HEERHEEST A RFA v
=R~ 7 (Bl Fr#Z)

(BR5E4 : A7V — A REFHE 20 mg, 7P —RRHFEE 100 mg, A7 P—
RRMEERE 120 mg, A7V — R K EE 240 mg)

ERk2 99 A (FFn 445 AHKET)
BT B
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1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TRV RFEMBGE & O HAR T EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE R ESR T, KEERASCL 2T 0 7 7 A VISBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eo> T, AAA T4 Tl BRBEELZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I, ARTA BT A A%, MSIATBOE N EIE N RS SR, ASAFEABAR
BRI IR s . —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, A7 U — R SEEHTE 100mg, 4
—REIEEE 120 mg, A7 Y — RS EE 240 mg (— %4 - =
P~ 7 (Bl FH#z))

REERDPEIR - TEE OISR AR AT » FRHE O FHE

WG ERDRMERORE  @E . lACIZ=R L~ (BT %) & LT, 11 240mg
Z 2 ERIRINE S 1[0 480 mg % 4 3 R RIE CATEEET 5,
i OHFEEMEIES A & O 25813, B A=A Lr~7
GBfz /M z) L LT, 1 8] 240 mg % 2 WML 1 (5]
360 mg # 3 i MR CRIEEET 2,

B I GE 3O /NP TERRUAAE




2. AHN DR, VERBFF

A7 — R A ERHE 20 mg, [RATEERE 100 mg, FAGEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =FA~7 GEE ), LT, TARA) L)) i, NERSES
TEMASLEAZ Ly 7 24 BTV AR e =AY —X A7 A7 (BMS) f) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th b,

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

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFHRET L CTWb, PD-1 U W RIFHURE SN B b Ok & 22 Gk 58 B
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWns (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB LSRRI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBARIR R & 5 & D H & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
GEEIGEREIE T 5 Z EDRENTND, DI LD PD-1/PD-1 U 72 RERERIL, 23
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL K O AUABIENE k9~ 2 MBS TG M 2 58 5~ 5 2 & TRk e Puidgsh iR &4 o~ 9
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
BB 2R & LTCBRRERZ R U, Az, et R OCRAEER R ST,

AFNOVEFRFIC 3 < BE O GIERURIC X 2 BIER S0 & &b, BEIEL I
D RS B AAOB G RO GH%IIT, BHOBEE HHITV. BESR
D BTG AITIE, BB L HUTIE U B 2 ik & B8 & FF oAl & L Col
LI2REERIB M 21T\, B OSRIERIRIC X D REIER A SN 5 5A121E, RIS RE AL
LRI OB EEDHYRLE 2T O LERDH D,



3. BEREE
1B BIBRABE 72 BT « P38 D H 98 O AR I G-I 217 - 72 T 72 BRI RER O pliis 2 37,

[H2hE]

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

22O LL DAL FHRIEIE 2 A5 D AR AES R S AN AT AT O TR IR R RE 72 A T - 8
O HFE T RIE T A EE (EEOFLARIE ALY EF5emlNITNLE T 5 IR
FE) BEA9301 (A ARNEE2260 % 5 de, AFIFEI0N], 77 B ARREL63M]) 25T,
7T R ERIRE U CARKI3 molkgZ 208 ][ b CREENE Lz & 2 0F MR L4
PEAZ MR LT, FEFHIEEE Th o 2AEFHIM (LLF, T0S) Evvo, ) (R efi [95%
fEEIX] ) 1%, AFIFET5.26 [4.60~6.37] B H, 77 AR T414 [3.42~4.86] » A
ThO ., KENLT 7 BRI L FRIICHBERIER 2R Lz (O — RE0.63 [95%
{EHEX M : 0.51~0.78] . p<0.0001 [J&%Hlog-rank &1 )

10{ =& — AEIH
094 o

0.8
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)
. AEIEF 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

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

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

BB D720 e b BRI = 5428 (LLUF, THER2) &9 ,) BEMEOIRE
UIBRARE 72 HEAT - TR O B XX RE B A HE (BEOHOAREREEH LY BT
S5cmPNICALE T 2 i) A 1,58141 (A ARNBE10961 % G ie, A+ {bFRE2R

