EEERHEEST A RFA v
=R~ 7 (BinFr#Z)

(BR5E4 « A7V — A REFHE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~ B~

ERR2 989 A (Fn 445 AKET)
BT BE
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1. 1IZU I P2
2. AANOFE. (FRET P3
3. ERIRRE P4
4, FERIZOWNT P18
5. H&EGXREMDEE P20
6. WHIZEEL THETNEHH P22



1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERM T ESR L, KB ERASCL ST 2 7 7 A VB DO ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L7eo> T, KA RTA4 Tl BRBEMESLZNE TILELN TV D EFIFR -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASEEEANRR
BRI R P . —MAERTE N B ARERIR NRHE S R OV At FE N B R B B2 00
b EER LT,

RGe L I HEIRS, - A VR ERE 20 mg, A U — R SEETE 100mg, 4TS
— RS 120 mg, A7 Y — RS 240 mg (— %4 - =
P~ 7 (Bl FHH#z))

REERDPEIR - BB OISR R EAT - FEHE O FHE

WG ERDRMERORE  @E . IR~ (BT Z) & LT, 11 240mg
Z 2 BRGSO 18] 480 mg % 4 3 R RIE CAGEEET 5,
i OHFEEMEIES A & O 2 581%, B A=A L ~7
Bz z) L LT, 1 8] 240 mg % 2 WML 1 (5]
360 mg % 3 i MR CRIEEET D,

B I 5B 3O /NP TERRUAAE




2. AHNORK. VERBF

F 7Y — R T 20 mg, [RLAEEE 100 mg, [FAGEETE 120 mg K& ONF] s fsiE:
240 mg (—fi%4 : =R~ 7 GEE ), LT, TARA) Lvd,) ix, /NEREES
TEMAKSLEAZ Ly 7 24 BT VAR e =AY —X A7 A7 (BMS) ) 2
BA7 L7t K PD-1 (Programmed cell death-1) (Z%}9 % & Nl 1gG4 € / 7 v —F /LHLfk
Th b,

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

BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFHRET L CTWb, PD-1 U W RiFHURE MBI B b O & 22 G/ 588
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L7 EEMARIZI T D PD-L1 ORI LIk
ALEHIR & ORI EDOFBARRN 5 & O#HE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 Z 3Rl RHE S B8 AT, FURRRA CDS BHME T Miia o Hifa &
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEIGEREIE T 5 Z EDRENTND, DI L5 PD-1/PD-1 U 72 RERE&IL, 23
AR HURRF A e T MM OWEBEEZ BT 5HFD—>o L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL K OV AR IR k9 2 AR TG M 2 58 5~ 5 2 & CRefci e PuiEgsh iR 4 k9
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
BB 2R & LTCBRRERZ R U, Ak, et R OCRAEER R ST,

ARANDVEFIHERAC IS < M O S RIS & B BHEM %23 d 5 b, TE I
EDFREMEDN & D, AARIOEGH RO GHITIT, BEHEOBERZ H0IXATV, BFE R
D BTG AITIE, BB L2 HUTIE U B 2 ik & B8 & FF o R Afl & L Col
EI7RERIZ I 21T\, B ORIERIRIC K D RWER MDD AT, IR AR L
U FI OB GO YR LE AT 5 LERD D,



3. BB
1B BIBRARE 72 BT « P38 D H 98 O AR G-I 217 - 72 T 72 BRI RER O plis 2 37,

[H2hE]

DE BRI FFH M FEFER (ONO-4538-127857)

22O LL DAL FHRIEIE 2 A5 D EEAES R S AN XU AN O TR IR R RE 72 1A T« 38
O HFE T RIE T A EE (EEOFLARIE ALY EF5emlNISALE T 5 IR
5 BEA930 (A ARNEE2260 % 5 de, AFIFEIZ0N], 7T B ARRELE3M]) 25T,
7T R ERIRE U CARKIZ molkgZ 200 ] [ b CREENE Lz & 2 0F MR O L 4
PEA MR LT, FEFHIEEE Th 2 2AEFHIM (LUF, T0S) Evvo, ) (R efi [95%
fEEIX] ) 1%, AFIFET5.26 [4.60~6.37] B H, 77 AR T414 [3.42~4.86] H A
ThO ., KFNLT 7 BRI Lt FRIICHBERIER 2R Lz (O — RE0.63 [95%
{SHEX M : 0.51~0.78] . p<0.0001 [J&%Hlog-rank &1 )

1072, —— AEIH
T JItAE

0.8 1
0.7
0.6 1

0.5 1

R

0.4 1

0.3 +

0.2

0.1 5

0.0

at risk % £HFEM(R)
 AFIE 330 275 192 141 94 56 38 19 10 5 3 0
J5€ARE 163 121 82 53 32 16 10 4 3 3 1 0

[X 1 0S @ Kaplan-Meier Bi#t (ONO-4538-12 35R)

@ E B [F H MFEFER  (ONO-4538-44/CA209649 F5R)

BB O 720 e b RN = 5028 (LLUF, THER2) &9 ,) BEMEOIRE
OIBRARRE 70 AT - RO BB XTI REF#ETE (EEoPONEEREGH LY BT
S5cmLNICALE T 2 i) A 1,58161 (A ARNBE 10961 %2 5 e, A+ bFRE2 R

4



78961, ALTEIRIEAET261) ARG, AbFIEIEE IR E LT, ARAIHEFFRIEDO AR
MR OV R Z G LTz, EEFHiSE H T & % combined positive score™ (DL, [CPS|
VD, ) =S5EMIZRT L mAEALFIIM (LUT, TPFS) & 9,) MOCPS=54EHIC
BIFHOSITONT, AHHLFRIEIILFIRIEICR LG FRICAEERIER 2R LT
(1, K2) . S5, FANTHE SN BE FIEL A BEKEOE TIZHE > THRIE
PITONTRER, BIWRGHMIIAE & SN 72CPS= 1M K NITTEMIZ BT 50SI2 oW\
b AHHEFREI I EFRIEITS LG FIICA BERIER 2R LTc (1, 3) .
*1: HER2 HE A REUTIARNE O BHE | K OEIEIIES O H.003% 5 O B8 bIHANATEEE L,
*2 0 LT O(LFHE (RIS EMINER) 25 L (O %9 77 18 130 mgim? (k%
HFE) % 3 MM CARMEEL, B2 % 1000 mg/m? ((AFiEFE) 4 1 0 2[E, 2 HER
A%5%1C LERAEE, UI@A XYY 75 F 2 1A 85mg/m? (EFHE) . AU F— Ly
7 2 1[H 400mg/im? (RLEFE) MO 74 m 7 F )b 1[E 400 mg/m? (R HEAE) 4 2 38 b
THRFEFEL, 7041w Z 20 2400 mg/im? (KREFE) % 2 BT TEIRNEHER 5-%12 12
ARIARSE] | ARFI-HLEFRERECIE, ARF (O1 1] 360 mg % 3 3 I X 1X@1 [7] 240 mg % 2
FIRIRR CRiFRE) 2 2n2h EiROXT@ bk L A Lz,
*3 : JEEHHAR I D PD-L1 A8 Lok (EEMa, ~ 27 a7y —I RO U NEk) &g
FfagChR L. 100 % 3 U 7= fiH,

# 1 HLMERE (ONO-4538-44/CA209649 3RER)

R fiE
BEEM 1BIERE Bk [95%(E XA ] AP — R
(1 A)
AA+ 7.69
[ 473 N 0.68
PFS™ CPS=5 L FIRIsRE [7'036 059'17] [98%(= FHIX[H]
{LZERRIERE 482 [5.55~6.90] 0.56~0.81]
AA+ 14.39
e 473 - 0.71
cpszs  [LFHRILEE HBII623T rog avafmimicn
{LZERRIERE 482 [10.02~12.09] 0.59~0.86]
A+ 13.96
N 641 - 0.77
052 CPS=1 (e heine [12'5151 3;4'98] [99.3%f=HEIX ] :
(LRI 655 [10.64~1225) 0.64~092]
AA+ 13.83
[N 789 N 0.80
ITT i [12'5151 5164'55] [99.3%(Z#E X 1] :
L RRIERE 792 [10.87~12.48] 0.68~0.94]

*1 o EEMTEEO T — X |

*2 : RERATRE DT — % | *3 ¢ R Cox Bl — RET L



1.0

0.91

0.81

0.7 1

0.61

A+ HRIERE
0.51 %,

0.41
0.3 1

0.21

Probability of Progression Free Survival

)= gy = ]
- V= O e =R = =~

0.11

0.01
| B R L N | T T T 1 1 T

0 3 6 9 12 15 18 21 24 27 30 33 36

At risk %% HEAELEIT T S0 (A7)
KFI+bFeERE 473 384 258 181 132 89 60 39 23 10 8 1 0
b isRE 482 325 200 109 72 41 25 18 12 7 4 0 0

