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1. IXC®IC

EILDOFINE - BREMOMIRO 7= DI1213, BT TESIZ S -l E A2 HE AR R D
bILD, SOIT, EEOBEHMOESHIZ LY. PUKESER 72 & 0 EH 70 518 1E R
FEELPARINDIPF T, INOOEEDZEIINERBEICEMET 2 2 L ARED
R L 2> TR REMBOEE L kEDIEARLE 2016 (Frk 28466 A 2 B BZHRE)
CEWTH, EFMERMEOHAORBELHELXNSLZ L L ATV 3,

FRERBFERLIT, KBERACREN T 0 7 7 A A RBEEOER L LS c R
RHZERDD, ZOD, AR OREMEIZET AERN+OERT 5 £ TO/M.
LREEMOBELBZT 2 LPHESNBBEIH L TERT S L &bz, BIE
ABRBLTBRCHLERRRE & 5 2 & NTRER—EDEM % - 3 E R < B
THZEREETH S,

LIcBoT, AATA T4 Tk, BABEESLCINE CIZB LN TV B EFIEEN
BRI IS & | T OEERRORE 2 FEH 2 HEET 2850 5 NEAREM, 2%
FROEEEEERT,

BB ATA FTA %, MSATEIE AN ER G ERE RO, AT ARA
ERARIER AR —MRAEEEA B ARBRNBHES R O— R BN B ARMRERE 220
HDb EERE LT,

MR L RDEES AT V— R ERFHFE 20 mg, &7V — RN AREHE 100 mg (—i¥4% -
=ARN~7 (BEFHEEZ))

HEERDHMEIHR - ARIAGIBRTEE T8 O B A

HRERDRMELRUAE  BH. RACE =R ~7 (BEFHEEZ) L LT, 1 B 3mgke
(AE) % 2 EMEERE CREFET 5,

3% AR 5E ¥ NN T EERSH




2. AFIORKE. 1ERBF ‘

F 7 O— R EREE 20 mg/100 mg (—f4 : =R ~T (BEFEBEZ) . T TR
Bl Ewno,) . NBESTEMRRELEEAFL Ly 7 A T VAV <A T —
X 2747 (BMS) #) #E% L7t k PD-1 (Programmed cell death-1) {2335 E b
W IgGaA £ ) 7 a—FTAHETH S,

PD-11%. BEMEL L2 Y o 38k (T #ika, B HIRE O F 2 T 4% 7 —T i) KOHE
BEAMMIAIZ ST 5 CD28 7 7 X VU — (T MRAOTEME(L 2 #BIANC IE & BICHIEIY 557
FE) BT ASAKTH D, PD-1IIHFIRTMMICHEIRT S PD-1 Y4 K (PD-LI
ROPDL2) LA L. Uy ERICHEIMES 7 F A2 mE L TY o BROTERILREE
EIZHEI L TWA, PD-1 U AV FIZFUEERRHRLIAMI b b Otk 4 72 EFHRRIC FH S
LTy, EREERED LR LESEMRICIT 5 PD-L1 ORE LIk OER
IR L ORICAOHEBE®RE S 5 = L BHE SN TS (Cancer 2010; 116: 1757-66)
¥ 7- FEMREIERE TGRS T MIaREE S BA v ¥ —T7 =a B < (IFN-y)
1k T PD-L1 ORBENFE S, BB L-EEAKICEIT 5 PD-L1 DFBLHRO
AL ORICECHBEGE DD & OHE b H D (Sci Transl Med 2012: 28:
127ra37). & 5z, PD-L1 #EaHIFB &8 AN, FURRRA CD8 Bt T Mk
OHEETEM 255 S &5 28, HLPD-L1 HfifA TPD-1 & PD-L1 L OfEAGZBEETL &
Z DS EEEREET S 2 ERATFENTVS, EDZ L5 PD-1/PD-1 U ¥ R
BT A3 A KIS LR A 7 T M O DR 2 T HHFO—o L LTEXD
nTnb

AFE . EERER OFE R 5 PD-1 OMFISMEIR (PD-1 U H v MEEE ) ITFEE L.,
PD-1 & PD-1 U HY R ORAZAET S Z LIk Y BSABURK RN T Mg O
AT O A KRN /T 2 MR EETE M 2 130 5 2 & TR ARFIIEE IR 2~ 2
EAHERINTVS "

o DOEmRD 6 AFNTEMEE I T AT RBRERC RG22 b0 LB,
AR E 2 R L L ERERR L EME L Aot REMR CBEMPHER SNz,

AFOVEFRFICES OBEORERIGIC L 2EERSER b b b, BERXIISETIC
EAMEMR B 5, AFIOBEFRUESRITIT, BEOBELTHTITV., RENRE
» bR AITE, BB LCERITS L?‘_ﬁFﬁE’JfﬁEﬂéﬂzc‘:@%%ﬁ’)Eﬁﬂic‘:E# LGl
YIRERIBIT 24T\, BE OREKIGIC X AEHERA DN 2 HEITE. BIBRESV
EVRIOBEEOENZLBE LTI BBEEH D,



