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 EANBEEE - AEEERERRESSERE
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=R~ RETERZ) WAOREERREET A K50
(BEHIBE T M) O —BEI VT

REMBOEE & WEDEKRFE 2016 (2846 A 2 AMERE) &R
WO EFHERROERORBIIHEELRDZ LBV IAEThZZ L 25
FTC EFHERSZRCHERBEICRET 2o CREEAEET A F
FAVEERLTOVET,

=RN=7 (BEFRARLZ) 8E (REA : 7Y —NREHE 20 ng,
Bl A ERE 100 mg, FARFEE 120 ng RORAESE 240 ng) 2EMHHE
BRRRECH L TERT2ROBEFRICLOVWTIR, l=Fr<7 (BET
M z) BAOKBERMEET A F5 40 GE/hMBaiE. EHRAE, &5
SHEEE, BAME. SRS VXD VE, BE, BEEREDRE, B8
ExA70¥7 74 PAREEME MSI-High) 2FT58E - EBE
EURERE) O—HEEZSNT] (fFf24F 11 A 27 BT EEARER
1127 F1EEEZBEEE - EEHLARERLEEETHBRREN) TkY
ALTWVWET,

AR =R~ T (BT BRlcoONT, BERETEEBICRT

LRAERVCHAED—MEERARINZI LITHEWN SETA FT A4 &5
MOEBYVHRENWZLELLEDOT . BEENOERBEROCEBICRHT 2 B
ERBEVWLET, 2B, KERORBEEREES A FT 4 20X, BIREBZD
EBH T,
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Tk R R R BT B B Y — R A AR 50
mg (—% AV AvT (BETFEBZ) ) O

 BEESUIBR, RIERCHE

ShEE I %hE -

BIBRT BB 70 ST - ﬁ%@ﬁé%ﬁ¢&ﬁ
AERCHE '
wTWV7(Eh%ﬁ@x)k@H%Vkmf
BE. RARRZRAEY AT BETFHHRZ) &
LT1H 1 mgkg (AE) %61 ﬁﬁrrﬁﬁ%
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BYN—-Y (FHEEBIEERD) BYR—Y (BERRERHIER)
2= WM& RDZAERCHE 2R—Y I RBRLEIZAERVCHE
BE. RAR=AA~T EEFEBRZ) L] BE. BACRE=RL-T GREFEBRZ) &L
\IEuMmg%ZﬁﬁﬁMXi1@4wmg% 'ClEMMmgézﬁ%ﬁ%Xﬁ1@4mmg%4
4 FAFEIEIRE C REEET 2, A EIERRE TR ﬁ%&#é '
4b)Av7(ﬁh%ﬁﬁx)kﬁﬁ#5%A
BE. RA i%va7(ﬁh%ﬁ@z)kb
T, 161240 mg % 2 AR X 1[5 360 mg %
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42— OEMNE 0185388k (ONO-4538-41 3_88) (Clin Cancer | 4 ~=2— NEE T/E3RBR (ONO-4538-41 RRER)
Res 2019: 25: 5485-92) -
42—y QE B2 [FI 55 T H 38R (ONO-4538-48/CA209743 B4, (@ &M

B%) (Lancet 2021;397: 375-86)
{EFERIERIGRE O UBRT R 81T - BROEMEE
ERRERE 605l (AARANBE 60 HlaSde, &
B4y s~vry (EEEFHEREZ) EO#H CL
T IN+T GRS &V 5,) T8 303 f, {bZRRis
(FTFFRE AL FF U IIINRSFF
V) ERXAMUFE RS Y v Ak E OBER)
B 302 B) ZxEIC, (RFERREEERELE LT,
N+ FABOESER NZe 2 RE L, 5

FHMEER THh LA (bRl [95%EEX
RI1) k. N+ EFEE < 18.07 [16.82~21.45] B AB.

{LEERIERE T 14.09 [12.45~16.23] W ATH Y,

N+ GRS IR LEsH Mg Bk

ERZRLE (0P— R 0.74 [96.6%EHEXME :

10.60~0.91], p=0.0020 [JBH! log-rank #E]. 2020
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1 2478 ? Kaplan-Meier Bi# (ONO-4538-
48/CA209743 3ABR) (EAEB{bShI-£EM) -

ENE DERE (ONO-4538-41 3ER)

62— | OEPMFEIMERR (ONO-4538-41 BER) 4=
(@ &)

[6~—v

OE R FIE MR (ONO-4538-48/CA209743 3/
L) ’
AEERIT NH PEERE 299/300 B (99.7%) , L%
FRIERE 277/284 B (97.5%) WO HiL, IBERIEL
PREBEAEE T RVEEESIT N PR
240/300 41 (80.0%) , L FHRIERE 233/284 £ (82.0%)
WWED b, WTNNDOEETRIARN 5% LD
BERIITEDLBY Thol,

