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CEPHEOTE R 1T > TV 2 & BB EIC . AR5 I EHIIC EGRE THE

DERBEITHIZ &, '



BEEREETA 51
=~ (@ETE®RZ) |
(wﬁf% : A7 VR RBEEE 20 mg, A7 V—F REHE 100 mg)
~ FE /Nl B Bt ~

Rk 2 92 A (ERK 2 94 9 ASET)
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1. IXL®IC

ERE DAY - BEEOHROZOIIE, R TESICES O EERBEARRD
BB, &BIZ, IEOREREROESIC LY, FURERS ) ¥ OBFH R FHIEaE
FEERBERBSNSZFC, I bDEERSPEICHERBEICRET S 2 & SEED
MEL R TR BREMBGEE L hEDEAFE 2016 (FRk 28 6 A 2 B EZERE)
ZBWTH, BFRMERLZDFERAORECHERZRD Z LI TWNED,

FHEERRFERR L, BEERSRAN T 7 7y A AR EOERES LA LNICE
RBZLEBHD, ZOED, BHEROCESEICET 2 EER+OERT 5 £ TO/M.
WMHERLOBELRIZT I EXPESNIBEICH LTHERATS L L i, BIE
FNRE LI SNBSS & B2 L RAREAR — E OB & E R <
THILLREETHS,

Lzdin T, BHA T4 0T, BRBEERCINETIBALON TV BERERY -
BEMRHICESE, UTOBREHORERERZIEET 2B D UNERENR, 52X
FROBEEEL T, o

R, BHA KT A 2, MIfTBIEAEER G ERSSRAEE, AREMEARE
BREEYS, —REEEABKBRARES, BEFEFESNEA B EMELERR
— AR A B AR S DH DS L ER L, |

HBLRAERR 70— R AR 20 mg, 7V — R EREE 100 mg (—IR4
, =R~ T (BEETFHEEEZ))
RELRAPENIDE | YIBCREERIEST - R O/INEIaNE
5L RsMERUER | BE. RAKR=RL~T BETEBEZ) L LT, 1 B 3mgke
(EE) % 2 AR CAEEET 3,
By R 5 % NEFEE TS




2. FRIORKE. 1ERBF :

A7V — R EREEE 20mg/100 mg (—iR% : =R ~T (EsFE#L). LT I
Fli Evd,) 13, MERRTERKESH AT Ly 72X ET YRV - <A F—
X 27 A7 (BMS) ) 2BE#% L7~ b PD-1 (Programmed cell death-1) IZXxF9 5 e k
ﬁﬂgﬂ%/an—%w A TH D,

PD-1 i, ML L7 88k (THIRR, BMRRGTF 27 40% 5 —THilR) ROE
BRMRIC BT 5 CD28 77 I U — (T MR OEHAL 2 MBI E & AICHIET 55
TH#) KB T3%AEKTHS, PD-1 1IHURIBTMIRICRE TS PD-1 Y o F (PD-L1
EOPD-L2) LA L. UV RBRICHGIE S 7V ZEZE L TV VS BROTEH(LIREE 2
BICHAE L TW5, PD-1 UF Y FIZHURERMELSMNC e b Ok s REEARICRE
LTHY, EEEERED LUK LEERBRICIIT S PD-L1 OFRHE LG OLERE
R & ORIC DRI R 55 = L BSHE SN TVS (Cancer 2010; 116: 1757-66).
T BEREEEE CIARRE T MRSEELT S V¥ —T 2 arF o~ (FN-y)
&> TPD-L1 DREBENPFHE SN, &% LEEABRIZISIT 5 PD-L1 ORELFERD
AL ORICEDOHBEBEEREH5 L OWESLH S (Sci Transl Med 2012: 28:
127ra37), & HiZ, PD-L1 # A H I S-S AMMX, FBERSY CDS B T M
DR EETEEEZ I I & 503, FLPD-L1 HiETPD-1 & PD-L1 L OREASEHEETS &
ZOMBEEFEPEIET A Z ENRENTWS, ZDZ 05 PD-1/PD-1 U Hv Fig
i@imb%ﬁ@ﬁﬁ%&%tTﬁ@#%@&%%%@ﬁfé%#@ DELTEZD
nTn5,

1%Mi%ﬁﬁ%@ﬁ%#%PDl@ﬂﬁﬂﬁﬁﬁmlJﬁ/bFAﬁﬁ)w &L
PD-1 £ PD-1 Y HV FEDOBEESERETHZ EIZLY, mbﬁﬁﬁim&me®ﬁﬁ
LR OB A %mtﬁ¢5M@%gﬁﬁ%%ﬁ75:&fﬁﬁ%&ﬁ@%@%%ﬁ#:
CERRERIN TS, .

;h%wﬁﬁﬁ%>$%iﬁiﬁﬁuﬁféﬁt&%ﬁi &D%é%@k@ﬁén\
#mwm%ﬁ*%%ﬁ%kbt%%ﬁﬁ%imb Hahk, BEMR BRI
iz,

AR OVERBFICES BEDRERIGIC X DEIERE R H b o, EBXIIFETIC
EA TN H 5, AHIDREFRORERITIT. BEOBREL 5 NTATV, BEDSR
B OB, BRI F RIS U SFI7 5 & RER O EAT & HE LCl
CIRERNZWZITV. BEORERISIZ L 2BEARROLN D HEIZIT, BIBERE RV
FEUHOBREEOBEYRVBEITILENRS D,



3. ERERRRR
YIRRTEEZ R EETT - BROIE/NFEIE (RIELEBERUVIEREERE) OARRICEHE

BT o e ERBRRROBREEZRT,

[F2iE]

(RY¥ LR )
OERNE DB (ONO-4538-05 RER) .
7T FFRAEETLFRIERE A T YR ERIB #/ VX IIBERORFE LRE
B3 (ECOG Performance Status 0 2N 1) 35 & XRIZ, &K 3 mgkg % 2 BREFEMRT
EREE LT, TESHEEE ThBEHE (RECIST H4 T4 L1 RICESL Pk
HEIZL D CR XIE PR) 13X 25.7% (95%EMEXM : 142~42.1%) Thol, B, F
RTICERE L BHMEIZ 9.0% Th o Te,

Qs EMAERE (CA209017 3B%) (N Engl J Med 2015; 373: 123-35)

75 FFRE A E L RREREF T A EUBRTELRIB I/ VX IIBREORFE LEE
#®# (ECOG Performance Status 0 XN 1) 272 5l (R&FIEE 135 6, N ¥ X EB/E 137
Bl) ERZRIC, FEFZREAZxRE LTHA 3 mykg % 2 BRRRTREFEL .
FEFIMER Th D 24EFR (P RIE[95%EFEXE]) i3, AFIRE T 9.23[7.33~13.27]
HH. FeEZXEABET 601 [513~733] WATHY., AFNX FEZFBMITH LK
HEMICAEREREET L (N K 0.59 [96.85%/E X : 0.43~0.81], p=0.0002

(/&3 log-rank BRE])

1.0

it
~

o
o

Probability of Survival
o o
o wn

o
w

0.2

0.1

0.0

T T T T T T T T T
o 3 6 9 12 15 18 21 24
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg

135 113 86 69 52 3 15 7 0
Docetaxel
137 103 68 45 30 14 7 2 0

~-#= Nivolumab 3 mg/kg (events : 86/135). median and 95% Cl : 9.23 (7.33, 13.27)
© - Docetaxel {events : 113/137). median and 95% Ci : 6.01 (5.13, 7.33)

0S8 O PREIENT O Kaplan-Meier Bi#R (E{EAL X /-4£MH)



(FER LR
OENE DHRAE (ONO-4538-06 FER)
T3 F TR RS OCVEREREE T A URTERZIB #/VEHAXIIEROKRTE LK
 ERE (ECOG Performance Status 0 &2 (8 1) 76 & %81, AA 3 mg/kg % 2 @R
TARBE LT, FEFHMEEE Th HEZE (RECIST HA K54 > 1.1 fKi £o< e
JHEIZE D CR XX PR) 1 19.7% (95%IEHEXM : 123~30.0%) Thol, BB,
FERNCRE L-BEIZ 9.0% TH - 7=, :

@S FEIMAERER (CA209057 ?ﬁtﬁﬁ) (N Engl J Med 2015; 373: 1627-39) .
75 FFEEA RS CERIERE R B T AU IIB #1/IVEI X iﬁ%@#ﬁii&
¥ EB#E (ECOG Performance Status 0 .UV 1) 582 % (AHIZE 202 5, K& & X&/LE 290
Bl) BRBIC, FE&XEAEBE LTAA 3 meke % 2 BRI TARBE LE,
FEFMER ThHLAEFHH (PRE [95%EEXMI) 1%, AFEET 12.19 [9.66~
1498] #H., FEZXENLET 936 [8.05~1068] WHTHY, AFIiTFEZXEL
Wkt LT EMICEBERER Z7- Lz (N — FH 0.73 [95 92%{Z#E X 8 :0.59~0.89].

p=0.0015 [/&H log-rank #&7E]) .

1.0
0.9
0.8
- 0.7
[
2
£ 06
]
pris
=}
2 0.5
8 04
[
o 03
0.2
R
0.0
T T T T T T T T T H T
0 3 6 9 12 15 18 2 24 27
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg
292 232 194 169 146 123 62 32 ° 9 0
Docetaxel

290 244 164 150 1 88 34 10 5 0
—# Nivolumab 3 mg/kg {(events : 190/292), median and 95% Ci : 12.19 {9.66, 14.98)
- Docetaxel (events : 223/290), median and 95% Ci : 9.36 (8.05, 10.68)

OSDOHEfEHT OKaplan-Meierhi? (B{ER{L SN -£EH)



(ZEEH)
PD-L1EEIRRB DA $hE R O etk

BAEAERE (CA2090173BR % \CA20905738) ICHAANLRZBED S b, B
EARGIC IV TPD-L1 2 %8 L7 JEEMIA L 5D 584 (LT IPD-LISER) L\ 5H,)
BT 2 EMAFONE—HDOBEDT —FITESE, PD-LIRILRRNCIRERIARYT
PIT o B IR EEEOFERIIUTOLEEY Tho T,

BHEICE L Tid. BRELEETIX, PD-LIORARICE LT, FeFdxw gL
L CAHFI#E COSHERT HEMMBRBD b, ‘
FER T ERE TiL, PD-LIBBRER1%RBOHEIC X X2 AH#H LIZEREORRT

Hotlz (FRD,

B, RELERE. ERELEESE HIZ. PD-LIORRBIZL LT, FFHOLEET o

77 AMIRETH -T2,

Probabllity of Survival
e © o ©
i o v o

o
N

e

154
o

T T T T T T T T
0 3 6 9 12 15 18 21 24 27
Overall Survival (Months}
Number of Subjects at Risk
Nivolumab 3 mg/kg

108 82 70 60 48 39 26 17 4 0
Docetaxel
10 87 &9 53 38 30 13 5 2 o

% - Nivolumab 3 ma/kg (events : 77/108). median and 95% C1: 10.43 (7.29. 14.26)
- -%" - Docetaxel (events : 75/101), median and 95% CI : 10.09 (7.36, 11.93)
Hazard Ratio (Nit 3 mg/kg over D and 95% CI : 0.90 (0.66. 1.24)

Probability of S
o (=]
W

o
N

e

o
o

T T T T T T T r
Qo 3 6 9 12 15 18 pal 24 27
Overall Sutvival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg

123 98 86 77 73 65 27 13 5 0
Docetaxet

123 102 80 61 44 36 13 4 3 o
’’’’ Nivolumab 3 mg/kg (events ; 68/123), median and 95% Ci : 17.15 (12.09. 20.63)

vt Docetaxel (events @ 93/123), median and 85% C4 : 9.00 (7.10, 10.55)
Hazard Ratio (Ni 3 mg/kg over D and 95% Ci : 0.59 (0.43, 0.82)

CA209057 BABRD PD-L1 SBERFITD 0S O FRIENT D Kaplan-Meier HifR
(EX : PD-L1<1%0 BFHEM, AKX : PD-L121%0BELH)



(Z&iE]

(R L)
OEMF IR (ONO-4538-0555R) .
' REEN5%U EOBHER
Grade ) £ Grade Grade 3-4 Grade 5
BHERERAE ‘ BRI REER | BB RIEAR BE REK
(MedDRA iZ & % SOCPT 438) B (%) EE (%) - | BE (%)
HHEEK 35 35 35
24k 24 (68.6) 2 ( 57 0 (0.0)
N o Foh s e b LT AT A oy I o ~

( 57
3 (86 |

E‘@_ L ¥ e i A 20 A "..- % 28 RO o ¥ 5 ( 14.3)
RIS 2 ( 8D

s . i s

SERBIE S

2
EAK: ] 2 (57
RE 5 (14.3)
HRESKRES 2 ( 5.7

BT 8 SN EEREIL, MedDRA ver 17,10 B CHAEEL T2

GradelXCTCAE (Common Terminology Criteria for Adverse Events) v4 B AZERICOGRRIZHETL 5.
mB. MEMMRE 2 6 (57%) . KIBK - EEOTH 2 6] (5.7%) . #EEE (¥
T v NU—EREEE) 361 (8.6%) . AFHEREREEIX 24 (5.7%) . FIRIRHREREE I
361 (8.6%) . BIBHEEERES 141 (2.9%) . BEREEHEE RAMEMEMRERE) 1146
~ (2.9%) KU infusion reaction iX 2 ] (5.7%) T LN, T, EEORBEREE (K
JERIRARAE Y. AL, J|RRES) | TEEHEES. | BIERKE. BX. BEE
FRiESE, MK - BEIRR. S EIIBERROLHRIIBRD bnigdol,



@UES S MAARER (CA209017388%) (N Engl ] Med 2015; 373: 123-35)

HBERR 5% EOBWER \
Grade - % Grade Grade 3-4 Grade 5
BIfEREA _ FE  RBE B RBE RE  RER
(MedDRA 1= X % SOC-PT 3R) =% (%) B (%) ' (%)
SHREK 131 131 © 131
2k 76 (580) ( 69 | 0 (0.0)

Ef»bBESNEEER413, MedDRAver 17112 AWVWTHEA AR X L.
vAIZHEL B,

RE. BEMRRE 6 Fl (4.6%) . KBk - EEOTHA 116 (84%) . MiREE (¥
T e N SEREREE) 13 51 (9.9%) . FFMSEEREEIT 4 0] (3.1%) . FRIRIEAEIEE
IS B (3.8%) . BT (RAEMEMBAS) 1146 G1%) . EEFEIE ]
1 (0.8%) . K Ninfusion reaction iX 1 %1 (0.8%) TE:HbLhiz, T, EEDOKERE

GradelZCTCAE (Common Terminology Criteria for Adverse Events)

E (RFEHERERR. SWAK. BEXEES) . TEREERSE.

