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1. IILBIC

RIS DOF M « ZRMEOREROTZ DI, U SCEFICE S W2l E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEIRBDARIND T T, 2O OERGNZ EICHNERBFITRMLT 5 2 LR
ML 0o TR RBREMBLEE & SO FART #2016 CERk 28 426 A 2 A KR E)
IZBWTYH, EHNERNEOHEHORE(LHEZXS Z L L ShTnd,

BORVE AR ESR L, KB ERASCL ST 0 7 7 A VISBEAE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEICBET A ERNHERET 5 £ TORM,
MHEIMOREZMLSZIT 5 2 EnHIfF SN BT LTERT 5 & &bl BIfE
RSB L 7B B2t & & D 2 & AN AHE /e — 1 O B i 7= 3 R SR BE i
THZEREETHD,

LTeRoT, KAA RTA 2 TlE, BIFEREC 2L E TILHE LTV B EFEIEF -
BEE RN S-S & | LT ORI O il 70 5 2 HEE T 2 8L b B e Bk &%
TR OB EHER~T,

I, ARTA BT A A%, MSIATBOE N EIE N RS SR, A FEABAR
BRI IR s . — AL RE N B ARER IR N 2 M OV B B AR RAFH RS O
Job EERR LT,

G b R BIERS - AT — R EE 20 mg, A7V — R AR EE 100 mg (—f%4 ¢
=ARn~<7 GEEEHZ))

KL RDMRUIIR « ARTEEIBRASRE SRR 0D B i e s

KELRAMERONE - W%, lACIZ=RL~7 GBI T7H#H#Z) & LT, 1 [\ 3mgkg
(IKE) % 2 BRI TR EEY 5,
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2. AFIORK. VERBF

A7V — AR R ERE 20 mg/100 mg (—#x4 - =R~ T (BEHEBZ), DT TR
B L0, 1, NS TERSLE AL Ly 7 24 BTV AL s~ A Y —
A A7 A7 (BMS) th) 2B#F L7t bk PD-1 (Programmed cell death-1) (Zxf9" %t b
Ml 1gG4 €/ 7 a—F AHHKTH 5,

PD-1 1%, &M L L2 Y 38k (T A, B ML N F 2 7% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & BUSHIEE T2 2
T ICBRT 2B AR TH D, PD-1 IFHURIRRHIILIZFEELT 2 PD-1 U K (PD-LI1
KOVPD-L2) EfEA L. U o SERICHfIvEY 7P v s LT U o SEROEMALIREE %
BIZFRET LT\, PD-1 U W RIFHURESMIBUAMNI B b O 2 22 IRk T8 B
LTk, BMERAMEEE) LU LB T D PD-L1 OIEBLLIEDEF
HM & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F o EMER AR IR T MlaS AT 24 v X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFEEI N, BB L7 EEMAHRIZI T 5 PD-L1 ORI LD
AL E OMICEOMHBEBEBRR S D L oL b H 5 (Sci Transl Med 2012: 28:
127ra37), & 512, PD-L1 & 9| S SR AL, PRSP CDS Bk T i
OIS IR A 55 S 523, §LPD-L1 Hi{K T PD-1 & PD-L1 & OfEEEHET D &
Z OIS EIEENEIET D5 2 EDNRENTWD, D Z L5 PD-1/PD-1 U 72 R
T S AR AN HUR R A 722 T M & OB 2 M HHF D —o L LTEZD
TV 5b,

ARFNE, SRR OFE R 6 PD-1 O MEK (PD-1 U F o RFEAREI) IS/ A L.
PD-1 &£ PD-1 U 7Y REDOFEEGZEAET S Z LICL 0 BAPURFERAYZ T Mla DTG
LR OD AR 3t T 5 MRS TR A H R 3°5 Z & CREM 2R PSS R 2 =3 2
EMHER STV D,

IS OEN S | AFNTEMEER I 2 Bl 2R EIC 20 55 b0 L HIfF S,
R R A xS & LT BRI ERBR & TEhE L A e Ak R OB e S vz,

AHNOVERMEFAZ LS < B DORE N L DEWERZ%N S 5 b, EEXIIRTIC
BLHAREMEN D D, AFNOE G H R OEEG#ITIE, BFOBEL 01470, BEDR
D BTG AL, BB LT FRICIE U= MR 22 ek & B85k 2 R DRl & s L Ciil
Gl 72 8RR W 217\ B E OB I L 2 EIER BN 2 5A12iE, BB RE R
T UHIOEELEOTEY) IR E Z 1T O LERD D,



3. BREREE
RIBYIFRANHE XX ERFE M 0D BBl B ges D A GRIRE I Z Rl 2 1T - 7= 5 72 Fe AR R O il &
NE IR

[H2hE]
A B A kS & U E B SER B IAEERER  (ONO-4538-03/CA209025 #5k)
MEFAEREERZET 2HEMEEGEA (T3 T =7 A=F =T VI Tx2=T,
INYIR=T ) A TR A A T D AT S TER RS 0D 38 B A R R ol e AR
821 il (HARNBE 63 Hlzgte, AKIRE 410 6, =1 U AZRE41H]) ZxRic, —
Nu U AR ERRE U CAAI3 me/ke 2 2 3 MR CREiE LT & S OFIMELROZ S
PEZ AT Lo, BEFHEHE CTh 2 A (PIE [95%EHEXM] ) 1%, AFIEET
25.00 [21.75~NE] #H., =X U AZFET 19.55 [17.64~23.06] 7 HTHY . KANX
T U ARTH USRS Bt R 2R LTe (O — R 0.73 [98.52%E #EH X[
0.57~0.93] | p=0.0018 [J&H!| log-rank fE] ) .

