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REeREIT - BREOIE/NDHIRME) Z2ENEDHRELTHERBLILEZEIAT
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=A< (EBoFHEz) BFOFERICYZ> TOEEFEIZONT

=A< T (Gl x) ®BF (RES A7V RN EEEFHE 20mg
R ORE M EEE 100mg, LLT, TARA &vo,) o0k, A, T8Ik
TREEREIT - BROE/NMBRIE] 22 ERELE L TERRFELZEZAT
T, BEMMER, BEORERGICLBIERE0EEZRIERALS L
b2 &R, ENTOBRBREFALBDOD TRONTNWDE I b, £OfE
FAIZ Y -5 Tid, B TROBRICHOWVWTHEEIND L. BEE TOERIEE
EROEBIIHTHEAMERBENLET,

1. REOBEFERIZOWNT

(1) AENZ W Tk, AL, BERFBEFTICLIIEESZIE L
Li-fFARERE BEERREEBOEMEL ZOSMHLE LTHL

g

[ AR &MH]

1. EEHY A EFRFBEERED L, BUNCERT D &,

2. ENTOBRREFANRBD TR TVWDEIENG, MERTERZ, —EH
DIEFNAR DT —F PEBIND T TOEIL, 2EH % 3G HBE
AEEAEHETH LKLY, AFFEABEFOERFRLIMETOIL LD



o, ARIOREEROCEMECET LT — & 2 BYICIE L, AH OE
EFERICLEREELZHELD I &,

(2) AFNOELE, HEXITHE, YRICAELCHZIIUTOERY T
HBHEDT, BEOEELBEWTAZ L, o, TOMOER LD
BEICOWTIE, BfXELZRININ &,

[&4]

1. AFNE., BABICHSHIETE AERBRICBW T, NAFERECT
S5 BRBREROEMOS & T, ABIOEANELY & HET S 2 E
BN TOLBEETBHZ L, £, IBERBBICKEL D, BEXIZD
REICEDEROGREZ +0HBAL, REZHETHOERETDHZ &,

2. MEMHERBRLLLIL, BREIXELEALRESINLTVHDT, #)
HUEW (BY0i, MEREEE, %k, BHE) ORBROME X HRRED
M, BEE TSI E, £, BESRD ONHEITITERA
DOREETRIEL, BIBRRERNECRHOREEOBEYLRALEZITI Z &,
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(1) {b3EERIBEREBE BT EERFNOFHER LT EMEIIHEL L TVRVY,

(2) AFI DT E AL FRIEICRB T 2 ANEROCE LM IIHEL L TW2RW,

(3) RIBYIRARELREHBRARENEA, BEAKEI OEONEZRAL, &
K OF MR OS2 45 Big LTz BT, REILISDIER O ERKIC
SNWTHEEICRF L, BNBEEORBIRZITI Z &,

(4) BIBFREERELT - BROHE/IMBAMEOEAE. TERKKRE OHONEZ
gL, AHOENEROLZEEEFHICEM L LT, EEREOR
REITI Z L,
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1. WRIGEIBRAREREEEANE
WE, RACIE=R <7 (EEFHEfRX) & LT, 16 2mgkg (KE)
% 3 EMER CREFET D,
2. YIRRREE 72 HETT - BR O IE/ N B i e
@E. RANCIE=RAL-T (EFHEBEX) & LT, 1E 3mgkg ((FHF)
2 AMMRE CRBRETD
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<HE-RECEETAERLOEE>
(1) EFROFMEROCAFERR (EA LOXEEIDESR)

D AFO#FGRZE, BEHBREAECTIE 1 EREEE LT 2mgkg &2 5
Eoic, MR I 1EZREEE LT 3mgkg &R D XD ICHE
ErRETD,

2) AENZT. 1 BRI ENF CARWHET L L,

2) ABRDOBEEICHI>TiE, AT 7 45— (0.2 Xix 0.22um)
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BGECTHIAEGERTBEEICK L, BUERTEER. —EHOEHNIIR
HF—ANERBENDETOMIL. 2EMEZMBICERARBERELE
T 5] &) BHEMTZOT, FOREDOERIZZHAIBE NN &,



s 2015 46 12 F HET (4 8 1) e - | BAmemnsEET 874201 |
*2015 4F 11 AoKET MR ERA
k M E RPD-1E/ 20-F Uik TV FTI—FK
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FTHIE. Fo ERRAKIIETE BELNIETOR
Bz R OEmEE | AL, MEZBT2S
BT asz L

