I FHHEE T A KT A
=A< (B HHz)

(Wi5E4 1 472 — R AHE 20 mg, 47 ¥ — 7R AHHE 100 mg, 47 v—
A AL 120 mg, 42— R S HEFHE 240 mg)

YR 2 99 A (5445 HGET)
JE A T A
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1. 1ZL®IC

G OF N - BEMEOMROT-DIZIT, Y SIESICES W @ e i 2k
BND, S5, IHEOREREMOMEAIC L0 | PURESR S 72 & OFHH 72 5B E R
FPEHRBDARIND T T, 2O OERGNZ EIZHNERBFITRMLT 5 2 L BBED
FRRE L 7o TR Y RFEMBGEE & O AT E 2016 O3 28 4 6 A 2 H M#ERE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTWnd,

BORVE R ESR ST, KB ERASCL 2T 0 7 7 A VISBEE D ESRSL & B 5 I R
RHZENDD, DD, HEROLZEMEIZET HIERSH0ERET 5 £ TORM,
VHEIRMOREZMLZIT 5 2 EBRHIFF SN EFIC LTERT S & &bz, mIfE
RSB L 7B B2tz & D 2 & AN AHE /e — 1 O B i 7= 3R S B i
THZEREHEETHD,

L7eio> T, AAA RTA4 Tl BRBEMESLZNE TILELN TV D EFIFR -
BHE RN S-S & | LT O ER GO il 70 5 2 HEE T 2 8L b e Bk &%
TR O EFEHE R~ T,

I, ARITA BT A A%, MSIATBOE N EIE G ERER SR, ASFEANBAR
BRI o . — A EEN B ARBRR AR ES K O— A FE AN B RBEFS OO
b EER LT,

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

REERDPEIAR - BB OISR EAT - FEHE O FIE

WG ERDRERORE  @E . lACIZ=R L~ (BT %) & LT, 11 240mg
Z 2 BRGSO 18] 480 mg % 4 3 R RIE CAdEiEd 5,
i OHFUEMEIES A & O 2 581%, B, A=A Lr~T
GBfz /M z) L LT, 1 8] 240 mg % 2 WML 1 (1]
360 mg % 3 i MR CRIEEET 2,

B I 5B 3O /NP T ERRUSAE




2. ARHNIOFHE. 1EREST

A7 — R R ERHE 20 mg,  [FATEERE 100 mg, [FAGEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =R~ 7 GEE ), LT, TRA) L)) 1, /NEREES
TERASLEAF Ly 7 24 BTV AR =AY —X A7 A7 (BMS) ) 2
BR% L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th D,

PD-1 1%, &M L L2 Y 38k (T A, B AR N F 2 7 0% 7 —T fifn) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE T2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT v REROTEHEIIREZ
BIZFRET L CTWb, PD-1 U W RIFHURE SIS B b Ok & 22 Gk 588
LTk, BMERAMEEE) LU LB T 5 PD-L1 DOFEBL L IEDEF
HIM & OMICADHBEBFRN & 5 Z & HE I TWs (Cancer 2010; 116: 1757-66)
F o BB AR TSR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFEE I N, BB L EEMARIZI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBARIR R & 5 & D S & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-L1 @5 H S H -3 AMiaid, PUsRFER CDS Btk T M o il fafs
TEMEZ 59 S8 545, $1 PD-L1 /KT PD-1 & PD-L1 & OfEGEET S &2 OHIN
GEEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 72 RERERIL, 23
AR TR R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZ, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZEILET S Z EI2X 0, BDATURFFRN e T DI
PEA K O AABIRNE k9~ 2 MRS TG M 2 58 5~ 5 2 & CRefc e PuiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 L0 L MIfF S,
BB 2R & UTCBRRER 2 R U, A, et R OCRAEER MR ST,

AFIOVEFRFFIC 3 < BEE O GIERURIC X 2 BIER S0 & &b, BEIELIC
D AR B D AAOB G RO 51T, BHOBEE HHITV. BESR
D BTG AITIE, FB L HGUTIE U B 2 ik & B8R & Fe o R Al & L Col
LI2RBERIB M 21T\, B OSRERIGIC L DRIER A SN 5 5A121E, RIS RE AL
LRI OB EEDHYRLE 21T O VERD D,



3. FEIR R
1B EIBRANBE 72 B T « FR3E D H 98 O AR I G-I 217 - 72 72 B AR R ER O a2 37,

[H2hE]
OEFEHL[F ZH MAHFER (ONO-4538-1255k)

20U DAL FIRIEIE & 45 D ARMEIRIR IS ARSI R O B U R AR RE 72 1T «
OHE T EEEEAE (GO OAEEEEAH LY ETFSemP NI E T 5 1
) BE4936] (AARNEE2266 % 5 de, AFIFEZ0H], 7T B AREE16361) 2351,
7T R AR E UCARKI3 mg/kgz 20 ][I CREENE L. & 2O MR OL 42
PEZ MR LT, FEFHMIEEE Th o2 2AEFHIM (LLF, ToS) Evo, ) (R fi [95%
B ) 1%, AAIRET5.26 [4.60~6.37] WA, 77 EHREET414 [3.42~4.86] H H
THY ., KFNLT 7 BRI LFEHFICHERIERE 2R LT (O — RH0.63 [95%
{EFEXM : 0.51~0.78] . p<0.0001 [J&%Hlog-rank #E] ) .

10 =, — AEIFH
094 o

0.8 1
0.7
0.6

0.5

R

0.4 1

0.3

0.2 -

0.1 5

0.0

0 2 4 6 8 10 12 14 16 18 20 22

at risk %k SEFHMB)
. AEIF 330 275 192 141 94 56 38 19 10 5 3 0
TS5t RE 163 121 82 53 32 16 10 4 3 3 1 0

1 0S @ Kaplan-Meier fi# (ONO-4538-12 i57)

@ E BRI [F M FEFER  (ONO-4538-44/CA209649 F5R)

{EFFERE O 720 e b BRI 2 5428 (LLUF, THER2) &9 ,) MO
UIBRARE 72 HEAT - TR O B XX RE B EAHE (BEOPOAREREEH LY BT
SemPANICNLE T 5 IE) AT 11,5816 (A ARNBEEZ10961%2 & T, AHF|+baEmik 2

4



78981, ALTEIRIEET2G1]) ARG, ALFIEIEE IR E LT, RAIHEFRIEDO AR
P OV 2 fet Uc, EEFHiIE B Td % combined positive score™ (UL, [CPS]
VD, ) =SEMIZR T L mATEALFIIM (LUT, TPFS) & 9,) MOCPS=54EHIC
BIFH0SIZHONT, AHIHEFEIE I FIFIET S LG PRICAERIER 4R LT
(1, X2) . SHIZ, FANTHE SN-BE FIEL O BEKEDOEY TIZHE > THRIE
DT FER, BIRGHETE B & Z372CPS= 14EM]  ITTEMIZ BT 5 0SIZ oW\ T
b AHHEFRE I EFIRIEITS LG FIICA BERIER 28 LTc (1, H3) .
*1: HER2 I E A RESUI RN E O B | e ORI IESE O D23 8 2 IR O BE LA ATREE LTz,
#2 0 AT O b QRS EMARR) 2#% 5 Lz [OAFH Y 7FF5 0 11 130 mgm? (KR
g & 3 W CAEEIEL, A B2 1000 mg/m? (REmAE) % 1 B 2 [\, 2 #EkR
A%E%IC 1 EREE, UIQAFY Y F5F 0 1 [H 85 mg/m? (EFER) . AV F—FHLry
¥ 2 1 [\ 400 mg/m? (REREFE) MO7A4 17T )0 1A 400 mg/n? (R 4 2 38 b
TRIEFHEL, 7041 U 7L 2400 mg/m? (RRERE) % 2 HET THARN TR 5% 12
ARIARSE] | ARF-HEEFRERECIE, ARF (O1 [\ 360 mg % 3 3 M X 1Z@1 [7] 240 mg % 2 ¥
FIRIRR CRERE) 222 h EiROXT@ bk L A Lz,
*3 ¢ JEEFAMRIC 51T D PD-L1 258 Lic otk (EEGMa, <27 v 77—V RO /3 ER) ZHRE
HIBELCER L. 100 % % U721,

# 1 BMERGE (ONO-4538-44/CA209649 4 5r)

YL fE
BHEEM TRIERE Bi%k [95%(5 #A X ] AP — FH
(FA)
AH+ 7.69
G 473 N 0.68
PFS™! CPS=5 === Uﬁmgn] [08%%{= M X -
=305 482 [5.55~6.90] 0.56~0.81]
AH+ 14.39
RN 473 o 0.71
CPS=5 feri s [13'1111 11)6'23 ] [98.4%ZHE X
{LZFRRIERE 482 [10.02~12.09] 0.59~0.86]
A+ 13.96
RN 641 - 0.77
0s™ CPS=1 (LRI [12'5151 3134'98] [99.3%ZHE X [
[EFHIERE 055 [10.64~1225] 0.64~0.92]
AH+ 13.83
N 789 N 0.80
ITT e hisi “2'5151 5164'55] 199305 AEIX I
eezs 35 5 792 : 0.68~0.94]