#£ 2 WDWThOBE TRIRDN 5% EDE {’Eﬁﬁ

(ONO-4538-48/CA209743 3RER) (LB A

| 2_ED
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(14.3%) . FFHBEEREE 36 ] (12.0%) . infusion |

*| reaction36 i (12.0%) . ﬁﬁ%mﬂﬁ’ir 34 # (11 3%) .
TR EE 22 (7 3%) . BB M 28, 20 91 (6.7%) «




KIBK - NBR - BEO TR 19 #] (6.3%) . B
BEREE 15 41 (5.0%) . THAHEARIEE 12 4] (4.0%) .
BEEORBEE 104] (3.3%). FFE 76 (23%),
BB HEEEE 6 Bl (2.0%) . DMEBEE 4 4] (1.3%) .
BEA 3 B (1.0%) . BIERGEARE 2 6] (0.7%) . 5
EIOMER 2 B (0.7%) . FEZ 2 Bl (0.7%). BARIM
BRERAE 2 ] (0.7%) . N4 - BEIESS 1 41 (0.3%)
EOLEBHR1H (0.3%) BBOONE, T, 15

PERRYS, BIERTS . FFR 4, m{LEIBER, BEL |

MRS ek A ATEEEE. Sk, R, B
| i B OYEFLIZER® B i hio o, ABIMERRE,
Wi BEES (RERTEREELEL) 28T
R SR, |

(R - AE] ' .
AR OBERMEYEBEET LV ERHA LY I 2L
—3a ik V., AF 480 mg % 4 BEIRIRE TR E
SUIBEAGR O AL - ARE THRE LIZEBoARA D
mMFEFRESRE SN, TORE, £H 480 mg
Z 4 BMERCHRE LEBOEEREBIZBIT A
BfE e (LT, [Cavgss] LV2,) X, &
#l 240 mg % 2 BEERER TRE L72EED Cavg,ss &
BT 2L TFRISNE (TR, £/, KA 480 mg
% 4 BERRECRE L-BEoERREBIZBIT 5%

[ - AE]
FHRIOBEARYERETNVERA LIV I 2V

—¥a itk KK 480mg & 4 EREIERE CHRE

XIZBEAR D Rk - AR TRE LEBEOXA D
MmIFPREPBRIT S NIz, EORER. AH 480 mg
% 4 BERFERTRE Lo EFREBIZBIT 2F

{ BmEFRE (BLF, TCavgss] &£V 9,) X, &

#1240 mg % 2 BREIFE THRE LU7ZEE O Cavg,ss &
BRI L TFRIESNZ (TR), £/, &F 480 mg
Z 4 AR CRE LEBEOEESREBICBIT 5%




EfmEhEeE (LT, [Cmaxss] &V 5,) X &

| #1240 mg % 2 BHEIFIR TR E LIZFRD Cmax,ss L

i L CEEEZRTETFRENRZ OO, BARA

_%%K%wf%ﬁﬁﬁ%%éhfwé%%-ﬁ%

(10 mg/kg % 2 BREIMRE C&RE) THRAZEREL
JBs0D Cmaxss & Mot U CIEEE R FHIESH
7= (FHR), MA T, BEOBEICBIT AT —FIZ
BEoSx . A% 3 mgkg (FE) Xi%240 mg % 2 8
FERIRE. B L < I3AH 480 mg % 4 BRIFER TR E
L7zBOAAOBREER L HMEXIILZEMELE DR

EARNTABRBRISEFASESE S, YK |

BIZOWTHRERTbh R, EROMAE - A
BOCASMR CREMICHARRZERITRV L
FHIESNF, o, BEURESRBEREICBITS

| F—p B S EE BRBRSE TV EFIAL

T A& 3mgke QBEBTHEE), 240mg (28
Rk L) XX 360 mg (3 AEREETERE)
LAY br=T7 (BEFHEHEZ) 1 mgke (6 EH
MR cHE) E0HE L BEOFHMRUORENE

CEEHICHERERIRWVWE FHIENE,
#3 ABROEYERENT A —F

ESmiEsEE CLF. [Cmaxssl. £\ 5,) X, &K
%1240 mg % 2 BREFER CTRE L7ERD Cmax,ss &
HE L CEEERRT L FRESAZbON, BAA
BEIZBOTASESERIN TS AE - AE

(10 mg/kg % 2 ARBERCHE) TARZREL
72B50D Cmax,ss & H# L CEEEZRT & FHISh
o (T, Mz T, EROBEHBT 57— I
B3%, FH| 3 mgkg (KE) Xik240mg % 238