4



78981, ALSEIRIEAET2G1) ARG, AbLFIEIEE IR E LT, ARAIHEFFRIEDO AR
PR OV R Z G LTz, EEFHiSE H T & % combined positive score™ (DL, [CPS|
VD, ) =S5EMIZR T L EHTEALFIHIM (LUT, TPFS) & 9,) MOCPS=54EHIC
BT H0OSITONT, A HLFRIEIIEFRIEICR LG FRICAEERIER 2 LT
(1, KX2) , &HIZ, FANTHE SIVTBEFIE L OF BEAREOEY TIZHE > THRIE
PITONTRER, BIWRGHMIIAE & SN 7=CPS= 1M K ITTEMIZ BT 508125\ T
b AHHEFREI T EFIRIEITS LG FIICA BERIER 2R LTe (1, 3) .
*1:HER2 H|E R HEXITARME D BFH | L OEIBIZIEEO LN & 5 IE O EBF bHEANLRES LT,
*2: LT O(LFHEE (RS EMNER) 25 L (O %9 U 7 FF > 18 130 mgim? (k%
g & 3 WM CAREEIEL, A B 1000 mg/m? ((REmAE) 2 1 B 2[E, 2 MRk
A%E%12 LERAEE, UI@AFY Y 75 F 2 1A 85mg/m? (EFEE) . AU F—Fhry
7 A 1 [[] 400 mg/m? ((REAE) MO T7 L4177 F 2o 16 400 mgim? ((RETAE) 4 2 3 i i b
THRFEEL., 741U Z 0 2400 mg/im? (RREFE) % 2 BT TEBIRNEHER G-%12 12
ARIARSE] | ARF-HLEFRERECIE, ARF (O1 1] 360 mg % 3 3 MG X 1X@1 [7] 240 mg % 2
FIRIRRE CRiERE) 2 2n2h EiROXT@ bk L A Lz,
*3 : JEEHHAR 1T D PD-L1 A8 Lol (EEMa, ~ 27 v 77— RO U 3Ek) &g
FfaEChR L. 100 % 3 U 7= fiH,

# 1 B3R (ONO-4538-44/CA209649 3RBR)

R fE
B TRIEHRE Bl [95%(5 #E X[ ] INP— R
(FH)
AH+ 7.69
AR 473 N 0.68
PFS™ CPS=5 {er st [7'036 059'17] [98%/1Z #HIX [ :
{LZERRIERE 482 [5.55~6.90] 0.56~0.81]
AH+ 14.39
AR 473 g 0.71
cpszs  [LFIRILHE “3'1111 11)623] [08 4% S AEIX ]
{LZEBRIERE 482 [10.02~12.09] 0.59~0.86]
A+ 13.96
RN 641 o 0.77
052 CcPS=1 (e hEine [12'5151 3;4'98] [99.3%f=HEIX ] :
[EFHIERE 655 10.64~1225] 0.64~0.92]
AH+ 13.83
RN 789 N 0.80
ITT {erP st [12.55~14.55] [99.3%(EHE X ]
(LEReERE 792 11.56 0.68~0.94]

[10.87~12.48]

*1 o EEMTREO T — X |

*2 : HERATRE DT — % | *3 ¢ R Cox LBl — RET L



1.0

0.91

0.8 1

0.7 1

0.6 1

AF L HRIERE
0.51 B,

0.41
0.31

0.21

Probability of Progression Free Survival

)= gy = ]
- Ve D) S =R = =

0.11

0.01
| e A e A PP | | T T T | | T

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

At risk %% MEVEZEIT T2s6 MR ()
KFI+{LSegeiere 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

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

1.04
0.9
0.81
0.7 1
0.61
e L ERRIERE

0.4

0.31

Probability of Overall Survival

0.11

0.04
T T | 1 | T T [P i o e o B |
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk % MEMEAEI T 22 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 3XB%) (ITT £H)
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(PD-L1 FEBLR DA D A 1)

[E B[R 255 AR FRER (ONO-4538-44/CA209649 iRER) ICHLA AN HNIZBEDT — 4
(IS % | PD-L1 OFEFLRIBNIENT 24T - 1= A0 (RRI R 2 & te) M OVZ4E
PEOFRERIZLUTOEEBY ThoTz,

AN HLFRIEDOF ML, CPS 28 5 K (CPS<1 K TF1=CPS<5) DOHEHLEMT
X, AL LIRERETh -7 (2, K 4),

728, PD-L1 OFBURHIZ L 6T KAlOZEMET v 7 7 A VITFRETH -T2,

7z 2 PD-L1 OREBURHBNDOF R (ONO-4538-44/CA209649 3RER)

A N .
PD-L1 . . " : NP — RS RHAEH
#5 REE P LSRRI rospamixnn) o p i
A+ 140 8.67
cPS<1 (b bR [6.93,9.69] 0.93
(LEEgE e 195 8.11 [0.69~1.26]
- [6.87,9.82]
ﬁ; ;%1‘ 168 6.5, 8,381
“ (b IEH 6.83,8.38 0.93
PFS* 1=CPS<5 o 015 [0.73~120] 0.0257
fLPRiss: 173 [7.03, 9.07]
A+ 473 7.69
CPS=5 L PRRIERE [7.03,9.17] 0.69
B (bEemeRe 482 6.05 [0.59~0.80]
a [5.55,6.90]
A+ 140 13.08
cPS<1 (bR [9.82, 16.66] 0.92
12.48 [0.70~1.23]