3. ERBRRERSE
RIBYIBRARE XS 1 0 B IR O AGRIFIC S M 21T o 1= =B R RB O E &
NI

[H2hit]
BHEEEE 2R L U EBRERFE I AR (ONO-4538-03/CA209025 RER)
MEFHEREER 2T HMEMERES (T F=oT, A=F=F, VT 7227,
N R=TE) BETALFIRIER 24 2 HITH UM O Y B MR R B i s R
821 Bl (AARNEE 63 fledte, AFIBE410 6], =_o U AREE4114]) 2HBIC.
N U AR X E UTARA3 mgke % 2 BRIERE CEBHELE L X 0OFYHER VLS
HERA L, TEMEER Th o2 2EFMH (PRE [95%EEK™M] ) 1k, AFEET
25.00 [21.75~NE] #A. =X Y AAEET 19.55 [17.64~23.06] BB Th Y . AKX
T Y ARITK LFHEICE R RER 2R Lz ONF— R 0.73 [98.52% 15X -
0.57~0.93] . p=0.0018 [/BH! logrank #27E] ) ,
1.0
0.9+
0.8

0.7

0.6-
4
1F 0.5-

" 0.4-
0.3-
0.2
0.1
o4
0 3 6 9 12 {5 18 21 24 27 30 33
at riskE S7FHE (B)

AHIEF 410 389 350 337 305 275 213 138 73 286 3 0
INMAVLIE 411 366 324 287 265 241 187 1156 61 20 2 O©

0S DY REMETIRED Kaplan-Meier Bhff

—A— FHIF
O INOYLRE




F7-. BARNESER 63 6 RFIEE37 6, =~ ) AxF 26 6) o2AEFHRF (F
Rl [05%(SHERM] ) 1. AHIBET 2737 [23.62~NE'] # A, =~ U AXEET NE

[NE'~NE'] 7 H Chotr (N P— FH 1.50 [95%(EHEKXME : 0.49~4.54] ) .
* . HETENRE

1.0-F
0.9+
0.84
0.7 4

i Otﬁ V
7% 0.5- el TR LAEE

% 04
0.3
0.2-
0.1

0.04 e T
C 3 6 9 12 15 18 21 24 27 30

at risk » H1FRIR (R)

kBB 37 37 36 35 35 34 24 16 8 4 0
IAOULAEE 26 26 24 24 24 24 2 15 9 3 O

BAAERICRIT 5 0S OHEEHTRO Kaplan-Meier Bkt




[Z4iE]
B xR b L ERE RS ERER (ONO-4538-03/CA209025508)

B EFRITARIERE 397/406 Bl (97.8%) . =1 U L REE 386/397 B (97.2%) T3
Hiv, RREL OREBGEATETERWEEESIIAREN 319/406 F (78.6%) . =
N Y LARE 349/397 ] (87.9%) WE® LTz, WM OB TREEN 5%LL LD
TEHIETROLBY THoT-,

W AORE CRIEY 5% LOBHER

PR L B (%)

%ﬁgignﬁ IR T u Y hARE
406 fi 397 i
kel % Grade  Grade34  Grade5 % Grade  Grade34  Grade s