OS O FiEfEMNTEFD Kaplan-Meier BhikR



T, BARNBER 63 1 ORFIRE 37 1], =X U LARARE26 6]) O2AEFMF (F
Jufili [95%(EHEIXM] ) X, AFIEET 2737 [23.62~NE] # H. =~ LAARET NE

[NE'~NE'] Z HTho7= (NF— FE1.50 [95%(ZHEX[H @ 0.49~4.54] )
* . HEERHE

AANERIZIIT 5 0OS O HEEYTRFD Kaplan-Meier i##



[Zc4pt]

R R R A et B & U 7 [EBRIL[R) S TAHRASR  (ONO-4538-03/CA209025:7-%)

HEFGIIARIER 397/406 B (97.8%) . =1 U AR 386/397 B (97.2%) 2788
L, 1RBRIE L ORREBIRNEE TE WA FFZIIAIERE 319/406 il (78.6%) . —
R Y A ARE349/397 5] (87.9%) IZFR®D Bz, WL ORETHRELEN 5%LL O
ERIZTTEDOEBY ThoT,

WD ORETHRERES 5%, EOEIER

B (%)

[=l= =g /\*/—r‘
ﬁgjgg” ™ 7!@?5;%% =m0 LAK
406 3] 397 fl
(MedDRA/J ver.18.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