L2peiElE 125 [10.12, 13.83]

ARFHI+ 168 12.29
TR EpRIERE [9.63, 14.26] 0.97
*2 <
oS 1=CPS<5 11.99 [0.76~1.24] 0.0345

fLesmisme 173 [10.87, 13.90]

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

e 11.10 [0.60~0.81]
(L IRIERE 482 (10.02, 12.09]

*1 o EERTRR O T — 2 %2 hiEdTRR O T — 2 *3 1 JEREHI Cox KN — FET IV

CPS=5




09

08 0S
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e S, o
. ARF LR

o
=

e

Probatabty of Overall Survival
{=]
wm

a
2

CPS<1

/%“:7"
e e 1'1“"’—*

0.z
0.1
OloI T T T Ll 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 £ SEVEZEIS T 206 OWIM (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

1.0 x.‘l\%\

1=CPS<5

0
! 0s
a7
I
!ﬂ.ﬁ )
For ”’&& AL
§ o3 -
qu st /
o1 RN, . it omiet
(b IERE
oot 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 %« LB T DO (A)

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

i CPS=5
0.8 OS
or
1]

AR+ AL ERRIERE

Probabdity of Cverall Suraval
o o
L [}

s .
03 B, N
™ nn
0.2 i S e
o (bR it W
0o
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 %z MEAEZBEIS T D OWIR (H)
AKHE/IC B 473 438 377 313 261 198 149 96 65 33 22 9 1 0
ICHf 482 421 350 271 211 138 98 56 34 19 8 2 0 O

Frobability of Progression Free Survival

Frabability of Progressicn Frae Sureival

Frabahility of Progression Free Sureival

1.0
e M"’;l CPs<1
&,

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

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

HEAELABIN 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 &

<
=l
0.8 }b\'{, PFS
4

o
q

=
m

a
in

B
-

B
[

o
b

0.1 P e g /--- “
e e :
S . e
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 O
173 127 91 58 27 12 6 3 1 1 0 0 O
104
>
oo CPS=5
i PFS
07
0
o5 ooy \ N
ARF bR
04
03
0z
T o ey
o AR o en
ea T T T T T T T T T T T T T
0O 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 0

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

(0S (&%) : kX cPS<1, HH[X 1=CPS<5, T CPS=5)
(PFS (F%1) : EX CPS<1, HHRX 1=CPS<5, FX CPS=5)



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

{LFFRERE D 720y HER2 [2E™ OV EIRABE 21T - FRR O B ST Bl H 65
B (EBOFRLAREEEAMEIY BT 5 om DINICAE T D) B 724 61 (AR
NI 395 il G te, AFIHLFHRE2RE 362 6, 77 2R HLFRRIE2 R 362 6]) %
KRN, 7T B AR HEFEIE A IR E LT ARF AL FRE O F WE & OV M 2 fist
L7z, FEFHEHEE O—>ToH 5 PFS (P RAE [95%EIXHED) 13, AH|+ bRt
T 1045 [8.44~14.75] B H . 77 BARHLFIRIERET 8.34 [6.97~9.40] WA TH Y,
AFNHALFIFIENL T T B AR HEFERIE S UG R B REE 2 /R LT (NP — R
Lt 0.68 [98.51% 5 #EX ] : 0.51~0.90], p=0.0007 [J&%H! log-rank FRE]),

Fo. b I —OOFEFHMEE TH D OS (FIAE [95%EHXM]) 1. AH +1{b
FRIERET 17.45 [15.67~20.83] B H. 77 &R HLFRIERET 17.15 [15.18~19.65] 74
HATodY | BAIHEFFEL T T 2R HEFEEITS LG FRICA BRI R & S 72
Motz (ONF— FH 090 [95%EHEXM : 0.75~1.08], p=0.257 [J&H! log-rank #7E]),

*1 : HER2 HE R RESUTARME D BE TG4 & LT,

*2 1 AF| (1191 360mg % 3 AN CATRE) U7 T B RE . LR/ (RS Eifi
BR) AOPA L7 [A%9 U 75 F 0 10 130 mo/m? (REFERD % 3 78 H R A #E L.
FHT = XRXAT LN AT TINH Y T LEEH 40 mg/m? (RRIER) T~ % £ 1000
mg/im? (KRS 2 1 H 2, 2 BRI D55 LRBEE |