RIEVEMIFE A S H b, FBTIZE - 720 H b & &
NTWVLOT, WWAER (B, IR, 1%k,
P57 DR RIS X MM E OIS, BlEE |
SIZITH ok Fa0 B rlt’«sbbﬂf_f,,'im 13 AR A
OEG 0L, BIEHE R E S OGS oY)
GUBERATH I L. (THERPEG) TR %E2HEAWNT
Bl TR REREWE] oXEH)

[N

(BER(RDBECRESLEWVWILE))
FHA DR LBBEOHMAR DS 5 BE

(R - $51%)
W % % FTV—K FTY—-F
2 JETERHE20mg | ATEFHE100mg
FEE) RN T GEEFHEERZ) &Y
EE/RERED
(1,54 7 L) 20mg/2mL 100mg/10mL
D-vv=bF— 60mg 300mg
ST UEEFIIY
% S 11.76mg 58.8mg
5 WLF b T A 5.84mg 29.2mg
JrF1L U MNIT
| 3 L EREE 0.01576mg 0.0788mg
RV R— 180 0.4mg 2mg
pHREH 285 HEE EE
# o ® 5 (OS54 T )
pH 55~6.5
"EE #1.2 (KRR
BB e~ HEROBHNIARNEZE
ThHHE. BUTZRBDOHIEDNH D,

ED  AFIBEETFRBIERICEIY., Frf=—ZXNARS—
BREMRE % AW RS S 5,

VE2) ARG IBOEREEZZERL T, AEREHIATY
A2DT. EFEEIIL 4 22mg/2.2mL, 105mg/10.5mL ¢
H5bo
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(1) LB REREZCBITLARFMNOFEHERIRLMY
RS LTV, :

L (2) AH OB LEFRECB T 2ARUR TR EME

: FEM LTV, :
ki (3) RBYRT R L BAERCIEDOL G, [ERERHRE] OO
WAL L, ZH O ROEWE 2 EE
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FCER L7 LT, EIREEORERRNETI Z L, :

(R - BE)
1. REVBRFELEHRGE
EE. RACE=R V<7 (BEETHEEZ) LT 10
2mg/kg (KE) % 3:BEMRCREFES %0
*%2, YIRRATEELMETT - BROIE/ R
EBE, AR =RV (BEFEEZ) LT 1H
3mg/kg (KE) % 2:BHBRCREFHET %0

Rk - FRICHIET BEAEDER) ooy
ol (1) FESHEO TR ORI (BRI Lo EE ) OJJE%;
)} ;
| DEAAOBLGEICE. ERRAEBETIXIERSEELT
L 2mg/kg %A LT, FAKIMMECRIERS R |
{ o LTU3mgkg k2B L) CLERFIREIMA, ;
VoK, IR EAT CABEET S Lo
V@) AROBE I H T A VFTA YT ANT — (02
b Xix0.22um) RBAITAI L,
P (3) B ERIEER L OB HIZD VT, Eﬁwﬁ)&oﬁé
P MRS LT Wiz,
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(1) BTRERADO A ULBMENE L REREOHTRE
EROBAROD 288 (AURBREVIHET BT
N bo)

@) MEEMEBOD 5 BELTEOREECH 2 B8E (HE
HMRBPHET2BZNED L. ([BEl TERZLEL
RERE ). TEXZEIER] 0BSHR))



2, EELEFIER

(1) AFO THNEELERIZL Y, HEORERGICEETS
LEZONBBABRBEBRRENDHODND N DB, #
B2 +HTV. REFROONWGEICE. BEORER
BICLARIERORB2ZRB L. BULENBHZITHI S
Lo ABEORIERISIC L ZRIERBELN A2 HAITIE, BT
BERNVEVRIORSS2ERTAIZ L, (EXLEBIER]
DESR)

