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1. IXL®IC :
ERE&OENE - REWOHEROTHITIL, A TESICE SV IOEEREA SRS
BB, &BIC, FTEORHERINOESIC LV, FHKERSR 2 & OB R BTHIER
FEESPERBENIP T, INOLOEERZEICHNERBEICRET S Z L RED
WMEEL 25 TR Y REMEOEY & WEOEARF 2016 GERL 28 £ 6 A 2 B HSRE)
RN TH, BEFNERRSOFEROREHEZREZ L& T3,
FHRERARFEERR T, BREERAREZEN 70T 7 A VREFOERS & B &R
,aé LBbB. TOkD, AMERUESICET B ERS+IERT 5 E TOM,
LUHERROBEYHR T L LAYFINEBECHLCHEATS L L bz, BUE
ARRERL-BICHERSE & 5 2 L NAREAR—EOEM & - 3 E R
TBEILNEETHS, | |
 LERST AHA RFA T, BRBES I NE TITEB LR TV 5 ERER -
RR RHICESE | T OERRORE2ER & HET 2850 b REREM, X
FROEEEELTT,
R, KHA KT A 103, mzﬁm&Acﬁmcﬁwﬁ% A, ARHEIEA BA
BRI S, — A EIEA B ARBRRARES R O — &ﬁl&kﬂﬁwﬁ#ﬂ &0
FDbH EFERL LTz,

S E R DERR AT VR REEE 20 mg. A7 Y — R RERE 100 mg (—H&4 -
=A< (BEFHEBRZ))
MR EBARIFR *E‘?é‘@JF%Z\‘_ BRI D B IR
| #ar 22 BERORE - BE. RACE=FL~T BETHRBRZ) LLT, 1 H 3mg/kg
(FE) % 2 BEMFRTRFHFET 5.
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2. FHIORH. ERBF

F 7 — R ERHE 20 mg/100 mg (—4 : =R+ (BIETFHREEZ), BT 1K
B EW03,) X MNFERETITERRESHEAF Ly 72 BRIV RV - =4 F—
X A7 A7 (BMS) k) MBE& L7zt | PD-1 (Programmed cell death-1) IZxt3 5 E K
B 1gG4 &) 7 a—FAHUKTH 5,

PD-1 1%, &M L L2 ) 738k (T M, B MERE T F o T % T —THIR) ROE
BERAMIBICHB T 5 CD28 7 7 T ) — (T M OEM(L 2 MBIRNCIE L AICHIET 55
FHE) BT 5ZEMERTH D, PD-1 [EIHFERFMIRIZHEIRT S PD-1 Y > F (PD-LI
BOPD-L2) LHEE L. VU SBRICIEIES A2 REL TY U BRoER{bIkES
A LT3, PD-1 U Vv FIIHURRBRMIRLSMNC e F ORk A 72 BRI R,
LTy, BHEAEREENOURLESBHEMRIZKIT S PD-LI OREALIFEOLER
HE & OMICADFHBREREH 5 Z & BWEIN TS (Cancer 2010; 116: 1757-66),
o BHEAESE CIIEBRE TMRIELET SIS V¥ —T v H < (IFNy)
KXo TPD-LI DRRAPFHFE SN, BB LI EERRKIZIT 5 PD-LI OFR LR
AR Lo MICIEDHBERBRRERH 2 L 0o®EELH S (Sci Transl Med 2012: 28:
127ra37), X 512, PD-L1 Z3BHIFRBR IS8 AMIIL, FURKEER CDS Bt T #ika
DG EE LI & 225, HLPD-L1 HFLfKTPD-1 & PD-L1 L DFEEZRETZ L
Z OB EEENEET 5 2 L BRENTWA, D = &4 5 PD-1/PD-1 U H v FE
B, A AMBRATURSERANR THRN S OWBE L BT AMED—o L LTELDL
naTnsd,

AR, EERBROMERD S PD-1 OIS EEL (PD-1 U 4> FEEAHER) IZHA L.
PD-1 & PD-1 U W FEDREEEMET D Z LT L v BWATRERNZ T M0k
LR OB AFRRIC X T 2 MIREEEE 2 EEBT 5 Z & Tﬁ;’ﬁtﬂﬁ RREESDRETRTZ
EBER I N TV B,

