:{EM8XR LS Mean: S/\"J|¥H SD:{@#fRE SE: (@0
% LS Mean+SEE95%CIIE, #&528 Fm(B), FERDDEE (5%LLE10%LUT, 10%#8) RURSEEIEm (B) DX E/EAZR

FEU, RBON—RSA VMEZEHEE L U REAET —IICHT 2HEIBDMICI >TEL L
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‘)6

QOL-ACDOEBMBESHEIEE A7 (B8, 9, 11) DR—RAS A4 VHh 5N 12E/ED
2L E (BIREHEIRR, BR9, 1138E1ER)

QOL-ACDDOBMEHEIEEH X I7ICDVNT, X=X T4 VH5D12B8BDFEHZELE (LS Mean+SE) &, BRES [B
MFHd W FE LN H'0.620.15, BEIBENBVULVEBWVWE UM H'0.5+£0.153, BRE11 PEF L] H0.9
+0.1RCThofc.

SEER
%8
ArEE [RRIE f Zﬁi Lieh [ggbﬁi%ﬁ\im | I"\btfgfli 71_: -
WELEEh
TREL 49 49 49
Re2SAUPED LS Mean+SE 0.6+0.1 0.5+0.1 0.940.1
1DBMOTIEILE R | osecl | 04,091 | (0307 | [0612

AT REER : FAS

Cl:{53BXE LS Mean: fR/N\"FE SE: 1Z4ER=E

X 58, R 0B), AEFSDEE (5% E10%UT, 10%#8) ZETE U, QOL-ACDDBRMEHEIEE A I7DRN—X 51 ViExt
ZTELEUCREAET —IICHT BEDEDIFICE T, R—RS5AUHE5D12BREDTHZ(LEDLS Mean&EFDSE, LS Mean
[CXT B95%ClE&EH UTe

QOL-ACDDEEHBEEDAR—RS 4 UHh 5N 12:BR DT LE (RIREHEIEE, SE1558H)
QOL-ACDDEEERICDVNT, R—=X T4 5D 12BEDFEZE(LE (LS Mean+SE) [$0.0+ 1.5 Tdh o /e,

KRB 49
R—ZSAIUHED LS Mean*SE 0.0x£1.5
12BEDFIRIEE™, R | 9500 [-3.1, 3.1]

HRATIISRER 1 FAS

Cl:33XE LS Mean: R/NT"FHEFY SE:1FAEFRE

X R5E, B (B), AERLORE (5%UE10%UT, 10%#8) ZEFE L, QOL-ACDDEHERDON—RSA VEEHZEE L
EREAET—I(CHTDHDEDWICE 2T, R—RS54 UH 5D 12BREDTHZLEDLS Mean&EZFDSE, LS Mean(THd 3
95%ClEEH LTz



Adlumiz

zZ2E

ONO-7643-058 BR (CH WV T, BIIEAF496Ih2141 (42.9%) ([CERH SNTc. EREIMERAIE y-GTPE M
441 (8.2%), DEMQRSEIER, BIMEE3H) (6.1%), R, WERKZ 261 (4.1%) TH o,

BEREIEAIF26] (FBRE, 28UERK), RESPLIICESCEMERESH (B2, MIC E=MHESNIE, BE,
IDBBQRSHIER, 2BUMERRES 11) [CFRH SN

KBTI, BERICKDIETHIFERD SNIED o fe.

I RILSRE (N=49)
EIER, n (%) 21(42.9)
SEREER™", n (%) 2(4.1)
B5oFICE S I2RITER2, n (%) 5(10.2)
Grade3DEIEA*3, n (%) 5(10.2)
HEPRIA 2(4.1)
y -GTPE# 1(2.0)
U > ) SERBURA 1(2.0)
2BUNERR SR 1(2.0)
26 FICER8 SNT=BIYERA, n (%)
y -GTPiE#0 4(8.2)
DEBERQRSEILE 3(6.1)
B0 3(6.1)
BRI 2(4.1)
HEPRIR 2(4.1)
FET*4 6(12.2)

AT RER] : SAF

BERERSHIBED SRS TR 28HBF TICRIRUICASER ZHAE L.

BN S|ESNIEEERBIE, MedDRA ver.20.1JZFBWVTCHH#ER, GradelENCI-CTCAE v4.0 (HAEER) ZAWNTEHE LT
JBEREEC DERBIRIFRDSERETHE UTc- RSN CBHES Y], [Z0Bh&EH Y], [BERVEBVRRWV], [ZoBERL], [BhE
2UJ.

BREEORRERN [HSNICEES Y], [£0E&EHY], [BERVNEDVNARV] EHESNILBSER, &L IZRRBEHEHNT
RrEEERZEERA S UTEST L.