RARIRE. & L < IXAH] 480 mg % 4 AR TIRE

L7-BOAROBRER L FHHEXITZEE L DM
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FF . BRALMERRE R, FRIGHEREEE . TR
EE. MREE, BEE. BIRES. Mk, EED
BEREE, #IRMARZEASIE, infusion reaction, HE
RIIRIESE ., MERE RS, k., R, BED
SRS, IR R B, LIRS (L EME) - 4R -
OEMEISMNGIES) | FRIFERES BB H M, EFLE%)
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AV H5EMEEEL (BEROBE-PRRICEL

TR UOKBEZT DN HEI L), B

HIE 720 ES TE BEBIRE-TNWB I L,
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%K. B, BEAUERRIRAE, RIBZ. /NBK, BEED
TR 1 BUERS ., BIERFR. FFre. ks,
FF. BBACIERRE K, BIRIREEEREE . TR
BE., HREE, BEE. BIBEE, Mk, EEO
KIEEE, #IRM2ZERIE, infusion reaction, B
7R MIKREE ., MERABREGREE, Mk, Bk, BED
RN, IR RS, LIRS (LES) - 4RI -
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FEEZITONBEHITH B L) b
MBENTX HEHIBESTWNDHZ L,
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1. IIL®IT.

B3R DOFRE - BLMOREDTDITIE, TSI ESVBEREHERRD
BB, &bz, TEOREEIOESIC LY . MEERR 2 & OB 5 /e R
FEEGAERINZHTT, INOOERR P EICKHERBEICRET 3 2 L BNBED
HEL 2o TRY BEMECEE L EDOEATEF 2016 (ERK 28 £ 6 A 2 AKIZBEE)
CBNTH, EFNERREOEROEBEIHEELRBZ L L ShTW3,

SRR, ERERPEEM 07 7 A VRBFOEER LALMCE
REILRBHB, ZOkd, BHEROEZEMICET 3 BRNR+LOEHET 5 TOR,
UHERZOBEEL RS2 L BAPRSNIBECH L TERT L L bic, BlfE
BANRRERLEBICSNERRGE & 5 2 LN T2 —E OB &5+ E R o m
THZELREETH S, o

LMo T, AHA R4 0Tk, BRBESCINETIEB LN TV B ESESE -
B RMICESE | UTOERROREREREHET 2B A0 b LERERE, B2
FROBEEELTT, .

BRI, AHA BT A Ui%, BIATHEANER R ERMSER O, ANHMEA A
WRIEESS, — RSB BABRANES, SEFEFEBEARANEZSR O
— A FIEA B ARRREBES OB Db & ER Lk,

ML RBERS A7V R EEEHE 20mg, A7V —RERFHE 100mg, 7Y
— R RBFRE 120 mg, A7 P—RRFHE240mg (—B% : =

: e (BETHEZ))

HEERDWEUIPR | EIBRARREREST - BROBMLREEF I

oL ARERCAE  BE, RACE=FAL~7 (BEFERZ) & LT, 1E240mg

' % 2 BRI 1 [E 480 mg & 4 BRIRIR CAEHET 5,

AV AeT (BETHEZ) LHATIHAR. 8%, RAR
=A< (BT LT, 1E 240 mg % 2 @R
FE3 0% 118 360 mg % 3 BREIHIFRE CREERET S,

B Bk R ¥ A NFRRTERXSHE '

(B5) : :

BRI BRI RS 5 ¥ — A RIREHER S0mg (—fk4 : A Y 2= 7 (EETE

#2z)) OPRENIIHR, AERCHAE

ShEEIIZNR - BIRRNRRZRETT - R DO EMEMAR + pTiE

BAEROHE: =A~<7 (BEFHEEL) ORI T, B, RARIZA Y

AwT (BEFHEHEZ) LLT1E I mgkeg (KE) %6 BREBRBTR

BEFHET 5,




2. AFIOKEEK. fERRF

A7 P —F R 20 mg, FARREE 100 mg, FAREHE 120 mg R ORRIRHE -
240 mg (—B4 : =RA~T (BETFEHEZ). BT, TA8 205,) % MEFER
TEHRSH L A XLy s A @T VAPV - w4 ¥ —X 277 (BMS) #) #
A% L7-t b PD-1 (Programmed celldeath-1) (=345 b M 1gG4 €/ 27 v —F Nk
Th 3, | '\ |