TR DR, AH iﬁ EHE%%&;XTT&FHJNE‘%E TR0 B5H 0L HFEII,
BHRERE XIS L LIZBRRARE EH L. Ao, B2t R OB A IR S hi,
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[F2h%] , |
BAMERE xR L Lz EEIERF IR (ONO-4538-03/CA209025 ER)
mEHFEREERZETIRBHEES (TXF=T A=F=F, VT T2,
IS R=TE) BETERRIER 2 E T 5 BT XIS O B A A A B N B
821l (AANAE 63 flae e, AABEAL0 G, =0 Y LARRE 411 6] EHRIC, =
oY AREXEE UTHRAS mgke % 2 BRIMMR CRBFHE L & E DFPERVEE
WERE Lz, EEFHMBEE Th 2 2AFHH (TRIE [95%ERRM] ) X, AFRET
25.00 [21.75~NE"] # A, =V ARBET 19.55 [17.64~23.06] ZATHY, KANT
TR Y AR LREHERICARRIERE 23R Lz (O — N 0.73 [98.52% 188X -
0.57~0.93] ., p=0.0018 [/&Hl log-rank #R7E] ) .
1.0 R
0.9-
0.8
0.7

s 0.6~
7% 0.5

% 54
0.3-
0.2-

01

0.0+ LD L L S N LA LA DL RALAN AN BN RN I

0 3 6 9 12 15 18 21 24 27 80 33
at risk# | ' H7FEIE (B)

AFIEE 410 389 350 337 305 275 213 139 73 20 3 0O

IANOYLREE 411 366 324 287 265 241 187 115 61 20 2 0O

0S DHfEfEHTR D Kaplan-Meier Bt

—A— AEIEE
Do TN L AEE




 FEfe. BARANESER 63 B RFIRE 37 B, =Xu ) AREE266) OSAFHIM (P
RAE [95%EERREI] ) X, AFIBET 27.37 [23.62~NE] # B, =_ua U AXBTNE

[NE'~NE] 7 H CTholz (~¥F—FE 1.50 [95%EHEKM : 049~4.54] ) ,
* . EETEE

1.0 =
0.9

# sl N o e e m A

LD S N S A A R B

0 3 6 9 12 15 18 21 24 27. 30
at risk#y | HETEHRR (B)
KEB 37 37 36 35 35 34 24 16 8 4 0
TAMLAEE 26 26 24 24 24 24 20 15 9 3 0
BAAEMIZIIT 5 0S OFEENTR D Kaplan-Meier BifR
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BHlAEEE XA L L-ERERF AR (ONO-4538-03/CA20902535R%)
HEBERIIARIERE 397/406 B (97.8%) . =~ U LXEf 386/397 B (97.2%) IZRB®

b, BRE L ORRERENTETE RNEEFRITAER 319406 ] (78.6%) . = .

A Y ARBE349/397 B (87.9%) ISR BT, W AORETREER 5% LR

ERIXTROLEBY THoTz,

WO TRERN 5% EOBIER

' ' B (%)
= v
%gi;—;ﬁﬁ AT RN RN § 3
(MedDRA/J ver.18.0) 406 B 397

£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
6(18.7) 0

_94@T) 3108

2163)

0

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

© 57(14.0) 0 66 (16.6) 3(0.8) 0
8 (2.0) 0 117(295) . 17(43) 0

0 3601 103) 0

1(0. 33 (8.3 708)

0) 10 (2.5) 0 134 (33.8) 11 (2.8) 0
FERE D S5 1@ 0 0 75 (18.9) 12 (3.0) 0
FRAH RIS 17 (4.2) 0 0 56 (14.1) 2(0.5) 0
- 34 (8.4) 0 37(9.3) 2(0.5) 0

2) o

33‘(8:3)

(=)

7 LT F=8Em 27(6.7)

L EERD o )
Rt Lo ‘ \_x :
&3 L AT v —) Vi iE 2(0.5) 0 29(7.3)

R 9.(2.2) 0 46 (11.6)

BNV VY FIE ‘ 5(1.2) 0 . 64 (16.1)

0 - 82 (20.7)

14(3.5)
503)

27(6.7)

36 (8.9) 77 (19.4)

0 0
30 (7.4) 3(0.7) 0 51(12.8) 2(0.5) 0
3(0.7) 0 0 41(103) 0 0
0 58 (14.6) 11 (2.8) 0

16 (3.9)

2

(3.0) X
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FE - RERRONERRIERH 4(1.0) ] 22 (5.5) 0
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R 41 (10.1) 2(0.5) 0 79 (19.9) 3(0.8) 0
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(5) MEMHEEALSFEBMEORZRERITRIEHEITo TSR (B 27 F 7