) MEMRMERBRES bbNE I LPHEDT, FHOIKSIZ
Hizo Tk, WRER (PIREEE, B, BH%) O
RUBMBXBREOERS. BEZ2 2T I L, £
fov MBS UCHESCT, ME~—H —S0BRE» £
THZE, (8L [HERE] [EXL2EIER] 0Bz
H)

(3) FIRIEIBEERE A H SN BT EDHBDT, AFNOHRSMH
WA R U 5 B A i B HE 6 1 BR IR MR B (TSH. &
HET3, ERET4ZORE) 2 EMTHZ Lo BAES iz
RIFRREEENSED SN HA1E. B2AELTT) 2 &,
(EXZEWER] OESBE)

(4) Infusion reaction & L C. 8k, EFE, £ 5 EE. 5.
BINE, KinE, HREESEPD DbNEZ ¥ 50
T AH O 512 EE O Infusion reaction 121 2 TR &M
KRN TE G2 ITo - L CRBT 2 L, %
7zv 20 B DLFE 0 A F| 4% 5.1 12 Infusion reaction %3 & b
NHZLdHDDOT, KEGEHRR TR LRT BN
AFZNHAL VENETHRE, BEORELZ S ICHET
% Z ko 723, Infusion reaction # FH L& I2ik, £
TOBBERVERFZECNET 2 CREZ - 0BE Y
522k, ([EXZEER] OESE)

3. #HEMEH
BrREE (BFRICEETS L)

HHI 5% BRPRER - 58 A | 8% - mRE T
ETIF BRELLT7F 200 | BH O THRIE
WEETIF | T HBEREERS | HAEHI LS
REERTOF2 | B ETERDSE | EEORIE RIS

BLSECITED | FRZsB2N0
LMWBEZIT)Z bk | PFd b,
4, BHERA

GRABRVIBRTEECEEEEE

ERE IHEHKE (ONO-4538-023B8) O 224 M 3- Al 5
3569, 306 (85.7%) ICRIER (BEKRAEERE LS
) HROLN. EREER (10%LE) 2% 5 Rk
1160 (31.4%). #EEEPV I —FFa=r@gL8sl (22.9
%), Il HTSHI M76 (20.0%). B B6#H (17.1%),
Bk BB 6H (17.1%), HEEEYF I 2 x> v Bl eM
(17.1%). B K D2 88 86 1K T #E5H (14.3%). 35 %54
(14.3%). AST (GOT) # 5 (14.3%), I Al-PH#
M5Bl (14.3%). m# CK (CPK) ¥4ims#l (14.3%). I
W LDH¥M5BI (14.3%). CRP¥m5%61 (14.3%)., V ¥
NERERA 56 (14.3%). TFTHI4H (11.4%). ALT
(GPT) ¥4 n4#) (11.4 %). y-GTP# 4% (11.4%).
FREERBIE I AB (11.4%), =T 72 % v a4
vigmas (11.4%) RUEBAERS4H (11.4%) T
botze (RFIE)

*x CEIRRTBE L ETT - BR OIS
EHEIHAEB (ONO-4538-05 & FO6RKER) DRLeMF
AR 111500, 886 (79.3%) WBIEH (BERHREER
HEEL) FEOLNI, EREIER 10%L L) 1358
16%) (14.4%). 1 2 %1661 (14.4%). & Bk B 165
(144%) RUFB 166 (14.4%) Thot, (REAR)

(1) EX%EHERA

% 1) M EMRER
fiigss, MiRe. MiEESoEumESR 6.2%) ¥
LbNDT ERHEOT, YUK, MFHREHE B HEO
2E BEE) SoBKRERZTHCBEL. REISRD
LRAHAICE, ERP IR XA WECT, mFE~—
H—EOREFERT S L, MEMWRBESRDLNIE
HFlZidEE 2 PIEL, BIBRERIVE VY HOREEDEY
MEEITIC L, ([BE]l EERE) [EELEERY
HE] OESE)

) EEHE/DIE. BHE
BIEHENE,. Bk (WTFhIEETRES) Bhobhid
ZENBD, INLEAHLIZEEZONLER DS
NTWwb, HHET, BETHE, MPRESE WTEE,
CK (CPK) LR 088% 4iziTwv, BErF#ED o0
LA BEERIE L, BIBRERVE Y HOERESED
BYLMEEITIZ L, T2 BEHEIEICI L) —
YOl HBEIHRAEFETT S LD H 50T, R
REOBMCTHTEERET L.