10 Presg
B —A EH, A H P TSFURY
= S-1RIFHRIUAE G RE
S-SR [ FFHIVTSFUORY
0F SHRIFHRLEE B AR
g 06 -
% o B, ¢
4 05 ) ' -
z emay A
® 04 %
0.3 '----%
02 /2
i €
0.0 : : :
0 3 6 9 12 15 18
at risk# mISELFHRMA)
PSR R A T 274 168 %4 46 13 0
R s 46D 259 160 80 30 5 0

X 5 PFS @ Kaplan-Meier Eift (ONO-4538-37 35k)
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1.0 4
09
—A— EHL AR HYTSFURY
08 S-IRIFHhRIEE G
07 G- I5uR (AXYUTSFUORY
S-IRIFANBE B
4 06
04 A
03
0.2
0.1
0.0 T T T T
0 3 6 9 12 15 18 21 24 27 30 33
EFHARA)
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

X 6 OS ® Kaplan-Meier it (ONO-4538-37 3A5R)
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[Ze 2]

OENFEIMAERE (ONO-4538-12 75k)

B EHGIIAKIRE 300/330 5] (90.9%) . 7T & AREE 135/161 5] (83.9%) (ZFD H AL,
TREREE & DR RBMR DG E T E RWE FEFRIIAAIRE 141/330 il (42.7%) . 7T &R
#F 43/161 B (26.7%) IZRE® BV, W ORETHILRD 5%LL EORIERIEI T #
DEBYTHoT,

F3 WTNOOBETRIEEN 5% EDOEWER (ONO-4538-12 3AER)
Bt (%)

CHER PNy |

R MUE‘ 7“5@;:‘%%
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% - 2HEER L OGN ORE

9% 5 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
R ¥ KOV TRk R

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

595 19 (5.8) 0 0 5 (3.1) 0 0

2B ARHIREC B TRV MEIGR B 7 61 (2.1%)  BEEUH BARIE / 2 A/ F—9 1] (2.7%) |
KIG% « EHEED THI 441 (1.2%) . 1 BIBERRIA 3 1] (0.9%) | ITHERERE 18 5l (5.5%) |
% 1451 (0.3%) | HURARERERET 13 5] (3.9%) . #fkfEE 10 ] (3.0%) . BEH%nEk=
E 14 (0.3%) . THEMERERE 1 61 (0.3%) | FRlRMARIERAE 1 61 (0.3%) & U infusion
reaction 1 5 (0.3%) 2378 HiLiz, £7o, HIEMMEE, OfHK. sk, Ml
PBUDVESRBES . R PRE, BEE QRS MK - B, BERKEK DS E D FERITR
Lo To, REWEHREBLRIUIEEFS (MIRMREERT 2 51) 5 OEFER
R,

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

A EFGITIARA L FIIERE 776782 5] (99.2%) . {bFHEIERE 752/767 5 (98.0%)
(2588 B AL, AR LFHE & OREBERNEE TE WA FEEFRIIAA H b7k
TE 738782 5] (94.4%) . fLFIRIERE 679/767 1] (88.5%) TR HLTZ, WDt
THELEN 5%LL EORWERIZTTERD LB Tholo,

11



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

ARE ISR
FEATE
(MedDRA/J ver. 23.0)

%k (%)

KA HLAIRIERE

782451

TLIRIERE
7674

4Grade Grade 3-4 Grade 5

4>Grade Grade 3-4 Grade5

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

AT 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
A 195(24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
EETA 73( 9.3) 2( 03) 0 61( 8.0 0 0
MR 57( 7.3) 7( 0.9) 0 47( 61) 1( 01) 0
PR R R

KR = 22— T 221(28.3) 31( 4.0) 0 190 (24.8) 22( 2.9) 0
KRR = 2 — 1 /T — 137 (175) 16 ( 2.0) 0 119 (155) 14( 1.8) 0
SRR 59( 7.5) 2( 0.3) 0 61( 8.0) 1( 0.1) 0
R N 42 ( 5.4) 0 0 38( 5.0) 0 0
GIEERA 40( 5.1) 2( 0.3) 0 17( 22) 1( 0.1) 0
R AR AR AT

A H BR S 158 (20.2) 83 (10.6) 0 118 (15.4) 67 ( 8.7) 0
1R 156 (19.9) 20( 2.6) 0 115(15.0) 19( 2.5) 0
TARGEXUBET I ) N7 A7 -5 122(156) 12( 1.5) 0 69 ( 9.0) 5( 0.7) 0
—-E 8