AIBRAEEE, |

RUBERRIR. R, MK - BEIEZR. 5L OBERROLHRIIBO bNRM o7,

GER Y )
OEMNENHERE (ONO-4538-065R5)
FHEN5%L EORIER
Grade 4 Grade Grade 3-4 Grade 5
BI{EMEAE RE REE RE  REE HE A REE
(MedDRA {Z X % SOC-PT %) EE (%) EHiK (%) EE (%)
HREHK 76
2 (84.2)

Rk B

5 ( 66)
4 ( 53)
8 (10.5)
4 ( 53)
4




HREZBIREZE
EMD» HME SN HEFRAIE, MedDRA ver 17.01% BWTHAF L.
Gradei¥CTCAE (Common Terminology Criteria for Adverse Events) v4 B AZBRRICOGRRIZHEL 5,

. FIEMIEBRAMG (53%) . KB% - EEDOTHSH (6.6%) . MREE (¥
Vo NU—EREES) 1061 (13.2%) . AFERREREEIRSHI (6.6%) . FURIRHSEEREE T
1061 (13.2%) . BIBEHEEEFIF (13%) . BEEEREE (RAEMEEERE) 12461
(53%) K& Uinfusion reactiont¥3B] (3.9%) TRW b, %77, BEOREEE (K
FERSEIRE R, AT, EREES) | TERAREREE. 1BERE. Bk, B5E
FFIEAE, B - B, 5L BARVLHRITED bhiah ot

O¥ES SRR (CA209057 3282) (N Engl J Med 2015; 373: 1627-39)

FEHEN 5%LL LOBIEA
Grade ) £ Grade Grade 3-4 Grade 5
- BIfERER REB RO RE  RHE BE  RER
(MedDRA 12 & % SOC-PT %) EHE (%) EH (%) 5 (%)
HNBREE 287 287 287
2Pk 199 (693) | 30 (10.5) 0 (0.0)

B CBEINTHEERLIX, MedDRAver 17.1J# AW THRBE X .
Grade}/ZCTCAE (Common Terminology Criteria for Adverse Events) v4IZ# L 3,

723, RIEMREE 1061 (3.5%) . KIBEK - EEO TR 22 Bl (7.7%) | HiEmE (¥
o NU—ERRE) 26 51 (9.1%) . FRESAEREEIL 15 4] (52%) . HiRIEgeEREE
12781 (9.4%) . BHEEIEE (RAZHEEERE) 1176 (24%) . B - BEREA
16 (0.3%) K UNinfusion reaction 1% 8 5l (2.8%) TIWHONI-, FTi-, BEEDOKERE
& (MEHBEIEGER. SR, BEXAES) | TEARERE. 5INHRERE. 1
BUBEFRIS, BEge, BEMENE. B OBEARCLGRITRD bhinotz,



4, mﬂmowr
BEMEE L CHEAREREE (L0E) PBEELRA TV Ehb, SHE & E
%mféémuf%éz%#%5 ZTD LT, AR OBEDE R BE L - BT
L AR D5 iviﬁtﬂﬁﬁ%%ﬁbtﬁkﬁmié EVRLERTD, LITFD
O~@DFT R TERHETHRIZBNTERT 2 & TH 2,

D HRIcHOWVT
O3 Tﬁ@ 1) ~ (5) PVPIRIHEY TR CTHEIL,
(1) BEAEEHAEIEET S0 A DIEEILARRRE (EE IR A D REE I SRR

ﬁﬁ@hﬁﬁ@%m&rh HUR S AZRERBE2 L) (ER 284 10 A 1 BRI :
427 FEE%)

Q)ﬁmﬁﬁrh(ﬁmmﬁmﬂlaﬁﬁ Mw %)

(3) FEFRIMENIRETIHAZ %@%rh(#hﬁﬁé%ﬁﬁﬁh W ABFEE
BHREE. BAREREEREERRR L)

(4) AF(FREZEZRE L., S REEREME 1 NS BBEEME 2 Offisk B4
WCRZBHET o TWDER (ER27HFETA 1 BER 0 2538 fifR

(5) FMEMEBEAIL S EENEOBREEIHESBHETo TV AR (B 27 4 7
A1 BEEA 1284 HEER)

D2 O SRER ORIERR R OG5 Mk & BR 2R OEM (FRO
WFRNCEY T B ER) 25, YUHBEAOFFICET 2IEROBREEL LTRESH
TW5Z &,

x

o ERRFRISE 2 FOMHFHE LK T LRI S EU LD ATGEDBRIRIHE 21T
STWAHI &, 2B, 2FU LR, BAEMERES T L LEBEREBEFZOFER2TT
o TWBHZ &, ’

o EEGHFRER 2 EOMMIMEL KT LcBIZ 4 FL EOBIREREELTVA T
Eo DB 3FUULLE. TR DR ARG B UFREBRT OBRKIFEZTT> T
WaH Tk,

@ BEHOERMIFREBDOEKMHITOVT
EEMEBEFRIIWNF T LEEENEE SN, HECENLOFRED. A - 22
HEEZHFROFTEROEMEICN T HIEHREML, FEERZPRELILEEOREE
B, ERERPHIITONLEHPE-TVDZ L,

10




® BIHER~DRIIZOVT

®-1 MHEEREHICET 2 B4

REMRAZEORELBIERANRAE LEEIC, 24 BEAZEEE O T, YR
HERRICBWT, BERLUZEERIS L CAREERER U CT £0RIER OB ME
RREOKERNBYAFIHELN, BEHICHISTEREHINE STV Z L,

@2 ERFEFEIC L IFEFRNICBT 5B

BARRICED 2 EFIN AR CEREE T S ERUEEESEERE=5 ) v /%
BWIERORY ) ==V PRITVERE LR 3H T 5T — L ERAEH R
INTVDZ L, 2B, BHEHIZOVWT, BABE L ZOFRKRIZHSICAmShTH
5 : &O

@-3 BWEH OBRETCRSIZB LT

BIER (REMEMZERICL, BEGENE, LK. HK. BEGRMAE. KBA.
EEOTH., | BER. IFHEREE, FRSERE, hiREE, BBE (BRe -
RMERMEME AL ET) . BIBEE, NA. EEOKHBEREE, #IRMRZERIE, infusion
reaction. $SEFEMEM/IMRIRAESEEER (ITP) BB DRBRIG. MR RSN, LIREE (b
EME - RIR - DEEEAMGES) . BIMAERNE) (X LT, SHER IR ER
MBAD BERIE R A 5 AR L L (BUER OBBCRISICH L ORISR OB 2 21
LB HB I L), BEHICENZLER TE AEHNESTWE I L,

11



5. BERBERDBE
[ZetEicBd 5%H]
O TREEIATIBEIC OV TIFAORENERL INTVEI LD, REZIT
bl e,
o AFDRIIH LBBIEDBEERED S 2 BH

@ TERETOFEICB VT FRICHE ST 5 BF IOV TIL, AAOBSITHE SN
OB, ORFERRES R WEAICRY . MEIARIEERT AL 2 EFETX B,
. FEMMEBEOSHEXIEEDH D BE
o WEHESRE CHMEE R0 5 BE R OTE B ORITRIIEI S B i %
L DR RIEMELN S DD B
e HERBERBOAH. Xi@@%&ab<iﬁ%&@ﬁﬂﬁf%%@%ﬁ@w
hHEE
. HBBEE ELSERBEELZESD) ObiEE
s ECOG Performance Status 3-4 EV D ¥

[FHxhitiz B84 3 FEE]
O TROBFIZBOWTHAFIOEHESRIEINL TV,
o TIIFTRAEETCFRIEREEZE T DURREERIB H/IVHSUIBREOR

T LEBERE
o TIFTRHESTCEREELET SRR IB B/ IVEUIER DK
R¥ELRERE

2%, HRFELEE CEGFREEFERENIIALKBEE B TFHBHEEFIZRB VO TIL,
JEHI & LTEGFRTF 1 % 3> % —PHEXIXUIALKF 0 % 3 > % F—PHER O
BREZHT 0BE.

@ THRICHEYTHBEEFICHT IEFORE R UOERFEIZOW T, R OFHER
FESLENTRLT, $ﬁ@ﬂ5ﬁ%k&%&w
o ALFEFIERIBEDRE,
o INERAEELERE,
o fhOPEMEER L O,

@D ECOG o Performance Status (PS)

Score T3

0 | £<BEREHTES, RAEAEFELBELEFEIHIRRITX S,

PRI LWEBNIRIRR S U545, BHITRAIRET, BIEERE - TOEREIITI Z &N TE S,
Bl BORE, FHEE

BITRETEHODEOEI D OZ LIXTXCHREEEMBEEITTER Y, BPO S0%LL EiF~Ny RATBRI T,

BONFEHSOEDEIYDZ &L LNTERY, BFD 50%LU L2y P EFTRIT,

SN

LTV, BOOFOED DI Lix2L TERD, BRIy FAFFCRIT,

12




@ MEBENIA FTA4 v (BAEMEFESM) 123V T, ECOG Performance Status 0~1
@D 575 %Ll k. Xit ECOG Performance Status 2 &V 0 B# i, & 3 #RAHE

Fl (FeZXEL%) OBEFRRENHEEINTRY ., 75 F T HAOERKEREDT
BWoERIN2Wr—2A835H 5, Z0HEE. 77FFRAORTERERRS LD
%3 ﬁﬁ?"‘ﬁ%ﬂﬁ%ﬂf@/“ﬁ)ﬁ%ﬁ?é BEIZENTIE ARDOREEZEZRTE D,

@ FFNTEABMHERRICENC, RELEEERVCERELEEOWTROREIC
wf%bt&#fw#;ﬂbfﬁﬂﬁm@&énrwéottb\#ﬁitﬁﬁm
B#TI3, PD-LISBERICL ) AHEOEARERS Z L BATBRINBERNES
NTWBZehb, ERFLEBOBREICRLVTI iPD-Ll%ﬁ#%ﬁEwu L7z E TR
ROBREFEDHWE T2 Z EBEE LV, , }
® PD-LIRHENRI%KME TH D & BB INEERTE LEBBREICBV T,

FH. FE&FEASORRLUN O ESEEFORS BT, @

o RATnY v (EETFHBZ) O =4 BWE (B4 : PD-L1 IHC
22C3 pharmDx 4 =2} ) IZ X VPD-LIREE2 MR LR ELEEOERET
HoT, AFIOBZWE (BR5%E4 : PD-L1IHC 28-8 pharmDx (¥ =2 ) Ik 2 H
BREVSRERGESICIE. LTOXMER2 2E AR OB EDRIEERFTTE 5,

CHRE) L
Andreas H Scheell et al. : Mod Pathol. 2016; 29: 1165-72
Fred R. Hirsch et al. : J Thorac. Oncol. 2016; 10.1016/].jtho.2016.11.2228
Marianne J. Ratcliffe et al. : Poster presented at the American Association  for
Cancer Research (AACR) Annual Meeting 2016; New Orleans, LA, USA; April
16-20, 2016

@D 2L hOREMESEAIORSICOWT, B, EEREICZNSTS T Lo, ERIR ERIREE 722
HEEHORBOBEFAND 5%, E%%%LTﬁé&H%ént%%(%ﬁﬂ%)kowfi%@@b
TlEen, :

13



6. REBELTHERTREHH 5
O BAXEFICMZ, BLERTEEENREET 2 EHSICE S S AFORER B ERE

)

®

“®

ROt HEBRERETDICEBE L TOHLERTDZ L,

BREAIC S D, BE NI OREICEDERERESZ +HRA L, AELE

ThbBRETHIL,

ERFE LISV TIE, PD-LI REE LR L L CARIORE MG 2 HMT 5

ZEMEE LV, PDL1 BREENHERETE VAL, AROEHOES %8

I U7 EORET B D L,

FREWERAD<=RXTY AV MTOWT .