HKBR. BEEDOTH
K2t (0.7%). EEOTH (0.7%) Hdbobhib I &
BHDHOT, BEE IV, FE5T5TH. BH. m
ELEDFERD D LbhGEIE, 2P T4,
B REZITH) 2 L,

*4) 1 BIBERIR
IRBERR BUEIRBERKEZ &) GEHETRE) 2% 5
b, BRBEETZF VTV F—VRAELZ ENHLHDT,
08, Bl BHZOEROFERLIMEED L4
BThZ e, 1MERBIFELNHEICEEKS 2P
L. 4R YRAORSEOEN 2MELITH Z L.

5) FFtieeiES. FF#

AST (GOT) ¥, ALT (GPT) 0. y-GTP¥Ehn, ALP
M2 FHEEE 2.7%). & BEHEREX) 235
BbhbZENHHDT, 8L 5TV, EENEDS
N3k E5 2oL, BYLRLBETIZ &

*% 6) FIRIRISEERES
RURIRBEREER THE (8.2%) . WIRIRMRAETCERE (1.4%).
HURIRZ (2.7%) SORRFEBEEESDobh L L
BHAHDT, B8 THATV. BEFEDONIHEI
BREEPIET AR L, BEYRMELITHI 2 L,

*%7) HREE
KM=z —anF— 2.7%). K=z —ua)xXF—, H
CREN- 2 —aF—, ¥V NU—EERH.
(WTHhLEEFRREY) ZOoMEEERSLbNE I LT
HHDOT, BRLTHITY. BESRDONLEHEICIX
BEE2PIET 240 E, BULREZIT) Z &

*%8) BEE
BErRe, RATHENER (T HESHY) 0%
BEXEDLDbNDLZ ENHDLDT, KA OESFITELH
ICERBEREL TV, REVRDONLEECEREET
L3540y, FUEAEZITIZ L,

*%0) BB EE
BIB#ERE (1.4%) SORIBEE D LDI LT LT
HHDT, BEZTHITN, BESRDONLBHAIZR
B5EpIkd 2L, BULREZITIZ L,

4% 10) B
B CHERRX) XbobhadledibsrnT. BES
FAATV, BEVED ONEE RS A ET 5%
& BYLRLBEEITIZ L,

**x 1) EEDORHEEE
BRI MMAE (Toxic Epidermal Necrolysis :
TEN), FBEHIEREBRES (Stevens-Johnson FEBERE), %
A (WThEEREY) SOREOEEREND 5
bbb lWBHbDT, BEZTHITV. BEFRDL
hgaickiksedib L, @YRRELZTT) 2 L,
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BIENbHBHOT, BELTHITY. REFROLNL
ARG EPLT 2L, BULRAEBLZTI I L.

#:x13) Infusion reaction

Zh, EE FHHEE BRY. SIE. BIE. FRE
8, B EEE 4 % & T Infusion reaction (2.1%) »#dH b b
NAZERHLOT, BEDREEZTHICBEL, BN
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mA R FEHEmM,. M
hoLTF=H
m. 7 ro 5
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. FEE SR EK
T /s AR BOR
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# ¥, PR
1& 88 . M HCK
(CPK) #® %4, M
FLDHIE . CRP
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7o —
WA, ~
Ed A
WA, LA
avFara
Ergd,
il N A
C3®m.
AR R 2
Ca3¥m.
R T
m. BEERE
B, o
U Em.
LERQT
ER. L)
VIR B LK
Bt