' A 1 BEER : 1284 fEER)
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RIEME R RS OBEE R EEASTA LRI, 24 BEZRAESIOT, YRt
EERRICBV T, B8 LBWERICE U TABREER O CT £0BIER OB E
HRREORENY B RIEON, BB ICRS AR R S8 5 TV B 2

@2 BRHEECLIABFESNSICET 3B

BMABIRICHED 2 ERM 2R R OB BT A ERMEEENEWERE=4 Y L 7 %
EDTEERORY Y —= U FERITVERE LR % 8 T 5 F— AERKE 1N EE
ENRTWBZ L, 2B, BERHEICOWT, BABE L ZOFKRIZTHHICBAMEATY
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@-3 BWEA OBE L RICBEI LT
BIfER] (MEMMRERICML, EEGENE, L%, K. HEGRMEE. KB%k.
BEO TR, | BERA, ITHiEE, PRIGEERES, HEEE, BEE (BR%-
RBEEHEAL ST, BIBRE, Mk, BEEORBEE, HIRMBERE. infusion
reaction, MM/ IMRIBAMELEEER (TP) BEDRERG, FEIEREME. DIRESE (b
FEHE - R0 - DEEEIIMES) . EOAEANS) O LT, YR XULERER
WEOEMELET 5 EM L EE L EUEROBECHEICE L TR R OXE LT
BRBEHICHE L), BEHICENRLENR T 5 EHRE-TNE L,
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AR DRI LIRBUE DBEERO & 5 BE

@ WBERIOFMCBNTTRICEZY T2 BEIZOWVTHR, AFlOBGITHEI AR

2,

TR A 2V AR . REICAAEHAT 52 L 2 BMTE 3,
ME AR B DR HIIBEED S 5 B

FERE R RA CHIER 2R O 2 BE R OTEEIE O HUR BRI ket i ¢
FOMICIIERELR A ON D BE
HERERADEH, UTBHERZRE L IZHRED H DREREDBRERD
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Karnofsky Performance Status 70%:KH = o BF

[k B 5 ] |
O TROBECBWTIRAOHMESRIES LTV D,

MEFEREER 2 HT 2 REEER (T F=7, R=F=7, V57
==, SXIR=TE) EETMCERREESH T S RA IR B0
R - -

@ TFRICHNT 5 BHICHT 5 ARIORER OERFEC VT, AR OE RS
BSLENTE LT, ABORERR L2, ‘

TEFFRERIEROBER YA MU A L RAOHZOBREL R T 5 BHE,
R ARMB LRI,
L OFUEMNERER (1 R A CBAEZET) & O,

@D Kamofsky Performance Status (PS)

Score EE

100 EH, REBICHT5BEDRIN R, BERERS L,

EFEOERBNTRE, FFRRFEBRLER, 90 BRWERERIZH 28, EFREBATRE .

80| 272 ) BARIERD 5 B0, B L CER OGH AT

AL BEOWMEEITE 5, EROES - H87T52

HBTAZ LA, BETERTETC. F 70 ¥ LR ATHE

HTE LA CEANBBRRIZLLZBDOTH D,
BaRBREONBELELT D,

60 | BACLERC LIICE B0, & X CENBBNE

50 | REBRLEBEBIUEHNRERTAVPLE

40 B9, BULRERBIUEEFILE

BOREDOZEEZBSTTERY, ERHD 30 LB T, ARBKHEERFEIZS LEE-> TN
RN E# L REOEEZLELTZ, KA 20 FEICEE, ABRPSECRANRBEILE
NAFZEITLUTWARARERS S, 10 FERAASE - TV B

0 5
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ﬁ%ﬁiii"% Iz, BUERRGEEE MR 2 ERE T ED & RH O Rtk R OB IESE

}5}30)71 VEREREZTDICEBE L ChoERTSZ L, ’