£RIER 319 (78.6) 76 (18.7) 0 349 (87.9) 145 (36.5) 2(0.5)
mEB L > RREE

2 32(7.9) 7(1.7) 0 . 94(23.7) 31(7.8) 0
P REE

R R T 24(5.9) 1(0.2) 0 2(0.5) 0 0
HipEE

R 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

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

N 8 (2.0) 0 0 117 (29.5) 17 (4.3) 0

g - 24 (5.9) 0 0 36(9.1) 1(0.3) 0
—fi% - 2FEEL XU ESHMORE

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

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

KL D S5 5E 11 2.7 0 0 75 (18.9) 12 (3.0) 0

FAPERIE 17(4.2) 0 0 56 (14.1) 2(0.5) 0

REE 34 (8.4) 0 0 37(9.3) 2(0.5) 0
EEARMRE

MH = L RF a— A 1(0.2) 1(0.2) 0 24(6.0) 1(0.3) 0

M7 L7 F=88m 27(6.7) 1(0.2) 0 33(8.3) 0 0

RER 19 (4.7) 1(0.2) 0 29(7.3) 1(0.3) 0.
REB L OREEER

B3 VAT 1 —/ L fE 2(0.5) 0 0 29(7.3) 0 0

& 9(2.2) 5(1.2) 0 46 (11.6) 15 (3.8) 0

BhV 7V EY FfE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0

BAREE 48 (11.8) 2(0.5) 0 82 (20.7) 4(1.0) 0
HERRB L UREERES

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

P 23(5.7) 0 0 5(1.3) 0 0
R REER

ERE 11@2.7) 0 0 51(12.8) 0 0

P , 24(5.9) 0 0 19 (4.8) 1(0.3) 0
IEIR SR, Nk L ORI E

IR 36 (8.9) 0 0 77 (19.4) 0 0

B B 30(7.4) 3(0.7) 0 51(12.8) 2(0.5) 0

S 3(0.7) ] 0 41(10.3) 0 0

Bt v 16 (3.9) 6(1.5) 0 58 (14.6) 11 (2.8) 0
B R LU TradEE

SEERAER 12 (3.0) 0 0 20 (5.0) 0 0

Jid 1A 26 (6.4) 0 0 33(8.3) 0 0

FE - RERERNMETDIEGER 4(1.0) 0 0 22(5.5) 0 0

& D ERE 57 (14.0) 0 0 39(9.8) 0 0

B5 41 (10.1) 2 (0.5) 0 79 (19.9) 3(0.8) 0




7235, BVEMERGER R 19 ] (4.7%) . f5% 14 (0.2%) . BREUHRARIE 56 B (13.8%) .
KA - BEE O TR 10 6l (2.5%) . 1 BUBESR 1 6l (0.2%) \ FFHERERE 13 46 Bl (11.3%)
FFs 146 (0.2%) . FRARIGHEAEREE 34 6] (8.4%) . 1hfREETE 5541 (13.5%) . BikaE
EE (FHSTIEESAS) 28 4 (6.9%) | BIRHEGEREE 6 #] (1.5%) . infusion reaction
21 il (5.2%) . BEORIEEE 4 6] (1.0%) . FEAMERE 2 6] (05%) . Bk 1
) (02%) BROEE SRS 1B (02%) TRO LN, i, EREMGRIE, LHE,
S M/ MBI SEBER . NS - BEREAR & OFRRIMAR ZEARIEIIRR O Do T,



4. HERRIZTONWT

RERM L U CHERBERE (&6/E) KB OoN TV I b, YKRE 28
WEMTEDRBTHINER DD, O LT, KAOKEE N ET L BE22H - 15T
L. AR OREIZ I BEREIERAZRBE L 2BIOHE TS 2 EBBRERESH, BLTO
O~QDFT R TEMIZTHRICBOTHERAT & TH B,

@ HEFRIzOWT

D1 FEo (1) ~ 5) OVTFNNTEYTIER THEZL,

(1) EEFBREPEET 50 ADFEHEIL RS EOEF RS A SO ILAURR.
S A2 FBHEBL AR, kS AR L) (ERL 28 4E 10 B 1 HEEA -
427 Jiizk)

(2) HFTEMLEERBE (ERK 28429 B 1 HEFAA : 84 Mask

(3) FERFRAMESIEE T 2N ADIERIEDE (03 A PRI TR, 1A DR
WImBE. DA BREEHEERRE R )

(4) SMRAEEFEEZRE LU, S RIREIME 1 IS mEing 2 ofagh v
WCARDEHZIT> TWBHERR CERK27 47 B 1 BEES : 2538 fiask

(5) PUEMEREREAL S ERME OMREEIRDBHEIT> T A HEER CER 27 £ 7
A1 BRER ;1284 fiEak

D2 B O OBIWE AR EME ORI ik b SR s B (F
KOVTRMNICHY T BEM) 25, UBDEROAFICET 2 EROEES & LChE
EhTWwaZ &,

%

o [ERISGIFFIER 2EONHFHE L KT L724R1Z 5 SR LU E D B3 ATBHR DERHRIHE 217
S2TWHZ &, 96, 2FEL LI, b)h%%ﬁ%’i’f}: LT BRR IS S ORHE 21T
STWAHIZ L,

o [EHIRFFIS®R 2EOVHIPE LT L-BIZ4EU LOWMRBRZOBERME %
ToTED., 56, 2FU X, BHE DR AEKYEE L &2 ATREOEERF
EXIToTNBZ L,

@ BRADCERSFREEROMGKHIZONT
EEMERERIIHEETHIETENRE Sh, MERGENLOFERED, BN - £2
MEPOBROB L CEMSICHT 2 5 8R M, AEELNRE LEBEAOHE S
B, ERERLHIITONEHINE->TWEZ L,




@ BIER~ORIRIZOWT

®-1 HERA&RICEE T 5 B4

R M B O EE R BIMERMNRA L BIC, 24 FRIZREHIO T, SRR T
SR IC T . B L BIERICS U CABREELRL O CT S O BHER OB L3
RREORERAY B HICELN., EHICHEERGH SRS TN L,

@®-2 ER{EE I 2AEFSRCHET S EA

RABEICED 3 EMN B OEREEET 5 EREEEVEERE=2) 7%
EDEERORAY Y —= 2 T RITVERE & R 2 HE T& 5 F— A EREH B BHE
ERTWAZ L, BB, BEERICOWT, BABRE EZOFRKRIZHSICAmS T
ZNE

@-3 BHEA OBEPxRIZBE LT

HIfER (RUEMRERICIN L. BERGEAME, ik, Bk, BMYUGRAE. KBR.
EEEO TR, | BEERG, FPREREE . FORIMSREIEE, e, BRE (Bre -
RAMERENBA ST | BIBEE, MK, BEORBEE, BIRMDIEERIE, infusion
reaction. S/ MR PESEBER (ITP) SBEEOMRBERIS., IR ENE, DHEE (O
BEE - AR - DRSNS | AR IS 1kt LT, SR UL B E R
WSBE OB 2 3 2 ERT & L BIER 0K L TSR X B 2R
BRBEECHS D L), BEbCEIIRLERCTE ZEHAETVAZ L,
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[Zetizfd 2 FH]