X 2 PFS @ Kaplan-Meier Bif#f (ONO-4538-44/CA209649 3RER) (CPS=5 &)

1.01
0.91
0.81
0.71

0.61
AF AL IRIERE

0.51

0.4

0.31

Probability of Overall Survival

0.1

0.01

0 3 6 9 12 15 18 21 24 27 30 33 36 39

At risk % MEVEAEI T2 H OWIR (H)
KEI+Heggare 789 731 621 506 420 308 226 147 100 49 34 14 2 0
b ERE 792 697 586 469 359 239 160 94 59 35 15 7 2 0

X 3 OS ™ Kaplan-Meier Hi#f (ONO-4538-44/CA209649 3XBR) (ITT £H)
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(PD-L1 ZEBUR LA DA 20 H:)

E B ILFEFE AR (ONO-4538-44/CA209649

BWER) THLIA AR BT D7 — ¥

(25 & | PD-L1 OFBURDUN AT 21T o To Ao (BRBI 2t 2 5 te) R OVZAE

PEOFREFRIZUT O LB Th o7z,

ARENHALFIIEOF ML, CPS 23 5 Afii (CPS<1 TN 1=CPS<5) DOFEFEMT
I, ALFRIE L IZIERE CTH 72 (2, K4),
723, PD-L1 ORBEURIIC L 6T, AFOZEMT v 7 7 A WViTRETH - T,

& 2 PD-L1 OFRBLRIBI DB ZIME (ONO-4538-44/CA209649 3AEk)

SR

PD-L1 R ” = Y — RS A HAEH
55 TR P LR tosetamtcn) o pin
AH+ 140 8.67
cPS<1 (LRt [6.93,9.69] 0.93
RN, 8.11 [0.69~1.26]
(b RIERE 125 [6.87. 9.82]
ARH+ 168 7.16
S 1=CPS<5 {bZFFRIERE [6.83, 8.38] 0.93 0.0257
e [7.03,9.07]
AHAl+ 473 7.69
CPS=5 TSR IERE [7.03,9.17] 0.69
- TN 6.05 [0.59~0.80]
[[#=2F=isd 482 5.5, 6.90]
AH+ 140 13.08
cPS<1 (bR IERE [9.82, 16.66] 0.92
e 12.48 [0.70~1.23]
fesptibge 125 [10.12, 13.83]
A+ 168 12.29
0S5 1<CPS<5 e =35 5 [9.63, 14.26] 0.97 0.0345
T [10.87, 13.90]
AHl+ 473 14.39
e =35 5 [13.11, 16.23] 0.70
CPS=s 11.10 [0.60~0.81]
(bR IERE 482 : : '

(10.02, 12.09]

*1 FEMHTRE DT — 2 *2  RERiTRE 0T — 2 *3 : JEERI Cox Ef Y — RET L



1.0

08 oS

i,

. %

o S o
. ARF LR

Probatabty of Cverall Survival
{=]
wm

04 s : /
0,3 /‘u“t—._:'l_‘\ N
0.2 -_\LL‘—L,_J_*
0.1 AbSFRIERE -
001 i . — . . . N . . i |
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk % WAEABIS T2 DO/ (H)

ARIE/ICHE 140 129 112 89 72 51 40 29 20 9 6 3
ICT¥ 125110 92 77 61 41 27 15 13 9 4 3

1
2

0
0

=]
o

1.0 x.‘l\%\

il
o

(ON)

o
~

=
-

N
.

o

AF L EFRIERE

<

Frobabilty of Overall Survival
o {=]
= in

=
2

1=CPS<5

oz
0.1 T e i
(LR ERE
o 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
At risk 2 SRS 705 o1 ()

AFE/IC #E 168 157 125 99 83 56 34 22 15 7 6 2
ICHE 173 154 133 112 81 56 33 21 11 6 2 1

0
0

0
0

1.0

. CPS=5
0.8 OS
or
1]

AR+ AL ERRIERE

Probabdity of Cverall Suraval
o o
L m

Y N
03 B, »
S mn
0.2 T, T
(LR e
ki)
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
At risk %% IEAEZEI 2B oM ()
KHE/ICHE 473 438 377 313 261 198 149 96 65 33 22 9 1 0
IC# 482 421 350 271 211 138 98 56 34 19 8 2 0 O

Frabability of Progressicn Frae Sureival Frobability of Progression Free Survival

Frabahility of Progression Free Sureival

1.0
s M"’;l CPs<1
&,

0.8 L PFS
oy ﬁ
05 :"’!E_
05 x':\L
0.4 \_K
03 h
0.z
! 2375 S
I:l.ljl T T T T T T T T T T T T

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

HEAEABIN T D OWIR (A)

140 110 72 49 29 22 11 5 4 2 1 0 0

125 82 53 32 20 11 6 6 5 4 2 1 0
1.0 f&

<
05| b
0.8 }b\'{, PFS
4

o
N

=
m

a
in

[
-

B
[

o
b

a

fLpsmisne R — -

0. (R
0 3 6 9 12 15 18 21 24 27 30 33 36
EAERBIS T o 0WR ()
168 138 93 53 35 24 11 7 4 3 2 0 0
173 127 91 58 27 12 6 3 1 1 0 0 0
1.04=
>
oo CPS=5
o PFS
o7
a8
s o, > N
, AHN AL WA
0.4 T
0z S A /
0.z o "
- @#--11’_‘_'—-"41 .r-']
1 {K?Lﬁ?ﬁﬁ T T | e e e
0.0

— T
0 3 6 9 12 15 18 21 24 27 30 33 36
AR BT 2o OHIR (H)

473 384 258 181 132 89 60 39 23 10 8 1 0

482 325 200 109 72 41 25 18 12 7 4 0 O

X 4 PD-L1 DFEBIRIEID OS X PFS @ Kaplan-Meier Hif (ONO-4538-
44/CA209649 3R 5%)

(0S (&%) : kX cPS<1, HHRX 1=CPS<5, TX CPS=5)
(PFS (F%1) : EX CPS<1, HHR[K 1=CPS<5, T CPS=5)



QEBEILFZE /MAHER (ONO-4538-37 #lR)

{LZFHFRERE D 720y HER2 [ OV EIRABE 21T - FRR 0O B ST Bl H 65
i (EBOFRLAREEEAMEIY BT 5 om DINICAE T D) B 724 61 (AR
NI 395 il 2 Gte, AFIHLFHRE2RE 362 6], 77 2R HLFBRIE2 R 362 4]) %
KR, 7T B AR HEFEIE A IR E LT ARF AL FRE O F WE & O M 2 fst
L7z, FEFHEHEE O—>ToH 5 PFS (P RAE [95%EIXHD) 13, AH+ b hisrt
T 1045 [8.44~14.75] B H . 77 BRHLFIRIERET 8.34 [6.97~9.40] WA THY
AFNHALFFIENL T T B R HEFERIECS UG RIICE B REE 2 /R LT (NP — R
Lt 0.68 [98.51% F#EX ] : 0.51~0.90], p=0.0007 [J&%HI log-rank FRE]),

Fio, O OOEEFIEE THDH 0S (FHRfE [95%EFEXM]) X, ARAI+H{LF
FRIERET 17.45 [15.67~20.83] A, 77 &R HLFEIERET 17.15 [15.18~19.65] 7
HToHY | BAIHEFFEL T T R HEFEEITS LG FRICA BRIER & S 78
Motz (ONF— FH 090 [95%E#EX M : 0.75~1.08]. p=0.257 [J&H log-rank #7E]),

*1 1 HER2 HE R RESUTARME O BE TG4 & LT,

*2 : AF| (1[5 360mg % 3 AMIHINE CATRE) U7 TERE . LR/ (RS Eifi
R AOPA L7 [A%9 U 75 F 0 106 130 mgm? (REFEHD % 3 18 H I AR §E L
FHT = XRXAT N AT TN H Y T LEEH 40 mg/m? (RRERE) I~ % £ 1000
mg/im? (KRS % 1 H 2[[, 2 BRI D54 LRBEE |

1.0 4
B - —o EH AR FYTSFRY
S-1RIFHRIEEBrAR
0.8 -
-o-T5uR [ AFYYISFURY
0.7 - S-1RFHRIEEVGHRE
% oo .
j 08
& y
4 05 - ) ' -
7z = A
* 5 - %
03 - g
g2 ¢ .- e
o ¢
0.0 ‘ ,
0 3 6 9 12 15 18
at risk# G ELFHRA)
i ;_,*;:;;zg_gg:;;g 362 274 168 %4 46 13 0
i L e g T 259 160 80 30 5 0