. REMMEBNDLDNEZLRHBEDT, REOBEIZHI Tk, BHEE -
W O(EREREE, Wk, BAL) ORBEROKEE X SREOERE., BEr+4
AT &, ¥, BECKRUCEE CT, MiF~— b —%0RELEET S
e, :

“ o ARKOBEITIEE D infusion reaction V2 2 TBRARI SR MIGDTE D4

E%IT-o7- L CRItAT 5 Z &, £72.2 B B IO AFI# 58%IZ infusion reaction
BHLbNBZEbhHDDT, BEFRERROAFTERKR T HRITNAL F AT A
YERET %, BEORRBE+SICERTDHI L, 728, infusion reaction %
BB LIEBAIE, ETOBERMERPEEICEET 2 TREL 088
T3z L, ' '
s HRIBEBIEEENRLLLNAZ EBH DD T, AROESRFEFIR 5
FILERIROC PR AE R (TSH. 28 T3, 2Bk T4 SORE) 2 FEHT D
ok,

e FEIOREICXY . BEOHRERIGITERT S LB X LN DR RKEBRIER

RHbbhsdZ tRb5, BENEDbNEHEAICE, RALEERKIE UL
BRI & IRBR A O ERT & B U CEYRERNZE 21TV, BEORE
R X DEWERAP LN D HEAIZIE, AFIOREXIIFIE, RUBIBRESR
NWELKIDBRESEERT DL, BB, BIBRERLVEYOREICLVEIE
AOUEDRD DNLRWEEITIE. BIFERERNE LS O&ZEIHIF DB
LERT D,

s REKTH.. AR OHEIVARBL THLEWERANRETHIZ EBHBTD,
AHIDOBEHETRICHEWERAORBRICHSITEET D,

o 1 EREERE (BUE 1 BERBEE) Adbbbh, ERFEES VTV F—v 2
WEDZERHDHOT, OE, Bl IBHEEDERDOERLOIEMED LFIZ+
DEETDHI L, 1 HERASRLNEZESICEEEEZTEL, AR V8
KOEEHEDOFENRMEBELITH>Z &, ’

ABRNOBEERRBIZBNT, #ERBBENLLIBB, TRURBIE, BG5BT 1 £/

X3 EREKRT 2L ICEEDTM AT o TV L 2B E D, ARR S DIIEH

M EBRRE CHHEORREITI Z &, :
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(FE2) B
2R BHERES, BRELREL 25BERO2ZEH

< KEZXEABRBRELARZIBE>
EERERINEOH 5 BE

BYE R SPEL TV B B

REEH LBLEOEDN D BE

{5 PSRN BBUE DREEED b 5 B
SR IR LT\ B AT D & B B

< FEFXFEALNEEREL2HBE>
BB O b B BE |

PV MERR R UL AR HESE D &> 5 BB ZE
FEEDH 2 BE

BEEOHDBE

BEOHHBRE

YR HFREED & D BE

< Fe&FEeLDEKRRBIER>

B B

VavIER-TFT74T7F—

BH, FR&. FSEEE

FRE NS

PR 2. FlRRAERE

DARE

BENL M ENEEEERE (DIC)

BEZIL. BBHMm,. BitERBR, KBX

£LYR

BRI RIB E R

SRR

Fe FEFEMEARSE =8 - (Stevens - Johnson SE{EEE) . FHEMREEIE (Lyell SEREE) . SR
D URT—F, WiAIE, I - (KRR |
DFEZE, PR ERiE

&Y FE

HURIFR V& RE G S WIEBEE (SIADH) .
HEELRONREOHER, MER, RIEFPREEE. WEOM IS ORMEMEEBMEE . Radiation
Recall 3 . S
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HEERHEET A FF4 v
=RN<T (BicFrA#Z)
(R4 : 7P —RARWHE 20 mg, 7PV —RRAEBIE 100 mg)

~EBHRAE~

T2 92 H (FRR2 94 9 AHET)
EABBE



A&

AN o e

LI .
BRI DA, TERBEF
ERIR RAR
HEERIZ DWW T
BEXRL IR DEE

BECELUCEET REEE

P2
P3
P4
P10
P12
P13



1. XT®»IT

EEROFLE - RRMORRDOT DT, BFATESICE SV EERERIRD
bhd, 62, IWEOHEFIFOESICL Y, FUKERER R & OEFHN 2 FRIERE
FEESARRINZFT, ThbORELFBICLERBEICRET 5 2 & NEERD
BEL 2o TRY REMECES L ®EOEAFE 2016 (ERL 2846 A 2 AEBRE) .
CBNTH, EHFNERSEOEAOREHEELRS 2 L LS T3,

PRI ERERIT, ERERPREAM T 7 7 A VSEEOERS L bR
RHBZERDD, T, HHEROREMEICHET 5 HEN+2EMT 5 ToM.
WHERLORELHRZIT 5 EAFS N3 BEICR LCERT S & L bic, BlE
FANEE L EBIC NERAIGE & 52 L B TRER —E 0B &7 T E R A
THELEREETHD,

Lo T, BAHA K4 Tl BREMESCINE TIIBELN TV AEFEER -
RHEMEMICES X UTOERRORERER L HET 280 D LERER, B2
FROBEFEL T,

BB, BAA KT A 03, MMTEEAEERERESRAEE, ARHMEARR
RIS — MR B AR ARES R CARKEFREA B ARERFELOH
Db EERR LT,

v

'w%atagﬁ&:wf/—TSﬁ%&mmgjv/—faﬁ%&mm@< B4
=RN~7 (BiEFHABER))

ANEERASRENINE - WIBUIRT R EEEAHE

HEERHAERVAE . <{LFRERBEORIFUIRFEZBHEEAERE OS>
BHE. BAZE=FAL~7 (BfaFHE#EZ) & LT, 1 B 3mgkg
(FE) % 2 B8R TRBEEET 5, ‘
<m#ﬁ%&%ﬁ@ﬁ%@@?%ﬁﬁﬁiéﬁ$%®%é>
WBHE, BAKIE=AL~T7 (BEEFHE#%Z) L LT, 1 B 3mgkg |
(KE) % 2 BRIFERESE 1 B 2mgkg (KE) % 3 BMFRB TR
W#ET 5,

B &R T EE . DBEMTERSH




2. AH O, 1ERHF , :

A7V =R RREEE 20mg RN 100 mg (—&4 - =R~ 7 (BTHEEZ) . LT,

AR 13, PERGBTEKRKRMH LAV y 7 2 ATV APV =/ ¥—X X

747 (BMS) #) 23BA% L7zt b PD-1 (Programmed cell death-1) I2%f3 % & FE [gG4

) 7a—FAHETHD,

PD-1 1%, EHE L2 Y 88k (THIRR, BHIIRER T F 2 0% 7 —T#R) RUOE
BERMARICRELT 5 CD28 7 7 XV — (T MR OTEMEL Z #HBIAOICIE & AICHIE§ 547
FE) BT HRFRTHSD, PD-1 IEHBRTMIICHET S PD-1 Y ¥ K (PD-LI1
EUPD-L2) EHEA L. U U SBRICHEIMEY 7T 2 L T S BROEM(IREE R
RAIZFREI LT\ 5, PD-1 VWY NiIZHRRRMRUIMI b b Ok~ 22 IEEHRRIC R
LTRY., BHEAERED LU LZEEABKIZBIT S PD-L1 OFRLTEOER
HM L OMICADHEBEBER’H 2 Z & BHE XN TS (Cancer 2010; 116: 1757-66)
Eo BHBRAERE CIIAREE T HRNBELET S F—T7a < (IFN-y)

. W XoTPD-L1 ORESFE SN, BB LI-EEHARKICIIT 5 PDL1 OFHRLIFED
CEFHBLOMICECHBE®RLEHD LOWMELH S (Sci Transl Med 2012: 28:
127ra37), X 52, PD-L1 2 @A HE I8 AMMIL, PURKEA CDS B T i

 DOMBIEEIE R B S &5 0%, #PD-L1 Sk TPD-1 & PDL1 & DA ZMHET 5 &
ZOMBEEFEENREE TSI ERENTNS, DT L5 PD-1/PD-1 U v M
B3, 0 AR DS LB RAO%: T MR & DBRE 2 B+ BHFD— o LTEZ b
hTn3, : :

AL FEERAROK RS B PD-1 OMASMEIR (PD-1 U 4 FEE ) ICREE L.

PD-1 & PD-1 YW N DREEH#HETHZ LICX D BATERERNZ T HROESE
(LR OB AKBIZS T 5 MREEEME L BT 5 2 L CRENRTUEBDREZ T
BRI TV,

AR OERBFCESBEDRERGIC X 2BHERSEN S bbh. BEXIIRLIC
ELTRNNH D, FRAOREFRUREHITIT, BEOBEEZHAIITV. BEIR
B OLNIFEITIL, BR L2 FRITS Ul SRR M & BB % 7 DEAD & S L Ol
IR ERIB ATV BEDORERTIC X BIERASRON B HEITIL. BIBRESL
E VIO S EDBENRNEE1T O BEBH B,



3. BRPREE
RIGUIR TR EM B EOARFICMZ T o - ERERBEBROBE L T T,

(&3]
OEMNFE TR (ONO-4538-02 FER) _
FHNNT Y (BT, [DTICY) 1T & 2bFRERELH T 5 RIGEIRAR R I/ IV X
IEROEMLREAERE (ECOG Performance Status 0 & TN 1)35 i & SHRIC A 2 mg/kg
3 ERERCABEE L, TEFMER THHEHE (RECIST A1 K71 1.1
RRIZ B < FPIEIZ £ B CR XUZ PR) 1 22.9% (90%SMERKR : 13.4~36.2%) T
o7, B, FENIRE L-BEIX 125% Th o7z, ‘

QENETHRBR (ONO-4538-08 HER) |
{LZRERBEORBURAELIH/ VAR IIBFROELERAERE (ECOG
Performance Status 0 & O" 1) 24 6% X8I AHl 3 mgkg % 2 BHMRT 57?5%& L7, -
EERHHIE R THDHEFHE (RECIST HA KT L1 W ICES S RIHIEIC L B CR

XX PR) 1% 29.2% (0%IEHEXR : 16.7~45.9%) Thot=, 2B, FEHIC ﬁzbtl%ﬁ
EI% 6.0%ThH oz,

@S EMFARB (CA209066 F5&)

vraf =7 AWIEY 4 VABELGFEDHRERZ Bl (LT, TBRAF)) V600 BED7:
W ERBERBEORIBORARELZIY/ VHAXIBROELRAESE (ECOG
Performance Status 0 & U8 1) 418 il (AFIEE 210 41, DTIC B 208 #) % *f&IZ. DTIC
PR E LCAR 3 me/ke % 2 BRAMG CARRIE L & X 0 SHROREE 2R
L7c, FEFEEE Th 5 2EFHH (PRiE [95%EHEM]) 13, AFIBEL NE [NE
~NE] # H. DTIC T 10.84 [9.33~12.09] 7 A Th v . A#FiF DTIC iZ5F LFEE
B ERERE TR L (O — FEH 0.42 [99. 79%4”%:?3 0.25~0.73]. p<0.0001 [J&
B log-rank FRE])



—A— AR
D AN

' &3‘.“:
0.3 : &
0.2 o
0.1-
0.0 . _ . . i
1 I ¥ ! N 1
0 3 6 9 12 15 18
at risk® S1EHM (A)
AXIE 210 185 150 105 45 8 0

SHVISTLRE 208 177 123 82 22 3 0

OS @ Kaplan-Meier B

OB BIARRER (CA209037 &) ? : ,
{4 EY AT (EETHEHZ) i3 BRAF ER 2 2 1oL EREE S B 5 RIGTRA
BERIH/IVHXITBEROEBEMEEAERE (ECOG Performance Status 0 X TN 1) 405 5 (4=
FIBE 272 ), L3HEE (DTIC MZAARTTF L L7 ) ZxE L OfEH) 8 133
) Zxtgic, (LFEREESRE UTAH 3 mgkeg % 2 BRERB CARBRELLZEEZD
BEOEROCREM LB L, EEMEER THhHEHE (RECIST A1 K742 1.1
WS < PHRHAFEIZ L D CR Xid PR) 1E. AAHEEG S - RAID 120 523 fFHT
ZEME S, FHIFHET31.7% (95%EHXH : 23.5~40.8%) Thotz, 728, F/IZ
EHROBERREL TR T, b —DDOEEFEER Th 524 (i
B [95%EEXR]) I2 oW TI182FIDA N> b FELE) B THRIBIT 21T - &,
AHIBEIL 15.47 [1239~NE] U A, {LEEEFE T 13.67 [11.50~NE] WA TH Y. &Hl
IHEFRIEICR LR FRICE B RERE R I 2ol (0 — R 0.93 [95%EHEK
M 0.68~1.26]. p=0.6299 [/&3| log-rank ¥E]),