PD-1 1%, {EHAL LY 2 38Rk (T MBS, B MR O F = 5 4% 5 —T fill) ROE

BERMIIBIZ 5T 5 CD28 7 7 2V — (T HIRROE L2 MBIICIE L AICHIET 54
FE) BT AZAENETHD, PD-1IFHERTHRICESR TS PD-1 Y ¥ F (PD-L1
RUPDLY) EREA L. UL SERICHBIES 7SR EEL TY v SROEHLRIEE
AT LTV 5, PD-1 VA FIFFURBFARIAMC E b D2 IR EFHERRICREL
LTEY . BEHEEAEREN LUK L EERZICKITS PD-L1 OFRLIFTEDLTF
#IR & ORICADRBERNSH B Z L BRESH TS (Cancer 2010; 116: 1757-66).
T EMEAERE CITEEEE T HIENEETEA v —T=a < (FNYy)
itk - T PDL1 OREASFE S, BB L EEMARICIT 5 PD-L1 OEBLIFRD
AFHR L ORI EOHBEERN 5 & O|ELH D (SciTrans] Med 2012; 28: 127-37)
X 5z, PDL1 ZMRGIFE &8 MM, FURSSRER CDS B T MR OMIREE
TEME 2 BEE & 5 2%, Hi PD-L1 HifkT PD-1 & PD-L1 & OREEMEET 5 & T OMM
BEEEREET 52 L RREN TS, BOZ &5 b PD-IPD-1 ) H> MR, 25
AEBRADSTLRAS R T MK D OBREZEEET 2FDO—2 L LTEX LR TY
5o ‘ '

AF 1%, IR OF L D PD-1 OHISMEL (PD-1 Y 4 FREAHUIR IS L.
PD-1 & PD-1 UV HY FL OREEEMAETZ 2 LIk, BARFRKENR T MIROWE
AL R O MR I X A MRS BRI £ T 5 2 & TRk RREBESDRETRT
CCURRERSHATVS, | | K

B DR D AR EMEEICHT A H R ISEERICRVES b O L HIE S,
EMEDREREES e LR L ERE L, A, DMK ORBEMEI R
iz,

KRN DOIERMEIC £S5 BEDORERIGIC L 2EWERZR S bbh, BEEXIFELIC
 BATEERD S, AHORERRORERICIT, BEOBEE ATV, RENR
B ONFESITIE. BRELEBRICR DB MR e BRR 2R OERM & B L TF
BIRERBE 247, BEORERIC L 5EHERSEDN 2 B410E, BIBKESV
EVRIOBREEOENRABET O BERD B,



3. ERERBU& _
EIRRARRE 72 AT - B R O BRI 5 BE D A GRS FHE 21T o 7= £ 72 BE AR RABR D iR
Eﬁiﬂ—c |

(A %]
@ EAFEIMERER (ONO-4538-415488)  (Clin Cancer Res 2019; 25: 5485-92)
FSFFREFE N R LFE RPN 7 AR L OHBRECRISXIIRHO L)
BRABE/REAT - BROEMMIRPRIESRE (ECOG Performance Status 0 X T* 1) 34 %
BRI AH 240 mg % 2 WRIFERE TRIFFHE L, TBFHEEE TH 5 F2% (Modified
RECIST criteria (2004)IZ2-3 < H3H|EIZ X5 CR XIiZ PR). 1X29.4% (95%fSHEIX R :
16.8~46.2) Tholz, 2B, FANIERE LZBHEIX 5.0%TH o 7=,

©@ EFRIEFRFIFEHAER (ONO-4538-48/CA209743348%)  (Lancet 2021; 397: 375-86)
{LFFRERIGR O YERT REREST « BROFEIEREPRIERH05H (BAANEEG60
Fledie. KR AV) AvT (BIFHABRZ) LOGA AT, INHFFA] 20 5H,) ™
30300, LFRIE (I FTRE AT IFFURBINRTTFV) XA R LF
B R R v sk L OFFR) #30261) XS, LFREREE RS LT, NHIfF
REEOEPRRESME RN L, EEHEED T3 24T (PRIE [95%E
K] 1%, NHIHFRBET18.07 [16.82~21.45] 4 A | {LAHIERET14.09 [12.45~16.23]
HATHY NHFRRFIMEFEREIC R LR ZRICERRERER L (NP —F
££0.74 [96.6%SHEKM : 0.60~0.91], p=0.0020 [JBBlog-rankiBE], 20204£3 258 F
—FHY ET), '
*1: 4Kl 1 E 3mghg (KE) % 2 BRMM, ©) A~ (BEFERL) 1H Ingkg (KE) % 638
RIRIR CARIHRE L7, SERRERACEV L, ARERACRE L, 1) AvT (RETHES
R) WARIORERT 25 30 5L EOREE BV TRE 2 BIA LI,



1.0
0.91
0.8
07{
0.6
0.5
0.4
0.3
0.2 LA 7= I
0.1 :

0.0

N-+IGF R

Probability of Overall Survival

0 3 6 - 9 12 15 18 21 24 27 30 33 36
Overall Survival (Months)
Number of Subjects at Risk