X 5 PFS @ Kaplan-Meier BEift (ONO-4538-37 35%)
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1.0 4
0.9
—A— &Rl A EHYTSFURY
08 SHIRIFHRIRE L HrAH
07 -G- ISR AFHIISFUORY
S-IRBARSAE L HAN
4 06
04
03 A
0.2
0.1
0.0 T T - -
0 3 6 9 12 15 18 21 4 27 30 33
£FAEA)
at risk#
IMASIIIITLBU 360 346 318 269 232 193 169 150 102 58 23 2
IERASITIIAG agp 342 301 250 219 492 A6r @ 97 4B 16 5

X 6 OS ® Kaplan-Meier it (ONO-4538-37 3AR)
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[Z241%]

OENFEIMAERE (ONO-4538-12 75x)

B E R G IAKIRE 300/330 ] (90.9%) . 7Tt AREE 135/161 14 (83.9%) 12D S,
1RBRIE & DR RBIURNEE TE WA FEFRITAHIEE 141/330 # (42.7%) . 77 &R
¥ 43/161 B (26.7%) IZRE® ATz, W ORETIHILRD 5%LL EORIERIE T #
DEBYTHoT,

F3 WTNOHOBETRIEEN 5% EDEWER (ONO-4538-12 3AER)
B (%)

CHEN PN |

B Mﬂﬁ 7“5@;:3#
330 1 161 141
(MedDRA/] ver.19.0) 4 Grade  Grade 3-4 Grade 5 4> Grade  Grade 3-4 Grade 5

EIEA 141 (42.7) 34 (10.3) 4 (1.2) 43 (26.7) 7 (4.3) 2 (1.2)
B lEE

T 23 (7.0) 2 (0.6) 0 3 (1.9 0 0
—i% - EHEER L ORI ORE

%55 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
FERE 3 J OV TRk R

) FEE 30 (9.1) 0 0 9 (5.6) 0 0

W95 19 (5.8) 0 0 5 (3.1) 0 0

2B  ARHIREC B TRVEMERR B 7 61 (2.1%)  BESUH BARIE / 2 A/ F—9 1] (2.7%) |
KIG% « EHEED THI 461 (1.2%) . 1 BIBERIA 3 451 (0.9%) | ITH&RERE 18 5l (5.5%) |
% 1651 (0.3%) | HURARERERETE 13 5] (3.9%) . #ifkfEE 10 ] (3.0%) . BEHnEk=
E 14 (0.3%) . THEMAERERE 1 61 (0.3%) | FRRIMRIERRAE 1 61 (0.3%) & O infusion
reaction 1 5 (0.3%) M7 biLiz, £7o, BEIEMMEIE, DK, sk, Ml
PBUDVESRBES , R PRE, BEEOREREE ., MK - B, BERKLK DS E D FERITR
Lo To, REWEHREBLRDUIEEFES (MIRMEERT 2 51) &+ OEFER
AT,

@EFELF AR RBR  (ONO-4538-44/CA209649 7kbR)

A EFGITIARAN L FIIERE 776782 5] (99.2%) . {b7FHEIERE 752/767 5 (98.0%)
(2588 B AL, AR LFHE & OREBERNEE TE WA FEERIIAA H b7k
T 738/782 5] (94.4%) . LFIRIERE 679/767 1] (88.5%) TR HLT-, WDt
THELFEN 5%LL EORWERIZTTERDO LB ThoTo,

11



F4 DTN ORETHRERN 5% EORITER (ON0-4538-44/CA209649 FA5R)

ARE ISR
FEATE
(MedDRA/J ver. 23.0)

%k (%)

KA HLARIERE

782151

LSRR
7671

4Grade Grade 3-4 Grade 5

4>Grade Grade 3-4 Grade5

A BIVEH 738 (94.4) 462 (59.1) 4( 0.5) 679 (88.5) 341 (44.5) 0
B W

LD 323(41.3) 20( 2.6) 0 292(38.1) 19( 25) 0
T 253 (32.4) 35( 4.5) 0 206 (26.9) 24 ( 3.1) 0
Mg - 195 (24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
BRI 73( 93) 2( 0.3) 0 61 ( 8.0) 0 0
SISDS 57( 7.3) 7( 0.9) 0 47( 6.1) 1( 0.1) 0
PR R E

KR = 22— /T 221(28.3) 31( 4.0) 0 190 (24.8) 22( 2.9) 0
AR = 2 — 1 F— 137 (175) 16 ( 2.0) 0 119 (155) 14( 1.8) 0
SRR 59( 75) 2( 0.3) 0 61( 80) 1( 01) 0
RN 42 ( 5.4) 0 0 38( 5.0) 0 0
GIEERA 40( 51) 2( 0.3) 0 17( 22) 1( 0.1) 0
B AR AR AT

Bt v ER AR A 158 (20.2) 83 (10.6) 0 118 (15.4) 67 ( 8.7) 0
1R A 156 (19.9) 20 ( 2.6) 0 115(15.0) 19( 2.5) 0
TARGRUEET I ) T A 75 122(156) 12( 15) 0 69( 9.0) 5( 0.7) 0
—EHhn

I 1 BRE R 112 (14.3) 23( 2.9) 0 77 (10.0) 13( 1.7) 0
To5=LTI) NI AT 25— 89(11.4) 6( 0.8) 0 50( 6.5) 5( 0.7) 0
n

U —BHEN 89 (11.4) 45( 5.8) 0 34( 44) 16( 21) 0
735 —EHm 71( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
M7 AU RR7 7 &2 —EHiN 52( 6.6) 5( 0.6) 0 34( 44) 2( 03) 0
A e U e s 48( 6.1) 4( 05) 0 32( 42) 2( 03) 0
IR E D 45( 58) 2( 0.3) 0 33( 43) 1( 01) 0
MR LY o REE

21 203 (26.0) 47 ( 6.0) 0 171(22.3) 21( 2.7) 0
i ER R 191 (24.4) 118 (15.1) 0 181 (23.6) 93(12.1) 0
/N IRD iE 157 (20.1) 19( 2.4) 0 145(18.9) 13( 1.7) 0
BRI E 63( 81) 5( 06) 0 55( 7.2) 11( 14) 0
—f% - EEEER X OG0 RRE

g 202 (25.8) 30 ( 3.8) 0 173 (22.6) 17( 22) 0
407 9E 73( 93) 7( 0.9) 0 81(10.6) 10( 1.3) 0
Fe N 64( 82) 4( 0.5) 0 22( 29) 1( 0.1) 0
FEIBE D JEAE 62( 7.9) 6( 038) 0 45( 5.9) 5( 0.7) 0
BT 42( 54) 2( 03) 0 36 ( 4.7) 0 0
FEIE R X OV TR

T - RJERIRA AR RREERE 94 (12.0) 11( 1.4 0 81(10.6) 6( 0.8) 0
W5 74( 9.5) 7( 0.9) 0 12( 1.6) 0
Z 9 FESE 54( 69) 1( 0.1) 8( 10)
R L OvesEhEE

BRRDE 157 (20.1) 14( 1.8) 0 139 (18.1) 13( 1.7) 0
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Bi% (%)

ke AHI {CEHUTE {FHILRE
- 782131 76741

(MedDRA/J ver. 23.0)
4>Grade Grade3-4 Grade5 4:Grade Grade3-4 Grade5

Rl A s

FOPR BRFS REA T E 70 ( 9.0 0 0 2( 03) 0 0
BE, PERB X OWES IHE

HEAITPE S RS 66 ( 84) 11( 1.4) 0 30( 3.9) 5( 0.7) 0
G fs R E

I HBUE 48 ( 6.1) 4( 0.5) 0 10( 13) 2( 03) 0

7235  ARH AL F AR B\ THRR B 466 141 (59.6%) | T HERERE S 203 141 (26.0%) |
infusion reaction 111 1l (14.2%) . FURIREEGERET 96 61 (12.3%) . HEUTHALAEIE 68 i
(8.7%) . KM%k - /MG - HED T 52 5] (6.6%) | MIEMEMIZEE 42 61 (5.4%) |
HEOREEE 28 i (3.6%) . BHERelEE 26 1] (3.3%) . (LB 15 #1 (1.9%) .
FRAR AR ZEARE 13 61 (1.7%) . 28 761 (0.9%) . FE(AHHEREE 6 41 (0.8%) | Fl
AFSAEREE 4 B (0.5%) . M2 3 6 (0.4%) . LB 2 B (0.3%) . 1 BUHEGRSS 1 B
(0.1%) . SEHIEL 16 (0.1%) . FEEZE 161 (0.1%) M OVEFL 161 (0.1%) 2D 5
iz, E£io, EEMHEGE, WK - BRI, fhzk, mERE %, BB KRS, Bl
FENTR . TPARA, AREFEREE . MBRERIEMRE R ONEE; HH IRE O S o 7o, RENE
MZBURDUIBIHEFS: (BARRAEERE 2 5T) 2B 0EHERE =T,