Y%t— i
m 7Ig—
v#m. &
ZHR D
HE D
B ER
P, WK
BE A
v FRF
e M A v
y—ofx
R REHEAN

m*CK
(CPK)
Bim

5 R BUEE X ER S THRAER (ONO-4538-02, 05RUF06:AER) @

ER,SHEFL, TS OBRRR, HFERE. BHATORE
EHEARE L7,

. EREADOHRS

—RICERE CTIHARBEIETLTWADOT . BEOR
BEHSIBELESLEEIIRSTH L,

iR, ER. BIBENORE

sk (1) AHOIRH OB W 5 ELMITHES L TR 0T,

R IR L CTW AT RO S A ARG LEWT E
FEAET 505 RUEBTRETAHEICSHRLOFE
HRfERiEE LR LY I BEEICOAESTEHIE,
T/ BIRT AW MO ARAICIE. B2 EEEE
Lr5ETAZ L, UHEYVE AW BERRUHIER
DFEICHET 3 RBIZE VT, 10mg/ke D BE2EE S
(AUCHEB CHRIBEEROHS~23FICHYTS) 12X
THREEIC BT A0 - JRIRIET-RH 5 WIdHAIRIETERD
HIMARAD bR, BEFBRIRD oA Lol T
7 WAEROBRERURZICHEBIBRDON 072 &
B, FHIIZHAEROMFEHTRO 5NTV5,)

Q) BAFOBLICHT 2 ZEMEHLL TuRVOT, EL

RIS T8I EELzhkses L, (FFloe
FMAHPRANOBITFRBRF ENTW RV & FgGiEd
FUIZRBITTHDOT, FHADBITT AU RERD 5,.)

. IMREAOHRE

EBAAER, HAR, AR, HENINRICHT %S
PR LTy (ERRERAS 2 ),



8.
(1) B

DA T VIREE T, BMLIERELZVIE,

BAEDER

*4 2) AFE 0 RAEBREERE L C135% 7 F o ssEsicFHm
L. BEEIZ6OmLU L BRET S,
IFMBIIFEMCEML ., RELEEIHTLZ &,
HFERBOBNIERLPCHEHT L & T, HRABDLER
3. MEBEEOBZINDEDHLOTHEALEZVWI L,

5) F B DO RALEEE 0.35mg/mL R TI1X, FH O SNk

FOREUDPHER IR TRV,

6) bl L D|RIEZ L 2T &,
(2) % 5-1ERs
LPEIRARS- L L, BT BARICRES L 2w E,

(3) &Gk

FHNIEHEOA L L, REFHERITTh VW L,

9. TOMDEE
(D) BASHZBWTERNIHN T2 MEDEEFREELTY

E’O

(2) ¥ V2K 50mg/kg ZB1E, 4B KEHRS L7z R,

IR~ D) VSR B OB A3 H e & D3
EXD b,

(EHErE

1. Mg

(1) BE#k5
A A N B B E O AH 1~20mg/kg % 1RERI DL L2ty
THRIFIRNESRS L7 & X 0lnis e B oy
BENRT A— Y EPUTIIRT, 2871V 75 VR (CL) &
BEEMCHARBOMEEZRL. DHAEHE (Vss) ZHFE

HlhomEE (F50mL/kg) IEVVEZR LT, P

(P39 +HEHERZE, 1mg/keg ' n=3. 3mg/kg:n=5. 10mg/kg: n=6.
20mg/kg : n=3)

(ug/mbL)

10000

imgkg o
3mgkg @
10mg/kg A
20mg/kg A

2) RS

AANENBOAEREICHFA 2me/kg % 3B 2 1B RE
RN S Lz b & ORGHTRHROMFBHRER O b
7 7REDOHBEUTIIRT, HERTROMFEMRER
ULo7RERHFESISBAUEHL—E HEB L, k518
ERITERRBIEL . ?
(ug/mL)

80

CPHME + BREERE)

70+

o 7l

o BIRAFHERSE TrRO MEPIRE

o NS UBE

T T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
R GB)

(B B R #8)
BUBSRTRECBEREIE

| EMEeEREEEWRE L AENE R (ONO-4538

-02 &) ?