[10.87~12.48]

1 BT O T — 2

*2 : PREIARATIRE D T — & | *3 ¢ g5l Cox LY — RET L



1.0

0.91

0.81

0.7

0.6
A AL
0.5 Y
0.4
0.31

0.21

Probability of Progression Free Survival

0.11 R "

0.0+
T RS PR s e e R | T T T T T T T

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

At risk ¥ VRSB T 26 MR (H)
KFI+{LSegeieme 473 384 258 181 132 89 60 39 23 10 8 1 0
fbiEme 482 325 200 109 72 41 25 18 12 7 4 0 0

2 PFS @ Kaplan-Meier #i#t (ONO-4538-44/CA209649 iX5%) (CPS=5 4£[H)

1.01
0.91
0.81
0.71

0.61 )
A 5, AF| LR
0.41 3 ", /

0.3 /

Probability of Overall Survival

0.21 S S TR
LR oy e e
*}';-T’-FF': T =@ =i
0.14 D -G
0.01

1 T LB | T e 1 T I T LI I Loy I N |
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk ¥ AR EI T2 ORI (A)
AR+ bFEsE 789 731 621 506 420 308 226 147 100 49 34 14 2 0
{bsERE 792 697 586 469 359 239 160 94 59 35 15 7 2 0

3 0S ® Kaplan-Meier fif} (ONO-4538-44/CA209649 7R5%) (ITT #E[H)
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(PD-L1 FEELRBLA D A 1)

[E B[R 55 A FRER (ONO-4538-44/CA209649 iRER) ICHLA AN HNIZBEDT — 4
(2% | PD-L1 OFEFLRIBINIENT 24T - 1= A0 RRI RN 2 & te) M OVEZ4AE
PEOFRERITLUTOLEEBY ThoTz,

AN HLFIRIEDOF ML, CPS 28 5 K (CPS<1 KT 1=CPS<5) DOEHELEMT
X, AL LIRERETh o7 (2, K 4),

728, PD-L1 OFBURHUIZ L 6T KAlOZEMET v 7 7 A VIERETH -T2,

% 2 PD-L1 OFIRIA OEF M (ONO-4538-44/CA209649 K 5R)

Fp A C e .
PD-L1 R " o ANP—RH™ A H AR
55 R PR DR s opiit
AH+ 140 8.67
CPS< 1| [#=Fisd [6.93,9.69] 0.93
R 125 8.11 [0.69~1.26]
e [6.87,9.82]
ARH+ 168 7.16
. =300 [6.83, 8.38] 0.93
PRST 1=CPS<3 s 8.15 [0.73~1.20] 0.0257
L 73 [7.03,9.07]
A+ 473 7.69
CPSZ5 TLSIRIERE [7.03,9.17] 0.69
- I 6.05 [0.59~0.80]
[#=Fid 482 5.5, 6.90]
A+ 140 13.08
CPS< 1| == Fisd [9.82, 16.66] 0.92
J— 125 12.48 [0.70~1.23]
e [10.12, 13.83]
ARH + 168 12.29
. e =305 5 [9.63, 14.26] 0.97
0™ 1=CPS<s 11.99 [0.76~1.24] 0.0345

feilme 173 [10.87, 13.90]

AHl+ 473 14.39
e =35 5 [13.11, 16.23] 0.70

S e 2 11.10 [0.60~0.81]
fopmises 482 [10.02, 12.09]

1 BT O T — 2 | %2 PRETRFO T — 2 | *3 1 IR Cox Wl — FET L

CPS=5




10
08 oS
0,
%
AHNHbFIRIERE

Frobabiity of Overall Survival
o ©
-~ w

o
w
E

P
(LR IL“"-*-«

0.z

0.1

0.0

— T

0 3 6 9 12 15 18 21 24 27 30 33 36 39
Atrisk 3 SEVEZEIT T 20 ORI OF)

ARFK/ICHE 140 129 112 89 72 51 40 29 20 9 6 3 1 0
ICHE 125110 92 77 61 41 27 15 13 9 4 3 2 0
1.0{eg
iy 1=CPS<5
0.8
& OS
$o07
ﬁos 3
20 &
b \y
O 05 =y
o4 ¥ AF A7 R
=
2 >
g 03 e
& Ty /
0.2 “\-ﬂ e
0.1 FORT. - ‘.r""f.“._i....
(b PIERE
o'ov 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 ¥ BB D OWIR (H)
KBE/IC B 168 157 125 99 83 56 34 22 15 7 6 2 0 0
ICHEE 173 154 133 112 81 56 33 21 11 6 2 1 0 0
1.0
>
. CPS=5
& oS
0.7
0.6 A N N
AH AR

Probabdity of Overall Survival
o
w

0.4
03 : :._%n s
e x\hﬂ*\—ﬁ:—x——
e \%.,n__w" . —
(e e W
0.0
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 ¢ MEAEZEIS T 5 oI (H)
AHE/IC B 473 438 377 313 261 198 149 96 65 33 22 9 1 0
IC #f 482 421 350 271 211 138 98 56 34 19 8 2 0 0

1.0
s",\. CPS<1
0.9 ._A
3 5,
3 o8 kS, PFS
‘go.r -
go.s "’1
§o.s k
- y
g )
Eo4 "H
203 Y,
go.z
o
el i30S x
O.OI 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
AEABIMS DO (H)
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
<
0-9%\% 1=CPS<5
T o
§°-° \‘I’\‘z PFS
gor \\";H.
:os N
LOA‘ )
= )
S *
= .
202
o
gt {LFIFRIERE
0.01, 1 T T T T T T T T —————
0 3 6 9 12 15 18 21 24 27 30 33 36
HEAEAEITT SO (A)
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
10
>
09 CPS=5
3
£os PFS
2 o7
@
'S
06
3
g os ORI,
g AH AR ERE
.04
B &
%‘oz L ¥ /
£ 02 BPC M
g - - a‘—\_\
0.1 Nz -3ssa e e o e
0.0| 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
AEABIM B0l (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

4 PD-L1 O3FRILHID OS K& TX PFS @ Kaplan-Meier Hi#: (ONO-4538-

44/CA209649

ER)

(0S (Z£%1) : EX CPS<1, HH X 1=CPS<5. FX CPS=5)
(PFS (FH%1]) : EX CPS<1, HH[X 1=CPS<5. X CPS=5)



QE BRI T /MFERER (ONO-4538-37 7kBR)

(L FERE D 72y HER2 FEME" ORI YIFRANGE /LT « B0 B T RE B AT
i (SO LNREEEEAW I Y BT 5 om DINISALE T 5 k) B 724 6] (HA
N 395 Bl &2 Gde, AAIHLERIE?RE 362 B, 77 2R HLSERIE2 BE 362 ) %
RGUT, 7T /AR HEFRIE AR L LT AREIH bk O A 0 e OV 4 & it
L7, FHEFEEE O—>ToHh 5 PFS (HRAH [95%EFIXH]) 1. AH+HbFHIER
T 1045 [8.44~14.75] W H., 778 R +H{LFHIERET 834 [6.97~9.40] WHTHY
AR HACFHEIL T 7 R HERIEIC LRI B RIERE 2R LTz (NP —F
Lt 0.68 [98.51%fE#EIX M : 0.51~0.90], p=0.0007 [J&%H! log-rank #&7E]),

Flo. b O OOFHEFMAE TH S OS (HRAE [95% XM 1T, AAI+1b7F
JRIERET 17.45 [15.67~20.83] B H. 77 R +H{LFRIERET 17.15 [15.18~19.65] #
ATH Y | KA HLFHIEIL T 7 2R HEFHEEIC K LEHPRICAE BRI R 2 7R S 72
Motz (N — FH 090 [95%EHEXM : 0.75~1.08], p=0.257 [J&H! log-rank #7E]).