EIEH 319 (78.6) 76 (18.7) 0 349 (87.9) 145 (36.5) 2(0.5)
MER LY R kEE

2 i 32(7.9) 7(1.7) 0 94 (23.7) 31(7.8) 0
Rl

FOPR IRFSREAR T E 24 (5.9) 1(0.2) 0 2(0.5) 0 0
H ks

15 24 (5.9) 1(0.2) 0 21(5.3) 0 0

T 50 (12.3) 5(1.2) 0 84 (21.2) 5(1.3) 0

RITIN 57 (14.0) 1(0.2) 0 66 (16.6) 3(0.8) 0

A% 8(2.0) 0 0 117 (29.5) 17 (4.3) 0

Mg - 24 (5.9) 0 0 36 (9.1) 1(0.3) 0
—f% - BHEER L0 SN ORE

) E 18 (4.4) 1(0.2) 0 33(8.3) 7 (1.8) 0

9297 134 (33.0) 10 (2.5) 0 134 (33.8) 11 (2.8) 0

KB JNE 11 2.7) 0 0 75 (18.9) 12 (3.0) 0

A PN 17 (4.2) 0 0 56 (14.1) 2 (0.5) 0

TEEN 34 (8.4) 0 0 37(9.3) 2 (0.5) 0
R R A A

M = L A5 m— L 1(0.2) 1(0.2) 0 24 (6.0) 1(0.3) 0

Mz L7 F =8 27 (6.7) 1(0.2) 0 33 (8.3) 0 0

R 19 (4.7) 1(0.2) 0 29 (7.3) 1(0.3) 0
RftEs KOsk E

3L AT a— L fiLE 2(0.5) 0 0 29 (7.3) 0 0

& g 9(22) 5(1.2) 0 46 (11.6) 15 (3.8) 0

&KUY 27U %Y RifE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0

R 48 (11.8) 2(0.5) 0 82 (20.7) 4(1.0) 0
B RS L OE G kL b

RAER 27 (6.7) 1(0.2) 0 14 (3.5) 0 0

15 P9 23 (5.7) 0 0 5(1.3) 0 0
PR R PR

R L 11 (2.7) 0 0 51 (12.8) 0 0

SEIR 24 (5.9) 0 0 19 (4.8) 1(0.3) 0
LIRS N TS SN e

MK 36 (8.9) 0 0 77 (19.4) 0 0

EF-% IR 30 (7.4) 3(0.7) 0 51(12.8) 2 (0.5) 0

B 3(0.7) 0 0 41(10.3) 0 0

Jitifig 2 16 (3.9) 6 (1.5) 0 58 (14.6) 11 (2.8) 0
KRR KO PRk s

SIERR G 2% 12 (3.0) 0 0 20 (5.0) 0 0

R g 26 (6.4) 0 0 33 (8.3) 0 0

T - BRI T A SREERE 4(1.0) 0 0 22 (5.5) 0 0

9 FEIE 57 (14.0) 0 0 39 (9.8) 0 0

5 41 (10.1) 2(0.5) 0 79 (19.9) 3(0.8) 0




e, MVEMEMEE B 19 61 (4.7%) . Ak 161 (0.2%) . BERCHRELAEIE 56 151 (13.8%) .
KRGS - EHED T 10 41 (2.5%) . 1 BIFERTE 1451 (0.2%) | FHEREFE X 46 451 (11.3%) .
FF 161 (0.2%) . HUIRIREHRERE 34 5] (8.4%) | FR#RAETE 5561 (13.5%) . BEHHE
PR (R VR 25 %) 28 651 (6.9%) . EII'EHEREREE 6 /5] (1.5%) . infusion reaction
21 5l (5.2%) . EEDOKERE 4 5] (1.0%) . FEAHERE 2 6] (0.5%) . X 1
Bl (0.2%) KOS E DR 1] (02%) TRD LN, Fio, EIEGHEIE, LK,
So PR M RIS PR ER BRI - BEIEAE K ONRIR AR ZEARIE 1 3RE 0 DR o 72,
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L. AFIOFEEIZ X0 HEEREWEAZRBBLLZBRICHIST 5 Z E BB R0, LD
O~@DFT X TE M- ITHRIZBWTHEHT I XETH D,

O MEFRITHOWT

D1 Fio (1) ~ (5) OWTNITEY T Dk THDHI L,

(1) BEAEFBREDEET D03 U2 REEEILEIRPE S (BRIE IR S A2 O HEIL Rw P
HisE A3 A RSB SRR, MUY AUBHRIERE 7R &) CERk 28 4F 10 A 1 HREA
427 fiEiF%)

@)%E%%ﬁﬁ(ﬁﬁm&wﬂlaﬁﬁ-mm%

(3) HARENTERENFDGE T D S VB ROEEERIT (D3 AR BT, 28 A2
W EBE, D3 AR EEHERE T e &)

(4) S RACFIRIEE 2R E L, %;lesffﬁ“/ﬁm%lxﬂbmh%ﬁﬁﬁm 2 Dt % E
(AR DR 2T > T Dfiax (AL 27 47 A 1 AR @ 2538 Jiak

(5) #ﬁﬁaiﬁﬁl@ﬁﬁﬁm%m@ RIEITR D M AT > T Dtk CEEk 27 48 7
A1 BEER ;1284 Jiigk

D-2 B DAL FREE K ORIVE S BURE O RIS 440 72 ik & B 2 RS =fm (7
KOWT IS T HIER) 25, Y2 BRI OARFNZET IR OELH & L ChlE
SNTWAHZ L,
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o [ERMEFFESE 2 FEOMMINHE 24 T L7212 12 S LU E DD VTR D ERIRAHE 217
STWAHZ L, 95, 2 RiT, BAEYEEZ L LBRIESGSOHE 21T
STWbHZ L,

o [ERiRIFEISH% 2 EOWIHIHE 2 T L= 12 4 UL EOWR SR O R HHE %
1ToTHEY, 5bH, 24ELL Bk, BN O A SRR 2 & T DS ATEIR O i R
ExriToTWNWABI L,

© BENOEEMEREBEDOABHIZONT

RGBT T 2 B EE SR E S, BUEREN L OFRE D, A2 - L4
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@-2 EERNEEEHICL 2AEELRMNHICHET 2 EH,

DA 5 MR e ik L O e 2 A T 2 R IEFE D RER =41V v 7%
GO EIROARA 7V —= 0 7 2TV EIRIE & FHE2 LA TE 5 F— L EFEKH] D35
ENTWVWDZ L, B, BIHAHEIZOWT, BABRE EZOFRICHSIZEAmEShTn
HT k.

@-3 BIEHOBUTHRIRIZE LT

RITEH (RVEPEMR BN A, BEIEMEEIE, Ok, R, BHRUHRBAE, KR,
HEDO TR, 1 BBEIRIA, FERRERRTE, HUIRIRIRREREE . thitlad, BEE (Brae -
PRAME VML R 2 &) . IR IEE, Mk, EEORFRE ., FIRIDARIEMRE, infusion
reaction, SR PEVEIL/ MRS PESRBER (ITP) i A DRSS, ML, (OIEFEE (0
FEARED - ARIR « DI PEIAMGHESE) . MR M) (6 LT Y akia X B E R
BB ORIV 2 A9 S R & s U (BIEH ORZHr-OR SR L THRE M OSSR 25217
DIORMCH D Z L), EHITHEYRLEN TE SEFHRE-TWD Z L,
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B, AORIEERBE N L2 NGEEIZIRY | HEICKAZHENT L2 L 2B ETE D,
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O TROBEIZBWTARADOAMENRIES LTV D,

I e

MEF AL EVERA Z BT D PUEMNEES] (T F=T, A=F=7, VYTF7
T =T NIRRT E) BETAVFEIRIERE AT HIRIGUIBRRNEE

TSR D

@ TR YS T D EBE KT DARBN OB E L O FIEZ W T, AAIOAFZIMEN
LS TE LT, AAORGXZR LB,

o IR,

(D Karnofsky Performance Status (PS)