[Z2t]
OENFE DB (ONO-4538-02 FHER)
BEFRITI2H (100%) IZBRDH 5N AE L DR BRBEEBEE CERVEEERIT 3035
Bl (85.7%) IR DTz, FHEEREN S EOBERIITROEBY THoTE,
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7. FEMEMEER 16 29%) . KBK - BEEOTH 1 61 (2.9%) . #REEE 4
Bl (11.4%) . FFHEREREE 5 61 (143%) . BHEREREE 2461 (5.7%) . FREEEES
Bl (22.9%) . BIBEE 161 29%) . EEOKEEE 14 Q9%) RURE IBE 1
Bl (2.9%) TRH b, Fho, TEAEEIERESE. infusion reaction, 1 BURERIF, FER.
BIEFEAE. MK - REIRR, DR, R, TR, BHRUHRARE K USe Bt fu/ MR I
PSRBT bR T2, |

Q@EMNFEIERE (ONO-4538-08 FHR)

BEFSIT 2224 B 91.7%) KRD LN, BREL OREEENEECERVEESE
513 1824 il (75.0%) IZBH bz, BHEN S%LUL EOBHERIITERD LBY ThH-
77

' REREN 5%L, EOBIER
BENKYE ’ B (%)
EAGE ) 24 5
(MedDRA/J ver.18.0) 4 Grade Grade 3 LA E

gt S 5 (208)

0
% SFERE ’ 5 (20.8) 0
BER BB KBS 2 (83) 0

BB, KBR - BEOTH 2 61 (83%) . FFEREESE 1 61 42%) . TERERER
=1 (4.2%) ROFRIRESEEREE 7 6 (29.2%) TRH bz, £, BIEMEMER,
RREE (X5 - RL—EREE) | %‘%ﬁb E (RMEMEREBRE) [ BIBTES.
infusion reaction. 1 ZVERIG, BEOKEEE (RENEIERE. SWAH. BFE
BE) | R, BEGENE. MK - %Bﬁé& SE IR, DR, R, FFR. B
FRRAAEIE B UMt L/ MBI VESRBEIR 1B D D iR v o 7,

@ﬁ&%%m*ﬁ%?ﬁ (CA209066 3ER) V-

FEERITIAIERE 192/206 B (93.2%). DTIC Bf 194/205 51 (94.6%) 238D b, BB
KL ORRBBDBEETERVAEFRITAIERE 153/206 B (74.3%) . DTIC F¥ 155/205
Bl (75.6%) IC@EH LTz, WTFNNDOETHEEEDR S%U LORBERIXITENO LY
Thoi,
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Yo @d G

QL RIHYNEOT TI%S UEEED HOQULN “YUT @B (%EE8) 14 T01/58
FEREED) C(%EVL) 4 89T/66] MY PEBEEHFNYL RIS WHHEKNO XY
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B (%)

BERAR | - HER T eEmEE
o 268 # 102 %
(MedDRA/J ver.lj.l) 2 Grade Grade 3 LUE £ Grade Grade 3 BLE
B mERBAE , 1 (0.4) 0 8 (18 2 (2.0
Rk AE 0 0o - 20 (19.6) 16 (15.7)

ﬂn/J wwr : . -1 (0.4) 1 (04) 12 (11.8) 6 (5.9)

{§ i e . e

T 42 (15.7) 1 (04) 16 (15. 7)
B 33 (12:3) 39 (38.2)
21 (20.6)

14 (5.2)

82 (306) . '41 (40 2)
RS SR 5 s
i 2 S 5 R
ALT 380 14 (52) 3 (L) -1 (1.0) 0
AST 10 15 (5.6) 2407 2 2.0 -0
fFhEREED ' 7 (6.9) 3 (29)
/MR 8 (7.8) 3 (29

B ER S

13‘(127)&' ’
8 (7.8)

1 (0)

10 98
10 O 8)

28 (27.5)

T 3 HEE , o - 51 (19.0) 0 2 (2.0
3 34 (12.7) 1 (04) 5 (49)

BN EB RS 16 (6.0) 0 2 (2.0)

SHEEAN 24 (9.0) 0 0

2. AFBEICBO TREMEMRE 8 4] (3.0%) . KIBK - EEDOTH 441 (1.5%) .
RREEE 33 61 (123%) . FFHSEEREE 22 6 (8.2%) . BHMAEREE (RMERIEMEA
) 561 (1.9%) . FIRIRESREREE 23 il (8.6%) . BIBRMEZE 1 #l (0.4%) . infusion reaction
1006 3.7%) . EEOREEE 16] (04%) . BL 26 (0.7%) KOS E S ER 3 H)

(1.1%) TRHOIE, F7o, FTRABEEE, | BERE, BEGEIE. Mk -8
RS, DER. Bk, R, BBUGRARE R OSe M/ MRIBAHERBIRITFR D bh 2
hoir,

(i

1) Robert C.et al. : N.Engl.J.Med., 372 : 320, 2015 (CA209066 FER)
2) Weber J.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 3XB&)



4, Iﬁﬂkob\f

RBEME LUEABERE (émpﬁﬁ) BEELNLTWNADZ EZPE M AE Z Y
L_;ﬂ'%ﬁ{ﬁfé“ DR CHAHYENRD D, £DO LT, FAORENEREBEZZH - FE
L. FROREIZL Y ERREWEAZRR LIERICAIEY 5 2 EBBERTD, LITO
O~@DFRTEMHMTHRICBWTHERATAIRETH S,

O HRIzONT

@1 FED (1) ~ ) ODWTFANICHEYTIHBTHDHZ L,

(1) BEAFBREIEET 2 PADFEEISFRE EE/RS A ZRREREL IR,
Hig H3 A B2 B ML AU %ﬁmb PR E) (FAL 284 10 A 1 AR :
427 HERR

Q)%m%%rh(¥mmﬁwﬂlaﬁ5 84 HaE%)

(3) TERFEMENEET 2 BABFEERRE (B ABRKESIEERR. »ADFKESE
BhmEbE. B ARIGERSHEEREER &) .

(4) SRACFRIEEZRE L., SRCEREME 1| IR FERIEMNE 2 Ok EYE
IARDBHEIT> TSR (FR274E 7 A 1 B : 2538 fgk

(5) FMEMEEFASFEEMEORKEEIRIBEEZTo VAR (FRK 27 F 7
A1 BEE ;1284 fEER '

D2 EMEEEOLEEERCEHERRRIE QRSO+ 72 Mk L BRE OB
(FROVFNAICHELT 5 ER) 25, YEBRBOFFNCET HIROREE L LT
BB SN TNED L, |

*

o [EMMAIHFRBE2ECHHPHELRKT LI-RIZ 5%&L@ﬁh%ﬁ®%%ﬁ%%ﬁ
ofwéukoDB\ZEuLi\m&%%ﬁ%%zkbtﬁﬁﬁgiwﬁﬁ%ﬁ
BRoTWAI &, '

. E%ﬁ%ﬁ?ﬁz&w@%ﬁ%%%Tbt" W2 S EL o F BRI EES R OBRKR
RBEZELTWVAI &,

@ BEROERMFEHREHROEKHIOVT ‘
EERMLEREBICRFE T 2HEEPERBES N, BECENLOFERRD., AU - B2
HERFOBFROBTEROVEME IS T EREBMS, AEERPRELEAOREE
%, ERESHIATONDERHBRE-TND I &,

10




® BWERDOIISIZOWT

. @-1 BifeRRBIRED IS EEIC B 5 Bl

MEMERBEOERREWEANRE LI, 24 BRZHREROT, Yk Xt
BEBRICBWT, BRLUEZEERICE L TAREER G CT L0RIEROEMIC SLE
RREORRIE A FILGON., EDICHSRREHIE T L,

@2 BRAEFHIC L 3AEERASICET 5Bl ,
BABRICHED 5 EMHRMBE O E T A BREEENEWERE=2 ) L %
BDEEBDORY V=20 7 RITVERE & H % 5 TX 55— A ERAEH 2SR
SNTVBZ L, B, BREHICOVT, BABRE L ZOREI+HICARSA T
B, -

®-3 Bt OBERCRSIZE LT |

BIVER (MEMEMREICI L, EEGEAE. Lk, Bk, EETHRRE. KBX.
EEOTH, | BHERG, FFRAERS, FRISERE, HREE, BEE Bre -
RAEMERE AL ST, BIBHE, Bk, BEEOKEES. SHIRLRERIE, nfusion
reaction, SRFEMEML/IMRBAMELEEER (TP). BECHRERS. WERKEEME, LREE
(LEAME - R - LEMSSMES) | FOMRNS) R LT, SEHR UL
BRI EFIE & H T 5 EA L EHE L GUEROBBORISICB L TSR URES
B LRBREICHS L), EbICENRDERTE 5HHIE-TVE I L,

11



5. BeExRLinsBE

[Z&ticET 5 FE]

RY, FRICHKST 2 BEC OV CIIARIORESERE SHTV5 L nb, BERT

bRy,
.« FAORYICH VBBEOREEDHBE

@ WBERTOFEICE W T TRICKY T 2BE I VTR, AFloREITHE S 2w

B, MOBFBRE A RVHEICRY . WECAFZEAT 522 ERTES,

o FRIEMEMRBOEHIIIBEFEDOH HBE

«  MMEGRE CHEREEZRY D BE R UNEENME O HUR BRSO G it %%

ZOICRIEMER A DN D BE '

o HEABERBOESHH, IBENLE L IIERED B CRERBOBEERED
 HDLBE

. [BEBERE (EhHHRBHERELEST) OHIBE

«  ECOG Performance Status 3-4 &V DB#E

[E%hitic B3 5 2E]

O (LRREBORVEBERMEBREROH 5 BEICBW AR OFEIMEIRS

T3, |
723, BRAFEIGFEREHT 5 HBEICRVTiL, BRAFIEEHIC L 516 b B KT
5T &, '

@ TRIIEETIBEFICHT H2AHORERMERFIEIZ OV T, AR OF M

BTSN THLT, AADREHE L R LA,
. BRI,
. IhOFEMIERA L DA,

(#1)  ECOG O Performance Status (PS)

Score

EE

S RERLEHTED, FHRATEFALRFEEBRFHIRLRITXD,

PHERICE LW EBNIHIB SN A, $ITAlREC. BIEERE - COEERITI D e N TE S,
Bl - BOFEE, EBEE

BT TESDEDEY O EITT_NTHEEEMEEZIITE RV, BRD 50%LL T~y R4 T
BT,

BBONFBRHDHEDEY DI & LNTERY, HFD50%ULEEZNy KOBFTRITT,

E<ETRY, BAODEDOEY DI LT TERY, By FFEFTIRIT,

12



6. BEIRL THETREBH |

O FACESINL, BEREEE VRIS 5 EHSICES & FHIOBHER IR
ROl DI HEREHRZ+ICEEL TrLERTZ L.

@ HRBICIEL D, BETT ORBRICHIMER (VERIEE 2 YR L, REEE
THLRETBI L, -

@ EREMERO<RXV ALY MZONT

MEMRERBRED bbND Z ERBHBDT, AFOTREIZHI=>TIX, BERE
W (RN, mEk, BEE) ORBRUIET X BREOERES. 81822+
752k, £, MEKEETM%(H\m%v—ﬁ~%®ﬁ§%¥ﬂT5
z &,

2&%’]@1&’—‘}@%)#0) infusion reaction {Z{f X TRAKRHZH3 RGN TE 2
B%1T o7 LTRAET 5 Z &, 7.2 B B LAEO AR 5K infusion reaction
BHob b L bhb0T, FERSPROKABREETHRIT A Z YA
CERET 5%, BEOREBETDITBE TSI L, /28, infusion reaction %
EELIHERITIE, ETOBEEERBTEIC E@Téif%%%+ TR
5L,

FORBEREREE R b b b3 Z L B3 b 3 0T, BHI DR 5RO 541/
I ERIEIC PR IREERERRZE (TSH., 828 T3, &8 T4 SORE) 2EKET S
z &,

FHIOBEIZLY  BEOHRERIGIER T2 L EX ORI FEL REELHE
NHLONDZERH D, REBEDLNEHEICE. BRLEFRIIS UL
PR 22 ek & BRER & FEOERD & L it fi%%’ﬁ?lﬁ?%’:ﬁ‘b \ BEDRE
RIS X 2RHWER BN 2 HAITIE, AFIOKREX TP, RUOBIBRES
WEVEIDREZER2ERTHI L, 2B, BIBRESLVELOREICL D BIE
FOWENRBRD HNRVEEITIL. BIBBERLE L U O RBEIA OE
HLERTDHZ L,

TG T 1% BOAR D B%UJH ZE L T LBERARRETIZENH DD

AR OEERTRICHEERAOREBRIC+ICER T &,

1 BUSERS (BUE 1 BIERB 2 ET) bbb, ERKEES P T F—2 R
WWEDZZENRHDHDOT, AB. Bl BHECEROBRELMBEED EFIT+
PEBETHZ L, 1 BERBSRLONTZESIIREEHIEL, AR ) V8
F OB 5% OB RINBEITH = &

@ Xﬁwmﬁﬁ%_kwf\ﬁﬁﬁ%m63kﬁmﬁ\%nu%m\ﬁiﬁ%ﬁal
R 6 T L T B DIE R AT TUN e = & BB AR5 A Y
CHEORRETD = &,
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- REEREETA FTA
=R (RETRBZ)
URSEA : 47V~ R RBEHE 20 mg, &7 V—FREHIE 100 mg)
~BRA R~