*1 : HER2 M R B SUTARME O BEF TR G4 & LT,

% - AH| (1181 360mg % 3 MR CAMHE) L7 7R L, UFOMZERE GRBREHY EAiH
B 2R L (XYY 7IF 1 H 130 mg/m? ((RFmRE) % 3 8 BB C AT L,
FHT =N XRXAT N AT TINHY U LEEH 40 mg/m? (BRIFF) T H <& £ 1000
mg/m? (RFEED) Z 1 B 20, 2 BEEOHESHIC 1 BEBKRE]

10 Presg
B —o EH, A H P TSFURY
= S-1RIFHRIUAE VG RE
- FI5uR ( FFHIVTSFUORY
0 SHIRIFHRUEE B
g 06 -
% o B, ¢
4 05 ) o' -
z = S
® 04 %
0.3 '----%
02 /2
oy o €
0.0 | : : :
0 3 6 9 12 15 18
at risk# mISELFHRMA)
PSR T 274 168 94 46 13 0
R iy abD 259 160 80 30 5 0

5 PFS @ Kaplan-Meier Hif% (ONO-4538-37 7kli%)
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1.0 4
0.9
—A— AR A FHYTSFURY
08 SHIRFHRLBE B
07 -G- ISR  AFHVISFUORY
S-IRFARTBE AR
4 06
04
03 A
0.2
0.1
0.0 T T T -
0 3 6 9 12 15 18 21 24 27 30 33
EFHREA)
at risk 3
IMASIIIITLBU 360 346 318 269 232 193 169 150 102 58 23 2
TR ATIIIITBY 362 342 301 259 219 192 167 141 97 48 16 5

6 OS @ Kaplan-Meier i} (ONO-4538-37 #f5%)
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[Zz 2]

OENFEIMAERE (ONO-4538-12 75k)

HEEGIIAFIEE 300/330 B (90.9%) . 77 AREE 135/161 41 (83.9%) (23D H i,
IREBRIE & ORRBIRNEE TE WA EFEFRITIAHIEE 141/330 #] (42.7%) . 77 &R
#F 43/161 B (26.7%) IZRE® BTz, W ORETHILRD 5% EORIERIT T #
DEBYTHoT,

#£3 WITNDOORETHRIEN 5%LL EORIEH (ONO-4538-12 7-5k)
B (%)

CHER PNy |

HoAsE ﬁﬂﬁ f?tgﬁ
330 fi 161 fi

(MedDRA/J ver.19.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2RIVEA 141 (42.7) 34 (10.3) 4 (12) 43 (26.7) 7 (4.3) 2 (1.2)
HGEE

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

Ty 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
FZ &R KO TR Rk R

& D FEIE 30 (9.1) 0 0 9 (5.6) 0 0
595 19 (5.8) 0 0 5 (3.1) 0 0

725 ARBIBEC BN TRV PERGZE R 7 61 (2.1%) AU RRIE /) < A XF—9 1] (2.7%) .
RIG2E « BEED TR 44511 (1.2%) . 1 BUBEIRI% 3 61 (0.9%) . ITHEREREE 18 il (5.5%) .
e 161 (0.3%) . FUIREREEAERSTE 13 B (3.9%) . FRFRFEE 10 5] (3.0%) . B HEHER:
161 (0.3%) . NEAEBEEEREE 15 (0.3%) . FRRIIARIERIE 1 41 (0.3%) K& U infusion
reaction 1 5] (0.3%) 23i8 bz, T, BHIEMHIIIE, DMK, fhd. MM/ MR
WO PEEREES . RIB RS, EEOREREE, MK - fIRK, BEREL S E S RRITHE
Livieholo, REWERFBLURUIIBIE RS (BRRMRAMERE 2 5T) 28 RN R
BT,

QEFEL[F AR RBR  (ONO-4538-44/CA209649 7kbR)

A EFGITIARAN L FIHIERE 776/782 5] (99.2%) . {LFHIERE 752/767 i (98.0%)
(2R D, AFIUIML SR E & ORBEBIGRNEE T X WA BFERRIIAR bk
B 738/782 15 (94.4%) | ALSFIRIERE 679/767 1] (88.5%) TR LNTZ, WITHDORE
THRIED 5% EORWERIZI TRDO LBV ThoTo,

11



F 4 WTNOORETIIEDN 5% EORIEH (ONO-4538-44/CA209649 7R5R)

Bk (%)

BEEIRGTR R+ LR (LR
B 78244 7674
(MedDRA/J ver. 23.0)
4Grade Grade3-4 Grade5 4Grade Grade3-4 Grade5
2EIEH 738 (94.4) 462 (59.1) 4( 0.5) 679 (88.5) 341 (44.5) 0
B IGhEE
L 323 (41.3) 20( 2.6) 0 292 (38.1) 19( 2.5) 0
T 253(32.4) 35( 4.5) 0 206 (26.9) 24 ( 3.1) 0
s - 195(24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
EETA 73( 93) 2( 03) 0 61 ( 8.0) 0 0
SIPS 57( 73) 7( 09) 0 47( 61) 1( 0.1) 0
PR REE
R = 2 — 1 SF— 221(28.3) 31( 4.0) 0 190 (24.8) 22( 2.9) 0
RRYMEREE = 2 — 1 /R F— 137 (17.5) 16 ( 2.0) 0 119 (15.5) 14( 1.8) 0
SRR 59( 7.5) 2( 03) 0 61 ( 8.0) 1( 0.1) 0
BRI AR A 42( 54) 0 0 38( 5.0) 0 0
st 40( 5.1) 2( 03) 0 17( 22) 1( 0.1) 0
B AR AR AT
Bt Hh BRI A 158 (20.2) 83 (10.6) 0 118 (15.4) 67 ( 8.7) 0
M R 156 (19.9) 20 ( 2.6) 0 115 (15.0) 19( 2.5) 0
FTARGEXUBET I FFvA7 T 122(156) 12( 1.5 0 69( 9.0) 5( 0.7) 0
—EHhn
P i Bk At 112 (143) 23 ( 2.9) 0 77(10.0) 13( 1.7) 0
TS5=UTI) NI AT 25— 89(114) 6( 0.8) 0 50( 6.5) 5( 0.7) 0
m
U S—B N 89 (11.4) 45( 5.8) 0 34( 44) 16( 2.1) 0
7T 71( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
M7 B Y RR7 7 &2 —EHiN 52( 6.6) 5( 0.6) 0 34( 44) 2( 03) 0
M E U e s 48( 6.1) 4( 0.5) 0 32( 42) 2( 03) 0
IR E D 45( 5.8) 2( 03) 0 33( 43) 1( 0.1) 0
MEFR LY o REE
2. 203 (26.0) 47 ( 6.0) 0 171 (223) 21( 2.7) 0
T T ERIBUD i 191 (24.4) 118 (15.1) 0 181 (23.6) 93 (12.1) 0
/N IR i 157(20.1) 19( 2.4) 0 145(18.9) 13( 1.7) 0
£ 1 BRI i 63( 8.1) 5( 0.6) 0 55( 7.2) 11( 1.4) 0
—f% - EEEER X OG0 RRE
e 202 (25.8) 30( 3.8) 0 173 (22.6) 17( 22) 0
IS i 73( 9.3) 7( 0.9) 0 81(10.6) 10( 1.3) 0
FEEN 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
ek 42( 54) 2( 03) 0 36 (1 4.7) 0 0
FEIE R KOV T AR
T - RJERIRAE AR RAEERE 94 (12.0) 11( 1.4 0 81(10.6) 6( 0.8) 0
S5 74( 9.5) 7( 09) 0 12( 1.6) 0
7 5 FESE 54( 69) 1( 0.1) 8( 1.0
R L OvesEhEE
BARDE 157 (20.1) 14( 1.8) 0 139 (18.1) 13( 1.7) 0

12



pi%k (%)

ke A+ LR (PR
" 782451 7678

(MedDRA/J ver. 23.0)
4Grade 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, PEB X OWES IHE

EATAE D RS 66( 84) 11( 1.4) 0 30( 3.9) 5( 0.7) 0
G R

I EUE 48 ( 6.1) 4( 0.5) 0 10( 13) 2( 0.3) 0

72 B AR AL FRIEREZ 3 W) TR R 466 1] (59.6%) | IFFERERRE 203 151 (26.0%) |
infusion reaction 111 5] (14.2%) . HURIRFEREFEE 96 1] (12.3%) . BEAUTREARIE 68 5
(8.7%) . KM%k - /NG - BHEED T 52 ] (6.6%) | VEMEMIZEE 42 61 (5.4%) |
DR RE 28 ] (3.6%) . EHEREREE 26 1 (3.3%) . DMEFEE 15 B (1.9%)
FRAR AR ZEARE 13 61 (1.7%) . 28 761 (0.9%) . FEAHERERE 6 ] (0.8%) . Fl
AFERERESE 4 B (0.5%) . BEZR 3 6 (0.4%) . LFRZE 2 B (0.3%) . 1 BUBESRE 1 f
(0.1%) . SEIBER1H (0.1%) | %16 (0.1%) KOYEFL 161 (0.1%) 2FEH 5
iz, E£7o, EEFMEGE, MK - BRI, fhzk, mbMERE %, \EERMEES. Bl
FENT . TP, AREFEREE . MEBRERIEMRRE & ONEE HH IR S o 7o, RENE
MZBURDUIBIHEFS: BARREERE 2 5T) 23 0EHERE T,

Q@ E B[ /M ARRER (ONO-4538-37 7kBk)
B ERHGIIAF] L ERIERE 358/359 61 (99.7%) . 77 &R HLFRRIERE 357/358
(99.7%) 2RO BV, KAl 77 BRI TFRIE L OREBERENEETERVAE
FRITIARA L TFRIERE 351/359 61(97.8%) . 7° 7 & A+ IERE 349/358 511 (97.5%)
RO B2, WTNADORETRIRN 5%LL EORITERIZT FTRO LBV THoT-,
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#£5 WITNMNORETHIREN 5% EORIEH (ONO-4538-37 #lR)