{EFIRIERTIGIR D BE ROV A A VBB OB OIREEE AT 5 B,

i OPUEMEREAR (A N A EEIEETe) O,

Score EFe
100 EH, RBICRT 2 B OFFR 208720, BREERZ: L,
ER OIEEIN TR, Rl B#EN LR, 90 RWRARIEIR LS 225, IEFTEE) AR
80 D372 ) BRIRSER S B 2728, 50 U CIER OIRENATHE
AN = < 3 Ay . o -
G5 T LR, QECARTE T | 0 | IAOREECE S5, EROER - TS =
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FomEY DI LEBHSTTERNY, fikd s 30 ELENTT. ARESLEENEIZTE LEE > TR
IR DFE# L RSEOFE#EL LELE T 5, KA 20 FEFNCEIE, ABEAME TR AR IREDS LT
NRGEICHEIT L TV A ATREMEN S 5, 10 FEHIAE > TV D
0 74
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6. BEICBEL THE T NEFIH
O WA CEFIIIN R BEREER D TRAET D RS 1T D & ARHF O Fei: M ONE 1EA#

RO DI B ERE o ICERE L T BERT5 2 &,

@ IREBMBIZENL G, BE IF OFEICAEIEL OEREE o L, RE 25

Thb&ETLHZ L,

@ EREWERAO~HT AL MZOWNT

o MHEMMEENSLDLNDZ ENBDLOT, KFIOEGIZH T > TIE, BIKE
AR (PR RIS, Bk, EEVE) OMEFE R OSSR X A O %, Bla 145
AT 2k, Fio, BB U THES CT, MiF~— —%DiEa £ 2
Z &,

o ARFIOEHIIEED infusion reaction (i 2 CEARFIZ 0 72x D T 51
HxAT o7 LTt 2 2 &, £72.2 8 B LA OAFI$ 5K infusion reaction
WHLONDZ L bHDLDT, KFERE R OAFEGHHE T HIT A Z A
YEWET D%, BEOWREE+SICBET 5 2 &, 7235, infusion reaction &
FEHL LI A12IE, AT OB K QYRR ERICIEE S 5 £ TRE L +oBlg
T5Z &,

o HURBRBEREREE N H Lo s Z L3 d 5 D T, REIOH5-5AbERT M O 5111
T EIIRI R BB RE M A (TSH., 28 T3, b5l T4 SFORE) 2 FEhEd 5
Z &,

o AANOBEFIZLY | BEORERISTERE T 5D &F X2 iDL IR RE
DHLOLNDZENHD, BRENRBOOLNTGAEITIL, BELLEFRIIS L
B 72 ek & 8Bk 2 Re O Al & i U Cli bl A BRI W 21TV B o
FOSIT X 2 BWER AN g0 23551018, AFIDORFES T I K OEIE RE R
IWEHIORGEEZBET DL, B, BIBRERLVEORGIZXEYENE
MOYEEDTRD HNRWGEITIE, BT BE A /VE - LIS OS2 1l oo B n
HEET D,

o BEHEKTH, BOERN O AR L COLEWERPRBELT 22083565720,
AR OEEHETHIZ S RWEM ORI H2ITEET D,

o IBUBEIRIE (BUE 1 BRI A B Te) b bbiv, BERWEMES R F—3 X
ICED T ENDHLOT, NG, B, IRILEOIER O FEBLC M FEED EF7- 12+
SEETAZ &, 1 BRI SE TR G2 HIEL, 4R 8
F O GEDORME) IRLEEITH Z &,

@ AHFNOEERRBRIZIWN T, HERMES 1 FERIT 8 Bl Z &AM O E 21T -

TV Z L 255, ARG TIEHRIC B RE COHROMERZ1T O 2 &,
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1. IXT®IC

IS DOF N - BEVEOHER DT DIZIT, B SCEFITE SV o B A AR D
BND, 6T, IEOREHEFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FFEHRMDPARBENDLHF T, 20 DOEEKNZ BICHLER BT IR 5 2 & PR
ML 0o TR RBREMBLEE & SO FART #2016 CERk 28 426 A 2 A B E)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L LS Tnd,

BOFVE R SR ST, SRR 2 T 0 7 7 A ARBEE D ESR L & B S i
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
AP LBt % & D 2 L A AIRE 72— O B % jiii 7= R R C
THZENEETHD,

L7 oT, AHA RTA4 T, BB ZNETILH O TV S EZIHZN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 280 b MBI Bk B 2
F RO EFREERT,

BRI, RKHA BT A % MAZATBAE NEI L EREISH O, /IS EEEARAE
BRI s . —MAERTE N B ARERIR NRHE 2 ) OVt E N B AR IR -2 O 1 71 D
b EER LT,