I 1 BR %R 112 (14.3) 23( 2.9) 0 77 (10.0) 13( 1.7) 0
TI=vTIMNTURT =T — B 89(114) 6( 08) 0 50( 6.5) 5( 0.7) 0
o

U /—-F 1IN 89 (11.4) 45( 5.8) 0 34( 44) 16( 21) 0
73— 71( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
MmA7vH U RA7 72 —FHN 52( 6.6) 5( 0.6) 0 34( 4.4) 2( 03) 0
AV e 8 48( 6.1) 4( 0.5) 0 32( 42) 2( 03) 0
IR E D 45( 5.8) 2( 0.3) 0 33( 43) 1( 0.1) 0
MiEER LY > RbEE

2 if 203 (26.0) 47 ( 6.0) 0 171(22.3) 21( 2.7) 0
B BRI i 191 (24.4) 118 (15.1) 0 181(23.6) 93(12.1) 0
I/ i 157 (20.1) 19( 2.4) 0 145(18.9) 13( 1.7) 0
i BRI E 63( 81) 5( 0.6) 0 55( 7.2) 11( 14) 0
—f% - EEEER X OG0 RRE

e 202 (25.8) 30 ( 3.8) 0 173 (22.6) 17( 2.2) 0
1S9 73( 93) 7( 09) 0 81(10.6) 10( 1.3) 0
FEEN 64( 82) 4( 05) 0 22( 29) 1( 0.1) 0
FEIBE D JEAiE 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 TR

T - RJERIRA AR RAEERE 94 (12.0) 11( 1.4 0 81(10.6) 6( 0.3) 0
95 74( 9.5) 7( 09) 0 12( 1.6) 0
Z 9 FERE 54( 69) 1( 0.1) 8( 1.0)
Rt L OvsREREE

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

ke AFI (R (R
- 782131 76741

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

A s

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

EATAE S RS 66( 84) 11( 1.4) 0 30( 3.9) 5( 0.7) 0
Yoz R

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

7235 ARH AL F BRI B\ TR 466 141 (59.6%) | T HERERE S 203 141 (26.0%) |
infusion reaction 111 1 (14.2%) . FURIREEEERET 96 61 (12.3%) . HHEUTHALAEIE 68 i
(8.7%) . KM%k - /MG - HEED T 52 5] (6.6%) | IEMEMIZEE 42 61 (5.4%) |
HEOREEE 28 i (3.6%) . BHERelEE 26 1] (3.3%) . (LB 15 1 (1.9%) .
FRAR AR ZEARAE 13 61 (1.7%) . 28 761 (0.9%) . FE(LHREREE 6 41 (0.8%) | Fl
RAFSAEREE 4 B (0.5%) . M2k 3 61 (0.4%) . LB 2 B (0.3%) . 1 BUHEGRSS 1 B
(0.1%) . SEHfEHK 16 (0.1%) . FEEZE 161 (0.1%) M OVEFL 161 (0.1%) 2D 5
iz, E£io, EEMHEGE, MK - BRI, fhzk, mMEIRE %, EERmEES. Bl
FENT . TPARA, AREFEREE . MBRERIEMRE R ONEE; HH IR S o 7o, RENE
MZBURDUIBIHFS: BARRAEERE 2 5T) 2B 0EHERE =T,

Q@ E B[ /M ARRER (ONO-4538-37 7kBk)
B ERHGIIAK| LSRR EERE 358/359 5l (99.7%) . 7T &R b RRIERE 357/358
(99.7%) TR HAL, AF, 77 BRI E L ORRBEBNREE TERWVEE
FRITIARA b7 RERE 351/359 1 (97.8%) . 7° 7 & A+ 1L #E 349/358 151 (97.5%)
RO BTz, WTNNDORETRIRN 5% EORITERIZT FROLBY THoT-,

13



#£5 WTNOLOBETREARY 5% EDOEWER (ONO-4538-37 RAER)

PR B (%)

e e PSR 77 1R LR

(MedDRAVJ ver.22.1) 359 4 358 #

o 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 /8F 201(56.0) 14( 3.9) 0 189 (52.8) 8( 22) 0
R N 57(15.9) 0 0 52 (14.5) 0 0
KM= 22— T — 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

EINN 181(504) 10( 2.8) 0 180 (50.3) 12( 3.4) 0

T 125(34.8) 16( 4.5) 0 110(30.7) 14( 3.9) 0
M 11 72(20.1)  5( 14) 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
&5 19( 5.3) 0 0 17( 47) 1( 03) 0
AR AR A

Bt Hh BRI 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

P i Bk AR 77(21.4)  10( 2.8) 0 60(168) 9( 2.5) 0

FTRANRGEUEET I~ 54(15.0)  4( L1) 0 44(123)  2( 0.6) 0
TR T =T —BHM

TS5=vT I RTUR 41(114)  2( 0.6) 0 36(10.1)  6( 1.7) 0
7 =7 —E N

[T RS I SZeJ 34( 95  6( 1.7) 0 22( 61) 2( 0.6) 0

NN 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

BRI 187 (52.1)  29( 8.1) 0 196 (54.7) 23 ( 6.4) 0
—i% - BEEER X O S ENLOIRRE

yZ o 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
e 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
4 S5 27( 75 4( LD 0 26( 73)  5( 14 0
KRG H X OVE TRk b