BRIk PP C6)

- - ztxﬁuﬂtﬁﬁi?ﬁi 7T 2R bR ERE

359 {3 358 {5

(MedDRA/J ver.22.1) 42 Grade  Grade3-4  Grade5 4 Grade  Grade3-4  Grade$
A RIVEH 351(97.8) 205(57.1) 3( 0.8) 349(97.5) 174(486) 2( 0.6)
TR BEE

RRYMRE = 2 — 1 /8F 201(56.0) 14( 3.9) 0 189 (52.8) 8( 22) 0
RN 57 (15.9) 0 0 52 (14.5) 0 0
KM= 2 — g R F— 51(142)  3( 0.8) 0 47(13.1)  10( 2.8) 0
PR 24( 67)  6( 1.7) 0 12( 34) 2( 0.6 0
Bl

EINN 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
M 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 I 19( 5.3) 0 0 17( 47) 1( 03) 0
B R AR A

U HRER B 157 (43.7)  71(19.8) 0 134 (37.4) 57(15.9) 0
s IR S 144 (40.1)  34( 9.5 0 157(43.9) 33( 92) 0
i BRE R 77(21.4)  10( 2.8) 0 60(168) 9( 2.5) 0
TANSEUEBET I~ 54(15.0)  4( 1D 0 44 (12.3)  2( 0.6) 0
TR T =T —BEM

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

[T RS B SZeJ | 34( 95  6( 1.7) 0 22( 61) 2( 0.6) 0
IR 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
R L O EREE

BRI 187 (52.1)  29( 8.1) 0 196 (54.7)  23( 6.4) 0
— % - EHEER X OGOk

7 72(20.1)  5( 1.4) 0 72(20.1)  2( 0.6) 0
(s 59 (16.4) 0 0 62 (17.3) 1( 03) 0
FE N 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
1 S5 27( 75 4( LD 0 26( 73)  5( 14 0
F2 &R KO TR Ak E

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

IEI5 45(12.5)  2( 0.6) 0 14( 3.9) 0 0
Z 5 PRI 42 (11.7) 0 0 14( 3.9) 0 0
F 0, 32 20( 5.6) 0 0 21( 5.9) 0 0
25D 14( 39 3( 0.38) 0 5( 1.4) 0 0
(B FE s E 13( 3.6) 0 0 7( 2.0) 0 0
MEFR VY o REEE

=i 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 i 19( 53)  8( 22) 0 200 56)  9( 23 0
Mg, MaEnds X OMiElRrEE

Lol b 20( 5.6) 1( 03) 0 10( 2.8) 0 0
=l

k=24 23( 6.4) 0 0 16 ( 4.5) 0 0
o AR 5
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B (%)

an BRI

- A bR 7T R LRI

A 359 f4 358

(MedD-RA/J ver.22.1) 4> Grade  Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5

FOIR BRFE REA TE 24 67)  1( 03) 0 7( 2.0) 0 0
BE, hEB L OWE A HE

EATAE D 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

FFRRe 505 10( 2.8 1( 03) 0 14( 39 1( 03) 0
G R E

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

723 AHN AL FIRIEREZ B W TR R 282 1] (78.6%) |\ IFHERERRE 83 511 (23.1%) |
infusion reaction 48 5] (13.4%) . FRIRBEHEREE 30 ] (8.4%) . ROKALREMALE 24
(6.7%) . KM% - /NG - HED T 24 6 (6.7%) | MVEMEMIZEE 1561 (4.2%) |
HEDORERE 14 6 (3.9%) . BHERERES 9 1 (2.5%) . BEIEHRERSE 6 i (1.7%) .
FRRIMAR ZEARAE 3 651 (0.8%) . 1 BUHEIRI 3 B (0.8%) . T 2 f5] (0.6%) . EEE/2 ML
bR 2 1 (0.6%)  FFARA2 Bl (0.6%) . LMiElEE 2 511 (0.6%) MK OVFEERBERERREE
16 (03%) 233D bz, £o, BEIEMBEIE, OFR, Mk, KK - B, BIE
JFde, WEALPERRAE 2%, MERERIEMRE, RikZ. AREFEkEs. Mg, B, BRE S
EIRRITBO bR oo, ABIEHREBURDUIBERS (FIRRAMET &5 T)

EEDERRERE TR,
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[ - Hi]

AR OREMEYBETT L ZFA LY 2 2 b— 3 10250, AKI 3 mgkg (K
H) XX 240 mg % 2 FARIEINGE TS LI2BROARR O Mg iR E RS S iz, ZOf
B K240 mg G L TZBROBREERIL. AH 3 mg/kg 5 U7 EROGREE & L g
LTz & THlSnZbo0, AARNBEICBWTARMENHE I TWDH
% AR (10mgkg % 2 ARG CRY) CAARIZ RS LI-BRoOgE R & ik LR
e THIENT (FR), A T BHEOEMIZBIT 57 —ZICH-S% | KA 3mg/kg
(REE) 0% 240 mg % 2 HFFIFE CHG- L 7ZBROARRF OBRE & & Ao 3 etk b
ORI & T D IRE ST T APERE S, YiX B OW TREIT DAL A R,
EROME - HEOR TAEIMER ORI 2RIV E PRI,

#* 6 KAWL T A—4

v - R Cimax Chmind14 Cavgdl4 Cinax,ss Cmin,ss Cavg,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 .760-8) (10-;?54-5) (17-21‘,"333.9) (75.}){3171) (27.612,'107) (42.717,'?27)
20 me Q2W 61.712,?03) (15~22?.354-6) (25-31‘}:7.8) (105254) (41?57,.21;58) (62.11(,)9187)
0meke QW | (1473100 | (519.792) | (00114 | (331 520 | (8913 | (37380

OB (5%, 95%a0) . Q2W : 2IERIFE. Cmax @ FIEIFE 554 0O fe @ ML FIREE . Couinars @ PIEIFE 574 14
H I35 2 B is . Cavears : W) 5514 0 B F COFHIMFE T, Cranss : EHIRAEIE
gg%ém%¢%g\%mgﬁﬁﬁﬁuﬁﬁéﬁﬁm%¢%ﬁ\Qwuﬁﬁﬁﬁuﬁﬁéﬁﬁm%¢
o, AANOREMEYEREET NV ZFIH LI I 2 L—3 3 TR D | KA 480 mg
Z 4 JE IR IR T G- XIBEAGE 0 AL « F &5 TG L 72BR O AA O s H i BE D3 s
SINTe, ZORER. AH 480 mg & 4 BRIMMRE CHRE LB oEFIREBIC K T 5 Fim
WHHIRE (LT, TCagss) &V, ) X, AHKI240mg & 2 W RIFE THE G L72BED Cavgss
EERIT D E TSN (FR) o Fo. AAI480 mg % 4 MR TG L7ZBEOE
FARIBICRBIT Dl MiEFIEE (LLF.  [Cras) EWVD, ) 1E, AKI 240 mg % 2 38 [
[l TG LTZBRD Chaxss & L THEIfEZ R T & PHISNZ b DD, HANEBEEICE
WTARMENHER SN TV D - HE (10 mgkg % 2 BRI T E) TAAIZ2#E
L7BRD Craxss & R L TIRMEZ 7R3 & THIS 7. (FR) o A T, #EOmEEICE
5T —ZIZHAS X KA 3mgkg (KE) F721d 240mg % 2 B, 7 L < ITAA)
480 mg % 4 JHMRIME THE G L2 EROARA| ORER & & A0 AT & o B 4 fE
T HREBNT T VB SN, YEEEICOWTRB M Th iR, Eito Ak -
FEDORTH R OV ST R AR 1T 20 & Pl STz,
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KT FHOKDERENT A —4

M - 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?‘%0-3) (21.321 ?(1)3.9) (75.&3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712’203) (23-33?'539-0) <30.§670.9> (105354) (41?57,'%1358) (62.11(,)91 87)
80 me Q4W (103307) (15.25?17.4) (37.?)?‘;)4.8) (14?,1 g36) (27.751,'?37) (62.11(,)91 87)
10 mgke QAW (142,9;22) (86.959,'?32) (101,1 ?48) (323,9225) (18421,1 gos) (232,7277)

FRAE (5%, 95%450) . Q2W : 2 JE IR, Q4W : 4 IR, Crmax : FIEIFE 55 OB & MIE FIREE . Crmindzs

HIE$ 5% 28 H BIZ3610 2 R ARG P, Cavears : FIEIIR G4 28 H H £ TOFHMIF PRI, Craxss ©