@ E B[ /M AERER  (ONO-4538-37 #klER)
B ERHGIIAK| LR EERE 358/359 5l (99.7%) . 7T &R b RRIERE 357/358
(99.7%) IZRBD HAL, AF, 77 BRI FFLE L ORRBEBNEE T RWEE
FRITIARA + b7 REEE 351/359 1 (97.8%) . 7° 7 & A + b iE#E 349/358 151 (97.5%)
RO BTz, WTNDORE TR 5% EORITERIZT FRO LBV THoT-,
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#£5 WTNOLOBETRIARY 5% EDOEWER (ONO-4538-37 AER)

s B (%)
it A+ LR 7 5 R
%ﬁ”gDRNJ 22.1) 359 {3 358 14
¢ ver.e<. 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

A RIVEH 351(97.8) 205(57.1) 3( 0.8) 349(97.5) 174(486) 2( 0.6)
TR E

RRYMRE = 2 — 1 3F 201(56.0) 14( 3.9) 0 189 (52.8) 8( 22) 0
TR AR 4 57 (15.9) 0 0 52 (14.5) 0 0
KM= 22— 8T — 51(142)  3( 0.8) 0 47(13.1)  10( 2.8) 0
Sl 24( 67)  6( 1.7) 0 12( 34 2( 0.6 0
H kS

B 181(504) 10( 2.8) 0 180 (50.3) 12( 3.4) 0
THi 125(34.8) 16( 4.5) 0 110(30.7) 14( 3.9) 0
i I 72(20.1)  5( 1.4) 0 66(184) 3( 0.8) 0
A% 64(17.8)  6( 1.7) 0 46(12.8) 4( LD 0
55K 44 (12.3) 1( 03) 0 26( 7.3) 0 0
HE 975 19( 5.3) 0 0 17( 47) 1( 03) 0
R AR AR A

Bt v ER AR A 157 (43.7)  71(19.8) 0 134(37.4)  57(15.9) 0
RN T e % 144 (40.1) 34 ( 9.5) 0 157(43.9) 33( 9.2) 0
P i kARt 77(21.4)  10( 2.8) 0 60(168) 9( 2.5) 0
FTANRSEUEET I~ 54(15.0) 4( L1) 0 44(12.3)  2( 0.6) 0
FURAT =T —BEM

FTI=UTI)RTUA 41(114)  2( 0.6) 0 36(10.1)  6( 1.7) 0
7 =7 —E

M e UL e R 34( 95  6( 1.7) 0 22( 61) 2( 0.6) 0
R E R 22( 6.1) 0 0 19( 5.3) 0 0
y—ZNABINETA 21( 58)  6( L7) 0 9( 25)  5( 14 0
7 = 7 —E
Rtk KOs E

AAEOR 187 (52.1)  29( 8.1) 0 196 (54.7) 23 ( 6.4) 0
—i% - 2EFEER X ORGSR OIRRE

7 72(20.1)  5( 1.4) 0 72(20.1)  2( 0.6) 0
ysNR 59 (16.4) 0 0 62 (17.3) 1( 03) 0
e 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
1 S5 27( 75 4( LD 0 26( 73)  5( 14 0
KRG ¥ KOV TRk b

FE . RERFMEARE 53(148)  5( 14) 0 48(13.4)  4( LD 0
JE R

Fei5 45(125)  2( 0.6) 0 14( 3.9) 0 0
5 PENE 42 (11.7) 0 0 14( 3.9) 0 0
F 0, 35 20( 5.6) 0 0 21( 5.9) 0 0
25D 14( 39 3( 0.38) 0 5( 1.4) 0 0
B REE 13( 3.6) 0 0 7( 2.0) 0 0
MiEFR LY o REEE

2 68(18.9) 27( 17.5) 0 66(184) 19( 5.3) 0
MR A i 23( 64) 8( 22) 0 16( 45 4( 1D 0
I R kA i 19( 53)  8( 22) 0 200 56)  9( 23 0
Mg, MaEnds X OMiElmrE S

Lo b 200 5.6) 1( 03) 0 10( 2.8) 0 0
=g

k=24 23( 6.4) 0 0 16 ( 4.5) 0 0
oo AR 5
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Bi%k (%)

ax BRI IR

- ARHN AL E T 7T R LSRR

A 359 f4 358 il

(Med D_RA/J ver.22.1) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

FOIR BRFE REAS TE 24 67) 1( 03) 0 7( 2.0) 0 0
BE, hEB L OWES HE

TEAZAE S RS 32( 89) 5( 14) 0 16( 45 2( 0.6) 0
AR pris

PRIEHE N 13( 3.6) 0 0 15( 4.2) 0 0
JHREIE SR B 2

FF R e S 10( 2.8 1( 03) 0 14( 39 1( 03) 0
S fs R E

I BUE 14( 39 3( 08) 0 9( 2.5) 1( 03) 0

7238  ARH AL AR B\ TR RE S 282 51 (78.6%) | JHFBERERE 5 83 151 (23.1%) |
infusion reaction 48 5| (13.4%) . HWRARFEREREES 30 ] (8.4%) . BEUTRELARIE 24
(6.7%) . K%k - /N2 - EEDO THI 24 1 (6.7%) . FVEMEAIZE 15 61 (4.2%) |
FEEOREREE 14 6] (3.9%) | BHREREE 96 (2.5%) | BT 6 61 (1.7%) |
FRR M AR ZEARAE 3 451 (0.8%) . 1 AUHEIRYHE 361 (0.8%) . T4 2451 (0.6%) . EFE7/2 ML
R 2 1 (0.6%) . AFAR4 2 5l (0.6%) . LMl 2 5] (0.6%) MOV EERBERERRE
141 (0.3%) 2F bz, Fio, BIEMEIIE, Ok, k. MK - filEK, BIE
IFde, WEALPERRAE 2%, MERERIEBRE, RikZ. AREFEkEs. Mg, B, BREOS
EIRERITFBD bR oo, ABIEHFEBURDUIBESS (BIRRAMER &5 T)

EEDERRERE T,
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[ - HiE]

AR OREMEYBETT L ZFA LY 2 2 b— a3 02k 0, AKI 3 mgkg (K
H) XX 240 mg % 2 WG TS LIBROARR O Mg iR EN S Sz, ZOf
R AHI 240 mg K G LTZBROREEEIL. AH) 3 mgkg 45 LIZBROBREE & & i
LTREZRT ETHENTZb DD, ARNBFICBO CARER RIS TV D H
- & (10mgkg % 2 B CRE) CAKIZ G UIzBEOugE & & ik L CEfE
oy LRSI (FR) AT BEOBEICE T 27 — #2125 E | A4 3 mg/kg
(REE) 0T 240 mg % 2 HFFIFE CHG- L 72 BROARRF OBREE & & Ao 3 etk b
ORI & T D IRE ST T APER S, Y% BSOSV TREIT DAL AE R,
ERROME - HEOR TAEIMER ORI 2R IT Vv E PRI,

£ 6 FADEYBRE T 2 —F

M - R Cmax Chmind14 Cavgdl4 Comax,ss Cmin,ss Cavg,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 7608) (10-;?54-5) (17-21‘,"333.9) (75}){3171) (27.612,'107) (42.717,'?27)
20 me Q2W <51ZEZO3) (15§f§;fﬂ (25i?i78) (10&?254) (41iZ?58) (62i??87)
0meke QW | (147310) | (519.792) | (00 114) | (331 5 | (8913 | (37380

Ll (5%, 95%45) . Q2W = 2 RIRE. Cunax @ FIEIHR 515 O e S MLVE FTIREE, Cminais @ FIEHE 51414
H BB 2 BEMIEPIRE . Cavgas : FIEFRE%14H B £ TOFHMIEHIRE . Crnuxss : EFIREBIZE
;éi%%‘ml?%w%fﬁ\ Cinss : ETRIBIZI T D BARMIF TR, Cavess 1 EFRIREBICIS T D FH MLIEH
Fo AR OREREYFNEET VAR L2 I 2 b—3 3 280 | AFH 480 mg
Z 4 A IR RE T8 5 XUIBERGE O L - &S TR G- L7 BE O AH o My H i FE 23 e
INTo, ZORER. AH 480 mg & 4 EEIHMRE CHRE LB o EFIREBIC K T 5 Fim
THEHIRE (LT, [Cagss) &9, ) 1&, AHAl 240 mg % 2 IR THR G L72BED Cagss
LT TS (F&R) . £72. KK 480 mg z 4 B TR LIZEREOE
FOAREEICBI D emmiETIRE (LLF. [Craxss) EVVD. ) 1, AKI 240 mg % 2 i#
R CTH G LTZBRD Craxss & L CTREZ T & FHISNTZHb DD, AARNEEIZE
WTEREPHER SN TWD YL - & (10mg/kg % 2 @R C&RE) CTAAIZ &S
L7oBRD Craxss & BB L CTIRMEZ R T & THIS e (FR) . IR T, #EOwREICE
57T —ZIZHAS X, AAKI3mglkg (RE) F7213 240mg % 2 B, 7 L < TAA)
480 mg % 4 M RINE TG L2 EROARA| ORER & & A M AT & o B 4 R
T HURER ST T VR S, YZBEICHOWTRFIDM T fE R, Eigo Ak -
HAEOM THIMER VLZEMEICHfER 2R T v & PRIz,
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RT1 AROEYBE T A —F

v - Conax Chmind2s Caved2s Comax,ss Cmin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
3 meke Q2W (35-5; '760-8) (16-25?20-3) (21.321 23.9) (75.&3171) (27.612,'}07) (42.717,'?27)
240 me Q2W (51-712’203) (23-?539-0) <30.§670.9> (105354) (41?57,'%1358) (62.11(,)91 87)
80 me QW (103307) (15.25?17.4) (37.?):,‘.;)4.8) (14?,1 g36) (27.751,'?37) (62.11(,)91 87)
0mekg QW | (1450 | (565 1320 | (on s | 20,95 | (4303 | (36370