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

Fei5 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
i 0 32 20( 5.6) 0 0 21( 5.9) 0 0
2B 14( 39) 3( 0.38) 0 5( 1.4) 0 0
B EE 13( 3.6) 0 0 7( 2.0) 0 0
MEFR VY 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 i 19( 53)  8( 22) 0 200 56)  9( 23 0
Mg, Masnds K OMiElmrEE

Lo b 20( 56) 1( 03) 0 10( 2.8) 0 0
=g

ke 23( 6.4) 0 0 16 ( 4.5) 0 0
o WABE 55

14



B (%)

LN

- AF LRI 7T R HALRIERE

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
IR IRAERE I T E 24( 67  1( 03) 0 7( 2.0) 0 0
BE, PHERB X OWEAOHE

HEAIZPE S RS 32( 89) 5( 14) 0 16( 45 2( 0.6) 0
AR pri s

FEIE N 13( 3.6) 0 0 15( 42) 0 0
JHF HEE SR R 5

PR e L 10( 2.8 1( 03) 0 14( 39 1( 03) 0
SR R PEE

SEWOE 14( 39 3( 0.8) 0 9( 2.5) 1( 03) 0

7238  ARH AL AR I\ TR RE 282 51 (78.6%) | JHBERERE T 83 151 (23.1%) |
infusion reaction 48 5| (13.4%) . HWRARFEREREES 30 ] (8.4%) . BEUTRELARIE 24 4
(6.7%) . KM%k - /N2 - EEDO TH 24 6 (6.7%) . FVEMEAZE 15 41 (4.2%) |
HEEOREREE 14 4] (3.9%) . BHRERE 96 (2.5%) | AR 6 61 (1.7%) |
FrAR AR ZEARAE 3 1 (0.8%) . 1AUBEIRYE 361 (0.8%) . ATZ 261 (0.6%) . FEEZ2 M
bR 2 1 (0.6%) . AFAR4 2 5l (0.6%) . LMl 2 5] (0.6%) MOV EERBERERREE
141 (0.3%) &bz, Eio, BIEMEIIE, Ok, k. MK - filEK, BIE
IFde, WEALVERRAE 2%, MERBRIEMRE, RikZ. AREFEkEs. Mg, B, BRE S
EIRRITRBO bR oo, ABIEHFEBURDUIBERS (BIRRAMER %5 T)

EEDERERE TR,
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[ - HiE]

AR OREMEYBETT L ZFA LY 2 2 b— 3 02k 0, AKI 3 mgkg (K
H) XX 240 mg % 2 FRIEINGE TS LI2BROARR O Mg iR EDP S S iz, ZOf
R AH 240 mg G LTZBROREEEIL, AH) 3 mgkg 45 LIZBROBRE & & ik
LTREZRT ETHIENTZb DD, ARNBFCBO CARER RIS TV D H
5 - & (10mgkg % 2 BN CRE) CTAAIZ G Ui-BEOugE & & ik L CEE
oy LTRSS (FR) AT BEOBEIZE T 527 — #2125 E | AHA| 3 mg/kg
(REE) 0T 240 mg % 2 HFFEIFE CHG- L IZBROARRF OBRE & & Ao 3 etk b
ORI & T D IRBE ST T APERE S, Y% OV TREIT DAL A R,
ERROME - HEOR TAEIMER ORI 2RIV E PRI,

£ 6 FADEYBRE T X —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 .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) (10;5254) (41?57,.21;58) (62.11(,)9187)
0meke QW | (147"310) | (519.792) | (00 114) | (331 5 | (8913 | (37380