TEHARIBIZ 31T 2 B @ TG TR EE . Cininss © EFARIBIZ I 2 BARMIE TIHREE . Cavess 1 EFAIRIEIZIS T 2F

Y1l 175 T e

17




4. EFXIZHOUWT

IS U A 7 EEEHE (RMP) (ZEED & | AH D E I M RIE B~ i S AT
N HHER T > T, AR OEEN#EE) 72 BE Z2W - FE L, AFIO#EGICL Y HEE
7REWER 2B LTRSS 5 2 & DB R 7o D LLF OO~@DF T A& 72 7 i
RIZBWTHEHT & ThH D,

O MEXIZDOWT

D1 TREo (1) ~ (5) ONWTNNICHEYT LR THDH Z L,

(1) BEATGEBKEDGET 503 AR EERLURRES (BRE RS A S HEIL AR R
HIE S AR EEBL R, Hlgk s A RSIRIRBT e &)

(2) FFERERERPL

(3) HBEAFERFNFNFEET D0 AFEEERPE (0S AR EWRPL. 25 A sl
719, 23 AR EEHEE R 72 &)

(4) NRACFHIEE AR E U, SSRGS RER R | ST SRR L2 ekt
2 DRk HESR DB AT > TV D ek

(5) PUEMENEBAIL S EINE O has FHEIR DR 21T - T 5 fiiak

@O-2  BREOALTERE L ORIWERFEERE O X TS50 70 % & B 2 RO EAl (F&R D
WPRNIREE T DERM) 25, 2R ORANE T 20RO RMEA L L TRES L
TnnHZ L,

*

o [ERIGEFESE 2 EDOYHAHME ZE T L2121 5 UL ED D ATRIED BERIHE &
[THoTWBZ &, Hbh, 2L R, RARMIRELS T & L BREEZOHHE 2
fToTWVWBHZ &,

o [ERNRIFESH 2 EOWHANHEZE T L2512, LSS O N AL 2 & 5
HELL ORI ZOER 2 IT> TN D 2 &y

o [EHIGIFEUGE 2 EOYHHEZE T L21%IC 4 L EDOBEFERBREZA L T D
Zl, 9b. 3L R, LR DD A SRS 2 T e M LRI S D R IRAHE &
fToTWVWBHZ &,

© BN OEEKMIFHRE B OAKHIIZDOWNT

PSR S A B S 2 B N R E S, RUER D OfFRA D, Ak - %
EVEEIAOE O B B OERT S5 D E iR s, AEFR08E LG o®RE
BB, ENHCMIATONDIEHINE S TND Z L,
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@ BHEH~DOXISIZONT
@-1 Hiiax AR BE 3 2 A

[V MR B O HEE R BIE AN AE L72BRIT, 24 FFRIEZIERIRTHI O T, ik X
IREEE R IV T, FEEL L2 RITERNSIE U CTABRE L O CT S D RIEM OS24
HAMRADRERD Y H PGS, EBISHS A RER AR 8-> T\ Dd 2 L,

@-2 EFRIEFHEIZ L DA FFGNISITE T % 2t

AR D BT 72 5 e O\ Re 2 A 2 BIRIERE D EIE =2 Y v 7
EEDITEROA Y ) —= 2 T ZATOWERE L F#MAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNZOWT, DABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 RHWEH OZMrx IR LT

RIVEA (MEMEMEEIZIN 2 EREAEDRE, Ok, Tk, BT RAREE ., KIBK.
NS, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . K. kMR
K. FAIRIBEEEREE . T RMAMEREREE, mhiklEE, BEE, RIEEE, MR, BEEOKL
JE R, FFRIMARZEFRE, infusion reaction, HEFE7c Mk, MERERIEMERE, Fik%.
Mede. WEEORPERON, IR, ClEES (L EME) - 2RI - D ESEMEEISMGHES) |
AREFEREE . IS ML, L) 1Tk LT, YikhEak U B R O H P2 AT 5
ERf & EEE L (BIER ORBZKCH NI L THREM O EEZ TN 58 H D =
E) . EBHICET) R MED TE HIEH RS> TWNDE Z &,
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5. EXG L b BE
(B2 B d % H1E]
O TROBEIZBWTARIORENERHRIES N TN D,
o 2 OU EOLERIERED & 2 IR UIBR AR 22 T - TR AR ORFIHMm

5)
o AETERRIEEE D 72\ HER2 [2PE OB YIRARE /AT - 38 BREE ((LHRIE
& OHFHEE)

o (1) AXRPVTITFUOROAIRZE (W) AFPVTITF R F— by
LROTINVFRT TN, X (i) AFY IV FIFURBTH T =« FAT L - T
PRI EN Ry

@ [EIBR 3[R 55 M AH F R (ONO -4538-44/CA2096497K5k) K OVE B[R] 55 11/ I AH #XBR
(ONO-4538-377klR) 1T\ T, i ((BFHRIEXIT T 7 B R HEFRE) &
@LT\Kﬂ+m%ﬁﬁ@ﬁ%$ﬁméh1wéottb\Kﬂ@tﬁﬁ_iDﬁ
FEHRQOFKBENE L 2HHMAPRD DI (plI~1528) | £/, PD-LIFEILRN
(CPS) T L VW ARKD EFRENEDERDMADREBEINTND (p7~8&H) , i
HIE LT, 2o & E 2. PD-LIFEBLE"D35% A (CPSSAT) Th b 2 & D3R

SNTBFITBW T, AEFRIEFMIC L DTREIC OV THBET 5,
* o KFIOBWER & LT, K584 : PD-L1 IHC 28-8 pharmDX [# =1 2NEGR ST\ 5,

@ TREIZEZ M T 2 EE KT D AF OB G K OMEHFIEIC OV TR, RAIO A M
DHESLSNTHE LT, RAOEEGERIR LR DI,
o —RIBIRM O TIRIBIR 2T TR W B ISR B A o B % 5
*  HER2 G0 B 1Tk D b7k & oS
o OTABIOHIMEN RSN TO IR MEOFUEMEIEA] & OOF &5
o INEMHBNEIE L LTS

[z Bd 2 FH]

O TRIZEYTLIBRFICOVWTUIARFOERENEEZE SN TNWDHZ b, &5 E21T
Dipnz by
o KRHIDRSHTIHKT LIRBEUE OB ERE D & 5 B3

@ TRERTOFHMIZEB N T FRRICE S T 2 BE 1T OV T, AFIO B HITHELE S e
R, MOTEFRIUL N 22 WIGEICIRY | HEICAKZENT 2L 2ZBETE D,
. %E@Mﬁ%@A%Xi%@@%é$%
o JRER I AR A CRVE R 258 6 D B K ONE B 0 Sl i ik 2 <0 J Gt it 2%
%@%K*E@Zkﬂ&%hé%ﬁ
o HOREEBOEDE UTEMERRF L <IXFERMEO B iR B OB EREO
»oRE
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o JEESEBAEIE (GEMERIRBAIREZ GT) ObDHEE
o FEEOBY I EE AT HEE
e ECOG Performance Status 3-4 "V 3

GED  ECOG @ Performance Status (PS)

Score | EFE

0 | &<MERIEEH TS5, BT &lE U R EAERNHRZ AT D,

PRREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
RS N S

HBATARECTH A O OEIY O Z LT F N THEEZSERTTE 2V, HHP D 50%Lh Eid~y R Tl 25

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R kT2 d,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,
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6. BHIZBEL THETREFH

I SCERE TN 2, G IR DR 2 ERFE 12 KD & ARH D Fei: e OVl (Ef#
RO olicn B tEdfe +oIc 8 L Cr AT 2 &,

TRIRBIARICENE S | BB XX E OFIRICAHIMER EREE +o3 L, RSx5S
ThoETHZ L,

KA e AL L OG- O RS Z W 2356 PD-L1 BELR MR T 52 &
W E LAY, PD-L1 BB FER T E 2 WIGA I, KAl & b7 s PO
WA 2w L BT 5T A 2L,

EREIERO~RT A MZONT

@

@

MEMEREEN S bbb Z ER3H DD T, KFNOEGIZHT- > T, BRIE
W (PRI RIS, ik, FEEVE) OffEsE M OWE X A& o s, Btz +5
ZATH 2 &, £, MBS CTHE CT, Mg~ — I —FDOMm&x I+ 5
Z &,

AFN D5 1L EE D infusion reaction (i 2 CERARFI H3 22kt D T 5 U
faAT > 72 EChtaT 2 Z & £72.2 [8] H LABE O A% 5-FFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIEEGH K OARA G T #IT A Z A
CERRET 5%, BEORBEL 2B T 52 L, 70, infusionreaction &
FHLLIZGA IR, R TOBELOERD ERIZEIE T 2 £ CHE - 08l
T5HZ &,