T2 038 (PR2 90 AXIT)
I



R/

HE®HIZ

RO, TERBR

B PR AR

HEERIZ DT
BEXMRERDLBE
BEICELTEETRNEEIE

VI VR SR

P2
P3
P4
P7
P9
P10



1. LI

ERB OB - ZEEDOHEFRD DT, BAXEFICESWEBEERFERI KD
BB, &b, MEORZRITOESIC LY | FUKERR 2 & OEFHRFHIEMAR
FEELPABINAIFT, INODEERFEICVNERBEICRMTHZ EBEED
R L 2o TRY EEMBOEE & WEDEATE 2016 (FR 28 4 6 A 2 A MBIRTE)
CEVWTYH, EFNERGEOEMORBMMAEZRSZZ L L EN TS,
PR BRI, BRERACEEM T 1T 7 A VOBEFEOERR L F b hIZR
RBZERDD, TOED, AEROREMICET2ERN+5EET D E TOM,
UHEELOBRELZBRZIAZ EPHMFINIBEICHLTERTI L L HIC,BIE
FABRELBICHERNIGE L DI ENARE—EDEMZH T ERBE CHER
THEZLNEETHS, . |

L7eBo T, BHA KTA4 TR, BAREERLINE TIELNTWAEZEEREY -
BERRMIcESE, uTwEﬁmwﬁﬁ&ﬁm%ﬁﬁféﬁﬁm%z%&%ﬁ EZ
FEROCBEFELTT,

BB, KA BT A 03, BIATEIEAERDERERRAMEE. ABRHHEARAR
BREREES., —REEEAN B ABRARES., —BEFAEA AR 2FEGRZEE R
ANBHFEANBAROEABRZSOBAID S EER LT,

%%k&é@%%:if/—fﬁﬁ%ﬁmmg17V~T5ﬁ%&mm@( w4
=R <7 (GErEfz))

HBERIPEIBE  BRIUIERER 2 F T 2 HEENE »

HELRARERCEE  BE. RACR=® L~ (EETHE%EL) & LT, 1E3 mgke
(AE) % 2 BB CRFEFEET 5,

Bl %5 BR R ¥ NEFERR TEKKSH




2. FE|OKK, {ERBF _
ATV AR RREEHE20mg R 100 mg (—i4 - =N ~7 (BEFHEBEZ) . BT,
(A#) 1k, MEERTEHXNSE L AF Ly 7 2% ATV A ML= F—X X
7 47 (BMS) #) 2388% L7zt + PD-1 (Programmed cell death-1) IZ535 b h#! 1G4
) 7u—FAHFETH D, _

PD-1 i, FEHEAL L72 U o o<Bk (T HIBS. B MEIAR O F = T0% 5 —T 4ij) ROVE
BRI RIS 5 CD28 7 7 I U — (T MREOIERALZFBIRICIE & RIZHIET 55
TE) CRTDXARTH S, PD-1 FURRTHIRICHET TS PD-1 YU F (PD-L1
ROPD-L2) LA L. YU BRICHEINES 7SNV EEEL TY VS IROTEE(IRES
BIZHAE L TW5, PD-1 U FIIHURBTHIRRCASMC v N ORR 4 72 BRI FE
LTRY, BHEAESRE LR LEBEMICEITS PDL1 ORE LTk OESR
HF L ORICAOMRBIRERNEH D Z L BHE SN TS (Cancer 2010; 116: 1757-66)
e ENBEESE IS T RENEET B X —T =0 H v (IFNy)
I2 & 5T PDLl ORBENHE S, 58 L EEHAGITHBIT 5 PDL1 ORBLHRD
AFHR L OMICEDCHBEREKR®H S L ORESH D (Sci Transl Med 2012: 28:
127ra37), & HIT, PD-L1 ZIEHIFE S E A AL, FURSRA CD8 Bk T AL
DIBMEETEIE % 055 X ¥ 325, FLPD-L1 HIACPD-1 & PD-L1 L OFRESLHET 3 &
* OHRGEFEEREET D I EBPRENTNS, EDZ LH5 PD-1/PD-1 Y v Fig
BR 1T, B AMBE S PR RAYTR T MBREH b DB B 5 FhlE T 2HFED—o L LTELD
nTNna, | :

AHNT ., FEERBR ORE R DD PD-1 OIS EEL (PD-1 Y UV FEGHEED ITEE L.
PD-1 & PD-1 V H v R DRFEREHETAZ LI ) PAREERNZ T HEOEME
L RO AMBRIC AT 2 MRS BRI RT 5 2 L TREMZNEBDRE 27T
LAHEREh TS, | '

INODERND ., AFNIEMERIC T 25 - R nREICRVELI D LHFIN.
FEEMBAE AR L L BRARE L, A, K2R OSSR I,

- AHIOERABFICE S BEDORERIGICL 2BHWERERH bt EEXIIFLTIC

EDLWHEELDH D, AFORETRORERIZIT, BEOBEL+HITITV., REFR
H ONTCHEITIE, BER LIZBERITE U B2l & BB 2 RO ERD & H L OF
IRERZ R 2TV BEDRERIGIC L DEWEAR R DN DEEITIT. BIBRERL
T UHROREEDOBENRNBEAT O LERH D,



3. BRERERAK
BREULEREGER 2 A T 2 BEEHE O AREFICME 1T = ERERARO KR %
71__\.‘1;—0

[Bahtk]
EpitFE MR (ONO-4538-11/CA209141388R)
TS FF RN E ST ERE K T %5 560 A LINICHRRBEIT UIFRES/RBD bz,
HRIE B A9 BFTRE DR & 72 & W I/ IV OESER R E 2 a 3614 (B A
NEBHE2B B ETe, AKIBE24001, XTFREE12141]) ERRIC, IBRASERMSER LICIE
B (A PMLFP—h, FEZFEALRITEYFO~T) 2RBE LTEHS mgkgs?2
BRIRARE CARREE L7 & X OF R L2 i Ui, TEFHER Th o4
FHIR (AT, TOS) ) (FhiE [95%EERM] ) OFRBMRITHERIL, AFIBETT.49
[5.49~9.10] AW H. XEBEET5.06 [4.04~6.05] HATHY ., AFNIIEBRIEY EMIHSE
R UM LR RICEBERER 2R LTz (AN — K070 [97.73%EHEX R -
0.51~0.96] . p=0.0101 [JE3log-rankiRE] )

*1 : 1RIE B AOSULATR DL RRE 2 B T,

2 B SNRBWAL, Ak, - FEEROGE,

1.0
0o - RHI#
' -&- xR
0.81
0.7
£ o6
F
E 05
0.41
0.3
0.2 - :L"__“ -
01 b —”"l—-———t—-A
O-O r T \ T g T T T T T T " T T T T T T
0 3 6 9 12 15 18
at risk¥ sFumM (B)
FEIB 240 167 109 52 24 7
XEBE 121 87 42 17 5 1

0OS @ Kaplan-Meier Bi#R
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[Z4 1) | |
ERRHLFEHIAEFER (ONO-4538-11/CA209141 5 8%)
BEERITARFIEE229/23651 (97.0%) K OXTREE1091116] (98.2%) 12580 tm %
BRI L ORREGEAEETE RVEESSITAKIEE1392366] (58.9%) . xHBEES6/111
Bl (77.5%) ICRD bz, BEENSRULOBRWERIZTROLEBY THoTz,

£ BBENS%IUEOBMER (REEFETTISRER) )
HB . FHF 3mgkg X REE

Grade ) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
_ BEWERER - FE REAR | BHE  ORPEFE | RE  ORBE | KL ORBE | BR O ORRE | KE O RAR
(MedDRA iZ X % SOC-PT 433) EH (%) (%) FH (%) B (%) ¥, (%) [ EFE (%)
SR ER 236 236 236 111 111

iw fu " . 5 733 1

(
: ( 8 . .
am%k 5 (21| 1 (04 10 (90| 3 (27
' (

REEE : .
EIEESE 17 ( 72)

RE : 18 (76)

EhoHBESNI-HESESHLAIE, CTCAEvA0 ZHAWTEE L., MedDRAverllei»Fﬂu\T%Jf%xt

¥, MEMERER 7 4 (3.0%) . BEUHRAREE 5 61 (2.1%) | FFEEREREE 5 6 (2.1%) .
FORHEAEREE 17 61 (7.2%) . #RREEE 761 (3.0%) . BHSAEREE 161 (04%) . B
BREE 161 (04%) . FRAEEREE 2 41 (0.8%) . #ARMSERSE 1 5 (0.4%) . infusion
reaction3 f5l (1.3%) TR LN, T, HEMFESE. OHER. HR. KIBEK - EE
DTH, 1 BIBERR., SE imd\*ﬁﬁ/)ﬁz@fF . PR, BN - BEIRER, EEOKBRE
= RYSEARUEEDREEEITRD Lo T,



(EER)
PD-L1ZBLR IR DF R NE 2t :

| ERSERS MRS (ONO-4538-11/CA209141A8) IKMHANDhEBEDS B, I
BEERIZIBVTPD-LI 2 RE L EEHRS 5» 354 (LT, TPD-LIREE)) (2
THERBB LN —HWOBREDTF —ZITES% | PD-LIRBERIERAICIT 21T
ST EPMER CELHEDRKRIILUTO LB Y Tho Tz,

ASPEICE LT, PD-LIRBEES 1% KB OBEAICH B L ZITREORETH - (T
=), : :
2B, PD-LIOEBRRIZL BT, AADOLREHET T 7 A VIR TH - 72,

104

g

Propatimy of Surwel

Prodabity of Sunivel

024

0.14 17"-, e a1d beemmemeeen -
R T ——— — LA A B S S S e T 7T T T
o 3 [ 9 12 15 ® 21 24 Lz 0 3 '3 9 12 15 18 2 24
Overal Suvival (Monins) Overa Suwar [Months)

NVO 8 88 L 38 % 7 10 4 a NVO 3 52 37 20 k4 173 1 2 1
™V Cnoice 6t 2 a 13 a4 2 ] ] 0 . INV Cholce 38 29 1 13 N L 5 2 2 o
—®—  Nivolumab 3 mg/kg (events : 66/88), median and 95% Cl : 8.1 (6.5,9.5) —®—  Nivolumab 3 mg/kg (events : 56/73), median and 95% C1: 6.1 (4.4,10.3)
—-&—-  investigator's Choice (events : 55/61), median and 95% Cl : 4.7 (3.8,6 2) ~~4& =" Investigator's Choice (events : 32/38), median and 95% C1: 5.5 (3.7,8.5)
NIVO vs. INV Choice - hazard ratio (95% Cl1): 0.53 (0.37, 0.77) NIVO vs. INV Choice - hazard ratio (95% Cf): 0.83 (0.54, 1.29)

ONO-4538-11/CA209141 BB OPD-LISEHLER T OOSD FHAHT#14E 7 4 2 —T v FF—FD
' Kaplan-Meierfh#2
(£ : PD-L121%DEEHMA. FH : PD-L1<1%0 BHEEH)



4. HERRIZDOWT

ABEME L THABERAE (£01FE) BARELA TV I 0D, YAELEY
WWERETEX MR CTHOIVLERD D, TOLT, KR OBRENBEUREBEL DN - BE
L. ZEIOREICE V EBRBIERERE LIZBICHRT 2 Z EBRERED, LLTO
O~@DF R TERETHRICBNTHEAT & TH S,

@ HERIZHOWT

@1 TFED (1) ~ 5) OWThNICEY IR THHIL,

(1) BEEFBRESEET 5 ADHREEILARIRS ERERF RS A S REEILARR,
g3 A RS HOEE L AURRE . RIS A RBIRRE /2 ) (CEER 28 42 10 A 1 AR :
427 fEg%)

Q) BEMEERRE (ER 2849 A 1 BHES : 84 fask

(3) WENRMEBIEET 2BARFELFIE (BADREERTERRE. SAD R
WHIRBE. BABRESEHEERER L)

(4) SORICFFIEEERE L. SRCFRIEME 1 ISR FRRENE 2 OMisR e
R DB EIT > TV ORER (PR 2747 A 1 BRFR @ 2538 fiERR

(5) PIEMEEAL S EERMEORBRERIRIBHEIT o TV AR (FERK 27 £ 7
H 1 BRES ;1284 HEER) ' :

- D2 BEEEERE O LFERIER OBIEARBBR OIS +’\f;ﬂ%&ﬁ5ﬁ%ﬁol:3ﬂix
TERER (FROWTRMICY T 2 EMXITERER) 2. 42 BER oA
TOWRRDEMLEEL LTRHREINTWVWEZ &,

=

o  ENiGHRE% 2ECTMIHER LT LRI 5 EL OB ABEDBEERIME LT
STWAHZ E, 96, 28 X, BAEKYEEL L LZBRIEBESZOWELIT
D2 TWBZ &,

o  [ERMGITFREZ 2FEOWFEELKRT LI 4 EU\J:@E%JIE"{%?—HEE‘Z@EEEEW
EEToTEY, Db, 2FU LR, BAEMRES S CESHEEEEDHOE
EHHEZI{T > T W3 &,

o EMSRIEXILEE BRSSO MMITHE ST LI, 5 EL D OREAR
DEFRBHERAT>THRY . 55, 2L LR, #ARWREE ST O EAR DN A
BIRDERIMEZ 1T > TV B 2 &, | |
728, FENC L BIBRIC BV CHEWER S DL SWEB L BT 510, BEOBE
2% 7 B ERHET AR DV PR S % 72 EET (BRSO (LA

| RUBHERRBRRE QXIS+ 505 & BB A BoEM) & OREREED D LI
BETBIL,




@ BADERBHEHEBRDKHICOVT
EESFHRERIGEFT S HEESRE SN, MECEN L OWREN, B - %4
MBI RO F R OE ST R TS IO HIRIR A EEE SR L
BAOWERT. SREOMITON B EHIETVBT L,