Ul (5%, 95%45) . Q2W = 2 RIRR. Cumax @ FIEIHR 515 O fe S MLE TIREE, Cminai4 @ FIEH 51414
HEIZBIT 2 BEMIE IR, Cavgas : FIEFREH14H B £ TOFHMIEHIRE ., Crnuxss : EFIREBIZE
;éi%%‘mliﬁtpﬁ%fﬁ\ Cuinss © EFRIBIZISIT D BARMIE TR EE . Cavgss : EFRIEICIT 2 FB) MiE
Fio, ABIORERSEDBIEET VAR LIz I 2 b— a2 120 | AHI480mg
Z 4 VA I RE T8 5 XUIBERGE O HTE - &S TR G- LT BE O AH o My i FE 23 e
INTo, ZORER. AHI 480 mg & 4 BRI CHRE L7 BEoEFIREBIC K T 5 Fim
THEHIRE (LT, [Cagss) &9, ) 1&. AHl 240mg % 2 IR THR G L72BED Cagss
CHET o TS (F&R) . £72. KK 480 mg z 4 B THESG LIZEREOE
WRIBIZB T DR mMIEFIRE (LLTF.  [Crass] EVV9, ) 1, &K 240mg % 2 i ]
FRE CTHE G LTZERD Craxss & L TREZ T & PHISNTZb DD, AARNEEIZE
WTEREPHER SN TWD YL - & (10mg/kg % 2 @G C&RE) CTAKIZ &S
L7oBRD Craxss & HB L CTIRMEZ R T & THIS e (FR) . IR T, #EOREICE
57T —ZIZHAD X, AAKI3mglkg (RE) F7213 240mg % 2 BRI, 7 L < TAH)
480 mg % 4 M RINE THE G L2 EROARA| OREE & & A0 AT & o B 4 fE
T HURER ST T VBESRE S, YEBEIC O W TRFIDM TN /R, Eito Ak -
HAEOM THIMER VLI 2R T v & PRl Tz,
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R1 AROEYBE T A —F

R - B Crnax Chmind28 Cavgdas Comax.ss Comin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
3 meke Q2W (352 '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 QW (103307) (15.25?17.4) (37.?)?‘;)4.8) (14?,1 g36) (27.751,'?37) (62.11(,)91 87)
0mehg W | (147520 | (505 1320 | Gon s | 20,95 | (4303 | (36370

FRAE (5%, 95%450) . Q2W : 2 JEEI IR, Q4W : 4 IR, Crmax : FIEIFE 55 OB & MLIE FIREE . Crindzs

’?)j@&'ﬁ:‘?& 28 El E ﬂ:jacj’é%1&[ﬁl?jﬁ;$/)%}§\ CavgdZS : %ﬂ@&%‘?& 28 B E if@qzi@ﬂﬂ{%aﬁp/)%}g\ Cmax,ss .
TEFIRTBIC T D B M PR L. Crinss © EFIRIBICI T 5 BARMIE IR, Cavgss : EFIRIBIZIS T 52

Y1l 15 e e

17



4. FERIZOWVT

EEHESL U A 7 EEEHE (RMP) (ZHED & | AHI D& 2 MR RIEB) ~ D i) 1 AT
NdHHER T > T, AFNOEEN#EE) 72 BE Z2W - FrE L, AFIO#FGICL Y BHE
7REWER 2B LT BRI 5 2 & BB R 7o D LLF OO~@DF T A& 72 i
RIZBWTHEHT H5R&ETH D,

O HERRIZOWT

@1 FEo (1) ~ (5) OWVTNNITHEL T LM THD Z &,

(1) JEAFBREDIEET 20 AREERNLRPES G EN RS A S REEEIL AR B
HIER 2 AU RS B ISR e, sk s ARSI b A &)

(2) HrEksREmbE

(3) HEAFIRAEMEET D03 ARRFOEEERRE (DA BRI ERPE, 23 AR
Wb, AN ABIRERE R &)

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS L a2 R
2 Ofiig FVEIAR D 21T > TV D ek

(5) PrEEMEREREAIL S E BINR Ok R IR B R 21T > TV B itk

O-2 BREOAFHRIEK OREIER ISR OXIS A4 72 50i% & #BR 2 R o= (FRO
WFNZRE S T D ERN) 23, HE2REEORANCET HIEROEEE L L TREIH
TnnHZ L,

*

o [ERIGEFEUSE 2 EDOYHAHME ZE T L2121 5 FELLED D ATRIED BERIHE &
[THoTWBZ &, 9bh, 28D RIT. RARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

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

o [EHIGIFEUSE 2 EOYHHEAE T L121%IC 4 L EOBEKERBREZA L T 5
Z Ll 9B 3L R, LR DD A SRS 2 T e M LRI S D R IRAHE &
{ToTWVWBHZ &,

@ BEANDOEFMFREHOEHIZOWNT

BRI A B T 5 B DS AL S, BERMZE D OfFRE A, Ao - &
EMEIRENE R OF IR OERSE ST 2 et A FFRNRAE L2GE oWt
BB, ENHCDIATOND RGN ESTND Z &,
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@ BEA ~DXRIGIT 2OV T
@-1 HEsHIC B3 2 B

VR MEGE RS O TSR BIER T4 LI-BRIC, 24 BEREIZ2IRIAHIO T, 2Mi%hiak X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B O CT O RIVEH ORI &4
HAAREOFERAY BRI S, BHICKHG TR IRH N E > T D Z &,