O FRICHEYTDBEICHVOTHRASOBERERL SHTWE S L b, 85 27

y oY A Ay
AH|DRK,

NI

. 57(\_

*f LIGBIEDBER O & 2 B

BRAIOFIC BN TFRICKY T2 B8F I VT AFlOR SRS h 2y

B MOBFERIRBE SR VB EIZRY , BEICAREERAT 2B TE 5,

*

FEOMICRIENEERH b D BFE

boBE

(Aot B3 % HE]

FIEMEMREDOE I I ED H 2 B F
s i R 2 C RV & 3R 0 5 BB K ONE B O St Rl 2 <0

Tl

BRI R

[

HRARRREOAGE, SUTBMEMRE L IXEREO B SRBERBOBEERED

Kamofsky Performance Status 70%A<is &0 o %

O TROBHIZEWTAHOEDERRIEI LTS,

B e e

MEFEREEREETANEHEER (TX L F=7, RA=F=F, V57
=T RNYR=TE) REULERERE 2B T A IRIBUIRTREE

LT D

@ TRICKETHBEF T 2ERF OB E R OME A FEIC OV T, AF OA LM
XL EINTELT, RAOEENR L 2L,

*
L]

IR RHB LRI,

GED Karnofsky Performance Status (PS)

(SRR IR D BE RO A A L RA DB OIBEIEL BT 5 B,

M OFUEMEEEA (V1 b /AR ETD) & OHA,

Score EE
100 EH, BRIZHT 2 BEORINR, BEERZ L.,
EHOEBNDERE, R FERILER, 90 BWEREREZS SR, EFEE
80 eV BEERFERS H D, BH LU CER OIES A4
N = < &) Al Y . 5 >
SET5T LAFTE, BECARTET, £ | 0 | DADTOURIETE SN ERORS - TS
s BvPThs [ | AakaBhc LRCEER. L3 PAIBILE
) 50 FREER LI FBHR L OCEPNRERTANLE
40 B, BUREEBIUEENSLE
FOEY DI EEASTTERY, BRHHN 30 E<HTT. ABRBBELDSFEETS LEE o> Tnin
RO EELFSOEELLEL TS, KA 20 FEFICEIE., ABRDYLE CREAIMRIBEANE
BEEICET LTV AN S S, 10 FHHBS TN D
0 Fid

10




6. BECBLTHEETREHE
@ FASTREITM . BEIRSEEE IMRHT 2 WS T 5 & AHI DR K OSEIERE

ATV ERERETSICEE L ThOERTLZ L.

@ EEBICESY L, BEXITTOFREICEDEREREEZToRAL, REEE

ThokET2Z L,

® FREWERO=XRY A MZONT

. REMMERRDLDbhZZ ERHDDT, AFOEREIZHT>TE, BRIE
W (PR RS, Wk, REE) OERR UG X MREOERSE, Blgr -+
ATH Dk, 70, BEZRCTHEE CT, MiE~—V—%F0ORELEHT D
@k

o AKO¥5IIEE D infusion reaction {2 2 TRARFIZ LD TE 54
a7 o7 ECHIAT 52 &, £7.2 Bl H LG OAAS 5FFIC infusion reaction
RHLbNDZEbdhD0T, KEEEFROAFBEREHET HRIZ A YA
VEBET A%, BEORELTSICEBERT S &, 7238, infusion reaction %
I LA, @ TOMER MERPZRCEET 2 TREL TI8E
THILE,

o BERBHEEEERS DI Z ENHHDT, AR5 RLGETR OG5
b IR R SRR R (TSH, b#H T3, 5l T4 S ORIE) ZE/T D
L0 W

o AFIOBEEIZLY  BEOCHERIGICERT S &E X LN DEkL RRESRE
NHLEbNAEZ NI b, BRENBDONLEAICIT, BRLEERIIS LR
BFAG2AnE L IRBR A RO [EAT LB U CEYZENBE ATV, BE DR
Rz & 2 BWER B 2 HA1213, ARIOARIESUTPIE, RUBIBERES
NEVEIOBRELEREETS 2L, 2B, BIBREARLVE L OREIZLYENE
FAOBEDFRD bRV, BIBRE AT > SO S OB
LEET D,

o BEXRTH.HCABNOENABBL THrLEHWERANRBERT LI LAHDTD,
HHDOBEHT BRI HBHERORBICHITERT 2.

o 1 BUEERNE (BUE 1 BUERBEZ ST Bdbbbih, BEREES FT VY R—-VR
KEALZERHAOT, BB, B, RHSOEROFELMBEED LRI+
SEETH L, | BERFEARDNESEIIREEREL, AR U]
RO ELZDOBEYRABEZITOZ L,

@ AFIOBKRRBIZHN T, BEEEL D | FE-I 8 B L CHEPHEDFEZIT >

T\ o &2 BEIT, AFRE P EHNICEGRE THROMERBEZITI 2 &

11
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REFERHEETA R4
=ARN=T7 (BizTE#mz)
(R5t4 : A7 — R ERBE 20 mg, F 7P — R AFHLE 100 mg)
~HHPFRE Y R E~