® BIER~DMRRIZTONT

@-1 MERRAHIZEE T 5 Bl

RIEMERMRBEOER BRI EAE LLBC, 24 RRBDREHOT, HkHRXIT
EHERRICB VT, BRLUZBERICE U TARERE OV CT £0RIWER DB HE
RREOEREPY APIZELI. EbLICHGFIRERERIBE>TNDZ &,

@-2 ERREEH L3 FEESMNCET 2 B4 , _
BAZRICED S BB O EET I EREEENEMERT =4V v 7%
EORERDORY ) —=V T ERTWVWERE LR EILE TE 55— LEFREH DER
ERTWBZ L, BB, BREERICOVT, BABE L EOFRECHHCAMSh T
T &,

- @-3 BHEROBBI PRSI LT

BIER (MEMMERICMZ., EEMFHENE. LHK, HR. BREHRMEE. KBR.
BEEOTH., 1EMERR. FREEES. PRIBEERES. PREE, BEE (B1r4e-
RAEMEEBREZET) . BIFEE. M. EE@BZ}%%‘—@\ #ARMASZERIE ., infusion
reaction, SREMEM/MRIBADESRBER (ITP), BEORERIT. Wi REEME, LEES
(LEME - BRAR - DESESMGES) . EIEELSE) oxf LT, UeZiEsk SOTab
EEBEEOEMMLE T oEMEESE L BHEAOZECRIGICE L THRERTIESY
ZTONDEFCHD T L), ELICHTRLER TE 2EHIE-TND I L,



5. B#ERBLRDBE

[R5 FH]

® Tﬁuué?é$%;omri$ﬁ®&5m REENTWBZ LD, #5217
bz k.
. FRORSICK UBRECTAED b 5 BE

@ WHRAIOFMMICBVTTRICK ST 2 BH I OVTHEL, ARORE TR Sz
#\@wéﬁ@ﬁﬁ#&P%A IRRY., BEEAREZERTLIZLEBRTE S,
o [HIEHMEBROEHXIIBFEDOH 2 BE
o JEMEBRRE CHIEE 2R 5 BE R OTEENE O BUR BRETIB A O R Ge tif k
' LOMIREEEBHONDBE
s HBHOREERBOEDE. Xi@ﬁmﬁﬁb<iﬁ%@@ﬁaﬁﬁﬁ$®%ﬁﬁ@

HHEBE

. Wﬁ@ﬁ@(%M$W@@ﬁE%QU)®%5%%
e ECOG Performance Status 3-4 ®V D B

[(FoiEicET 2EH]

D FIFFEEEETACERERED b 5 BB AR OEBERR STV S,

@ TRIZESETBE T 2 AF0HRE R ORI IEIC OV T, AFOFZED
FELINTELT., FAOBERNR LB LRV,
o TIIFFEAEELLERIEICLDIBRBORVERE,
o INERFHEBMLFEE,
«  OTIESEER L OB,

@ AANIEHERLRIFENMAREKICBWNT, éﬁiﬁ@km\rﬁ%ﬂi I U CTHE SR
FESN TV D25, PD-L1 BERRIZL Y EIEDOBEMBRERD Z LBTFREINDIER .
BELNTNDIZ END, PD-L1 BHRELHER L ETAROBEFEOHW %3
HTEBEELY, PD-L1 BEED 1%RHBTHD I LPHRBEINLBEICBNT
X, AAIUSADOEFRIRE L EET 5,

@D ECOG ™ Performance Status (PS)

Score EH

0

2 FBEREESTES, BAAIEFLBEEFEIHRRATLD,

REFICE LOESNIIHIR SN D3, BITRRET, BIEERSE - TOEEIIITI Z LN TES,
#l : BORFE, FHEE

BITARECHYOHFDOEY D & tiTAT‘IBEtM’E%ﬁT%m\ B 50%LL xRy FATB T,

E R RVIRE )

KEE*L?CQ/ @E’@@D@ &L?j)'f%f;l,\ EcP@SO%u—t%'\/}\ﬁ‘%%fi@:'a‘n

LTV, BOOFOEID O LIIEL TERY, BRIy KOBFTEIT,




6. REITPRLTHEETREEH .
O BfXEEICML, BSEREEE N RET 2 BRS I E S E KA 0BT R ONE EfF

)

®

DT DT BERERE DB L THLERTE D L,
RIS b, BE LT ORKICH DR ORI Z +HTH L, AEL2E
THhbRETBIL,

PD-L1 RERLHR L L TAFOBRETE2UM+5 2 L AEE LA, PDLL

HBERPER CERVEEITIT., FRDOERAOES 2 EICHW L7 ETRET S

e,

EREWERO=R DAY MzonT

s BBEMMREDHLONDZ EBHDDOT, FRDOREIZHT > TE, BIKE
W (PR REE, %k, RBEE) OMESRE U X BREDOERSE,. 8842 +4
ATk, Ee, BESUTHE CT. Mi~—b—S0RES =T 5
&,

o AHDOEEGIZIEED infusion reac_tion,l:ﬁif%%ﬁ#clﬂ‘ﬁa\f&ﬁﬁﬁ@'@% A
BE1To7 FCBMET 5 - b, k0.2 BB LB OAH$E 5517 infusion reaction
BHobNdZebHBDT, KHBREFROARFREKTHRIINAL ZNVTA
VERET 3%, BEORELHHICBIZET B2 L, 728, infusion reaction %
FHELIBEAITIT. @ TORBERERSZLICEET 2 £ TRE L +OBE
+Bz &, |

o BEURBUSEEREENRH bbb T L 235 50T AK OR 5 HARTR 0% 5 1/
L ERIR I BRI AERR T (TSH., 028 T3, Wl T4 Z0ORIE) 2 £+ 5
Z&, .

s FHOEEIZLY, BEORERISICERT 3 EE 2N A4 2 REBEORE
BHLbNEIENHS, RENEDLNIBAIIT. BELEFRIS Uk
B L R OERM L EE U CEYZRERZH 21TV, BEDORE
Rz & 2 EWER R RO 2 BEIIE, AFIOKRE IR, RUBIBRE R
N%Vﬂ®&5%%%ﬁﬁézko&B;@%&Emw%ywﬁﬁﬁibﬁﬁ
AOHEITED bNARWVEAITIE, BIRRERVE S DLEEmE R o8m
HbERT S,

o BEKTH%. EBR»LHEI ARB LT LEERRRER T Z L RHHD,
FHOBERTRIZCOEWERADRBRIL+RICEET S, ‘

o 1 BUBERE (BUE 1 BBERKZEST) BHobh, FERFEES T F—T 2
WCELHZLBHHDT, A, B, BHFEOEROREHLMAEED FFIC+
DEBTDHZE, 1 BERFEREONEEAICIIRSEZTIEL, A2 V8
FOBEZEOFET/RMEBEITHI I &,

AR OBERABRICBWT, BERBMHG 9B, L. BEHEND 1 £/

26 BRI L ICEMEDFMZITo TV Z 22 EIZ, Ziiﬁﬂé’iz“—brqﬂtiﬁ,ﬁ}ié@b;?ﬁ

ROMREITHIZ &,
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REEREET A oA v
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(R5e4 : 7P —FRABHE 20 mg. A7 P — R A 100 mg)
~ T A ~

Yrk2 944 A (ERL2 949 AET)
A s



Bk

IZE®IZ
AHI DR, 1EFREF
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1. RT®IC

EEZDENE - REMUORROT DI, A TELICE S BE2ERIRD
biLd, b, IMEORFEREMOESIZLY | FIEERRZ EOEFRFTHAIERR
FEERLPEBENITT, TNONERKZEICHERBEFICRIET 52 LAERD
~ﬁ%k&ofkbFﬁ%&ﬁé&&ﬁ@%ﬁﬁﬁmm@%ﬂm$6ﬂ25%%&%)
ICBWTH, BHFNERSEOEAORBELHEEZRD L L ENTVE,
ﬁﬁﬁ%%ﬁEﬁmj:%ﬂﬁﬁ%ﬁéﬁ7D774W#&T@E¥mk%6#ki
RABZERDD, TDDH, BEPHROEEMEIZ %?5Fﬁ#+“¥%?%if@%\
%ﬁ@%%@ﬂﬁ%%<ﬁﬁé*kﬁ%ﬁéhé%%:ﬂbfﬁﬁf%&&%’ BIfE
APRAE LB LBERIEE LD R —EOEM M-I EFBECER
THILDBEETHD, '

LW oT, KHA K54 T, %%&%@ NETIZELN TV BEZEEN -
MFEHRMICESE, UTOERLORBEREAZHET BN OLERESR, BX

FROEEEELTT,

BB, BT FIA 03, zmiﬁﬁ,tﬂﬁ}\l:%ulz%%aﬁ%ﬂ/\w% AREAFEEA B A
BREEYS. — BN B RBRARES RO REFEA B AMRENZEOH
FDY EIERE LT,

KR L RDERE : ATV —FREEHE 20mg. A7 PR ERRHE 100 mg (—%4
=N (Bl THE#Z)) '
FEERAPRNIPE « BISCIBRTRE ST ERE M O B Ml
| HELRBRERVEE - BE., RARKR=R A~ (BEFHEBEZ) & LT, 1 B 3mgke
: (%E)%zﬁﬁﬁ%fﬁﬁ%E?é
B3 AR je ¥ & PEERTEKSH




2. FRAORE. 1ERABF

F 7R EFERE 20 mg/100 mg (—R4% - =R~ (BETE#ERX). BT X
i Ewd,) iE NBELRTEGRXEL L AF Ly I R BT VXML <A P
X A7 AT (BMS) #) 23BH% L7zt b PD-1 (Programmed cell death-1) 23 %t b

B IgG4 €/ 7 u—FLHETH S,

PD-1 1%, FEMAL LY 2 3Bk (T #EBE. B ﬂﬂﬂ@&(}%%: 5% 5 —THKE) ROE
BERMBLIC RT3 CD28 7 7 IV — (T M OEM(L 2 HIIMICIE L AICEIET 545
FEE) KB TA3ZRKTHD, PD-1 IIHREETHRICEER TS PD-1 Y A F (PD-L1
RUPD-L2) &fEA L. VU SBRICHEIMES 7 VB RE L TY v BROTEELIREES
BICHE LT3, PD-1 VA FIEHERFMMELAMNC b b O~ RIEEEMICRE
LTRY . BUHERGERE D LY LI ESHARKIZRIT 5 PD-L1 OB LHTEOLSF
HIE & ORICADHBEEREH D Z L BHRE SN TS (Cancer 2010; 116: 1757-66),
- BEMEAERS CIHEBRE THRIEL TR V¥ —TzuH < (IFNYy)
IZ& - T PD-L1 OXBENRHFE SN, &5 L EEERICRIT 5 PD-L1 OFHE LIFHO
AFEHE L OBICEDOHEBEBERH D L DHEL H S (Sci Transl Med 2012: 28:
127ra37), & Bic. PD-L1 Z3MHIRIE 8728 AMIaIL. FUESRA CDS Bt T MAa
DHBRIEETEE 2B I 508, FLPD-L1 A TPD-1 £ PD-L1 ¢ OFAZ2HETSH &
FOMBEEREENEET DI ERTRENTWNAS  EDZ L5 PD-1/PD-1 U T R
BRI AP SRR T NS DR BE L AT AFO—2E LTELD
hTwna,

C AENT, EEFEBROBRED D PD-1 OMARSMER (PD-1 Y U FREESERE) ICHEE L.
PD-1 £ PD-1 Y H U R DREEEZHETAZ LIZL D BATURERNZ T HRAOTENE
LR AR ﬁ*féﬁmﬂﬂéﬁi%r&%%ﬁ#é & TR TEESR ST Z

ERRERINTND
“hbDmB,» 6 AFNIEMER T AR RIEREIC RV ESbD L HRE S,
BHERE TS E LIEERRRE EE L., AE. REEROIAEESHER I,

- AFOEABFICESCBEORERISIC L 2BWER%E R H b b, EEXIIELTIC
%5‘155&7):&)5 AR OHE PR UERERIZIT, BEOBRELZTITV, BEFR
DOENTHFEIIE. RAELEFRICG CEEMMRAHR L RR e FOEM L EE L TF
R Lﬁ%ﬁb‘ WEDRERIGIZ L DBWEABRON SHEITIT. BIBRKE RV
EUROREEOENLNEEZIT HLERH D,



3. BRERRRMR
RIGCIBRARBE ST ERIS M O B HI A D A SRR IR 2 1T - fngxﬁ%ﬂifa"ﬁﬁ@)ﬁkﬁ

R,

(0]

FHRREAE F R E L EEREFEIERE  (ONO-4538-03/CA209025 3RER)
mMEFEREERZETHIMBESERS (TXVF =T, A=F=T, VYT Tx2=T,
R NR=TE) RETCERIERE £ T BT EBE O S B B MR R E

821 il (BANBE 63 fledte, AFE 410 Bl =~ U LARE 411 6]) 2RI
N Y AREXEE UTAHAH S mg/keg 2 2 BREIER CRERHELZ L EOFHHERUORE
HERE Lz, TEFMEE THhH524FHH (PRE [95%EREXME] ) 13, FH8ET
25.00 [21.75~NE 1A, ="a Y LARFET 19.55 [17.64~23.06] WA THY. KA
_u Y b RCK LEEHFER Jﬁi‘fxﬂﬁ%r L7z (= FH: 0.73 [98.52% 58X R -
0.57~0.931. . p—o 0018 [J&% log-rank 7] ) .