FTHNNY 2L BAEREE2ET A REURAME 2T
/X REROEMEMERLISH Z2HRIS, A
2mg/kg % 3B M ETREHEL 2. FEFMEA TH
AHEFE RECISTH A F54 v LI ED  thiek g
12 X 2CRX iZPR) 1322.9% (90%1E #H X f : 13.4 ~
36.2%*) THolz. BB, FHANICHEELABEIZI12.5%
Thol

BIE (%)
se2%E%) (CR) 1 (2.9
#E% (PR) 7 (20.0)
% % (SD) 15 (42.9)
& 17 (PD) 11 (31.4)
AP BE 1 (2.9

* ! Wilson® R 27 &4 B/ X ) ROFEHERM. —F.
A OREREICHT CERHIC X Y RO A 0% EHE i
11.9 ~87.5% Cd o 7=

w2, YIRRTEELETT - BROIE/MARIIGE

Jil
=E=
’q'?, 100
;:
JU
bt
a 1
=
=¥ T T T T T T 1
0 72 144 216 288 360 432 504
RERE (hr)
= 1lmg/kg 3mg/kg 10mg/kg 20mg/kg

BSR | oy (n=5) (n=6) (n=3)

Cmax | o) 4245 | 68.8+109 | 19236 | 21468
(ug/mL)

TE‘;:)" 3.0(1.0-9.0) | 1.0(1.0:3.0) | 3.0 (1.0-9.0) | 9.0(3.0-25)
AUCo-504 | 4950 12300 43900 67400
(ug-br/mL) +580 +4500 +7200 +15500

(1;113 360+10 | 320£170 | 520+270 | 410+230

CL 0.127 0.210 0.126 0.206
(mL/hr/kg) | £0.020 £0.152 £0.027 +0.143
Vss
(mLkg) | 646567 | 69.7210.2 | 83.6%27.4 | 96.8+12.1

SEHE + BEERE, Tmax @ PRAE #H)

__.4_.

<(RmTFLBUE>

(1) Fe/ ) RalR B E & X%k & U /- EPIsE 11548 (ONO-4538

-0558) 2

TIF T EAE SUCEREERE AT AR IBH
/NHXRBERORFLEENIREERE (ECOG
Performance Status 0% O°1) 3560 % % & 2. A #3mg
kg% 2B MBTABERIE L. EEFMEE THhLE
%E (RECIST 74 F54 Y 1LIRICE S hfgic &
A5CRXIXPR) 125.7% (5% 12X H : 14.2~42.1%)
Thoto BB, FRICEREL:HMEIX9.0%TH 72

BIE (%)
E2E% (CR) 0 (0.0
o= (PR) 9 (25.7)
% & (SD) 10 (28.6)
# 17 (PD) 16 (45.7)
SIS RE 0 (0.0)




2) SR EE NS E U ABHEIEEER (CA200017
HEr) ¥
75 FFEH SRR R AT 5 WBRTEEZ: B
/NBXRZERORFE EEFEANMBNESE (ECOG
Performance Status 0 R OF1) 2726 (AFEE1356), FE
XL VE17H) RIS, FEyFenzaBelLT
AH 3me/kg ® BAMBEBTABBEL-L E0OFHHR
Ut e et Lz, FEFMERCH L 24FHE (b
4 [95% S HEIX ) 2, A#BET9.23(7.33~13.27) »
B, Ft&F L #ET6.01(5.13~7.33) » A CTH H. FH
1 RE S RV LEEENCERREREZRLE (O
H— F1£0.59 [96.85% X A : 0.43~0.81]. p=0.0002
&5 logrank BED) o

—A— FEIF
i o KS% VB

0.3+
0.2+
0.1+
0.0+ . ’ : ; : . ;
0 3 8 9 12 15 18 21 24
at risk2f £7FHIR (B)
AHEBE 135 113 86 69 52 3 15 7 0
Kt&2%t)U8 137 103 68 45 30 14 7 2 0