X1 HBRR, 2BUBRFRS 161 (2.0%)

X2 BRERM (4.1%), ERMEASNGE, FIE, DERQRSEHIER, 2EUERRS 14F (2.0%)
%3 Grade4X(FGrade5DEIER (RUBZEER) [FRHSNBH o/,

X4 VWINBIERGH ADBREE

BE, DHEREICEAT B IEERE, REEENIRIMCEEG [EWEERER (ONO-7643-045488) | CEKTH Y,
IRV A CTHIEEECEZHE UITERNFH 5T, REEE(ICEH UIDIF6.1% (3/494), BHOKRUDOH 146, @H'2
B) ROTERIEEZE(CZH UTeDIE12.2% (6/4941, BEHON3H, QRUV@HEI, @H'26l) Th-olz. Fie, LEN
DREEEICDOVNTH [ENEERIER (ONO-7643-045888) | LB TH o1z

(DHEREICRI T BT IE B, REEER IRIWEREEE(Fp 3181
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T RIL=Z100mgBHCHBWNT, 49610416l (83.7%) HABMEBHIZHAL T, ZTOS5LEMEET HHR
HEBAZ A UCERIC BV TOARS (SMUIRERR) (C4 T 2HEBRIF, AHRICBVTRHSNBN S
1o, MBEERIIFICEST 2EEERNOBIFRADEIEG LHASNICNBRRERA 2L TICRY.
R EEER OHARRIONRCERNFICES T 3FESRRUEIERA

BEER BIVEME
T RIL=R100mgg¥ (N=49) I RIL=R100mg8¥ (N=49)

HRAZA

‘)8

= N HA®HY (n=0) HAAZ L (n=49) HA®DY (n=0) HAZEL (n=49)
7YRITATUYR 0 6(12.2) 0 5(10.2)
= <o #A$DY (h=39) | #ARBKL (n=10) | #tA®HY (h=39) | #AEBL (h=10)
7Y hIUATURLUSN 6(15.4) 0 5(12.8) 0

n (%) BEITSRER : SAF

BRERSREBEN SRS TR 28HEE TICRRE L cAESRZHFAE L.

HAZEA

(N=49)

HAZA]

MedDRA ver.20.1J7Z{ER UTe.

{HAE NIE I ESER
I RIL=R100mgs¥

I RIL=X100mge#

(N=49)

NEMESFIGAE, n (%) 41(83.7) SLVIRT

ACLES Rl 4(82) GEEFHRIRT) 9(184)
AVRTSF> 0 FTEGUTSFY 6(12.2)
RARNUFER 0 ARVIE Y 4(8.2)
)yaF=7 0 L Svd)

EE 0 CEETFARSR) 3(6.1)
i 7(143) (BT ) 2(4)
FO4F=T 0 (92 s et 2(4.1)
o= 0 FIURUES ~ 1(2.0)
FLYTEY 3(6.1) NSRYIRT 0.0
VIRTSFY 1(2.0) (B THERR)

e/ ULEY 0

AU JFHY 19(38.8)

7LILEY Y 0

LYFFy 0

ILAODS VL 17 (34.7)

LR F— bk 17 (34.7)

8. EEREANER

8.1 FFEF NUDLATF v RIVEEEAZE T 2 IcHRMEERICHFINIERT 5. AFIRSICKVDENRE (FEZRPREMENFQRSIBDLER.
QTERDIERS) KHS5HNS I NGB 2HDT, AEIDRSFHIGINURSHBPE, DB, 8. ME. Dk, BRESZERNICAEL, &
ﬁb*‘%?&&)ﬁ%?’]lfc 50(CIE REZPILT ZREBRIBZTD &, BE AEFRSYBICIFFITEET ST &, [9.1.3-9.1.50 1111017114
1712 28

0. FENERZEIZBEICHT IR

9.1 GHHE - BMEESDH 585

9. 1.5 BRERE (EHY U LIME. BY IRV U LME. EHILY D LINE) DH5EE
RECERNAEIN G SHNBBTNHH D, [8.1. 11.1.1 8]

9.1.6 7V hSY AT U VRERDIRSENS 2 BE
FPURSHATUVRERICIE, EBEMEDDHEN G2 cHEEREMERERIITHETNNGD,

10. #8EEH
10. 2 (HEER (HAICERT D L)
R BRPRIEIR - BB A R - ERET
DEMZEET 2NMEHESH CNEDOEFIDLSEMEL M | FEIGF T MU DAF v RIVEEERZB I B/cH. TNHDEF| &
TUNSUA O REEIS TNBZBZENLH S, DHARICEY . DEENEESNDTREMN B D,




SGEMRTT R #

TRERS LOUHRBERICET ZHMOEDEE B 0120-626-190 MIJ\ﬁﬁﬂliﬁif%H :: HELSINN

ARFEIBHRIEUEENCRT 2BV EDER 255 0120-076-108 T541-8564 AFRTHRE R AL 1 TEHSE 22



M 1w Temxast
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