—A— FHIFF
O IAOYLRE

0.4
0.3
0.2
- 0.1+

0.0+
T T T

0 3 6 9 12 15 18 21 24 27 30 33

at riskZ 4 1FHAR (R)
. AHIE¥ 410 389 359 337 305 275 213 139 73 20 3 O
INOYLZE 411 366 324 287 265 241 187 115 61 20 2 0O

0S D HEARHTEED Kaplan-Meier i




7. BANEAER 63§ GRAIEE 3T P, T Y AREE26 51) ORETFHIM (b
RAE [95%EREX] ) 1%, AKIEET 2737 [23.62~NE'] H A, =R ARETNE

[NE'~NE'] #HThHo7 (IPF— FH 1.50 [95%(EFEXE : 0.49~4.54] ) .
* . HEETREE

1.0 %

‘ . o)
0.9+
0.8+
0.74

$

15 0.5-
® a4
0.3+
0.2
0.1
0 3 6 9 12 15 18 21 24 27 30
at risk2 EFHRE (A)
FHEE 37 37 36 35 35 34 24 16 8 4 O
INOULREE 26 26 24 24 24 24 20 15 9 3 0

H 2&)\%@1&:3&15 0S DHRETRFD Kaplan-Meier Hifi

$ 0.6-
D IAOVLAE




[Ze 2]
BEHRERE LS L r#@ﬁ):%&%%% Aozo 4538-03/CA2090253R8R)
BEFRIIARIER 397/406 B (97.8%) . =~ U AR 386/397 il (97.2%) 2B
IRBRE L ORRBENEE TERWEESFLRITAIERE 319/406 #] (78.6%) . =~
Nz Y AREE349/397 B (87.9%) IZFR® biviz, WO THREEN 5%, LD
ERIXTROLBY Thol, . |

WO CREEN 5% EORHER

B (%) -
—d yi -
WWWWMWMW*M ) . A< ZERE xRol AR
Al 406 %1 _ 397 1
(MedDRA/J ver.18.0) % Grade _ Grade3-4 __ Grade5 % Grade  Grade3-4 __ Grades
WE_:\.NE 319 (78.6) 76(187) - 0 349(87.9)  145(36.5) 2(0.5)
: EN T e 7 SRS T : e

21 (5.3)

24 (5.9) 0
50 (12.3) 5(1.2) 84 (21.2) 5(1.3) 0
B> 57(14.0) 1(0.2) 66 (16.6) 3(0.8) S0,
8(2.0) 0 117 (29.5) 17(4.3) 0
0

24 as

18 (44) 338 3 7(1.8) 0
134 (33.0) 10 (2.5) 134 (33.8) 11(2.8) 0
1neEn - 0 75 (18.9) 12 (3.0) 0
17(42) 56 (14.1) 2(0.5) 0
0

24 a 0y
0 33(83) 0 S0
29(7.3)

29(13)

& vx% o1 — /L [ fiE 0 0

& kg 5(1.2) 0 46 (11.6) 15(3.8) 0

BRY YUY R 0 0 64 (16.1) 20 (5.0) 0
R 0 82(20.7) 4(1.0)

1127)
2459

36 (8.9) 0 77(19.4) 0
30(74) 3(0.7) 0 51(128) - 2(05) 0
3(0.7) 0 0 41(10.3) 0 0
16 (3.9) 0 58(14.6) 0

SERBEE L 12 (3.0) 0 0 20 (5.0) 0 0
KRR % 26 (6.4) 0 0 33(8.3) 0 0
FE - ZEBRAERSEGRH 4(1.0) 0 0 22(5.5) 0 0
OEE 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




2. BEVEMERESR 19 6l (4.7%) . 525 1 61 (02%) . BEEFHREARIE 56 B (13.8%) .
KB - BEDOTH 10 61 (2.5%) . 1 BRERSS 1 61 (0.2%) | FFREREREE 1L 46 51 (11.3%) .
BF2 145 (0.2%) . BUIRIBHEAEREE 34 6 (8.4%) . MREEE 551 (13.5%) . Bise
EE (RAEMEEERE) 2841 (6.9%) . BIBHAERESE 6 ¥ (1.5%) . infusion reaction
21 1 (52%) . BEEOKEEE 461 (1.0%) . TEARERE 26 (0.5%) . Bk 1
Bl (02%) RUSE DS 16 (02%) TRDON, T, BEFEIE. LHR.
Fo et I/ IMRIRAD HESRBESR . FdAR - REIRR R OFIRMR ZERIEITRRD bk o 7,



4. HERIZONT

FEAIEL L CHARBIE (SR B O T B S b, YSPAELED
KERTE BMRTHOLERDH D, £OLT, FAOREVE 2 BE 2 BH - H5E
L. AFOREIC L ER2BIERAZRER LBICHIET 5 2 L S LERED, LTO
O~@DF N TEMITHRICB W THEAT 2 & Th 3,

@ HMERRIZHOWT

@1 TED (1) ~ (5) OWVTHMNEETHHEBR THIZL,

(1) EAEBBRESEET 50 ABECESIL RIS B RFIR D A S Rl S REE
SIS AR ILIRURIE, HsAS AR ﬁf&&k)@ﬁ&%ﬁﬂoﬂlaﬁﬁ
427 HEFR)

Q) BEMieRbt (Er284 9 A 1 RERA : 84 fER) :

(3) FERRMELEET P ADRELEREE (BADFEEEERb. BSADFREE
WIIRBE, DA EREEHEERRR ) -

(4) SRACFFRIEZELRE L. S RCEREME 1 IS SRCFRIEME 2 Ok U
WCRDEHETo TV AHEER (ERR2747H 1 BR/A @ 2538 FERR) o

(5) MBEEEALS EEMEORREREIRIBIHEIT> TV AR (FR 27 6 7
A1 BERA 1284 HEER)

D2 EHREO(LFRER CBHWERARBAR OIS +5 Y72 knEh L SRR A O ES (F
ROWTINIEE T HER) 2, YE2ERORFICETIHEEOREE L LTEE
Thtwazé,

=

. [:Efﬁfﬁnffzﬁﬁ SR2EOMPFHEEZRT L7RIZS FLULOBABEDBRRIHEERTT |
STWHZ L, 96, 28 EIT, ﬁ’AJ%%)?Yﬁ%Ec‘: L7 BRRIEE FE DHHE Z 1T
STNBHZ L,

o EARFFREE 2 EOMMPHEZ KT LIcRIZ 4 FLL L OWREBFZDBERIME %
ToTRY., I, 2FL LT, BHREOSARYRIEE B L) AIBROERHT
EEIT>TNDZ L,

@ BENOERLBREFHEOKHEIZOVT
EEREREBEIAETIELENRE SN, MECENLOERED. AP - B4
MERZHEROEER VEME AT 5 ERIEML, FEFERRE LEBEOREYE
. ESERITONAEAESTNE D L,




@ BHER~DOHIRIZOWVT

@-1 MERREHIICEE T 3 B

MEMMEBEOEERBEWERANRA LZEIC, 24 BRZEEAR O T, YR X
BERERICBWT, BHRLUEBERAIS U TAREBRE O CT Z0BER OEMICLE
IRREORERDY B PIBE LN, EbLICHETRZERSE-TND T L,

@-2 ERHEHICL2ABEEFSNSICETIEH : ‘

BABRCED D EMR RN R VB2 E T 2EREFENEERE=4 ) v 7%
BEORERDAI )V —=V T ETVEIRE L FERE G T& 3 F— LAEREH DSEH
ENTWAZ L, 2B, BEEHIZOVWT, BABE LZOFERICHSICAMS L TWY

5T &,

®-3 BIEAOBZH RSB LT

BIVER (RIEMMRBICMLZ., EESENE. LHE. Hix, BOUHRMRE. KIBK.
EEOTH., 1 BERRF. THEES. FRIEERE. mREE. BEE (Bre-
RAEMEEBTREE) . BIBEE, M. EEORBEEE, HIRMEZERE, infusion
reaction, SafE LI/ IMRIBAMESRBER (ITP) MBE ORERIE, IRIEEME, LIEEE (O
e - AR - DEEBIMNNES) . BmEEmSE) 12k L T, MEKER LT ER
BEOEMMELZATLEMELEE L EHERAOZHPXGICE L TRERUVXB ST
LNAEHICHDZ L), EBICHERLENR TE DEHBRESTWVWETZ L,



5. REMBKLEBRDBE
(22 Bd 5 FH]

) Tﬁumé¢5$%;om1miﬂwﬂﬁﬁTukéhfwé Loh. BERT

Planz &,

. Xﬂwmﬁmﬂbﬁﬁﬁwﬁﬁﬁ®%éﬁﬁ

) %%m@ﬁm WTT?LMéT5$ﬁuOWTiA$ﬂ®ﬁﬁmﬁ%éhﬁw
BEICAREZERATAIZLEERTE S,

. HLOIEFEERIREN R WEAIZRY |
 HEMMRBOEHIIIBEEDOH HBE
o MEEHGKRE CHER LR béﬁ%&@%@ﬁ@ﬁ%ﬁ%ﬁﬁ%ﬁ%iﬁﬁ
LDOICRIEMELB A DN D BE
 HOARERBOEH. Xiﬁﬁmﬁab<iﬁ%ﬁ@ﬁ&ﬁfﬁ*@%ﬁﬁ@

HoBE

« BEBHEE (ELBERBERZET) ObIRE
. Karnofsky Performance Status 70%5!%‘?% @D pEE

[ B30t BT 5 HE]

O TEROBHEICRNTHADOEHUESRIES TN D,

o MEHEREERZETSABEERR (TXF=T A=F=T, VYT7T

=T N R=TE) BEUCEREREEZ AT S RIGIRT RIS BED

Ff%‘ﬁ':ﬂiﬂ@ﬁ

&) Tﬁumé?5$%»ﬁ?5$ﬁ®E5&Uﬁﬁﬁ&;wai‘$ﬂ®ﬁMi#
MM INTBOLT, BEO\ERR L RS2,
o (LFBEERBEOBEROYA A VBIFIORDIRERES BT HBE,

©  INBREBMLERRIE,

o fLOTBEEEA (A M A CBBAEET) L DOHFA,

@D g amofsky Performance Status (PS)

Score

E

EFROFEBSAEE, HFHRBESLER,

100

E%, RRIZST 3 BEDHF LN, BEERR L,

90

BOBRKERIESH S, EBEEITRE

80

22V BRERBH DD, FH L TEEDOESI T

FBHT D LIETARE, BECEETETC, F
HILF LA CEABHRERIZLDZBDTH D,
¥x RBEONBELEL TS,

70

BABHOMEFEITESN, EEOES - 5T
E AR IEE

60

BOICHERZ LT TEBRMN, L& LENBBNLE

50

RREER L - EBES L UCEHNREFTARLE

BFOEYDZLEBEHSTTEXRY, BRHDIWN
BRREOEE L REDERELLELTD, KA
MAEICHEITTL T ARREMENH S,

40

BT BULREFBLUEENLE

30

2LENTT, ABRSYLEENRFETE LEE o TN

120

FEICEE., ARPLETEABRIBENLE

10

SEERHE - T D

5

10




6. BEIZELTHEETAREIR ‘
O WXEZICMZ, BERGEEENRET 2 EHEICE S EARFORER ONEIERE

AOEDIHERERE+HICER L THLERTZZ L,

@ %ﬁ%%m%jB\%%Xﬁ%@%ﬁﬁ%@ﬁ&@ﬁ@ﬁ%+%ﬁ%b\ﬁﬁ%%

ThbRETHZ L,

@ FRBIERADO=XT AL MZONT

o BIEMREANRSLDLNEZLHRHBDT, KRDBREICHTI-> TiL, BKRE
W (FRRREE, k., BEAE) OBEARCES X SRECERSE, B8+
WZITH Z &, Ei, MEDSUTHE CT, ME~—bV—ZFEDORELEHT 5
T,

o AFIDEEIXERE D infusion reaction | _FKT%E'H# T+ 72D TE D%
WBEATo7= L TR T 5 Z &, E/2.2 B B BEOFHR 5K infusion reaction.
B bbb s ZEbbdNDT, FEEE TR UARZEMRTRIT AL Z YA
CERET A E, BEORERZ+SICBET A Z &, 728, infusion reaction %
RBELEBAEICIE. £ETCOBERERNPZEEICEET A2 TREL +LEE