N-+MEFEE 303 273 251 226 200 173 143 124 101 65 30 11 2

fgekBt 302 268 233 190 162 136 113 95 62 38 20 i1 1
B 1 24780 Kaplan-Meier iR (ONO-4538-48/CA209743 FAER)
(R L Shic M) w



[Z4tE]
OEANF IRE (ONO-4538-413R5R)
FEERIT32346] (94.1%) TRBDLI, AR L PERRBREBEETERVWEEESR
1323/3441 (67.6%) 2R bz, BRRZENSUL LOBIERIZTEDEBY Tho'r,

#1 HHEBP5%UEOBIER (ONO-4538-4138) (RESHETRER)

FEERRSE %k (%)
ERE \ 34 45
(MedDRA/T ver.19.0) £ Grade Grade 3-4 Grade 5
2EIER 23 (67.6) 7  (206) 0
R IRSRBIE TE 2 (5.9 0 0
BiREE ' ‘ e :
T 4 (11.8) 2 (5.9 0
awW% 3 (8.8) 1 2.9) 0
B 2. (59 0 0
B , ] : 2 (5.9y 0 0
— - EHEER LURSEMLORE ' , ‘
BRE 3 88 .~ 0 0
B 2 (5.9) 0 0
ZE : 2 (5.9) 0 ’ 0
HRRRE ~ S
Y R—EHEm 4 (11.8) 2 (5.9) 0
7 I F—EHEm 3 (8.8) 1 2.9 0
Y s ERER 2 (.9) 0 0
KRB LUREES ‘
BARELE 2 (5.9 1 (2.9) 0
BERABIURAEBEE . ¥
BEE 3 8.8) 0 0
BB IR THEES :
b3 4 (11.8) 0 .0
R EBIRERE . 2 (5.9) 0 0

TR IREEE 2 4 (5.9%) | FTHEEEREE 1 61 (2.9%) . FRIRIEHEREREE 4 44 (11.8%) .
BB MEMER 2 51 (5.9%) . KIB%& - EEO TR 241 (5.9%) . 1 BUEERE 1 651 (2.9%)
NRED N, £z, BRERE, EEONERE., TEMEES, BITgEEE,
FER . EIEFEESIE. A - BEIEZ. infusionreaction, 5 & 5Bk, LK. Hk. &
RERRARIE/ X A3 F —, SREMEM/ MBI ESREER, TR, BIRDASERER UL
HEERIBO b Rholc, REWERRBRRIIEESES (BERREEEEZED)
EETEERETRT, |

OHEERLRF MR (ONO-4538-48/CA209743 FRBR) :

BEERII N GEARE 299300 1 (99.7%) | {LZRHEIERE 277/284 ) (97.5%) 1Z5R®
b, IBRE L ORRBFRARETE RVWEEESIE NH GFFHEE 240/300 41 (80.0%) .
{LZIREERE 233/284 B (82.0%) IZRB® Hvlz, WTN DR TREEN 5%l EOBHE
FAIETROLBY Thotx, ' g



#22 uﬁ’nmbﬁ*@%ﬁ&ﬁs%uhoﬁwﬁ}ﬁ (0N0-4538-48/CA209743$&)

(REMERRAT X R
B (%)
BEBXSE N+ R N Res =37
EAREE 30041 2844
(MedDRA/J ver. 22. 1) 4Grade Grade 3-4 Grade 5 £Grade Grade 3-4 Grade 5
éﬁl”’ﬁﬁﬁ ' 240 (80.0)  91.(30.3) 1( 03) 233(820)- 91 (32.0) 1( 04)
%5&& 49(16.3) 0 1( 04)
43(143) 0 15( 53) 0 0
16 ( 0 0.7 0 70
62(207)  10( 33) 0 21( 74)  2( 07). 0
30 (10.0) 1( 03) 0 104(366) 7( 25) 0
12( 40) 0 0 " 42(14.8) 1( 04) 0
MR ' 8( 27) 0 0 41(144) 6( 2.1) 0
- éﬁﬁ%klwﬂﬁwmwu‘ e e SRhc o
OIRIE L e e o
s 41(137) 3( 1.0) { 4) 5( 1. 0
HEF ' 25( 83) 0 0 44(155)  12( 42) 0
8, 16( 53) 0 0 5( 18) 1( 04) 0
SRR e e i e T R R B
)/\—ﬂgnu . 200 67) 13( 43) 0 1( 04) 0
Z —E 1 17¢ 57 7( 23) 0 1( 04) 0
77;y7~:/ FSyxF= 16( 53)  S(17) 0 2( 07 0 0
“—-Eté}m
‘ WRH&’%“B@%‘F? 32(10 7) 0 0 0 0 0
BERRE X U A RRE S RS I VLT IR 1
A S22 73) 1( 03) 0 0 0 0
P 15( 50) 0 0 3( 1Y) 0 0
Rt L UREEE e e T
AARIE 29( 9.7) 2( 07 0 50(17.6) 2( 0.7) 0
. pEBroaEARE . L
BEAIHE S Bk 24( 80)  3( 10) 0 2( 07) 0 0
HEREE i LI : T 2
BREARE 3( 1.0) o - 0 19( 6.7) 0 0
MR LT v REE ' v ‘ ’ _
a0 6( 2.0) 1( 03)° 0 102(359)  32(113) 0
FRRRAE .2( 07 2( 07) -0 71(250)  43(15.1) 0
AR 2( 07 2( 0.7) 0 26( 92) 10( 3.5) 0
& MR 0 0 - 0 2( 17 8( 2.8) 0