ORI REIREE . TRAEERT R ORIBREERH 6O Z B3 HDH DT,
AFN D ¥ 5B aERT M O G- B T E IR N sk RE iR A (TSH. 1028 T3,
FERE T4, ACTH, M=oY —VEORIE) #FEET 52 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b Dk R RIEREE
DHOLDLNDZEND D, BENRDOLNLLEAEITIE, BELEFRIIS LT
B 72 ek & R BR Z Re O R Ail & i U Cl bl A RIS W 21TV IR D
FOGIZ X 2 BWER DN g0 23551 21E, AR ORFES T I, R ORIE BE A
WEHIOBRGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZ X0 EIE
HOYEERFRD IR WIGEIZIE, BB RE AV LISt O Sz il Fl o8
HLEET D,

PR T %, BOEBI S8 ARRE L T LEWERDBELT L2 EnbH D129,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE 1 BUBEIR S &2 2 de) b bbdv, BERPIMES F 7o R— X
ICEDZENHLHDOT, Alg, o, EHFEOIEROBHRCMAEED L2
SEET S L, 1V EERBNEDN -G ICITEGEEZRIEL, AR ) H
FOFGEDHME) R EZITH Z &,

BIERTIE, P42, ITHEREREE . TR, BB RPN H LoD Z &ndH D
DT, EWWIIITHERERE LTV, BEOREZ H3ICBET 52 &,
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® AFNOEEARRBRIZIHNT, BERENOH 1 FEMIT 6 B I L. X, 12
W Z S CHMEDFAM 24T > TWe 2 & 2 5B 12, ARG I E M mig
A TROMER LT 2 &
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I FHHEE T A KT A
=A< (B HHz)

(Wi5E4 1 472 — R AHE 20 mg, 47 ¥ — R AHHE 100 mg, 47 v—
A AL 120 mg, 42— R S EFHE 240 mg)

~ S o 5 o B i~

Tk 3 0458 ] (41 44 5 1 ET)
AR B



ER/%

S o

T U®IZ

AFN DR, MRS
A IR AR
FaER Iz DU T

EECD O B AN N

BOICE L TRHET & HIHA

P2
P3
P4
P10
P12
P13



1. ZUHIC

G OF N - BEMEOMROT-DIZIT, Y SIESICES W @ e i 2k
BND, S5, IHEOREREMOMEAIC L0 | PURESR S 72 & OFHH 72 5B E R
FPEHRBDARIND T T, 2O OERGNZ EIZHNERBFITRMLT 5 2 L BBED
FRRE L 7o TR Y RFEMBGEE & O AT E 2016 O3 28 4 6 A 2 H M#ERE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTWnd,

BORVE R ESR ST, KB ERASCL 2T 0 7 7 A VISBEE D ESRSL & B 5 I R
RHZENDD, DD, HEROLZEMEIZET HIERSH0ERET 5 £ TORM,
VHEIRMOREZMLZIT 5 2 EBRHIFF SN EFIC LTERT S & &bz, mIfE
RSB L 7B B2tz & D 2 & AN AHE /e — 1 O B i 7= 3R S B i
THZEREHEETHD,

L7eio> T, AAA RTA4 Tl BRBEMESLZNE TILELN TV D EFIFR -
BHE RN S-S & | LT O ER GO il 70 5 2 HEE T 2 8L b e Bk &%
TR O EFEHE R~ T,

I, ARITA BT A A%, MSIATBOE N EE S R A A, AmEE AR AR
BRI o . —AFEENE N A ARERIRNEBHE S FEdREFTEENE A B ARIE 22 &k O
—MRFEETEN B AR ZR 2 ORS00 LR LT,

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

R ERDEIRE  CIBRAREZRHELT - FRIE O MMl i il

KELRAMERONE  @HE, BRAICIZ=AL~7 GEIG 7 Z) & LT, 1A 240mg
Z 2 JEMIRIE S 1 0] 480 mg & 4 W R0 C AR 5,
AV AT (BEEHRZ) EORT 2560, @%, A
F=A~7 (EaH#z) & LT, 18240 mg % 2 EHH
fR 313 1 8] 360 mg Z 3 A FR C AR ERHET 5.

B B 58 3 OF /NP T RIS A

(%)

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

#z)) OBEEXITHHFE, FEKOH&

SHRE ST R « UIBRARBE /AT « o6 D B a5 b iz

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

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

TEHET Do




2. ARHNIOFHE. 1EREST

A7 — R R ERHE 20 mg,  [FATEERE 100 mg, [FAGEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =R~ 7 GEE M), LT, TARA) Evd,) 1, /NEFPSES
TEMKSH L AZ Ly 7 24 BTV RV =AY —X 27447 (BMS) ) 2
BR% L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th D,

PD-1 1%, &M L L2 Y 38k (T A, B AR N F 2 7 0% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE T2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT v REROTEHEIIREZ
BIZFRET L CTWb, PD-1 U W RIFHURE SIS B b Ok 2 22 JEEHERRIZ 583
LTk, BMERAMEEE) LU LB T 5 PD-L1 DOFEBL L IEDEF
HIM & OMICADHBEBFRN & 5 Z & HE I TWs (Cancer 2010; 116: 1757-66)
F o BB AR TSR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFEE I N, BB L EEMARIZI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBARIR R & 5 & D S & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-L1 @5 H S H -3 AMiaid, PUsRFER CDS Btk T M o il fafs
TEMEZ 59 S8 545, $1 PD-L1 /KT PD-1 & PD-L1 & OfEGEET S &2 OHIN
GEEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 72 RERERIL, 23
AR TR R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZ, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZEILET S Z EI2X 0, BDATURFFRN e T DI
PEAL K OV AFIIBIC 59 2 IR EiE T 2 B8589~ 5 2 & TR e U2 R &2~
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 L0 L MIfF S,
TR R B IR At e & U T2 BRRRRBR 2 S U . A2ME, 2 atE e OV AEME D 7R
i,

AN VE T I < HBEE DRI X 2 BIERS2 6 & b, B UL
D RN B o AFIO B PR OB SR, BHOBREL AT, BEIR
D BTG AITIE, BB L HGUIE U B e ik & B8 & Feo Al & i L Coil
GV RBERIRBI 24T\ B O RIERIGIC & 2 BIER A bI 561 1E, BRI E R
T AN OB EEDOHE YR AE ZAT O MENH D,



3. FEIR R
BB ANRE 2R AT + F 8 oD FEVE a5 oh Bz JIE 0D 7 SRR |2 34 24T - 72 35 72 BRI 3R BR 0D Rl
BT,

[H2hE]

O EWNFETHRE (ONO-4538-41385%) (Clin Cancer Res 2019; 25: 5485-92)
FIFFRHN L R N LFE RPN LKk & OO TR O )

BRAREZ2EST - PR OBEMEHgfE o R B £ (ECOG Performance Status 0 &2 OV 1) 34 il %

KIGT  AA 240 mg % 2 B F I FRE TR T Uiz, EEFHEE B Th 2R3 (Modified

RECIST criteria (2004)(Z3&-25 < i) B2 L D CR UL PR) 1£29.4% (95%(E#EX [ -

16.8~46.2) Th-olz, 72¥F, FANIHE LZBEEITX 5.0%TH -7,

@ ERRLEF AR (ONO-4538-48/CA2097437&8%E%)  (Lancet 2021; 397: 375-86)
(L FEERIBIE D UIRARRE 72 AT « B8 O IEM: N o R B 60561 (H A A BFE 60
BlaEEte, KilEA Y A~T (B B2 EO0H (CIF, INHPFH) &vvo,) T
HE30361, ALFE (7 FFHA AT ITF NI INRTTF) EXAMLF
B R RY T AKFEOOFH) BE302M61) ARG, ALFRIEREA RHIRE LT, N+HIfF
RO MR O Z G LTz, FEEFMIEE CTh 2 24 AR (FRIE [95%1F
FEX [ ]) 1, N+IGFFHREC18.07 [16.82~21.45] 1 A ALSAEIERET14.09 [12.45~16.23]
A TH Y, NHIPFR B G I EFERIEICST UG Bt R 2R LT (NP — K
1£0.74 [96.6%/5HEIX[H : 0.60~0.91], p=0.0020 [J&Hllog-ranki®7E ], 202043 H25H 7
—& 1y NAET),
1. AF) 1 E 3mgkg (RE) % 2 @R, (EY A~7 GEETHH82) 1F 1mgkg (KF) % 638
FIRANE CAUMBE L7, BRGSOV TIR, ARZRIICEE L, A E) A~T (GBZTHIR
Z2) EAKI OB T 55 30 43BN 35\ RGPk LT



1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2
0.1
0.0

Probability of Overall Survival

L RREE

N+

Number of Subjects at Risk
N+I{EB& 303 273 251

L& =2 302 268 233

1 24F#HE O Kaplan-Meier Hift (ONO-4538-48/CA209743

9 12 15 18 21

Overall Survival (Months)

226 200 173 143 124

190 162 136 113 95

(VR 2L S 7R )

24

101

62

65

38

30

20

11

1

AR)



[ 24 1%]
OEWNF TR (ONO-4538-417857)
BEFLIT32345] (94.1%) [ZRBDO B, AH & DRPERNPEE TERVAEFER
1323/34451] (67.6%) (258D HALTz, FELENS% U EORWERIZ TERO LB TH-oT-,
F1 BEHRN5%L EOBITER (ONO-4538-41785R) (et kil G4 H)