Ta R BRAA -§’|‘:_L?b\ BENIZTOFERICHEIER OV GREZ +oRBAL, RELZS

ThbokETDHZ &,

FREMER DO~V A MzonT

s MEMHEREILLLNAZERHZDOT, FFHO®EITH T - TiE, BEKE
K (PR REE, Bk, REE) ORERERUKE X SRECEES, BEL+54
WITH 2 & it MHBIZSCTHE CT, iF~—V—F0OREZERT S
k. ’

o AREIOBLEIXEE® infusion reaction 2 X TRARKICH+A GO TX 2%
EZ4T -7 L CRtET 3 Z &, E7-.2 B B O AFI# 5812 infusion reaction
RHbbd L bhdDT, AFREHFRUARBEERT HIZ A Z A A
V%?ﬂﬂ/’i’?‘é% BEDWREE 1471 ’ﬁ@ﬁ‘é Z &, 723, infusion reaction %
B L BEITE, éf@@(ﬁ&()\f‘ﬂ(z’)) WZRIETAE TREE THBE
TBHZE, ,

o FRBEEEERHL Ib?h/Z) T ERH BT, AR O SEEHIR O 5 1R

PRI RR AR RE R A (TSH, WEHE T3, WEHE T4 SORE) 2 EwT5
allp 8

o AROEEIZLY . BECKRERINIERT S LE X LN LKL REBLOIRE
NhHLONEZEeRHD, BEFPBDONEZHAITIE, BERLEFRIIG U
PR 72 0k & RBR 2 R0 ERD LB L CEE) 2R ERIBZW ATV, BEDRE
RISIZ L BRWERBRON D HEICIE, AROHREIHFIE, ROBIBRER
NEVRIOBRGEEERTH &, 0B, BIBRERNVEORSIZEVENE
HAOURERRD bN2WEEIZIX, &8 E%BEE‘J’/WE‘ v PS> S il Al o850
HERT 5,

COBERTH. SRR HEor AR LT B ENERARRT 5 = & b B
ARFNOBEXKTHRIZHBEWERORRICHHICERT 2,

o 1AMERA (BIE 1 BBERFEZEST) Ndbbh, BRFEES TV F—U X
KEBHZLBHBOT, AW, B, W&%@f%@%ﬁ%mﬁﬁmxﬁ’
SHEBTAHZ L, 1EBERFENELNZGEICIIREEZPLEL, f1 X ) Vg .
R OBREGEDBENLWEEZITO L,

AR DOERRFERIZI N T, ®EE D 1 FERIXSEM I &1 ﬁ&ﬁ@@%‘%%ﬁo :

TWeZ L 2BBIL, AFRSPIIEHNCEGRE CHROBREITIZ &,
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1. XU®IC \

EE R OHIME - RRMUOHEROT DI, T LESICESOHERERSRD
BB, &b, IEORSEEMOESIC LY, FURERR A & OBHN /25 SIEAR
FERBVBERSNBHT, INOOEERZEICKHEZBECRET 5 2 L ARED
BB oTRY REMECEE L BEOEARTE 2016 (ERL 28 426 A 2 BRERRE)
CIZBWTYH, EFMNEELEOFEAOREHEEEZRZZ L L EhTNS,

FHRE R ESE R, EEERRRAM T 0 T > A VREFEOERES LA LR
RBZENDD, 0D, AHUROCREMICET RS +0EET 2 £ TOM,
WHERROBELRZIH I LBPESNEBEICH LTEAT S L & bic, BIfE
FANKER LI BRERRISE L 5 2 L i TTRE A2 — E D B % i 7= 3 E ek B ok
THEZLREETHS, |
Lo T, AHA FFA U Tk, BRBELINETIRELN TV EFEZN -
AEHRMICESE | UTOERRORERERLEET 2BA» D LERER, 2
FROBEEEY T, ~ \ ‘ |
L RB, AL RIA T, AT AE RS BRI ER S, A%EREARK
BRIES 2SS, — BN B ARKARES R O—RHEFEA B AMKRES OWHH O
t & ERK LT, '

WM LIRDERS A7V —FREFHE 20 mg. A7 VR AEEE 100 mg (—HKA -
=R ~T (BEFEHEZ)) |

HELRAPENINE | BRUIEAHEOERIER DX Y VoS E

RBLRARERVORE : BE. BARZIZ=RANr<T (BEFEHZ) L LT, 1 B 3mgkg
(RE) % 2 BREIRRCARRET 5.,

LIRS A RIN o Y e




2. AR, 1ERBRF

F 7V — RN RHEEHE 20 mg/100 mg (—&4 : =R~ 7 (BEFEEZ) . LT, IR
CHID) . MRS TERRRML AT Ly A BTV R M v =R A
7 (BMS) #t) #BAZ L7t b PD-1 (Programmed cell death-1) 1259 % & M 1gG4
E)7ua—FARETH B,