R (5%, 95%45) . Q2W : 2 JEEIfEIFR. Q4W : 4 IR, Crmax : FIEIFE 552 D B & MLIE FIREE . Crmindzs
%ﬂ@&’q—‘?& 28 El E Kjb‘ﬁéfﬂﬁfﬁl?%‘:fﬂ/&%};f\ CavgdZR N
TEHIRRBIZ IS B e I IR EE . Cumings 1 € FIRBEIZI T B IR IMIE IR L, Cavess 1 EFIRBEIZI T 5

Y1l 175 T e
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4. HERIZOWT

IS U A 7 EEEHE (RMP) (ZHED & | AH D EFE 2 RV BIE B~ i) 1 4T
N HHER TH > T, AR OEEN#EE) 72 BE Z2W - FE L, AFIO#EGICL Y BHE
7REWER 2B LTRSS 5 2 & DB R 7o D LLF OO~@DF T A& 72 7 i
RIZBWTHEHT 22 TH D,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIHEY T IMEHTHD Z &,

(1) BEAFBRENEET 503 A2 REEEILSRBES (FE RS A BRI AR L
I A3 A2 B EEIL AR T, MBS ARSI R &)

(2) FrErERERRE

(3) HEAFIRAEMEET D03 ARFCEEERRE (DA BRI ERPE, 23 AR
W 1REBE, 2 AR e &)

(4) FMRALERIER 25008 U, SMRIER L RRIEZ IR | U SRIES LA ok
2 Ok FEAEITSR D JR H & AT > T 2 Mk

(5) PUEMERER AL & BRINGL O il % FE B4R B B H 21T > T D Jifi

O-2  HEEOALIRIE K ORIERFEBLRF O RFISI+53 70 50k & BB 2 RO EAT (FR D
WFHLNNTRE N T D ERN) 23, Ui R OAANET IO BEMLE & L TRES N
TWnWsZ &,

*

o [EAIRFFESE 2 FOMMINHEZE T L72RIZ 5 L LR A RO ERIRIHE 2
ToTWHZ &, 56, 28U LT WARYREL L LEERRIESZOIHME %2
ToTWHZ &,

o [ERIRFFEASE 2 FEOWBPIHHE ZET LI2&IZ. W bam OB ASMIREZ ET 5
FLLEDOHLBARFZOBEREZIT>TND Z &,

o [ERNEFFEUSH% 2 FOYHNHEZIE T L7-&IC 4 FLLEDOKKEREZAG LT\ D
Z &, OB 3FELLEIE., HIbESE O D A SRYPRTE & G e E LA T O R IRAHE &
IToTCWVWBHZ L,

@ BNOEEREREBOEHICONT

S S B T 2 B SEOE S . U D OB D . N - 2
SMEEIRA N OB OERTES T XT3 5 HHUREL, A B HE DR LB a OHE
ST ERHRNATON B RS TVS T L,

18




® BUER~DORIGICDONT
®-1 fEs B4 % B

BV PERTR B O B R BIE AT L72BRIC, 24 FERIEIERIRHI O T, 2%k X
(TE R I N T B L2 AERICIS U CABREEL L O CT O FIER ORI &
FILREOFRERIY B D, EHICHISATRER AR A > T2 Z &,

@-2 ERWFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O Re 2 A 2 BIRIERE D EE =2 Y v 7
EEDIEROA Y ) == T ZATOWERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAFNZOWT, DABE L ZDOFEEIZHHIZAm ST
WnHZ &,

@-3 BHEADZWr-ox S IZE LT

BIVEA (MEMEMEEIIN 2 EEAEDRE, Odk. Tk, BT RARE ., KX,
NS, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . JFK. bR
K. FAIRIAEEERE S . T RMAMEREREE, mhiklEE, BEE, RIEEE, Wk, BEEOKL
JERRE, FFRIMARZEFRIE, infusion reaction, HEFE7c Mgk, MERERIEMERE, Fik%.
Bede. WEEDRPEROG ., IR M, ClEEES (D EME) - 2RI - DS MEEIMGHES) |
IREFEREE, IS ML, BEALE) 1Sk LT, YikhEak U R O BF P2 AT 5
R & HEE L (BIERORZKCH NI L THREM O EEZ TN &M H D =
&)L EBICET) R MLED TE HIEH B> TWD Z &,

i
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5. B#EXRL D BE
(B 2hiEIc B 2 H1E]
O TROBHFIZBWTABOFENEDSRIEEN TN 5D,
o 2 OU EOLIERIERED & 2 IR VISR AR 2R T - R AR ORFIHMmE

5)
o AETEPRIERE D 72\ HER2 [2PE ORI YIFRARE /AT - 38 BREE ((L0RET
& OHFHE)

*2 (1) AXRFVTITFROCIRZE (i) AFFVTITF R F—b sy
LROTINFRT TN, X (i) AFY IV TIFUoRBTHT =« FAT UL - T
PR EN TRy

C)I%Aﬂﬁmmﬁ%(mw&mmmmm%wﬁ%)&Ul%Aﬂ%mmmﬁ%
(ONO-4538-377kfR) 1TFHW\ T, i ((BFRIEXIT T 7 B R HEFRE) &
LT, $ﬂ+m%%&@ﬁ%$ﬁrénfwéottb\ﬁﬂ@tﬁﬁ_;bﬁ
EREDORBFENE L R DA BB S (pll~152H) | £7-, PD-LIFEILRIL
(CPS) 12XV ARKID LRGN EN IR DN TRIEI N TND (p7~85H) , R
HE LT, b & E 2. PD-LIREBLE"A35% AT (CPS5ATM) Th b 2 & D3R

SNTZEEIZBOTE, EFRIEREMIC L DRI OVTHBET 5,
* AFNOBWER L L, K584 : PD-L1IHC 28-8 pharmDX [# =1 2NEZE ST\ 5,

@ TREICEZ M T 2 BE KT D AF OB G K OMEHFIEIC OV TR, RAIOF M
DL SN THE LT, RAOEEGEXIR LR DI,
o —RIBRM O TIRIBIR T TR W B ISR B A o B 5
*  HER2 G0 B 1Tk D b7k & oS
o OTABIOHIMEN RSN TOIRMEOHUEMEIEEA] & OOF &5
o INEMBNEIE L LTS

[z B 4 % FH]

O TRIZEYTLIRFICZOVWTUIARFOERENEEZE SN TNWDLZ b, &5 E21T
Dlrnz by
o KHIDBHTIHKT LI BEUE OB ERE D & 5 B3

@ IBRFEATOFHBICE O T FRRICEY T2 BEFIC OV UL, AFI O G ITHESRE S e
N, MOTEFRIUL N 22 WIGEICIRY | HEICAKZENT 2L 2ZBETE D,
. %E@Mﬁ%@A%Xi%ﬁ@%é$%
o JRER i AR A CRVE R 258 0 D B K ONE B 0 Sl i i 2 <0 i e it 2%
%@%K*E@Zkﬂ#%hé%ﬁ
o HOMEEBOEOE UTEMEARF L <IXFERMEO B iR B OB EREO
»oRE
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o JRESEAEIE (EMERRBAIREZ GTe) ObDHEE
o FEEOBY I EE AT HEE
e ECOG Performance Status 3-4 " 0 3

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEETREFIH

I SRR 2, & AR B3 DR 2 ERFE 1T KD & ARH O FrE K OVl (Ef#
RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX Z OFEICHINE L OER %2+ L, RE 215
ThoEETHZ L,

KA e AL E OG- O RS Z W 2356 PD-L1 BELR LR T 52 &
W E LAY, PD-L1 BELRDFER T E 2 WIGAE I, KAl & bFiE L PO
W 2w L ETRET D 2L,