RG & T DEIRS, - AT VR IR 20 mg, A 7Y — R AT EE 100 mg (— %4
=HhN~T (BT Z))

KL RDPRIIR - FFE TR E O H AR % U N

KELRAMERONE - W%, lACIZ=R L~ GBI 7 Z) & LT, 1 [\ 3mgkg
(IKH) % 2 EFEFRC ALY 2,

B3 R 5¢ ¥ A NP TSt




2. AANDOKE. 1ERBEF

7Y — R A 20 mg/100 mg (— %4 - =RV~ T (B Efz) . BLF, TR
) I, DR TSt A X Ly 7 23 (BT VAL e v A Y —X R A
7 (BMS) ff) 2B#F L7t b PD-1 (Programmed cell death-1) (ZX%3 5 & M 1gG4
E/7u—FNAHUERTHD,

PD-1 1%, ¥&MAL L72 Y o o%Ek (T M, Bk O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z /i BhHIZ IE & BUZHITE 2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRHIILIZF BT 2 PD-1 U 4 K (PD-LI1
KOVPD-L2) EfEA L. Vo ERICHfIEY 7P v s LTV v SEROEMALIREE %
BITHET LT\, PD-1 U H > FIFHURRSMIBLAM B b Ok 2 72 RS RR 2 F8 5
LTHY, EMEREAMELE LU L EGHMKICI TS PD-L1 OFREBL L itk DALF
WM & ORI ADOFEREBIRN 5 2 & 3G ST % (Cancer 2010; 116: 1757-66) ,
F 7o B R AR S CIRHEIRE T RN EET 54 v ¥ —T =~ (IFN=y)
IZX > T PD-L1 OFENFE SN, BB LI EHERRICIIT 5 PD-L1 ORI & itk D
M E OMICIEOHBEBERH D L OHESLH D (Sci Transl Med 2012: 28:
127ra37), & 512, PD-L1 % 9| S S/ AL, PURSFRM CDS Bk T i
OGS EIE M 2 55 S 523, §LPD-L1 Hi{K T PD-1 & PD-L1 & DfEEEET D &
Z OIS EIEENEIET D 2 E0NRENTND, D Z L5 PD-1/PD-1 U 72 R
I S AR AN HUBR R A 722 T I & OB 2 M HHF D —o L LTEZD
nTW5b,

AFNL, FEEERER OFE R 6 PD-1 O/ E (PD-1 U # o REEAREIE) I2R5A L.
PD-1 &£ PD-1 UG Y REDFEGEIET 2 Z LIcX 0 BAPURRFRM 7 T Ml
(bR OB AHAREZ 3t 7 2 MRS TG A TR 3 2 2 & TR R BUEE R 2 =3 2
EMHER STV D,

TS OHIRN G | AFNTHENENEG 6T 272 G EERIC e 0 ED b0 L IS,
WA U ) VONERE B R G & LT R & S L, AahtE, et RO
PEDIERS S Tz,

AFN DV LD <D RERINIZ L DEWEMFED & bbbt BEXIISETIC
EOWREMD D5, ARNORGH KR OEREGRIZIT, BEOBIZEL ToI2ATV, RE DR
O BTG AR, FEH LT F RIS U REPIR 2 ik & BB 2 R DRl & L Tl
BI72 8RR 24T\ B DOSIERIRT K D RIER 2N e 2 55 1T iE, BIE RE AL
F RO GFEDOWE)IRALE 24T 9 MER D D,



3. ERPRARE
3 ST EE R O i) R O ) LR EO A GBI EM A 1T o 72 R R R R BR D
fE & R,

[H2hE]

@O HEWF DR (ONO-4538-15 FER)

HFEEMEBHREBMELE YT LY v~T XRF v Enrffiz) CIF, 70
Y F = 7)) AP SUIARMAE OFFFESUTEIAMEO H A & 3% > U L NJERE
(ECOG Performance Status 0 &2 O8N 1) 17 Bl & %52, AH| 3 mg/kg 2 2 ¥ R T A0
HHE L7z, FERHEEE Th 22405 (SGET IWG criteria (2007) (235 < gl
& % complete remission (LA, TCRJ) XIZ partial remission (UL T, [PRJ) OFIE) X
75.0% (95%IEHEXH : 47.6~92.7%) Th o7z, 7eds, FANIRE L72FIEIZ 20.0% T
Hol,

© WpsaE MARRER (CA209205 #%%) (Lancet Oncol 2016; 17: 1283-94)

H & M B AT 7 L Y ® o~ 7S K D IRIR A2 - B3 UL G
O R ) oNEERE (28— b B, ECOG Performance Status 0 &2 (8 1) 80 {3
ZXBIT, AH 3 mg/kg & 2 MR CTRIEFE L., FEFEEE TH L RMER (U
FT IWG criteria (2007) (233 < FIfEIZ LD CR UL PR OEIE) 1 66.3% (95%1F
FEX M : 54.8~76.4%) Tholz, 7ok, FANIHE L-BIEIL 20.0%TH - 72,