SRR 2 944 A
A



B

L LI

ARF| DR TEREF

KR PR B AR

FEEXIZ DT
BEXIBR LI DBE
BEIZBLTHEETNEHHE

R R o

P2
P3
P4
P7
P9
P10



1. XLz
EFKM OB - ZEMOFEROT-DITIL, IRASTEBEICE SO EERFERRRD
bID, SHIZ, EEORZFHMOESIT LY | FURERLZ X OEHN R SRR
FEEMPEBINDIF T, INLOERLEZEICLERBHITREET 5 2 L N8O
RE Lo TR BEMBGEE L WEOEARFE 2016 CEARL 28 £ 6 A 2 HEERE)
IZBWTH, EFNERLEOEHORBELHELRS Z & & &hTn3,

FHREAFER ST, BEEASCEESE T 7 s A VBBFEOERS LA LN R
RHEZERD D, Z0D, AHMROREMICET B ERS S/ 5 £ TOR.
LHERLOBELMIRT D2 LB MHFINIBHEICH L THERT S L L bz, BIE
RDBRB LR NBERGE & D Z L RARER— T EDBEA 2 7+ EREE A
THZLEREETHD,

LIeBSo T, AHA RIA 2 Tik, BEBRBRINE TIRBLA TV BIEFRZM -
B RMICESE | UTOERMOEERFEREZHET 2B DL ERER, 2
FROEEFREL T,

1B AHA RTA 03, WSLATBOEANER R EFRBIRRAHE, ABEREBEARER
BAREE S, —tEEA B RERNBES R O—BAEREAN B ALKRFESO%H O
b &R LT,

MR E R DERG - AT VAN RREEHE 20 mg, A 7Y — R A ERE 100 mg (—R4 -
=ARN=T (BIEFHE#Z))

HELRDPEXBPR : BRI O HHRIA D F ) v E

HRELROMERCAE : @H. A=A ~7 (BFHEEZ) & LT, 1 [E 3mgkg
(FE) % 2 BB CRRERET S,

B R e ¥ BRI TERKSH




2. AFI O, (ERBF

F TR A 20 mg/100 mg (—it4 =R~ T (BT BT, IR
XD 1. MR TEMRRSTE AF Ly 72 @ET VA - F¥ =X X7 A4
- (BMS) #) 75B8% L7zt k PD-1 (Programmed cell death-1) Zxt9 %t M IgG4
/) 7u—FARTHD,

PD-1 1%, EMAL Lz U v 58k (T #IBE, BHAR O F 27 40% 7 —T M) ROE
BE IR 5B 5 CD28 7 7 X U — (T MR EMAL 2B IE & ACHIE T 520
F#) BT HZAEARTH S, PD-1 IIHURRTMKICHRSR TS PD-1 Y /> F (PD-LI
BIRPD-L2) EHES L. U U/ BRICHEIMES 7T L TY R BROERLIREZ
AIZFE LTV, PD-1 U v FIZHBEIRTFHRRUAMC e b Ok 4 Z2IEFHRICFER
LTHY., ERGESREN LR LIEEHEMRICRITS PD-L1 ORZRLIHFTEOLESF
R L ORICAOHBEEERH S = L BEESh TS (Cancer 2010; 116: 1757-66)
F7 B EANERE TS T MRSEET A v F—T7 = H = (IFN-y)
12X - T PD-L1 ORENFE I, BB L7-EEERKCRT 5 PD-L1 OFBR LR
AFEEE ORI ECHBERA DD L oHE L H D (Sci Transl Med 2012: 28:
1271ra37), & 512, PD-L1 % 3REIFE S B8 MK, PURERN CDS8 Btk T #ilfk
OIFEEEM & 55 S & 528, Hi PD-L1 A TPD-1 & PD-L1 L OfFEEHEET S &
Z OB EENEET S 2 L ATRERTVWA ZEDZ &5 PD-1/PD-1 ) > Fig
B0, 28 AR S FUBURESR IO 72 T MK > © OIS & [FES D F O—2 L LTHZD
nTuna,

AFT WEARBROFER DO PD-1 DMK (PD-1 U 4y FEE TR IS L.
PD-1 & PD-1 U H v REDFEEEMET S Z LI L V. B ATURRRI L T HIROTENE
TR O AR 53 2 MBS BTG 2 1850 5 & & TR RIUBSESIR 27T 2
LR IN TV D,

_n&@ﬂﬁwg:xmiﬁ@@r KT AEEREERICRVELLO LIS,
BRI X L) L oERE AR L LEEBRRRE EE L. Ao, BEMRUREE
PEATER S iz,

AAN DI FBERIC 555  BE ORIBRRIC & 2 RIERSEN 5 5o, BEXIIETIC
55_{%@#%6 2&%']0)45%5*&0\1&—%& X, BEOBEL STV, REBR
H BNTHEITIL, BB L BERITS LL%FHE’J&%H%&&%%%%:%OEEW&@# LCiE
@Jﬁfﬁ%ﬂwl&ﬁ%ﬁb\ BE DGRBS L ARIERSRLN 2HEICIE, BIBRESV
A OBREEOENIRILE LT O LBV D D,



3. BRPREAR
BREUTEEE O SR DX ) R EORBRIZFEM 21T o - E R EERABR D
|53 = R N

[BahiE]