&%Nﬂmmﬁuﬁwﬁ$ﬁﬁﬁﬁﬁgmmam%)H%*“i%ﬁmymx
infusion reaction36 B (12.0%) . AEKCAFRARSE 34 B (11.3%) . FIERESE 22 1 (73%) .
RVEMERSE 20 1 (6.7%) . KIBZ - MBJ - EEDOTHI 1961 (6.3%) . BikeemE
15 61 (5.0%) . TEAHERE 124] (4.0%) . EEOREEE 1041 (G3%) .
761 (23%) . BIBHREREE 6 4] 2.0%) . DEEE 446 (13%) . BR3H (1.0%) .
EEGENE 26 (0.7%) . BE IR 26 07%) . B8 (0.7%) . FIRLBRE
Wi 2 (0.7%) . FZs - BEREZS 141 (0.3%) BRONLMEGEZ 141 (0.3%) M3 bz,
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7o, 1 BBERRA. BEERTR. R4, BeERER, EXRNKES, DRERER
R, R, REFEOE, EEHM R OEILIER O bhadol, ARIWERRBLRILIZEEE
T2 (BAREEEFZED) ZEUEHBREZRT.



[Ri - BE]

AFOBEFARYBBET A EFALILY I ab—va iy, KA 480mg & 4
AR TR UIBEARO R - RS CRE L BEOAKOMEFRESRF S L
Te. FORER. AH 480 mg & 4 BRMR THRE LIcBROEHIRBICE T 2 FHmiFT
PR (LLF. TCagesl EVV5,) 1. AH] 240 mg % 2 BHEMB CTIRE LICERD Cogss &
BT 5 L TR SN (TR): £io, AH 480 mg & 4 BRIMIRE THRE LI BROERR
BRI 2EESMETEE BCIT. (Chxsl W9, ) & A4 240mg Z 2 BFIFMR
TG UTEBED Coaes & LB L THEEZTRT L PRS2 OD, BARABEFITRBNT
AARNERSNTVWABE - AR (10mgk % 2 BFMMETRE) THAAZRELE
BED Coass & B LCIEER R L FRISHE (THR) . MAT, EROBEICET 5
F—FZESE, A 3mgkg (KE) X 240mg % 2 BREFMR. & L < i3AH 480 mg
¥ 4 BREREECRE LEORFOBREER L AN UIRSM E OB R 28
BRGET VABESN, SHEEC OV TREMTOER, EROME - ARO
B CESMER O S IR R BT ARN E TR S e, S, BRI KB I
B BT —FICESEBE L ZBRERGET AVEFA LT, A% 3 ngkg 2 BERET
#5), 240 mg (2 WEMWCTHRE) Xi3360 mg G BMMBTRS) LAY AvT

(EETEHEZ) 1mgkg (6 BEMETRE) 2608 LBOAMHER RS LR

LR, FEoAE - AROB CEMER &I AR EZRI RV L FRIS i,

#£3 FHOKMBIR NS X —F

)ﬁ YE . }Eﬁ E Cmax Cmind2s Cnvgdzs Cmnx,ss Cmin,ss Cavg,ss
(pg/mL) (ug/mL) (ug/mL) (ug/ml) (pg/mL) {pg/mL)
516 272 31.0 113 62.1 776
3mglkg QW | (355 70.8) | (165,403) | (212,43.9) | (75.0,171) | (27.1,107) | (42.1,127)
10 07 T2 383 437 159 878 109
240mg Q (51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) | (41.5,158) | (62.1,187)
145 297 530 216 713 109
4B0mg QAW | (140 207) | (15.5,47.4) | (37.0,74.8) | (145,336) | (275,137 | (62.1,187)
193 996 i16 356 214 275
10mgkg Q2W | (146 500) | (36.5,132) | (101,148) | (329,525) | (184,303) | (236,377)