PD-1 1%, EMEIL LY 38k (T MR Bﬂ@&@f%:7»#7-Tﬂ%)&Uﬂ
BERAMRIZRBLT 5 CD28 7 7 X U — (T MR OIEMEL 2 #BhAICIE & AICHIE$ 5 4
FB) KRBT A3ZB/RTHD, PD-1 iTHRRRMIRIZHIRT 5 PD-1 V o K (PD-L1
BRUPD-L2) LfEA L. U U/ SERICHIGIEY 7PV BREEL TY VSR TELRE S
AICHAE L TW5, PD-1 U FRAURRTMELUSMNC b b DRk 4 2 IEBARICHE
LTHY, BUEEESRED SR L ZIEBEEKICIT S PDLL O L% 04ER
HIRM & OMICADOHEBERERN H B Z L MG I TS (Cancer 2010; 116: 1757-66) ,
T, BEMEAERE CIHERRE THRA/ELTEZA v F—T7 = H < (IFN-y)
IZX 5T PD-L1 OXBANFE SN, BB LIZIEEARRICBIT 5 PD-L1 ORI EHHEO
AFHREOBMICECHEBREZRR DS L 0HE L H S (Sci Transl Med 2012: 28:
127ra37), & bIT, PD-L1 ZAIRE S S BAMBIL, FURMEN CD8 Bt T #Bia
DG EF M2 ST 28, JLPD-L1 HLiATPD-1 & PD-L1 L DFEEGEAET S &
ZOMBEESEFEEREETE Z EWNRENTND, SO L0256 PD-1/PD-1 U H v M
BRI, AR AR HUEUR RAO7R T AR b DRRE 2 ElE T AT 0—o L LTEXD
nTna, ,

AENT, EEARRORE RIS PD-1 O 4EE (PD-1 VY ﬁ/ NRE& ) ITHE L.
PD-1 £ PD-1 D AV FEDFEEEHETAZ LICL 0 BAFTFEFENZ T MROEE
LR UM AFBRIC R T 2 MRS BTS2 BT 25 2 & CTRENRUEESIRZ RTZ
ERHERINTND

INEDOMAN D, AFNIEMEEI N D H 2 REC 2V B b D LEIESh,
HHAOKRDF Y UNERE LR E LEBRAREER L, Aohitt, ;zémzwsﬁ
P HERR S Tz,

AHOIERRFICES GBEDORERSIC & 2EWERSRH bbh, BRI
EB MR DB, AROREPROBEERIIT, BEOBREEHHIT, BERNRE
B BB AT, R L FRIE U SRR 2 5 L R 4 -0 EA & L Ol
EVRERIBIEATV . BEOREFIGI X 5BIFEASED S BAIE. BIRRHS
= L HI DR EEOEN B EIT I MER DB,



3. BEARAE
ﬁ%x&%%ﬁ®EQMT/%/)/A@®ﬂ ﬁmﬁﬁ%ﬁotzﬁﬁﬁﬁﬁw
ﬁﬁ_#ﬁ IRT,

[A%hiE] .
O ENE TR (ONO-4538-15 FBR)

HREEMHBMEBEERNT LYo <=T RRFY (EaFERL) CF. 7
VY FR T ]) ICEREIIRMAOBERE X IIEAE O MR VX ) L ERE
(ECOG Performance Status 0 UV 1) 17 Bl &84, &K 3 mg/kg % 2 BRI CAM
BEL, TEMEEE CHORME (BT IWG criteria (2007) 1ZF-3 < HRHIEIC
X % complete remission (LAF, TCRJ) I partial remission (EAF, TPRI) OFIE) ik
75.0% (95%(EFERM : 47.6~92.7%) Thotz, 28, FFIIRE LBEEIX 200%T
HoTlz,

@ ¥ESETAERBR (CA209205 3BR) (Lancet Oncol 2016; 17: 1283-94)

B 3G MBS MABERITRIC T Lo Y U7 X AR E ST BRI EE
@Elﬁiﬁ'ﬂﬂi UL ) v ESRE (27— b B, ECOG Performance Status 0 & (X 1) 80 1
iz, AF 3 mgkeg & 2 BRERKRCRFFELL, ZEHMEER THEEDE (W
5T IWG criteria (2007) I1Z£-3< FPIuBIEIZ &5 CR XIX PR DEIR) 1% 66.3% (95%(5
BIXR : 548~76.4%) Thote, 728, BEHICRE LIBIEI 20.0% Th - 7,

[Z4tE]
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