(24 1]
O EWNE DERER (ONO-4538-15 #R)
AEFERITIEHNRD b1, A E ORREBEFENGE TERWVAEFL L AR
DIVTc, FBLERD 5% EORHWERIT TERD LB THoTz,
FEHEN 5%LL LOBIWER (REMMATRRER)

11 A
BRI mﬁ%g
FEARGE "
(MedDRA/J ver.18.1) 17§
4= Grade Grade 3-4 Grade 5
EEIEN 17 (100.0) 2 (11.8) 0
Mg T v REE
g 1(5.9) 1(5.9) 0
U o RERIEAE 1(5.9) 1(5.9) 0
HiB L USRS
ST 1(5.9) 0 0
o AR
R R P E 3(17.6) 0 0
s
25 1(5.9) 0 0
i 1(5.9) 0 0
T 1(5.9) 0 0
[ZES 1(5.9) 0 0



Bi%x (%)

B e YAN
ﬁaE‘.b'Jz;JJi‘E e

A 17 451

(MedDRA/J ver.18.1)
4= Grade Grade 3-4 Grade 5

L 1(5.9) 0 0
—f% - 2EEER L OGN OREE

T 2(11.8) 0 0

SN SOS 1(5.9) 0 0

P 2(11.8) 0 0

FEEN 7 (41.2) 0 0

dS 1(5.9) 0 0
JRYSE R K OVF A dUiE

LRNER/S 1(5.9) 0 0

fiti g% 1(5.9) 0 0
BE, hER L OWLEA OHE

TEAIZPE D BOR 1(5.9) 0 0
Y7 R

JHERE R A L 1(5.9) 0 0

i MR 1(5.9) 0 0

ARG 1(5.9) 0 0

i ERH R 1(5.9) 0 0
B L O REE

KA Y 7 AlfiE 1(5.9) 0 0

59wl N R VPN ik 1(5.9) 1(5.9) 0

BHER 1(5.9) 0 0
TEHRB K O G AR

BAfR 1(5.9) 0 0

RER 1(5.9) 0 0

77 P9 2 (11.8) 0 0
PR R IEE

FREED F 1(5.9) 0 0

SR 1(5.9) 0 0

Kt =2 —mRF— 1(5.9) 0 0
MR g, MEhEs & OVithRkE S

RV P IR R 1(5.9) 1(5.9) 0

FRGEDORIE 1(5.9) 0 0
KRR X O FHlkEE

B AE 1(5.9) 0 0

B EENE 1(5.9) 0 0

SIERRE R 2 1(5.9) 0 0

& O PEIE 5(29.4) 0 0

B 4(23.5) 0 0

s, WEMERIRE 161 (5.9%) | SOoimieE 2 41 (11.8%) . KIE%k -

HEDOT

LB (5.9%) . HFHERERETE 1 61 (5.9%) . FUIRHRBERERETE 3 61 (17.6%) . PR
341 (17.6%) KU infusion reaction 1 6 (5.9%) Tl Lz, 7o, HEIEMEIE,
DA, hde. | BUBEIRIA , SayE el MO MEER BRI . FAR . B RRREIR S, B s
B e - BERESE, DR EREE, FRIRMARIERIE, TRAMERE, HEREOSE ) K

RITBO ORI T,



@ WIS AHRER (CA209205 #K65R)

FEHFELT 238/243 B (97.9%) 238D Hiv, AL OREBGNEE T RWAE
FHT 185243 ] (76.1%) IZFRD BT, FELEMN 5% LORWERIZTRD LB T
HoTr,

RELRD 5%l EOEITER (All Treated Subjects)
Bl (%)

FRE IR

(MedDRA/J ver.18.1)
4= Grade Grade 3-4 Grade 5

2RIEA 185 (76.1) 48 (19.8) 0
MigER LY 2R EE

I R ERIBE 13 (5.3) 6(2.5) 0
PG I

FOPR IRAEREAR T E 14 (5.8) 0 0
BB E

iy 14 (5.8) 2 (0.8) 0

T 34 (14.0) 2(0.8) 0

ML 24(9.9) 0 0

AL 19 (7.8) 1(0.4) 0
—f% - BHEER L OGN ORE

I I7 50 (20.6) 2 (0.8) 0

FEEL 21 (8.6) 0 0
BE, hER L OYLE A OHE

HEAIZLE S G 33 (13.6) 1(0.4) 0
R AR AR AT

TI=rT I R IUAT =T —BEN 13 (5.3) 7(2.9) 0

TANRGX VBT ) TV AT 2T —BHN 14 (5.8) 5(2.1) 0

Y o —EHEN 14 (5.8) 9(3.7) 0
B R K O%E A ARk

B 19 (7.8) 0 0
PR R PR

SEIR 14 (5.8) 0 0
KGR KO Pk

& D FEIE 21 (8.6) 0 0

95 28 (11.5) 2(0.8) 0

¥, HVEMEREREE 15 6] (6.2%) . MEEUHEMEE 19 B (7.8%) . K%k - EHED
T 6 (2.5%) . RFRERERES 22 B (9.1%) . AT 561 (2.1%) . HUIREEEREREE 28
Bl (11.5%) . FhEeFEE 40 1] (16.5%) . EHEREREE 4 6] (1.6%) . Kk - BEEZK 1 61
(0.4%) . EEEDO GRS 3 6] (1.2%) . FRARZERIE 1 51 (0.4%) . infusion reaction
38 Bl (15.6%) . W&k 2 B (0.8%) KOVSE SIS 2 5] (0.8%) T bz, 7=,
BIEMEERE, DR, Fhge. | BUBERRIA, Sy M MR MEERBES R B PR Y
TEAEREREFILRD b o T,