FERIRHE Bl (%)
FEAGE 34
(MedDRA/J ver.19.0) 4= Grade Grade 3-4 Grade 5
ERIEH 23 (67.6) 7 (20.6) 0
N 3 i i
FOIR BB R T E 2 (5.9) 0 0
B b
T 4 (11.8) 2 (5.9) 0
AN 3 (8.8) 1 (2.9) 0
L 2 (5.9) 0 0
Mgk - 2 (5.9) 0 0
—i% - &FEER L OB S 0KRE
PR 3 (8.8) 0 0
95 97 2 (5.9) 0 0
FEER 2 (5.9) 0 0
BRI AT
U =B HIN 4 (11.8) 2 (5.9) 0
75— 3 (8.8) 1 (2.9) 0
U R 2 (5.9) 0 0
R L Ok hEE
BAE 2 (5.9) 1 (2.9) 0
B R B L O ARk S
RA M 3 (8.8) 0 0
B ¥ KOV T AR kR 7
F&95 4 (11.8) 0 0
iR INIRZ YIS 2 (5.9) 0 0

7pd3, PRI 2 1] (5.9%) | TFREREREE 1 1] (2.9%) . HUR IR RERE S 4 1] (11.8%) |
WV MER R 2 B (5.9%) . KEGZE - HED FHI2 61 (5.9%) . 1 BLBEIRE 1 61 (2.9%)
MO BTz, Flo, BWRERE, EEORERE, FERAKERS, BIREiEREE
g, BEIEMMESGE, M - $EIEZ%. infusionreaction, 5 & 9 ESE. DA, Tk, HE
BUBRARIE/ X A /3T — PR OIS PESR B . 2. SR AR ZERRE X OV b
PERRAE RITRD bR o 7o, AEWEHFBUR LI ES: (BRRAERT 25 1)
EEDEFRERE T,

@ E BRI [F M FEFER  (ONO-4538-48/CA209743 F5R)

AEEGT N GRTEE 299/300 B (99.7%) . ALFEHEIERE 277/284 11 (97.5%) 1258
DAL, TREREE & ORIEBIR DG E T & 22WA FHRIT N OFHEE 240/300 i (80.0%) .
(b REERE 233/284 1 (82.0%) TR HiLTe, WT L ORE THRELED 5%LL EORIE
HIZTTEROEBY THhoTz,



#£2 WTNDLOFETRIAENS%L LOFIER (ONO-4538-48/CA209743 7 5k)
(e MR AT T B4R )
B (%)

B BIKE N+IPF B 2375

HEAGE 30043 28445

(MedDRA/J ver. 22.1) 4>Grade Grade 3-4 Grade 5 “Grade Grade 3-4 Grade 5

ARIVER 240 ( 80.0) 91 (30.3) 1( 03) 233 (82.0) 91 (32.0) 1( 04)
g ¥ KO TR

Z 5 PRI 49 (16.3) 3( 1.0) 0 1( 04) 0
i 43 (14.3) 3( 1.0) 0 15( 5.3) 0
R INTR S IN 42 16 ( 5.3) 1( 03) 0 2( 09 0
H I

T 62 (20.7) 10( 3.3) 0 21( 74) 2( 0.7) 0
L 30 (10.0) 1( 03) 0 104 ( 36.6) 7( 2.5) 0
15K 12( 4.0) 0 0 42 (14.8) 1( 04) 0
i - 8( 2.7) 0 0 41(144) 6( 2.1) 0
—f% - BEEER L OB GENL

DIRRE

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

1 73 25( 8.3) 0 0 44 (15.5) 12( 42)

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

FR AR AR AT

Y —B N 20( 6.7) 13( 4.3) 0 1( 04) 1( 04)

77 —EHM 17(¢ 5.7) 7( 23) 0 1( 04)

TI5=vTI Rz T7e 16( 53) 5( 1.7) 0 2( 0.7)

Z —BHI

PN 3 WA

FR B REAR T 32(10.7) 0 0 0 0 0
ONER PSR ON FRey ek 1 e

it 22( 7.3) 1( 03) 0 0

o A e 15( 5.0 0 0 3( 1.1
R L O E

RARIR 29( 9.7) 2( 0.7) 0 50 (17.6) 2( 0.7) 0
EE, Pl L OWLE A OHE

ENTHED B 24( 8.0 3( 1.0) 0 2( 0.7) 0 0
PR R IR E

RS 3( 1.0 0 0 19( 6.7) 0 0
MEE LY v GREEE

#if. 6( 2.0) 1( 03) 0 102 (35.9) 32(11.3) 0
I BRI 2( 0.7) 2( 07) 0 71 (25.0) 43 (15.1) 0
I /N RE 2( 0.7) 2( 07) 0 26( 9.2) 10( 3.5) 0
Bk i 0 0 0 22( 1.7 8( 2.8) 0

728 N GFERIZ IV T, FRRIRBEREFRE E 43 151 (14.3%) . ITHERERE S 36 41 (12.0%) |
infusion reaction36 51 (12.0%) . BAECHREMVEIE 34 61 (11.3%) | feREE 22 61 (7.3%) |
VMG R 20 61 (6.7%) . KM% - /2% - EHEED T 19 6 (6.3%) . B pkREfmE
15 %1 (5.0%) . TEEAHEEERE 12 6] (4.0%) . HEEORZEREE 10 6] (3.3%) . fF%
761 (2.3%) | BIEHEREREDE 6 61 (2.0%) . DIEFEE 4 #1 (1.3%) | FER 361 (1.0%) .
FIEFMEIE 2 61 (0.7%) . SE IR 26 (0.7%) . K 261 (0.7%) | HfkifnfeIE
RS 2 1] (0.7%) . Ad7% - BEIESE 161 (0.3%) KLOVMEZ 161 (0.3%) 235388 Hiviz,

7



7o, DEBER, BT, AR, BLMERRG e, ES L MR, ke R
FE. AERZ, ZRIFEREE. DS M % OYEFLITRRD B AL7R o 7o, ARRIVERIFEBLIR I3 BEE
#4 (WARAEMRE25T) 250EHRETT,



[ - HE]

AFNOREMARYEEET LV EZFHA L2V I 2b—2 3 280, AH| 480 mg % 4
T R T 5 SUTREAGR O I - B TG LB O AR O Mg H iR E S Be S h
Too T ORER. KK 480 mg & 4 ERIRHIFE TG L72BE O EFIRREIZ I 1T 2 ik 4
BEE (LLF. [Cags) EVWVVI,) 1E. AHAI 240 mg % 2 BRI THE LIZERD Cagss &
MR 2 E TSz (F#R), 7. KA 480mg % 4 MM TS L72BEOEF K
RBRIZBIT o mMIETIRE (BLF. [Chuxs] &9, ) 1H, Al 240 mg % 2 JH [ RIFRE
TEE LTEBED Coaxss E I L TEMEZ T & TRISNZH OO, HARANEEIZBWT
BEVEDPHEER SN TWDHE - R (10mgkg % 2 MR CTHRE) TAAIZ#KRES L=
BRD Coaxss & LB L CIRfEZ R T & PSSz (FHR) . Iz T, BEOBEICBITS
F =AD& AHK 3mgkg (IKE) XL 240mg % 2 AERIRE, 35 L < 13K 480 mg
Z 4 ERMR TG LI BOARF OMREE & & A UIE 20 & ORI & R 5 1%
FTOLET VPR SN, BZBhEIZ > W TR ThhzfR, FitoE - A o
W CTHIM: R O eI AR R 2RI T & Pl S iz, £7-. BErERis e i ff g 1o
BT =X CESEHEELUEBRENSTET VERA LT, A% 3 mgke (2 #RFIET
#eh5) . 240 mg 2 WMMEECTHE) XX 360 mg 3 HERMECTRE) AU LA~T
(Biaf#HL 2 ) 1 mgkg (6 MMM TEE) Z0FH L72EROA 2 Kk OV M 2 et
L7, Lt Bk HEORM CHMER 22 2 RIT v s PRl S iz,

K3 AHNOEDERE T A —Z

FvE - Crnax Cmind28 Cavgd2s Crax,ss Conin,ss Cavg,ss
(ug/mL) (ug/mL) (ng/mL) (ng/mL) (ug/mL) (ug/mL)
S mefke Q2W (35;{§58) (16§?jba) (2131229) (75}5171) (27?5}07) (421??27)
240 mg Q2W (51.712,'103) (23.33?.539.0) (3023,.670.9) (10;,5254) (41 ?57,.21358) (62.11(,)91 87)
450 mg QAW (105?207) (15§f;;f“ (37if;La8) (14?}?36) (27Zi?37) (62%??87)
10 mefke Q2W (14é?§22) (8622?32) (10}}?48) (323?225) (18i}§03) (2327277)