O ENEIHERER (ONO-4538-15 FER)
BREMBMBEBEE T L oYX~ XRFv (ExFlfz) LT, 7

IR ERMESUIRE OBRUIEIREOHFHNKR X Y VNERE

(ECOG Performance Status 0 X TN 1) 17 Bl % 5812, AF| 3 mg/kg % 2 AR CAaMHE
fE L7, EEFHMEEE THHRMR (BET IWG criteria (2007) (2E5 < HdufEZ
& % complete remission (EAF, TCRJ) XIZ partial remission (UAF. [PRI) OEIE) 1%
75.0% (95%fEHEKMH : 47.6~92.7%) Th o7, 723, FRNIRE LI BEAIE 20.0%T
Hol,

@ WA s MAERER (CA209205 35B%) (Lancet Oncol 2016; 17: 1283-94)

HF &M MABEETRIC T LY X~ X AEELZ I - BRUIH G
OEHHMAHE T F Y o EERE (2R — b B, ECOG Performance Status 0 Z T8 1) 80 15
ZXBRIZ, AAl 3 mgkg % 2 BEFR CTAREL, ETEFMEE THL2EPR (K
5T IWG criteria (2007) ZE-3 < HRHEEIZ L S CR XiZ PR OFIE) 11 66.3% (95%(F
FEIXH : 54.8~76.4%) Tholz, 2B, FRNIRE LEEIX 200%TH -7,

[Zeit)
O ENE TR (ONO-4538-15 BR)
FEEZIIRHICRD b, AE L ORRBEFEPTETERVEEER L 2HIZRD
b, BEEN S%UELOBIERIITRO LY Tholz,
RHED 5%ELEORHER (ZAMMITEBRE)

BERANE e
- IR
HAGE
(MedDRA/J ver.18.1) 17 1
4 Grade Grade 34 Grade 5

2RNER : 17 (100.0) 2 (11.8) 0
MR LI > REE

i 1(5.9) 1(5.9) 0

U SERE 1(5.9) 1(5.9 0
B L USRS

BER 1(5.9) 0 0
PG REE

FUR RIS AE 1K T 3 (17.6) 0 0
HBEE

31 1(5.9) 0 0

=R 1(5.9 0 0

TR 1(5.9 0 0

3 1(5.9) 0 0



Bz (%)

BERRSHE =

HAGE fﬁ?

(MedDRA/J ver.18.1)

4 Grade Grade 3-4 Grade 5

o 1(5.9) 0 0
—i - SUIEEE X RS ORE

e 5 2 (11.8) 0 0
HE A LR 1(5.9 0 0
{12 R 2 (11.8) 0 0
TR _ 7 (41.2) 0 0
Wi 1(5.9) 0 0
RRUE 15 K OV AR R IE

LENEE S ' 1(5.9) 0 0
Jii e 1(5.9) 0 0
BE, BEBLULEAE

AL D B 1(5.9) 0 0
R

A e RS 1(5.9) 0 0
MR A 1(5.9 0 0
{EE g 1(5.9) 0 0
1 Ji B 1(5.9) 0 0
LRy LUy

A 1) & L fE 1(5.9) 0 0
W+ | U A mSE 1(5.9) 1(5.9) 0
P gk R 1(5.9) 0 0
i RS LU SR

A i 1(5.9) 0 0
i B 1(5.9) 0 0
i Pl i 2(11.8) 0 0
MWEREE

REMED E N 1(5.9) 0 0
SEE 1.9 0 0
K= 2 —a/3F— 1(5.9) 0 0
Ik g, MESE & ORERREE

FE T PERE 5 1(5.9) 1(5.9) 0
kRGO AR E 1(5.9) 0 0
P2 5 L UV TAARIEE

i EAE 1(5.9) 0 0
P G FERE 1(5.9) 0 0
RSl b 1(5.9) 0 0
Z JFEfE 5(294) 0 0
RiE 4(23.5) 0 0

red. RVEMERRE 16 (5.9%) . BABUGRAEE 2 61 (11.8%) . KRIEK - BEDOT
F 160 (5.9%) . FEEEREE 1 4] (5.9%) . FORIMEREREE 3 6] (17.6%) . FhiEEE
345 (17.6%) J U infusion reaction 1 ffil (5.9%) TR bhiz, Tiz, EEMEIE.
DS, . 1 BUBERIR. S b /RO HESEEER . TR, BiReEE . BIBEE.
s - B, BEQKEEE, HIROGERE, FTEERERS. BRRUSE B
RITFBH N0 T,



© WA IR (CA209205 FHER)

AEFRIL 238/243 fl (97.9%) IZRD OB, AEKEORRB/NBEETERLVWAE
=513 185243 B (76.1%) 238D biviz, FEEMN %LU LORERAITTROLEBY T
Holz,

FEBIEN 5% EDOBWER (All Treated Subjects)

BEAIKIE L el
o A FERE
Ea5h 243 {5
(MedDRA/J ver.18.1)
2 Grade Grade 3-4 Grade 5

£EHER 185 (76.1) 48 (19.8) 0
MmEE LY o/ REER

T R ERIRAE 13 (5.3) 6(2.5) 0
P InbEE

PR AR AR A T E 14 (5.8) 0 0
HiEEE

e 14 (5.8) 2 (0.8) 0

T 34 (14.0) 2 (0.8) 0

B 24.(9.9) 0 0

LE 19(7.8) 1(0.4) 0
—f% - EEEER X UBEHAORE

EH 50 (20.6) 2(0.8) 0

FE 21(8.6) 0 0
BE. "EBIULEBEAHE :