4. HERRIZDOWT

AR E LTl ASERE (2FRE) AT TS Z enn, YR E 4
UNCE TE Dk THOIMEND D, TD LT, KFIOEG @Y BE 220 -
E L, AANOBRGIZ I BEZRAEHZRBEL LRI T 2 2 ER3nE /oo, BITF
DDO~@DT X T &I HRIZBWTHEHAT & TH D,

O MEFRITHOWT

D-1 TFio (1) ~ (5) OVWTIIIEYT IR THD Z &,

(1) BEAEFBREDEET D03 V2 REEEILEIRPE S (BRIE TR S A2 B HEIL Rw P
HiE 23 A RS FEE ML SRRE . HUBY AU HRIRBE 7R &) CERL 28 4F 10 A 1 HFEA
427 ftig%)

(2) FrEksrembt CERR 28 459 A 1 H B « 84 figk)

(3) HENFREN TG E T D 03 USRS (D3 ARSI EWIPTE, 23 U2
W 19pBE. 23 ARSI EEHEE R 72 &)

(4) A RAFEIEE A RE L, %%{K%f?ﬁ%ﬂﬂﬁ123*%3%15%)?%?][1%2@7}@ R L
(AR DR 2T > T Dfiax (R 27 47 A 1 AR : 2538 Jiak

(5) ?Lﬁﬁﬁéfﬁlﬁ&ﬁi’ﬁ%bﬂ%@ﬁm RIEITR D M AT > T Dtk CEEk 27 48 7
A1 BEER ;1284 Jiik

O-2 HHAKR T XU X E OB E R ORIVE R BLRE O % 50 7 ik & 1%
Bra FEOERT (FROWTICEYS T DIERM) 28, YiZ2BER OAANCEE 4 5 1BED
ETEHEE L TRHEINTND T &y

#*

o [ERIGFFEUSE 2 FEOYIHE Z K& T L7212 IC SELLEO R VIRR O ERARIHE 217
STWAHZ L, 96, 2L Rt BASEMEEEZ L UZERIEREFONHE 217
STWNWBHZ L,

o [EEMEFFISEZ 2FEOMMINHEZ K T L2 RIC4FELL LR ZA L TWNDH 2
Lo 9 b, 3AEDLBIR, SRR O M ASRMRRE 2 A e iR R ISR O WHE %
IToTCWBHZ L,

@ BADEFRMLFREHOKEHIZONT

PRI IERE BT T 5 L S S, BERAEN D OFRE N, Ao - &
EMEIENE R OB IR CERS R 2R, AEEFSE0NRE LGS 0o®RSE
EH . SRHECMIITONDIEEHINTE > TND 2k,




® BHER~DORZONWT
@-1 Mk AHlIZ B9 % B

MR MERR B O EE R BIERA N RAE LZBRIC, 24 BRRIR2IRIEHIO T, Mi%hiisk X
IR AR 23 T B L2 BIVERNICIS U CABRE B L ON CT ZOFIVER ORI 4
ERRAEOR RIS Y AIE O, EHITRHISATREZRARI N E > TnD Z &,

@-2 BRUEFHEIC L 2FEFEELMSICET2EH

AR D 2 M2 G L OB e 2 AT 2 EREFEEDNEERT=2 1 7
EEDHERDOA T ) —= T HATOERE L IE#ME LA TE DT — LERIRH 2
HENTWDZ &, B, iAW T, DABE L ZDOFBFEICHSIZAmENT
WnHZ &,

@-3 BIfER DZUTLRINICE LT

BIVER (RVE MR BTN 2 . EEMEE e, Ok, fhidk. BEUHRARE, K
HEO TR, 1 RBERIA, ITHERERETE, HURIRESRERRE S, MRitbass, BhEE (BAR
PRADE MEMEB R 2 Ee) RIS, MK, BEEO LGRS, FIRILEIERSE, infusion
reaction, FRPEVEML/ IMRIBAESRBER (ITP) . B DFPE OGS, MR R EME, OlRbEE

(LN EAME) - 4RIR - O MEEIMNHES) | BIPEE A 12k LT, Mk XXk
BRI BE OB 2 A 2 BERD &ods U (RITEH ORZBroxt i ic B L THRE R OSR %
ZTONLFRMMCH D Z L), EHITHEUZRAEN TE DRHNESTND Z L,