E (5%, 95%A) « Q2W : 2 BRI, Q4W : 4 BRI, Cuax: IR 55 DB MIE PIRE. Crminazs :
ER 5% 28 B BICHY 2 RIE0IETERE. Copos : DIER 5% 28 A B E TOFHMBFBRE. Cuoxss ©
EERBICBT ARBMEPRE. Cuns : EFRBICBT AREDEPRE, Cops: EFRBITEITEF
B R RE ' '



4, HERRIZHONWT

EFMY R 7 EEE RMP) ILESE, AFDEERRTLMEFIFE ~DO W% 1EH
BHBEMBRTH> T, FROBRENFELRBEERH - HFEL, FHOREICLVEE
REWERAZRB L BICHET A Z L BBERED, UTOO~@DT T2
RIZBWTHERT2R&ETH S,

@ HRIZOWT.

@1 T?@(D-G) wfh#_mé¢6M£T%a¢

Q) E @kﬁ#hﬁ?é#h*%@%mﬁrh%Cﬁﬁﬁﬁmh SRR ART

_ mﬁmh SRS RUREE, MR AR )

(2) FEHRERDE

(3) HMENRMEINHEETIVBADEEERIE (BAREEERERE, HSARREE
BARE, BSABRESEEERRERE) ’

L @) ASRIEEERIEEERE L. SSREBRIENE | IIARAGERRIEE 2 OHEsk %@
IR EEETT> TV HER

(5) MBHEEALSEEMEOKRERE RS BHEIT-> TV 5 R

-2 Eﬁ%ﬁ¢&ﬁ®m%ﬁ&&0@ﬁ%%ﬁﬁ@ﬁmh+\&ﬂ%k%%%ﬁo
Ef (FROVTFNIMCHESTHER) 2. YD IE0ARI %#5%&@%&%&
LTRESNTWS L, :

*

o [EMRFREE 2 FOMPBHERET LRI 5 ﬁutmeéﬁmﬁfﬁEﬁW%%
fIoTWaZ e, 56, 28UER, PARYEREEZE L LEBRESFOWHEL
IToTN3Z L,

o  EMEFEER 2 EOMEMFEEET LeBIC 4 FULOBRERZALTVAS
L Tk, 9B, 3FLER BRI RIED A A EYRIE L B IR ARR R O BRK
HHEZITo-TWAZ &,

@ BREHNOEEMFREROBEHIZONT

EFELBFHREBICHEFTI2ELENERE S, RELHE) 6 ) l“*‘ﬁi"’ A, ;ﬁfjJ M -2
EMERZNFROBHER CEMEFICK T 2 FHRME. FEER/RE LIBA0®RE
¥E. ERHEONITONDERPESTND L,
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@ BUEA~ORISIZOVT
®-1 MK BT 5B

PEERR BRSO ERRBEANTAE LIIIC, 24 MEABREHNOT, SR
VBRI BT, R LEEWER IR CTAREERK O CT £0RIER &R &
%&ﬁé@%ﬁﬁ%ﬁ¢ﬁ%6n\Eékﬁmﬂ%awﬁﬁgofpézto

®-2 ERREEIC L IHFEESNBICET 28 M

RABRICED ZEMNRMBREORERFT I EREEENBIERT=F) 7
BEDEEROAY ) —= v T E2ITOVERE L FRELA TE 25— AERERINE.
BEsh T3z e, ki, Bkl oOVWT, BABE L ZOFRECHSTRAMENT
w3z,

@-3 BUER OBIFORRIZE LT

BIVEf (RVEMEMERICN X . EEAE R, Dk, k. BOUGRARE. XB%.
ANBJe, BEEOCTHL, | BBERE, BUERTA. A2, FFgeems, k. BIuEmg
S, FURIBMEEREE . TEAMERE MREE BEE. BIBES. Mk, BEEOK
ERE, BIRMRERE, infusion reaction, ER7ZMKEEE, MRAREGRT, .
BESS. BEORER. BIEREM, DEEE (LEEB AR - OEERISEES) |
FREERE . EEHL, B T LT, YRR UL EBERBEOEMELH TS
ER L ERE L EHEROBECRMICE L CREROXEEZIT N3 &HCH B
L), BEHICHEDRAENTE AEHRIBES>TWEZ L,
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5. REXMBRLRDBE
(B3I By 5 FE]
@ TROBEZBVWTHAOEDMEIN RIS TNS,
o (CPREERE T U RET  BR OB IR R (AR )
©  EFRIERIBROTRRRERET - BROBERETRERE (1YY AT (R
EFEBZ) L OfHR)

@ T%Kﬁ%#é$ﬁ@ﬁ5&wﬁmﬁﬁuom1m\ﬁﬂ@ﬁ@ﬁﬁ%ﬁénf
BoT ., FREOERERR LB,
o (bFERIERIGRBE O A AF ER 5
«  FTORBIRE