FERBIERO~RT A MZONT

@

@

MEMEREBEN S bbb Z ERXH LD T, KFNOEGIZHT-> T, BKRIE
W (PRI RIS, ik, FEEVE) OffEsE M O X & o Fhess, Bleiz+5
ZATH 2 &, £, MBS CTHES CT, MiE~— I —FDMm&x FEhd 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARFI 3 22kt D T 5 U
f&AT > 72 LTt 2 Z &, £72.2 [ H LABE O A 5-FFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIEEGH K OARA G T #IT A Z v A
CERRET %, BEORBEL 2B T 52 L, 70F, infusion reaction &
FHLLICGA IR, R TOBELOERD ERIZEIE T 2 £ CHE - 08l
T5HZ &,

ORI BRI E . TRAEERET R ORIBREERH 5O Z RN HDH DT,
AFN D ¥ 5B hERT M O G- B I3 E IR NIk rE iR A (TSH. 1028 T3,
FERE T4, ACTH, M=oY —VEORIE) #FEhET 52 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b Dk R R IER R
DHLLNDZERND D, BENRDOOLNLLEAEITIE, B LEFRIIS LT
B 72 ek & R 2 e R Ail & i U Cli bl e BRI W 21TV IR D
FOGIZ X 2 BWER 2N g0 23551 2iE, AFIORFES T I, & ORIE BUE A
NWEVRIOBRGEEZZBETHZ L, 2k, BIBEREFRLVEYOELIZ X0 EIE
A OUEERFRD BV WIGEITIE, BB RE AV LISt o Sz il Fl o8 in
HLEET D,

PR T %, OB S8 AR L T LEWERDBELT L2 Enb 57129,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE | BUBEIR S 2 2 de) b bbdv, BERPIMES F 7o R— X
ICEBDZENHLHDOT, Alg, HEl, EHFEOREROBHRCMAEED L2
SEET DL, 1V BERBN DN -G ICITEGEZ R L, AR )
FOFGFEDHE) R EZITH Z &,

BIEATIE, P4, ITHEREREE . TR, B{LMRE RPN H LoD Z &R dH D
DT, EHWIIITERERE LTV, BEOREEZ H3ICBET52 &,
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® AFNOEEKRBRIZIHBNT, BERENOH 1 FEMIT 6 B I L. TnlEE, 12
W Z S CH MDA 24T > TWe 2 & 25 B 12, ARG I EHIrIC mig
A TROMERETTH 2 &
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EEERHEEST A RFA v
=R~ 7 (BinFr#Z)

(BR7E4 « A7V —AREFE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~ M R R o B R~

ER 3 048 A (4Fn 445 AHKET)
BT BE



ER/N

1. 1IZU I P2
2. AANOFE. (FRET P3
3. ERIRRE P4
4, FERIZOWNT P10
5. H&EGXREMDEE P12
6. WHIZEEL THETNEHH P13



1. IZT®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERM T ESR L, KB ERASCL ST 2 7 7 A VB DO ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L7eo> T, KA RTA4 Tl BRBEMESLZNE TILELN TV D EFIFR -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARIA BT A %, MSIATBAE NEIE N EREIR OIS, AR HENRR
BRI 7o, —AFEENE N A ARBRIRNBHE S FrEdREFTEENE A B AR P2 &k O
—MRFEETEN B AR ER 2 DS 0 b LR LT,

%G L I B EIEL ATV — R S ERE 20mg, A7 Y — R ETE 100mg, A
— AR RLEETE 120 mg, A 7Y — RS EHE 240 mg (—i%4 - =
A~ 7 (Bia T Z))

KR ERDMEIRE - CIBRARBZRHELT - FRIE O MMl i i

KELRAMEROHE  @HE ., BRAICIE=RA L ~7 GEIs 7 Z) & LT, 1A 240mg
Z 2 MG S 1 0] 480 mg & 4 3 W RI6E C AR 5,
AV AT (BEEHRZ) EOFRT 2560, @%, A
F=A~7 (EaH#z) & LT, 18240 mg % 2 EHH
fR 313 1 [5] 360 mg % 3 W A kR C AR ERHET 5.

B B 58 3O /NP T ERRUAAE

(%)

FENER R BRI BE T2 v — AR A SRR SOomg (— 4 - A B Y A~ T (BB

#2)) OBEEXIIHHE, FEKOH&

SHRE ST R « UIBRARBE /AT » T8 D B a5 b iz

MEEOHE  =AL~7 (BlarHfiz) EoffHicks T, @, AZZA ey

L~ (EaFHHRZ) L LT1E 1 mgkg ((KE) % 6 @RI TS

TEHET Do




2. AHNORK. VERBF

F 7Y — R T 20 mg, [RLAEEE 100 mg,  [FAGEEE 120 mg K& ONF] s ifsiE
240 mg (—fi%4 - =R~ 7 GEE ), LT, TARA) Evd,) 1x, NEREES
TEMASLEAZ Ly 7 24 BT VAR e =AY —X A7 A7 (BMS) ) 2
BA7 L7t K PD-1 (Programmed cell death-1) (Z%}9 % & Nl 1gG4 € / 7 v —F /LHLfk
Th b,

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

BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFRET LTV, PD-1 U W RIFHURE MBI B b O & 22 JEEHERIZ 783
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L7 EEMARIZI T D PD-L1 ORI LIk
ALEHIR & ORI EDOFBARRN 5 & O#HE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 Z 3Rl RHE S B8 AT, FURRRA CDS BHME T Miia o Hifa &
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEIGEREIE T 5 Z EDRENTND, DI L5 PD-1/PD-1 U 72 RERE&IL, 23
AR HURRF A e T MM OWEBEEZ BT 5HFD—>o L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL KOS AKIIEZ 63 2 A A5 5L 2 9903 % 2 & TR AR P2 B 2 R4
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
FEME R B N AR 2 kP & U T BRIRARR 2 S0 L . AR, et R OV R
i,

AFNO T 3 < MIE D RAERUEIC & 2 BINERSN & b L, B XTI
D AR B 5o AFIO B PR OB SR, BEOBREL AT, BEIR
D BTG AITIE, BB L HGUTIE U B e ik & B8R & FE o[ Aifl & L Coil
228 RIB M 2TV, B OSIERIRIC L D EIER A DR 2 A3, BIBRERL
LRI OB GEDOHEYINEEZIT O LERD D,



3. BRERAE
YIBRANBE 72 1T « T8 O BEPE M5 Rz il oD AR GRIRR I Z R 1A 21T o 72 3= 72 B PR #BR oD iliiE
%7‘]——\“@‘0

[ 2]
O EWNFE THFER (ONO-4538-413%%) (Clin Cancer Res 2019; 25: 5485-92)
7T FFHEH L ANA N LFE RS MU T LKA E OPFREGICAIG X T AR O )
BRAREZ2EST - PR OEMEHyfE R B £ (ECOG Performance Status 0 &2 OV 1) 34 il %
KIGT  AH 240 mg % 2 B F R TR Uiz, EEFHEE B Th 2 0% (Modified
RECIST criteria (2004)(Z3&-25 < i) 12 L D CR UL PR) 1£29.4% (95%(E#EX [ -
16.8~46.2) Th-olz, ¥, FANIHE LZBEEIX5.0%TH o7,

@ EERLEF AR (ONO-4538-48/CA2097437:&85%)  (Lancet 2021; 397: 375-86)
(LEPRIEARTRIR DGR RE 7R AT + P38 0D B g 5 o Bz Jll iR 560551 (B AR HR 60
BlaEate, KilEA Y A~vT7 (B2 EO0H (IR, INHOFH) &vvo,) ™
BE30361, fLFyE (X7 FF8HK AT TFUoNFIAINRTTFo) LA MLF
T R RY T AKFEOOFH) BE302M61) ARG, ALFRIEREA RHIRE LT, N+HIF
RO MR OV EZ G LTz, FEFMIEE Th 2 24 AR (FIE [95%1F
FEX [ ]) 1. N+IOFFHRECT18.07 [16.82~21.45] 1 A ALSAEIERET14.09 [12.45~16.23]
A TH Y, NHIPFR B G I EFERIEICST UG RICHE Bt R 2 /R LT (NP — K
1£0.74 [96.6%/Z#EIX[H : 0.60~0.91], p=0.0020 [J&Hlog-ranki®7E ], 202043 H25H 7
— &1y NET),
1. AF| 1 F 3mgkg (RE) % 2 @RI, £V A~7 GEETHH82) 1 F 1 mgkg (KF) % 638
FIRANE CAUMBE L7, PRGSO TIR, ARZRICEE L, A E) AvT (GRZTHIk
2) EAKIOB G T 55 30 43 L EORMIME & I\ TG 2Bk L=,



1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2 oot 5 .
0.1
0.0

N-+IGFREE

Probability of Overall Survival

0 3 6 9 12 15 18 21 24 27 30 33 36

Overall Survival (Months)
Number of Subjects at Risk

N+I{EEB2 303 273 251 226 200 173 143 124 101 65 30 11 2
L5285 %8F 302 268 233 190 162 136 113 95 62 38 20 11 1
X1 2AFHE O Kaplan-Meier Hi#¢ (ONO-4538-48/CA209743 3ER)
(EfER LI T-4EH)