HPIE (5%, 95%40) . Q2W : 2 A M MR, Q4W : 4 JEHIFIFRE. Cumax : HIEIF 5% D5 & MIE HIREE . Cimindzs ©
ME 5% 28 B HIZET 2RARMEPIRE, Cavews : MEHG% 28 A H £ TOFEMIETIRE, Comaxss :
TEFAREBICE T 2 B @S METIRE., Cminss 1 EFIRIBICE T 2 BARMIEPIRE., Cagss : EHIREEIZEBIT 5 F
Yoy i ¥ Hh R



4. EFXIZHOUWT

IS U A 7 EEEHE (RMP) (ZHED & | AHI D E I 2 MR B~ i 1 AT
N HHER TH > T, AR OEENHEE) 72 BE Z2W - FrE L, AFO#EGICL D HE
7REWER 2B LT BRITIS T 5 2 & BB R 7o D LU DO~@DF T Al 72 i
RIZBWTHEHT & TH D,

O MEXIZDOWT

D1 FiEo (1) ~ (5) OWTNNCEEYTDER THDHIL,

(1) BEATGEBKEDGET 503 AR EERLURRES (BRE RS A S HEIL AR R
HIE S AR EE L R, HulEk s A RSIRIRRE e &)

(2) FFERERERPL

(3) HBEAFERFNFNFEET D0 AFEEERPE (0S AR EWRPL. 25 A sl
719, 23 AR EEHEE R 72 &)

(4) NRACFHIEE AR E U, SSRGS RER R | ST SRR L2 ekt
2 DRk HESR DB AT > TV D ek

(5) PUEMENEBAIL S EINE O has FHEIR DR 21T - T 5 fiiak

-2 AL B RE DAL SR K ONRIE 8 LI O SIS 5y 70 Jae & 8B & R >
Rl (FROWTINITELS T HERM) 25, L2 B OAFNIBET DIBROBEEHE &
LTRESNLTWD Z &,

*

o [ERIGEFESE 2 EDOYHAHME ZE T L2121 5 UL ED D ATRIED BERIHE &
[THoTWBZ &, Hbh, 2L R, RARMIRELS T & L BREEZOHHE 2
fToTWVWBHZ &,

o [EENCFFEUER 2 FOPIMIMHEZE T L72RIC 4 4FLL EOKREREZHF L T\ D
ZE, OB 3AELL T, EMERRE A R E O A A SRR A G T R R T O g R
HHEZIT->TCWAHZ &,

© BN OEEMIGFHRE B OKHIZ DN T

I EHRE B F T 2 FEE DR E S, MEEEEN O OERED ., AR - &
YRS PRE RO E B OERZE T 2 1 @i, AEFFLNRBE LIS oWE
R, SERHEONITONDIRHNE S TWE Z L,

10




@ BHEH~DOXISIZONT
@-1 Hiiax AR BE 3 2 A

[V MR B O HEE R BIE AN AE L72BRIT, 24 FFRIEZIERIRTHI O T, ik X
IREEE R IV T, FEEL L2 RITERNSIE U CTABRE L O CT S D RIEM OS24
HAMRADRERD Y H PGS, EBISHS A RER AR 8-> T\ Dd 2 L,

@-2 EFRIEFHEIZ L DA FFGNISITE T % 2t

AR D BT 72 5 e O\ Re 2 A 2 BIRIERE D EIE =2 Y v 7
EEDITEROA Y ) —= 2 T ZATOWERE L F#MAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNZOWT, DABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 RHWEHOZMrx IR LT

RIVEA (MEMEMEEIZIN 2 EREAEDRE, Ok, Tk, BT RAREE ., KIBK.
NS, EEDO TR, 1 ANERIE, BUEZE. HFARA, HHERERESE . JHFK. kMR
K. FAIRIBEEEREE . T RMAMEREREE, mhiklEE, BEE, RIEEE, MR, BEEOKL
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7c Mgk, MERE RIEGERE, FEk%.
Mede. WEEORPERON, IR, ClEES (L EME) - 2RI - D ESEMEEISMGHES) |
AREFEREE . IS ML, L) 1Tk LT, YikhEak U B R O H P2 AT 5
ERf & EEE L (BIER ORBZKCH NI L THREM O EEZ TN 58 H D =
E) . EBICET) R MED TE HIEH RS> TWNWD Z &,

IE @

11



5. BGXIRL e BEHE
[H2hiEIc B4 % $E]

@

TROBHFIBOTHRDEIED RS TS,

o ACPBREIEE A SRR - PR OB HIR TR CRAIHE )

o UKD BT AEAIENT - PR OB ST (1 ) A~ (B
(EFHLA) L O

TRCICRZ S T D AAN OG- K O ITEEIZ DWW T, AFI OB MRS HENL ST
BoT, KAOREGIRE LB,

o AEFIRIEARIGIREE T D AA MR 5

o FIROHiBRE

[Z2atEIc B4 5 F ]
O TFTRICEYTL2EEICOVTEAAORGEPERE SN TND 2 Ehb, 5217

DN &,
o AHNDOREITI R UIBBUEDORBEERE D & 5 BF

TRIERT ORI I W T FRRICEE S T 2 B 12OV TR, AAlOREIFHERE S ey

DS, MOTEPRRPFUEL D R WIGEITRY | HEICARZEHNT 52 L 2B TE D,

o MEMMEEOAI IO H 5 BE

o JRoES I AR A TRV S 2 58 6D D R K ONE BN 0 JUH T i 2 <0l Yt il 2%
FEOMIRIEMEZEAN DD B

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

o g CEMmEMaBREZ Eie) Ob 5 EE

o OB IIBE YA AT 5B

»  ECOG Performance Status 3-4*V 0 B3

GED  ECOG @ Performance Status (PS)

Score

sl 2y
JE R

0

< R JEBTE 5, R L [F U HHF ARG HIRZ: <ATR D,

PRREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
AN NE S (S

HBATARECTH A O OEIY O Z LT F N THEEZSERTTE 2V, HHP D 50%Lh Eid~y R Tl 25

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R kT2 d,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,

12




6. BHICEL CTHHETREHHE

O  IRASCERIIIN A, BEEIREES D IRAET 2 ERFE 2D & ARHF| O FeE K OV E 4
RO 7= DI B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B UL Z OFEICAHIME L OERR M2+ L, RE 215
ThboEETHZ L,

FREWEHO~F T AL MZDOWNT

@

®

@

WEMEREN D oD ZENH DD T, RFOBEIZH 1= > Tld, BRE
W (REL ARIEE, Bk, FEEVE) OREFE M O X S & o i, Btz -+
[ZAT5 2 &, Flo, BB U TWE CT, M~ —7—% o0& % FEid 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARFZ 3 22%kthia D T& 5 U
faAT > 7= EChtAT 2 Z &, £72.2 [8] H LABE O A% 5-FFIZ infusion reaction
BHHLOLNDZEHHDDT, KFIEGH R OKRABGHE T HRIZ A Z A
CERET %, BEFEOREBE+SICBIEET 52 L, 70, infusionreaction &
FHLL-HE 12, R TORELOERPERIZEIE T 2 £ ChEE 2 +oile
T5Z &,

ORI REIREE . TRAEERET R ORIBREERH bbb Z B3 HDH DT,
AFN D ¥ 5B aERT M O G- B I E IR N sk rE iR A (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIT LY | BEORERISICERT 5 &3 2 bl dikx REEWE
DHLOLNDZENHD, BENPRDOONTHGEITIL, BERLEFRITL U
B 72 ek & R BR - Re O R Ail & i U Cli bl 2 RIS W A2 ATV IR DS
FOGIZ X 2 BWER 2N g0 23551 21E, AR ORFES T Ik, R ORIE BUE A
WECRIORGEEBRETDHZ L, B, BIBRERNVEOREIZLYEIE
M OYEEDRFRD B WA TR, BB RE ARV - LIS O Sz il Fl o8 n
HEET D,

BeEAET %, ARS8 AR L T LEWERADNBELT 2 EnbH 5729,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBEPRIS  (BE 1 BBEIRS 2 5 de) Db bbiv, BERFES 7V =T &
ICEDZENRHLOT, Hig, ol NRH-FOER DR B MBEE O LA 12+
SEETDHZ L, VEREN DN -G IITEGEZ R L, AR ) H
FlOF 5 E DY R EZITH 2 &,

BIERFIe. BFARA, IFERERES . TR, B{LMERERR S L bN D Z B3 dH D
DT, EWWIIITHERERE LTV, BEOREZ H3ICBET 52 &,

AR DRI NT, LT DX A X 7 THIMOFM 217> TWeZ L a2
BT, AFBGHITERRNC BERE TR OMEBZIT O Z &,

ONO-4538-41 &R : 6 WH = &
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e ONO-4538-48/CA209743 iklk : ¥ 5Bt O 1 FEMIZ 6 M Z &, ZLIEIX
12 8MZ &
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