HEACHES K6 33 (13.6) 1(0.4) 0
BERRRE

TI=vT I bIURT =T — M 13 (5.3) 7(2.9) 0

TANGRUBT ) FF AT 2 F—EHEM 14 (5.8) 5@2.1) 0

Y —EHN 14 (5.8) 93.7) 0
BERRB X OEEAGES

Be & 19(7.8) 0 0
IR RIES

B ] 14 (5.8) 0 0
BB X OB TARES

O ERE 21(8.6) 0 0

®5 28 (11.5) 2(0.8) 0

k. FEMMER 15 6 (6.2%) . MIUHRAE 19 B (7.8%) . KIBK - EED
THI6 B (2.5%) . APHERERETE 22 6 (9.1%) . TR 561 (2.1%) . FRIRSEAERS 28
Bl (11.5%) . PR 40 B (16.5%) . BHEREREE 4 B (1.6%) . MM - BERZE 1 61

(04%) . EEORERESE 3 6] (1.2%) . Ekmi2ZEARSLE 1 6 (0.4%) . infusion reaction
38 4 (15.6%) . BER 2 (0.8%) RS EIER 26 (0.8%) THROLIh, Fi,
HIEMESRE, D%, HR. 1 EEERR., ErEf/ MR HERR, BIBEERV
TEAMERERESIIRD bhih o,



4. BEERIZTOWT

AR & LT RERE (&FFEE) MEEONTHWA I Enb, YERAELE
PCERTE AR THILNERDH S, TO LT, KFO®EEREY) 22 BE 22H - &
EL. AROBREIZL Y BEELREWERAZRE LEBISHET 5 2 EBALERID, LT
DO~BDTRTEMIETHRIBWTHERT & THD,

D MWRIZTOWVWT

D1 FED (1) ~ B) OVTHNIEYTHIHERTHD Z &,

(1) EABMRENEET 25 ADRESIL RS ERBF IR A ROEEEHL SRR
HuIE A8 A B OB HE L SR, MRS ABRRRBE 2 &) (ERR 28 4 10 A 1 B -
427 MEFX

(2) HeEMRERBE (CERL 2849 A 1 HEER @ 84 HiaR)

() WEMFRMENEET DD ADFEERRE (A DREREERET. 2 ADREE
BHmke. S ARREEHEERTR L)

() AFALZEPIERE R RIE L, SR RRENE 1 USRI ERENE 2 Ofs E1E
WIRB B EITo TV AR (ERK 2747 A 1 AREA : 2538 JEaR)

(5) PLEMIEERLT EEIMNE O EEIR S BHEIT> TV B IR (L 27 7
H 1 BES : 1284 %)

@2 HHHK X Y o EO(LEEFRIE R OBIE RSB O RIS I+ 53 e fik & #%
BREEOEM (FROWTNPICHEST 3 EM) 2, HHBHEROFANET HI6RO
BEFLLTRESNLTVD I L,

K

o  ERiGIEEL 2EOUBIFIEL KT LERIZ 5 £ LR ARROBRKRIHE 21T
STWAZE, 9B, 28 FiX, BPAEYRELZ XL LEERESFZOPHELIT
S2TWBHZ &,

o ERiGTRE%2ECYIRIFELR T LIBIZ4EU LOBRRREZAEL TS D
L. 9bh, 3AEDL R, EMSSEMEREE O N AKYERE 2 S DER IR EOVHE 2
TToTWnWBAZ &,

@ BEADOERMEREHOKHICONT

EEREREECAET IEEES/RE SN, MECENOOBRED, AR
ML R OB E R OVEMSIINT 2 iR, FEERBRE LB OME
£%, ERESHIITON D HHINRE-TVE T &,




® BHER~DORIRITOWVT

@-1 MEREHICBE T 5 B
MEMEMRBEOEELBEERANRAE LI, 24 BREZEEHIO T, UaZhEsk X
TEEERERR IZ BT, BB LBIERICE U TAREEL O CT Z0RIER DSR4

ERBREOKENYBBFIZE LN, BB EHSETWEZ L,

@2 ERWELICL3AFESRASICET I ES

BABRIEDL 2EMP RN R OB EE T 5EREREEENEERAE=#Y v/
EEOLEROAZ U —=0 T EITOVERE L ERE LG TE 5 F— ARREHIE
BERTWBZ &, 2B, BEEEIZOWT, PABRE L FORECHSICEMENT
WhHZ &,

®-3 BIfER ORErCHISICE L T

BIfER (FEMEMREMAZ, BEEMEDE, LHR, iRk, SBEERAE, KBR.
HEOTH, 1 BERA, IFEEEE, FRIKERES, REE. BEET (Bre -
RANEMENBR 2 ST BIBRE. MR, BEEOEEE. fIRMLERIE, infosion
reaction, eI/ MRIBERBR (TP, WEORERIE, EREEME, DEES

(LEHE - 4RIAR - DEEHSMGES) . BIEELE) (23 LT, SR ULk
EFREB ORI Z B 3 2 [EAH Ll U (BIEROBZEexRICE L CRER VO XEE
T ONLRMTZHDZ L), EHIEYILLEN TE 2EHIPE->TNDZ L,