[Z4tE]
OEWNF TS (ONO-4538-417K57)
BEFGIT32/3401] (94.1%) TR HiL, AH L OREBEBIAGE TERWVEEFEFR
1323/34451] (67.6%) (258 BTz, FEE NN, EORWERIZ FERDO LB THoT-,
#£1 FHEN5%LLEOBIIEA (ONO-4538-41308)  (RRAVEARAT R S

FERIRHE B (%)
FEAGE 34 f31]

(MedDRAV/J ver.19.0) 4= Grade Grade 3-4 Grade 5
RIEM 23 (67.6) 7 (20.6) 0
N 3 i i

FOIR BB R T IE 2 (5.9) 0 0
B P

T 4 (11.8) 2 (5.9) 0

AN 3 (8.8) 1 (2.9) 0

D 2 (5.9) 0 0

Mg - 2 (5.9) 0 0
—% - EFEES OB GEAORRE

IR 3 (8.8) 0 0

95 97 2 (5.9) 0 0

FEER 2 (5.9) 0 0
BRI AL

U =B HIN 4 (11.8) 2 (5.9) 0

75— 3 (8.8) 1 (2.9) 0

U RIS 2 (5.9) 0 0
R L Ok hEE

BAIE 2 (5.9) 1 (2.9) 0
B R E L O ARk S

RA M 3 (8.8) 0 0
B KO TRk

F95 4 (11.8) 0 0

iR INIRZY NS 2 (5.9) 0 0

7R, APRREETE 2 f51] (5.9%) | AFAERERRE 1 61 (2.9%) | FUIRIRFSAEREE 4 (5] (11.8%) |
EVEL MM H 2 5] (5.9%) . KB « EEED 2 5 (5.9%) | 1 BUERIE 1 11 (2.9%)
MO BTz, Flo, BWRERE, EEORERE, FERAKERS, BIREiEREE
e . EIEMIEE, MM - BERFEZS. infusionreaction, 5 & 9 Edk. Ok, fhk. B
BRRMRAE/ X A /X F— Sl MR SR B . T2, BRIk AR ZERRIE K OV b
PERRAE RITFRD bR o 7o, ARWEHFBUR UL ES: (BRRAEFERT 25 )
A DEFRERE T

@ E B[ MAHRBR  (ONO-4538-48/CA209743 #kbR)

HEFRIT N+ OFFRE 299/300 1] (99.7%) | {LSIERE 277/284 5] (97.5%) (1278
DAL, TREREE & ORIEBIR G E T & 22W0A FHZRIT N+ JFHIHEE 240/300 i (80.0%) .
(L IERE 233/284 6] (82.0%) (23R Hiviz, WM DOEETHRILRN 5%LL EOFIE
HIZFTFERO LB THoT,



2 WITNOOBETRERISWLL EDOBIYEA (ONO-4538-48/CA2097433R58R)

(R MM RE)
Bk (%)

HEBRSHE N+IGF F bR A

FEARGE 30041 284451

(MedDRAV/J ver. 22.1) 4=Grade Grade 3-4 Grade 5 “2Grade Grade 3-4 Grade 5

2FIVER 240 (80.0) 91 (30.3) 1( 03) 233(82.0) 91 (32.0) 1( 04)
KR ¥ KO TR

Z 5 FERE 49 (16.3) 3( 1.0) 0 1( 04) 0
%5 43 (14.3) 3( 1.0) 0 15( 5.3) 0
ZRINTRZ I 22 16 ( 5.3) 1( 03) 0 2( 07) 0
H ks

T 62 (20.7) 10( 3.3) 0 21( 7.4) 2( 07) 0
L 30 (10.0) 1( 03) 0 104 (36.6) 7( 25) 0
i 12( 4.0) 0 0 42 (14.8) 1( 04) 0
M- 8( 27) 0 0 41 (14.4) 6( 2.1) 0
—f « BHEES OGO

DIRRE

W 41(13.7) 3( 1.0) 0 55 (19.4) 5( 1.8)

79 25( 8.3) 0 0 44 (15.5) 12( 4.2)

B 16 ( 5.3) 0 0 5( 1.8) 1( 04)
FRIR AR AR

Y —BHIN 20( 6.7) 13( 4.3) 0 1( 04) 1( 04)

77 —EH 17( 5.7) 7( 23) 0 1( 04)

TI5=vTI/) 527 16( 53) 5( 1.7) 0 2( 07)

Z—EHn

WM

FHCER B R T RE 32(10.7) 0 0 0 0 0
ONER PSR ON FRey ek e

B 22( 7.3) 1( 03) 0 0

i A 15( 5.0) 0 0 3( 11)
R L O E

RARIOR 29( 9.7) 2( 07) 0 50 (17.6) 2( 07) 0
B, PR L OWLE A OHE

AT D BUS 24( 8.0) 3( 10 0 2( 07 0 0
PR R IR E

TR AR A 3( 1.0) 0 0 19( 6.7) 0 0
MiEFs LV >R bEE

i 6( 2.0) 1( 03) 0 102 (35.9) 32 (11.3) 0
L T BRI 2( 07) 2( 07) 0 71 (25.0) 43 (15.1) 0
/MR IR 2( 07) 2( 0.7) 0 26( 9.2) 10( 3.5) 0
Bk i 0 0 0 22( 7.7) 8( 28) 0

7235 N+ OFHBEIC IV C L FRIR IR RERR 2 43 51 (14.3%) | ITHERERE T 36 141 (12.0%) |
infusion reaction36 4 (12.0%) . BERCABRELARAE 34 ] (11.3%) | #ifkkETE 22 il (7.3%) |
VMG AR 20 1 (6.7%) . KMZ% - /M % - EHEED TR 19 i (6.3%) . B péREmE
15 61 (5.0%) . FIEEAHEEEREE 12 61 (4.0%) . EEOKERETE 10 ] (3.3%) . AF%
74 (2.3%) | EIEHERERETE 6 5] (2.0%) . ClEEEE 4 61 (1.3%) | % 341 (1.0%) |
EIEFMEIAE 2 61 (0.7%) . S E MK 261 (0.7%) . ik 241 (0.7%) | HfkifneIE
FIE 2 1] (0.7%) . Bd7s - Bl 1461 (0.3%) R ONMEZ 141 (0.3%) 235388 iz,

7



o UBMERIE, BIERATS, FPRA. BRI e, TR0 e | R R
FE AERZ, ZRIFEREE. D M % OYEFLITERD B LR o 7o, ARRIVERIFEBLIR I3RS E
e WRBEMRRLET) & EUEHERE T,



(M- AHE]

AFNOREMARYEEET LV EFIHA L2V I 2b— 3 2k, AH 480 mg % 4
T R T 5 SUTREAGR O S - B TG LB ORI O Mg iR E S Be S h
Too T ORER. K 480 mg & 4 ERIRHIFE TG L7ZBEOEFIRREIZ I 1T 2 M ik 4
EE (LLF. [Cags) EVWVVI,) 1F. AHAI 240 mg % 2 BRI CTHE LIZERD Cags &
BT 5 L THlEn (F#£R), £io. A4 480mg % 4 HMMR TR G LizEEo @k
RBICB T DR FIRE (BLT. [Craxs! &9, ) X, AH| 240 mg % 2 @ HIHIRE
TG LTZBED Craxss & B L TEEZRT & THISIZH OO, BARANBEIZEBNT
DEVEDPHEER SN TWDHE - R (10mgkg % 2 MR CTHRE) TAAIZ&RS L=
BROD Craxss & FlE LTI Z 7R3 & FRIS Lz (TH) , AT, #EOBEICE T 5
F—ZTHEOE AKI 3mglkg (RE) % 240mg % 2 ARG, # L < 13454 480 mg
Z 4 JRMEE TS UT-BEOARB ORE & & A ohME X2 & OB 2 Rt 2 g
BOLET VPR SN, BZEhEIZ > W TR ThhfR, FRtoRE - A Eo
W CHIM: R O eI AR R 2RI e P S iz, £7-. BErERfch f i s o
BT —XCESEHEELUEBRENSTET VERA LT, A% 3 mgke (2 #@RFIET
#eh5) . 240 mg (2 WHMEE CTHE) XX 360 mg 3 ERMECTRE) AU LA~T
(Ba7HEHL2) 1 mgke (6 HRIMIR TR E) Z0FH L7IZBEOHA MR OV 2 % Mt
L7ofE 3R, LR Rk HEOR CHMER O = RIT v & PRl S iz,