(ZEeMicBT 3 %EHE]

O FTREZYTIBFICOVTIHAFOBRERBRLE SALTVS T e b, KEZIT
PRV &,
o AR ORESH LBBEEDBERDH 5 BE

@'¢%ﬁ@ﬂﬁ’%waﬁ_Mé#5$%;owfi:xﬂmﬁﬁmﬁﬁén&m
v MOTRERRE A R WBEITRY | RECARZERT 2L E2ERTE 3,

s BEHMEREROSHEIEFEOLEE
o MEMEGRE CHEE LR 5 BE R OTEEE O MEHR TR o Ry g

FEOMCRERELRH LN D BE :
. ﬁEﬁFF%@Aﬁ,Xﬁﬁﬁm&ﬁb<iﬁ%%wﬁaﬁff$®%E@®
hHoBE

. BEBHE GLRMRBEELST) 0bsBaE
s BEOBREXIIRESFTIEE
s ECOG Performance Status 3-4 =0 oD fa 3%

D ECOG @ Performance Status (PS)

Score | B2

0 | 2<FBRIEBHTES, %ﬁmkﬂbﬁ%éﬁ#ﬁ@&<ﬁzé

RERICB LV EBNIRIRR S 328, SITHET, BEESE > TORERTS LR TE 3,
Bl BWRE, EBEX

BAARTHSOCECEY O Z LT T TARESELEIRITERY, BHo0 50%LL By FACRZT,

BoNZEHADEOEY DI L LMTERY, HHRO 50% L3y RMBEFERST,

Wi f—

2{BF2V., BEROFOED DI LiZe TERY, B2y FIRTFTRIT,
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6. REIZHEL THETREFH

O BTN, REREEE RMT 5 BHEICE S E AR O RER OB IEE
ROEbIbERERE+HCER L THLERTSZE,

@ EEBEBICEND, BEXIITOFRCENERERERZ +ORA L. REZE
ThoETHI L,

® ERBMERD<RY AV MZOWVT

MEMREERD b5 Z L BHDDT, ARIOREIT DT> TR, BRI

W CRREEE, W, R ORRERUME X WRECEES. BEr+o

ITS 2k, e, HEBEIZG T THEE CT, Aﬁ&?%;‘?—ﬁ_%@ﬁﬁéiﬁ@@”é
NP S ‘ ,
AFI OB EITEED infusion reaction 12 X TREAFRHICHI RSN TE HHE
BEITo - LCHET 5 2 &, £72.2 B B UAEOAAR 5 K#1Z infusion reaction
BbbbhdZEbHbOT, FHREFROFFHRERT RIZ AL YA
VEUET 5%, BEORBETSICBETHI L, /258, infusionreaction &
I LB A I, @ TOBERIERAZEICEE T2 X TRE L I8
THZ L, | |

FRREEEE, TEABERERVEIBEEERH DRI ZLBHHOT,
AR D13 5 BEART R U 5 R0 ISR I A HERERES (TSHL iBElE T3,
Bk T4, ACTH, I anFY —AVEDORE) ZEBTDHI L,
AFOBEICLY  BECAERGCERT 5 LB X bR A4 RRBORE
RhHbLbhaZ N5, BESBDLNIZEAITIX, BELEEFRITSLR
B PREO RN & RBR R SO E AT & E S U CGREIZERIBHTZTV., BEORE
RIS X 2EIEEREDN 3 BAT, AFOEREXTPILE, ROBIERES
NEVRIOREERZETS 2L, 7B, BBRASVELOREZ LV EHE

A ORENRTED bRRVEAICI. BIBRERVE Y S OREMEIR OBM

bEET S,

BERTH AN LE AR L TOLRIERRERT 5 Z L RH B0,
AR OB ERTHRICHEWER ORBRITHITERT 5, |

1 BUEERRE (B 1 BUERIR 2 ST) Nbbbh, BREES I 7Y F—v X

WEBRZLRHAOT, OB, Bb, BHEOERORERCLIEEDS EFIZ+

SEETHZ L. | BERBEREDNSECEREEPLEL, AR D VR
KOBREEOHI ZDEEITH Z L,

BUERTA. RS, FFaERS, ik, BLEREARHLDREZLADD
DT, EHHCFFRERERTV. BEORBEHHCBETH L.

@'ﬁﬂwmﬁaﬁuﬁwf\uT@54iyﬁ?ﬁ%ﬁwﬁ%%ﬁéﬁwt:£%£
BT, AFBETIIEHNCERRE CHREOBRET S 2L, ‘

ONO-4538-41 A8k : 6 BRI Z &
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*  ONO-4538-48/CA209743 Bk : BEFMAM S 1 FRIZ 6 BRI L. 2RI
2 AR & -
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