5. eERBRLRDBE
[Z2tEizBEd 2 FEH]
@ TFTRICHLTIEFIIOVTHAFORENBER L INTND Z b, KEZIT
2 YA AN
o BEIORS xR LBBUEDBERO H 5 8BE

@ BEMOFEIZB VT TRICEY T EEIC OV TUL, AFlOR GRS LW

. MOIBFERIREE S 2 WBAIZIRY . BEICAKZFERTZL2BETE 5,

. %Eﬁ%ﬁ%@éﬁﬂi%ﬁ®%6$%

o JEEERE CRIER 2R D BE R OTEENE O B BRI G R A
LD RIEMENR A LN D EBE

o HOAEKRBOAHE. IR L XERED B CAZKRBORERO
HoHBEE

»  ECOG Performance Status 3-4 =" D f#BH

[AohikicBE 3 5 5]
) E%Lm%ﬁ@%&&U7V//%/v7;ﬁ#ﬁXiTWEWE%XM%%ﬁ
DOEBAIR Y F ) R EREIT wfﬁﬁ@ﬁﬂﬁﬂréhfmé

@ TRICEYTBE] ﬁ#éﬁﬁ]@&—@&tﬁﬁﬁﬁﬁiﬁb:ou\’C&:t\ AN OB ZHED
B ENTEOT, FFOEERIR LRV, '
o ALEBEIERBEDBRE,
o {oBEMEEAR L O,

®&D  BECOG o Performance Status (PS)

Score TE

0 | &<HEREHTE S, BFEALF L RHAEESHRR AT S,

PIBEOICI LW BRI S B 23, AMTHRET, BIEERE > TOERIITI Z LB TES,
Bl BORE, BEHEE

—

BTARETESOEOEY O P IIT X CHREFEPAELIZTER Y, BFO S0%U L~y FATEI T,

BoNEZBSOEOEY D= & LNTERY, BRO 50%UEESy KPEFTRI T,

A wnN

BT RV, BOOEOEY O LR TERY, BEEXy FMETFTIEIT,

9




6. REZBLTHEETREEIE

O B CEZITMR  BEERFEERPRUET 2 BREICE S X AR OB R ONE E
MDD BE R ERE DI ThOERTSZ L,

@ WBERAICES D, BEXIIZFOFERCAPEROEREL +oRBE L, REsE
ThorETHZ L,

@ ERBWERD~=FRY AL MTHWT

FEMERRERH b OND Z B hHDDT, REDEEIZH 7= - Tik, BHELE

R PR REE, K, REEE) ORERRR O X MREO RS, Bty

WATS Z &, £, MBS U THE CT, mE~—b—S0oRELERHTH
ZE,

AF| O EIXEE O infusion reaction {Z{# 2 THRARR T4 7extinD Tk A%
HZAT> 7 ETRMAT 5 Z &, F£72.2 BB LIBEOARA|B 58512 infusion reaction
BHLPONDZEbHDDT, KRG P ROARFEEET HBIT A Z AP A
YEBETSE, BEORESL+OICBET S Z L, 728, infusion reaction &
BRLEHAIL, 2 TOMBRMERASSCEET S CAE & +HBR
THZ L,

FIRBSREREER D Lo b Z &3 H 5D T, AF| 0¥ GBHIART R O 511
PIIEHR I AR ERER A (TSH. 8 T3, #5HE T4 S0HIE) 2EMT 5
e,

AR OEBEIZLY | BEORERIGICERT 5 L& 2 b bl REBRORE
BHLLNAZENHD, BEARDONEEAICIE. BELEERIILUE
B 22 ik & IREBR A FE O R AT & 3 U CGERYIRENZE 21TV BE AT
RN & 2 BIER 3 8o 2558121E, ARIOKRE X THIE, K OBIBKE R
NEVRIOREEEZERT DL, 2B, BIBREIVELOREIZLYEIE
M OBEPRD LR WIGEIZIX, BIBERE &LV S OSiEimE F oBin
LERTHZ L,

BB T %, BRI SR ARE L TOLEHEASREET 5 2 L iH b,
AR OBEKR TRICOEWER ORI+ SIcERTIZ L,

1 BUBERRIM (B 1 BIEIRIS 2 E51e) Bdb bbb, BRFES h T F—v 2
WKELZLBHDHDOT, A, Bl EHEEOERORBRCMBE MO LI+
FEBETAHIZE, 1 BFERBRRDONT- B IIHRELPIEL, AR Y 8
OB ES OB R INBETTS = L,

@ FAIOBERRBRIZEBWNT, BE5HEND 6 ¥ AUNIZ §BREIS Lo, FHRLEIL.
BEBRES 1 EME I 2B I L ICHEDNOEME T T2 L aRE T,
ARG FIIEHICEBGBRE TOHROBREEITI 2 L,

10



LRSS 1 T EEL g
Ili' mEERY i B R VAR T RS A BET A
"R PRSI RS | rameRa b,
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B LAY U :
=R iR -

W Fo Na dRomE sl AT B EERGEE

el pNgl AW T AA RN A ERC- RS B B N
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RS A s BE AED e g s i
P SHLCTLTEEE Y LA TEE IR AOR S =
LN SR T TR RCEs TRECESt rrﬁ-b- BIERR T D et
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