&3 FHOEMBERR T A —F

M - Cimax Chnind28 Cavedas Comax,ss Chnin,ss Cavg,ss
(ug/mL) (ug/mL) (ng/mL) (ng/mL) (ug/mL) (ug/mL)
S mefke Q2W (35-52{ '760~8) (16.25750.3) (21.32T .4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 mg Q2W (51.712,'103) (23.33?.539.0) (3023,.670.9) (10;,5254) (41 .857,.}1358) (62.11(,)91 87)
480 mg QAW (10%07) (15.25?27.4) (37.?)3,.;)4.8) (14?,1 536) (27.751,'?37) (62.11(,)91 87)
10 m/kg Q2W (14é,9;22) (86.959,.?32) (10},1 ?48) (323,9225) (18421,1 §o3) (232,7277)

HLE (5%, 95% ) . Q2W : 2 A M HIFR. QAW : 4 JEHIFIFGE. Cmax : HIEIF 5% D & MIE H IR EE . Cmindzs ©
MEl$e 5% 28 B HIZHT 2 RARMmiE IR, Cavgos : MEH5-% 28 A H £ TOFEIMIE TR, Crmaxss :
FERARIBICI T 2 s LI5S, Crminss 1 & HARREIC 51T 2 BRARILTE THEEE . Cavgss : EHAIRREICHIT 5 F
Yoy i ¥ R



4. HERIZOWT

IS U A 7 EEEHE (RMP) (ZHED & | AH D EFE 2 MR BIE B~ 1 1 A
N HHER TH > T, AR OEEN#EE) 72 BE Z2W - FrE L, AFOFEICL D BHE
7REWER 2B LTRSS 5 2 & DB R 7e D LLF DO~@ DT T A& 72 7 i
RIZBWTHEHAT 2 ETH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTNMNTEY T D% THDHIL,

(1) EEFBREDEET D05 A BEEERLS RS (BRE RS A SR BE LSRR
HiE 23 ARSI SRS, HUES AR IRIRRE 72 &)

(2) FEEHEREIRRE

(3) HBEIFIRAE T ET 203 AU HEEEHREE (D AR B, 23 AR
W 1REBE, 2 AR e &)

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS LR iE2 R
2 OfiF FEHEZAR D M 21T > TV B figk

(5) PUENMEREEAIALTE BN O fii 5% L UEICAR D Jm A 1T > TV D fiak

O-2  GEMERRE BRI O A SRR K OVRIE 38 B O St G 50 70 Jae & 8 BR & o
Rl (FROWTINITEYS T HERM) 25, L2 WP OAFNBE T DIBROBELHE &
LTRESNLTWD Z L,

*

o [ERIGFFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
[THoTWBZ &, Hbh, 28D R, NARMIRELE T & LI BREEZOHHE 2
{ToTWVWBHZ &,

o [ERNEFFEISH% 2 FFOPMIIHEZIE T L7-%IC 4 L EORKRRRZ A L T\ 5D
Z &, b 3FELL T, EMEIR T R IE O DS A SRR A G T e REL g8 S O B IR
HHEZIT->TCWAHZ &,

© BtADERMEREBEOEKHIZONT

RIS I A B E T D BMEA NI E S, BERGE S OfFmE 0, A - %
IR OB B ONERSE IR 5 G et A FFRMNEE LG E OWE
. FRESDITT DN DIEHINE > TN D Z &,

10




® BUER~DORIGICDONT
®-1 fEs B4 % B

BV PERTR B O B R BIE AT L72BRIC, 24 FERIEIERIRHI O T, 2%k X
(TE R I N T B L2 AERICIS U CABREEL L O CT O FIER ORI &
FILREOFRERIY B D, EHICHISATRER AR A > T2 Z &,

@-2 ERWFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O Re 2 A 2 BIRIERE D EE =2 Y v 7
EEDIEROA Y ) == T ZATOWERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAFNZOWT, DABE L ZDOFEEIZHHIZAm ST
WnHZ &,

@-3 BHEADOZWroxN B LT

BIVEA (MEMEMEEIIN 2 EEAEDRE, Odk. Tk, BT RARE ., KX,
INZE, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHEREREE . JHFK. kv
K. FAIRIAEEERE S . T RMAMEREREE, mhiklEE, BEE, RIEEE, Wk, BEEOKL
JE R, BRI ZEFRIE, infusion reaction, FEFE7cMykmE, MERE RIEGERE, FEk%.
Bede. WEEDRPEROG ., IR M, ClEEES (D EME) - 2RI - DS MEEIMGHES) |
REFEREE, IS ML, BEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & HEE L (BIERORZKCH NI L THREM O EEZ TN &M H D =
&)L EBHICET) R MLED TE HIEH D - TWNWD Z &,

i

11



5. REMBRLLRDBE
(A2 L B9 % F 1]

@

TROBEIBOTAROEMENR ST,

o ACFBREIEE A SRR - PR OB NP TR ORI )

o RO DRI - RO SIS IEEH (f ) A (f
(BT L O

TRCICRZ S T D AAN OG- K O ITEEIZ DWW T, AFIOF LN ST
BoT, KAOREGARE LB,

o AEFRIEARIGIREE T D AA B 5

o FIROHiBRE

| 7S et A PR )|
O TFTRICEYTLEEICOVTEAAORENERE SN TND Z Ehb, 5 21T

DN &,
o AHNDOREITI R UIBBUE DR ERE D & 5 BF

TRIERT ORI I W T RIS S T 2 B 12OV TR, AAlO R EIFHERE S ey

DS, AMOTEPRRPTUE D R WIGEITRY | HEICAFZETNT 52 L 2B TE D,

o MEMMTEEOAI IO H 5 BE

o JRoE I R AR A TRV R 2 58 6D D B K ONE BN O T T i 2 <0l Yt il 2%
FEOMICRIEMEZEAN DD B

o HORERBOGOF B L < IEHFMEO B g kB OB TR O
o 5B

o g GEMmEtMiaBREZ 5Te) Ob 5 BE

o OB XIIBE A AT 5B

*  ECOG Performance Status 3-4"* 0 3%

(ED  ECOG & Performance Status (PS)

Score

sl 2y
JE %

0

< AR JEBTE 5, FHAETL [F U HHF A HIRZ <ATX 5,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,

12




6. BMEICERL THEETREEFH

O  IRFASCEREITIN A, BOEIR GBS DRI 2 ERFE T D & AR O FeE & OV Ef#
RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX Z OFEICHINE L OER %2+ L, RE 215
ThoEETHZ L,

FREWERO~H T AL MZDOWNT

@

®

@

MEMEEEN D oD ZENH DD T, AFOEEIZH T > Tid, BRE
W (REWL ARIEE, ik, FEEVE) ORERE M O X S A o i, Bz -+
ZATH 2 &, Fo, MBS U THE CT, miF~— T —FDMm&%Z T+ 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEEARFZ 322kt D T 5 U
faAT > 72 EChtAT 2 Z &, £72.2 [ H LABE O A 5-KFIZ infusion reaction
BHOLOLNDZEHHDDT, KFIEGH R OKRABGHE T HRIZ A Z A
CERET %, BEOREBE+SICBIEET 52 L, 70, infusionreaction &
FHLLT-HE 12, R TOBELOERPERIZEIE T 2 £ ChEE 2 o8l
T5HZ &,

ORI REIR . TRAEERT R ORIBREERH 5O 2 B8 HDH DT,
AFN D ¥ 5B haRT M O G- B T E IR N Ik RE iR A& (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIT LY | BEORERISICERT 5 &3 2 bl dikx R EW R
DHLOLNDZENHDH, BENRDONTHGEITIEL, BERLLEFRITL U
B 72 ek & R BR 2 Re D[RRl & i U Cli bl e R W 21TV, IR O
FOGIT X 2 BWER 2N g0 23551 21E, AFNIORFES T I, R ORIE BE A
WERIOBRGEEBRETHZ L, B, BIBRERNVE S OREIZLYEIE
M OYEEDRFRD BN WA TR, BB RE ARV LIS O Sz il Fl o8
HEET D,

BeHAET %, ARS8 ARE L T LEWERDNBELT 2 Enb b2,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE R (BIE 1 BUBEIR WS 2 2 de) b bbiv, BERPMES F 7o R— X
IZEDZENHLOT, Hig, ol NRH-FEOER DR B MBEE O LA 12+
SEETAHZ &, 1 BBEREN DN -G ICIEREEZ I L, AR 8l
FlOF5E DY L AEZITH Z &,

BIERF I, BFARE, IFERERES . TR, B{LMERE RPN b D Z &0 dH D
DT, EHIIITERERE LTV, BEOREZ H3ICBET 52 &,

AR DRI NT, LT DX A X 7 THIMOFMM 217> TWeZ L e
BT, AFBGHIERRNC BERE TR OMEBZIT O Z &,

ONO-4538-41 38R : 6 WF = &
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e ONO-4538-48/CA209743 iklk : ¥ 5Bt 6 1 HEMIZ 6 M Z &, ZLIBIX
12 8T &
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