SERFELEE>
(1) Fe et ERE MR L U-ERFE IH55 (ONO-4538
-06548R) ¥
ToF R G EREEEE T AR IBH
/VHIXIBEROFERT LEIENIBEMEESE (ECOG
Performance Status 0% U°1) 766 2 ¥ 12, K #l3mg
kg% 2BRIBERCHEETEL . EEFMEETHLE
%1% (RECIST #4 F5 4 ¥ L1IKED S RRAEIIZ &
ACRIIIPR) 1219.7% (95% =X : 12.3~30.0%)
THholze BB FHICHEL-HIEIX.0%TH 7

BI%L (%)
s££%% (CR) 2 (2.6)
Wz (PR) 13 (17.1)
% & (SD) 21 (27.6)
# 11 (PD) 38 (50.0)
FEAMAS B 1 (1.3)
HE AR R L 1 (1.3)

(2) e paEEE A MR E U ES E M58 (CA209057
5 o
75 FF R GO EEER AT AR IBH
/VEIXZEROERFELER/ MM EEE (ECOG
Performance Status 0 R U'1) 582%) (R#FFE29241, Ft
&L NEE2006) ZXRICS, FFyFenzRBe LT
AH3mg/kg 7 2BREIEB CHEHEL L XOFEDUR
DR ZRE L. EEFMEE Ch L 2EMFHE (o
S [95% (Z X B]) &, AH #1219 [9.66~14.98]
#H, FEsF L BETI.36[8.056~10.681» A TH b,
A MRy Fvin LREHEMICEEREREZR LI
(N — F H0.73[95.92% 15 ¥ K M : 0.59~0.89],
p=0.0015 [[@ 3l log-rank #izE]) o

1.0
% —A— KEIE

091 O KhAFIVE
on] W

0.7 :
0.6

4+ ey

77 0.5- “\‘
0.4

ol \D

0.2 o

0.1 oo

0.0 : . . - . — —
0 3 6 9 12 15 18 21 24 27

at risk3 H1FHRE (R)
KEIRE 202 232 194 169 146 123 62 32 9 0
Res%t)U8 290 244 194 150 111 88 34 10 5 0

&7 -3
1EREF
ZENMT T, ¥ MPD1 KT AHMAETH Y, PD1E %
DY H Y FTHAPDLIRUPDL2L DG EFEEL,
ATLEREMNZ THAR O, SR UHIREEE LD
WEEIC LY, BRI T AL ELOND, 7

(TP BT 2BLERAR]

—fr s RN (EETERZ)
Nivolumab (Genetical Recombination)

SFE . #1145,000

A E:b bPDlCHTHBETHIER L PG4T/ 70—
FUPkTH . BEHR21FBOT I ) BEENPro
WKBBENTWS, F¥ 4 —ANLAY —PEHR
WEDEESNZMOBOT I/ ERE, O HESMH
QARU2MBEOT I/ BBEELI LR DBEH2ATH
RENLESY VNI ETH 5B,

(& &)

k], EERYA7EHEHARED L, BWIIERTLZ Lo

2. EINTOBRBIEFAIFBOTREON TSI 2L, BER
R, ~EBOESICRLTF— I NERINLTTCOH
13, SEfAEZNRICEARERELERTLILICLD,
AFERBREOERERZILETSL LI FHORE
MRUAEDEICET 27— 7 2RICE L. FFHOEIE
FRICLERIEEZE# LA L,

(8 #
F 7T —RAEEE20mg 2mL 184 TN
F 7Y —KAEE®E100meg 10mL : 154 7V

EFEXH)
1) ANEFEATE BN I (ONO-4538-01) RABRRE
HWER)
2) AEHESTE  EHNETH (ONO4538-02) BB
EPER)

*%3) NFESTE  ENEIH (ONO-4538-05) REEKEK

Cadab=g 2y

*%4) Brahmer J. et al. : N. Engl. J. Med, 373 : 123, 2015

(CA200017 FER)

#%5) NEFERTE  ANETH (ON0-4538-06) ABRME

GtREH)

*%6) Borghaei H. et al. : N. Engl. J. Med,, 373 : 1627, 2015

(CA209057 K E&)
7) Wang C. et al. : Cancer Immunol. Res, 2 846, 2014
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