X

=t

)
RN

P

=

e
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. BEXRLE B BE
[Z2 P BE4 % H1H]

O TRICHEYT 5 BECOVTHAROEEIERE ShTVWS L b, #5517

oA ARG
o RAEIDOFITTR UIEBUE OBEEIRED & 5 B

@ BFRATOFHIIZ BT RSN T 2 BE IOV TE, KA O GFHERE S e

. MOIGFEERIE D 2N EIZIRY | EHEICAAZEN T 2 L 2ZETE %,

o HEMMREOAH UIREDO D 5 BE

o ModSEig A CTRIE R R85 A M ONEEIE O R B il 2 0 Sk G P fifi ¢
FOMICRIEMEZRL R A B % B

o HOMERBOGH, UTEBMERRFE L IXHEREMEO B CRaE R B OBTERE D
% B

*  ECOG Performance Status 3-4 " 0B

(G5B 5 4 1H]

O BFEEMBWRBMHE T LY %o~ 7 ITGUE T AR O F3 UL R

DOEHIAHR D F U ANBEEE B W TAFOFRMEN RIS TV D,

@ TREICEENE T 2 BE T 2 AR O G K O A ITIEC DN T AR OAFZED

MESLSNTELY, AAOHREHR LRG0,
o AEFRIERIGRO B,
o fhOFUEMEELA & OB,

GED BCOG @ Performance Status (PS)

Score EFe
0 | &<MERIEHTX 5, BFai& AU AEESHIRA /TR 5,
: AARIICEL LUEENTHIR S D08, BITATHE T, BIEESE > TOERIITH 2N TE S,
B BDE R, FHBIEE
2 BATRAMRETH D OH DEY O Z L 13T X CTREEESMEEIT TE 20, HH D 50%LL EiZ~Xy RACH T,
3 [RONTZHSOHDEY DL LTERN, HFO 50%LL L&y R)pF7-cildZd,
4 ELET RV, BOOHDOEY O Z L34 TERY, BRIy K+ TiRId,

9




6. EICEL THETREHEH

O WA CEFIIN ., REREER B TRALT D GRS 1T D & AH O Frie M ONiE 1EA#
O DIZLE R ERE 3B L THBEERT 52 &,

@ 1REBRLAIZIENI D . BE UL OFIEICHIMER OfERMEZ ot L, [E x2S
ThobETHZ &,

@ ERBEHO~RT AL MZDONT

MEMEMRERD LoD ZENRH DD T, RFOEGIZH T > Tk, BKIE
AR (PR RIS, Bk, EVE) ORI OSSR X # A O Fhn%s, Bl a 145
175 2 &, Fo, BEIZSUTHEE CT, Mg~ —F —%50OREL ET 5
Z &,

AFNOPe 5L EE D infusion reaction (21 2 TERARFIZ 725D TE 5 U
%47 >7c L CThRMT 5 2 & £72.2 Bl H LA O AFA$ 512 infusion reaction
BHHLOLNDZ L HHDHDT, KAE M OAKRAE G TRIT AL Z YA
CERET 5%, BEOWREBEZ I8 T 52 &, 72385, infusion reaction &
FHLL725A 121, B TOMEE R OYERA ERICEE T 5 ThREZ il
T5HZ &,

ORI REREE 23 oD 2 L3 d 5 DT, RAIOF 5B haHT & O 5-H1fH
T EIIRI R BB RE MY (TSH., 28 T3, b5l T4 SFORE) 2 FhET 5
Zé&,

AHNOFEEIZ LY | WEOREFINTRRE T 5 L& X BN DRk~ REEHIE
DHLOLNDZENHD, BRENRBOOLNTGAEITIL, BELEFERIIS L
B 72 05k & RRBR 2 FF D[R Al & g U Cal bl 2 B ni2 W 21TV i o5
FOSIT X 2 BIWER A g0 2 35511, AFIDORIE T I, K OEIE BE AR
NEHOBRGEEZBET DI L, 2B, BBRERLVEOREGIZLYETE
R OYGERFRD IR WIGEITIL, B BB AR VE LSO gz JilF o8 0
bEETD L

B TR, BOAM N OH I ARE L CHoRIERREBLT A2 Z XD 5720,
AR OFEHETHRIZHRWEHORBBUCH2ITHEET D 2 &,

1 RUBEIRI (BE | BUBEIR 2 5 de) b bbb, BERWES 7Y R—2 &
ICEL T ENHLOT, NG, B, IR O FEB M FEED E57- 12+
SERTAHZ &, VBRI SE TG E2HIEL, 4R H
HlOF 5 E DY L EZITH Z &,

@ AFNOEEFRRBRIZBWN T, WGBS 6 7 HLUMNIE 8 B Z &0, FHLIEIT,
BEBRME S 1EME I R2ER L ICHEMMOFMAZIT> T2 25 E (I,
AR G TERRICE R CHROMREITH Z &,
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