B B ISP

o HRIBEREEENHLOLNEZ ENH DD T, AFORER BT R U5 M
TR FOR SRR (TSH. HE T3, T8k T4 SORE) 2 EHT 5
z&, '

e AHFloEEIZLD. EFO%FﬁEht@#ék%i&hé%k&ﬁ%@ﬁ%
BHLPNBZLRHD, BERRDONEHAICIE, BRLAFRIUELE
%W%ﬁﬁ%&ﬁ%%ﬁOE%kﬁﬁbfﬁﬂﬁﬁﬁ SR 21TV, WEDRE
B & BEIWERN RO A BEIZIE. ABRIOKRE P, RUBIREER
N%Vﬂwﬁﬁ%%%ﬁfé L, B, BIBEERLVEOBEEICLYEIE
ADBEHSBD HHRVHEICIL, BIREH L E Y Y ORZEMHAIOEN
LEET D,

s HEKTH. ﬁLﬁ#BﬁwHﬁﬁbfmaﬁﬁmm%ﬁfé EMHBHTD

 AHOBRESRTRICHEEBEORRICHICEET B,

o 1AMERE (BUE 1 BERFEZESt) bbb, BERFEES F TV RF= X
WWEBZZEBHAHOT, OB, B, BHZEOERORBELMIEHD ERIZ+
NEETHZ L, | BEREREONHMIITRELRIEL, AR V8
HOBEEDOBIZLBEITI 2 &,

@ AHIOBERRBRICISNC, REBE, D 1 EIE 8 BRI & ﬁﬁé@ﬁﬁ%no

TN LR BEIL, AFREHIESNICEEBRE CHROBEREITO Z &,

11



REEREET A KT AV
=HA<T (RETFHEBEZ)
(Bi5t4 « A7 V—RERRBE 20 mg, 37V —RRFHE 100 mg)
~EREORTFY N E~

T2 9E48 (BR29%E9A)
A S



BR

XL HIT

AR DR, ERBST
FEERIZ DU T

BEXSR LR DHEE
BEZBELTEETNEEH

AR

P2
P3
P4 -
P7
P9

P10



1. LI :

EREDOEDNE - REMOHBEOT DI, T TELSICESWHEEREANRD
BB, &bIC, EEOREHMOESIC L) | GBS A L 0 REH 7 FiHlE B
FEESAERRSNBZTT, ZhHDERR L EICNERBEICRET 3 2 & BNIEED
BEL 2> TRY BREMBOEE & WEDEARSEF 2016 (Frk 284 6 A 2 HERBIRE) -
IRNWTh, EHNEERREOEAOEELEERYNB 2L ESh T3,

FHEFSFERR L, BEEACR AN 70 7 7 A AREFOERR L B & hic B
RBZEBHD, ZOD, HHEROELMEICET 2 ERS+5ERT 5 £ TOM.,
WHEELOBELHR T3 I LRPFSNIBEICH LTERTZ L &b, BUE
FINRER U B RERRIE R & B 2 L SRS —E DB & o T E RS TEA
TEZEBEETHS,

LIedio T, AHA FT74 0 Tid, BERBPINE TR LN TV D EFEF -
REOAMICESE, UTOERE ORBEREMEHET SBRD O LBREM, B2
HROEEEEL T,

BB, AT RTA i, mjﬁﬁﬁAE%mEﬁmﬁ%A%% ARAFEA B
BRIES S, — IR A B ARBR PR E S R O EIE A B A MRS O
bEfERLE, B

RHR L R DERER ATV — RS 20 mg, 47— R R 100 mg (—R4
=BT (EHETFHEHZ))

gL RBPEIINE : FRTEEOH IR DX ) L8

NEERBREROAE  @E. RARRIE=FRAL~T GEBiFE#H2) & LT, 1 @ 3mgke
(hE) % 2 BRRRCARBET 5.

By IR R ¥ E  NFES TEKRSH




2. AFIO®KE. ERBF

F T — R EEEHIE 20mg/100 mg (—i4& - =R~ 7 (EEEFE%EZ) . ST, X
H)) 1E. NFESTERRSHL ALy 7 A% @TYR ML v ¥ =R R
7 (BMS) #t) »BA¥ L7zt b PD-1 (Programmed cell death-1) IZXF9 5t MY 1G4
T/ 7 ua—FAHETHD, :

PD-1 43, TEMEAL L7 Y 33k (T B, B MR O F = 5% 5T M) BOVE
BEZAIMICRIRT HCD28 7 7 IV — (T MIROEEZFHBIHICIE L AIZHIBET 550
FE) BT ARERTHS, PD-1IFURIRTMAICRKE TS PD-1 Y K (PD-LI
RUPD-L2) LA L. Y7 BRICHBHES 7V R L TY v S BROTEE(LRIER
AHEL T D, PD-1 U VY RI3FURR RSN b b Ok~ 2SRRI HEE
LTk, BHREAEEED DR LICERERIZHBIT S PD-L1 ORHALNROESF
HIR & ORIICAOHBIRES 55 2 & B#E ST\ (Cancer 2010; 116: 1757-66)., -
¥ 7 EMEAERE CIIEMEE T MISEET B L F— 7 = u L H o~ (IFN-)
IZ X > T PD-L1 ORENFHFE I, &5 LI-EEMRRICIIT 5 PD-L1 OFBHALNFED
AFHE L OBCEOHRBEGERH D L0HELH S (Sci Transl Med 2012: 28:
1271a37). & Bic, PD-LI ZMRHIRBE S E S AMILT. FURAERA CDS Bt T Mg
@ﬁ@%iﬁﬁ%ﬁ%éﬁémJ*HnAerPlemnAa@FA%mifét
7 OB EEMNEET S 2 L BRI TS, B0 L5 PD-1/PD-1 U H FiE
i%imh@ﬁb#ﬁ%ﬂ%&Tﬁ@#%@&%%%@ﬁ?é%%@—okLT%KB
T3,

AHNL, SEEREBR DR R D PD-1 OHRRSGEIR (PD-1 U H v FRES ) I2/FE L.
PD-1 £ PD-1 Y X FLOBEEMET DI LICX Y BAFURRRRYZ: T Mg OTEME
LR OB AMRIC R 2 MREEEEL BMT 2 2 L THRENRTIESFDIRZ =T Z
EDHERIN TN D, '

THhLDEENS, AFIIEEEEIC AT AF - RIFREICRVED bO LHF S,
EﬁMT/%/)/AE$%%ﬁ%&LL%F%&%%@L Bk, BEHRUOERE
HERRER I N,

REIOVEABFIZE S BEDRERISI L 2EIERER S b bh, ERXIIETIC
%57%&#&6 AHOBEF RO ES%IZIT, BEOBELHoITITV. EEMFE
D HNTRAITIE, BRLUAEERIIS U B2 M#E & RREFFOEM L EE L GE
)72 512 %%ﬁw @W@ﬁﬁﬁfkiéﬂ@ﬁﬁ&bnéﬁA X, BIERE RV
EUHIOBEEDOEUIRAELIT I LELH D,



3. BRPRERAK -
ﬁ%li%%&@ﬁﬂ%f/#/)/Aﬁwﬁwﬁﬁﬁﬁ%ﬁoti&ﬁ%ﬁﬁw
B =T,

[FHhiE]

- © ENELDMERE (ONO-4538-15 BUER) '
E FEMBHRBER O T VoYX~ XFFr EFEEL) T, 7
VYRS ) IR TR O BRI EEA M O B AR VX ) Lo

(ECOG Performance Status 0 XUt 1) 17 Bl &38RIT, A 3 mg/kg % 2 8RB T A7

BHE LT, EEFVMEEE ThHEHE (LFT IWG criteria (2007) 1223 < ufEIC

X % complete remission (ELTF. TCRJ) XiZ partial remission (BAF. [PR)) D#EI&) i

75.0% (95%EHIXH : 47.6~92.7%) Th-o7-, B, FANRE LIZBEEN 20.0%T

Hol,

@ S E NAERER (CA209205 3B%) (Lancet Oncol 2016; 17: 1283-94)

B R EMHMEBERETRICT LY XU~ T I LB E 2T 2 BR UIER S
DEBME TR Y L AERE (2 A — b B, ECOG Performance Status 0 21X 1) 80 5
EXBIT. AH 3 mgke % 2 BRME CARRE L, FEMER THIEPE (&K
T IWG criteria (2007) 1ZE-3< HR¥FEIZ L 5 CR i PR DEIE) 1% 66.3% (95%(E
X : 54.8~76.4%) Th-oTe, 2B, FRNCHRE UZBEMEIX 20.0%TH-o7,

[&=24#)
© ENF IR (ONO-4538-15 %ﬁ%ﬁ)
FEFRIIL2HIIRBDOON, FE L OREBHEBEETERVEEEL L LFIC
bivic, FHRER SN EORBHERIITRO L BY Thol,
RREN 5% EOBUER (REMAITHERE)

#=BRKTER 17'1%(‘ (%)
&R A
(MedDRA/J ver.18.1) 17 &
£ Grade Grade 3-4 Grade 5

2EI{ER . 17 (100.0) 2(11.8) 0
TR e SR



g (%)

B e £
(MedDRA/J ver.18.1) 17 44
2 Grade Grade 3-4 Grade 5
) o 1(5.9) - 0 0
R

2(11.8)
. . 159
BER& 2(11.8)

£ oG ; :
_EAICHES RIS 1(5.9) 0 0

HUMRERD
A
JUIREGD

2Y . 0 ,
&5 b Y U AME 1(5.9) 1(5.9) 0
BERBIR , 1(5.9) 0

0
KEREE 1(5.9) 0 0
SERRE R 1(5.9) 0 0
% 3 FEE : 5(29.4) 0 0
b 4(23.5) 0 0

R, MEMEMESR1H (5.9%) . BRHRARE 2 5 (11.8%) . RKIBX - EEDOT
F 16 (5.9%) . FFHEREREE 1 61 (5.9%) . FUIRIREREREE 3 41 (17.6%) . FlRIEE
3% (17.6%) KU infusion reaction 1 ] (5.9%) TEH LN, F, EEHESE,
DS, fhk. 1 BUEIRIAR. St i/ MBI SR . Pk, BHEEES. BIBES,
Mgk - BEIESE. EEOKEEE. HIRLEERE, TEABERS, BRRUTSLEIR
RITBD LN T,



@ MAEIMERER (CA209205 H5R)
HEFSIT 238243 1l (97.9%) KBHHN, AR L OREBESTETERVEE
1T 185243 B (76.1%) 1T bIvTz, FEEN %L EOBWERIITRO LBV T

Hole,
FEHES 5%ULORINER (All Treated Subjects)

BEAKNE : Wiﬁ % g/;
HAGE
(MedDRA/J ver.18.1) : 243 )
: 4 Grade Grade 3-4 Grade 5
48(19.8) 0

2BIER - _ 185 (76.1)

CREREE 13 (5.3) 6(2.5) 0

T HE T R 14 (5.8) 2(0.8)

.
TH 34 (14.0) 2(0.8) 0
N 24(9.9) 0 0
1EH: ] 19(7.8) 1(0.4) 0

R - . o 0(206) 2008 0

B 21 (8.6) 0 0

FS=vFI) PIURT =T 3 7(29) 0
FARGRXUBT I ) FF LR T 25— PR . 5.1 0
Y A ,

‘ I 14 (5.8) 0 0

21(8.6) 0
28 (11.5) 2(0.8) 0.

7B, BEEMER 15 61 (6.2%) . HESHRARE 19 B (7.8%) . KIBX - EED
TRI6 B (2.5%) . FREEEREE 22 61 (9.1%) | AFL 5B (2.1%) . FOREREAEREE 28
Bl (11.5%) . PERRMESE 40 B (16.5%) . BHEREREE 4 4 (1.6%) . MMZ - BEES 1 4

(0.4%) . EEDOKRBIEE 3] (1.2%) . BARMARZERSE 1 #1 (04%) . infusion reaction
3861 (15.6%) . BES 2 61 (0.8%) RUSE HEL 24 (0.8%) TROLIEZ, Fiz,
ERGEE, UK. B, 1 BERR, REMENL/IMBO KRR, BIBEERV
TEABEREZSIIRD bhihol, ‘

/



4 M'B‘Q‘L.ob\’c

FAME L L CHEAREHAE (LFIRL) SBEELATVAZ EhD, YMHAELHE
g L%ﬁﬁfééﬁn’c%édéxﬁﬁbéo ZDLET, AR OBRENEE R BE DY -4
E L. AFOREIC L) BELEWEAL R LEBICHNT 5 2 LB ER D, UTF
DO~QDTRTCEFHZTHRIZBWTERATAIRETH S,

@ HERIZHOWT : '

D1 FEDO (1) ~ () OVTRNCHELT BERTHD L,

() BEAEFBRKEIEET HBADREERLURRS EEFIRS A B REEIL IR,
HUS S A B HL SRR, HUSRAS AR &) (R 284 10 A 1 HERA -
427 KEFR)

(2) HBEHEERBRE CER 2849 H 1 BRR : 84 BER)

(3) FEFENENEET IVALEELRG (BSABEREEREERE. 7)%39%@%
WHmbE. AR ECEEHEERR R L) ' :

4) S LEREEZRE L. SRCEREME 1 m:t%ﬂéﬂ:%‘ﬁ?fbu%: 2 DfEFRFEHE
IR DB AT TV AR (TR 274E7 A 1 BEER @ 2538 Hask

5) FEMEEALFEEMEOmBRERICRIBHET > TWDiEER (B 27 £ 7
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