@-2 ERWFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O\ Re 2 A 2 BIRIERE D EltEl =2 ) v 7
EEDIEROA Y ) == T ZATOWERE L FwAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNCOWT, BDABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 BHEADOZWr-ox S IZE LT
BIVEA (MEMERMZEEIZIN 2 BREAEDRE, Odk. Tk, BT RAREE ., KX,

INSE. EEDO TR, 1 ANERIE, BUEZE. HFARA, HHEREREE . JHFK. kMR
K. FRIBEEERE S T ERMAMEREREE, mhiklEE, BEE, RIEEE. MR, BEEOKL
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7cMygkmE, MERE RIEMERE, FikZ.
Bede . WEEORPERON, IR M, ClERES (L EME) - 2RI - DM S) |
REFEREE . IS ML, BEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & EE L (BIERORBZKCH NI L THREM O EEZIT N &MCH D =
E) . EBICET)RMLED TE HIEH RS> TWND Z &,

¢ @
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5. B#EXRL R DBE
(B 2hiEIc B d % F1E]
O TROBEIZBWTARIORENERHIES N TN D,
o 2 DU EOLERIERED & 2 IR UIBR AR 2R T - TR AR ORFIHMmE

5)
o AETEIRIERE D 72\ HER2 [2PEDOTRRYIBRARE AT - 38 BREE ((L0RET
& OHFHEE)

o (1) AXVVTITFURPIRVEZEY, (i) AFPBVTFI7F RV F— vy
LR TZNAFuay Ty, Xk (i) AFHV FITF o RRT T T =0« XA T )L - 4T
Z VN A U T AECSHA

C)I%Aﬂﬁmmﬁ%(mw&mmmmm%wﬁ%)&Ul%Aﬂ%mmmﬁ%
(ONO-4538-377kfk) 1T\ T, i ((BFRIEXIT T 7 B R HbEFRE) &
i L, $ﬂ+m%%&@ﬁw@ﬂrénfwéottb\xﬂ@tﬁﬁ_;bﬁ
EREDORBFENE L DA BB S (pll~152H) | £7-, PD-LIFEILRIL
(CPS) 12XV ARKID LRGN EN IR DN RIEI N TND (p7~85H) , R
HI& LT, ZhbZ2lE 2, PD-LIFEBLER"235%A0H (CPS5ATH) Th D 2 L MR

SNTBFITBW T, AEFRIEFMIC L DRI O W THBET 5,
* AFIOBWER L LC, K584 : PD-L1IHC 28-8 pharmDX [# =] 2NVEZE ST\ 5,

@ TREICEZ M T 2 BE KT D AF OB G K OMEHFIEIC OV TR, RAIOF M
DL SN THE LT, RAOEEGERIR LR DI,
o —RIBRM O TIRIBIR T TR W RE IS5 B A o B & 5
*  HER2 G0 B Tk D b7k & oS
o OTABIOHIMEN RSN TV MEOHUEMEIEA] & OOF &5
o INEMBNRIE L LTS

(PB4 2 FH]

O TFRICEZYTILIEZIC OV TEIAAORENEDE SNTWDL Z b, 51T
Dipnz b
o KRHIDRGTIHK LI EUE OB ERE D & 5 B3

@ TRERTOFHMIZEB W T PRI S T 2 BE 1T OV T, AFIO B HITHERE S e
W, MOTEFRIUL N 22 WIGEICIRY | HEICAKZENT 52 L2ZBETE D,
. %E@Mﬁ%@A%Xi%@@%é$%
o JRER I AR A CRVE R 258 6 D B K ONE B 0 Sl i i 2 <0 i et it 2%
%@%K*E@Zkﬂ#%hé%ﬁ
o HOREEBOEDE UTEMERRF L IXFERMEO B iR B OB ERE O
»oRE
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o JRESEAEIE (EMERRBAEIRE 2 GTe) ObDHEE
o FEEOBRY I EE AT HEE
e ECOG Performance Status 3-4 " 0 3

(ED ECOG & Performance Status (PS)

Score | EFE

0 | &<MERIEFEHTE S, BHAT&lFE U HEAERPHRZR AT D,

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

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO S50%LL EE Xy R+ 9,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,
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6. REIZEBELTHEEBITREEE

I SRR TN 2, & IR B3 D R 2 ERFE 1T KD & ARH O FriE K OVl (Ef#
RO olicnE i tERe +oIc 8 L Cr AT 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINMER EREEZ +o3 L, REE 5
ThroEETHZ L,

KA e AL OO G- O RS 2 {2356 PD-L1 BELR MR T 52 &
W E LAY, PD-L1 BELRDFER T E 2 WIGAE I, KAl & bFRiE L OffHO
WA 2w W L B TR 5T A 2L,

FERBEIMERO~RT A MZONT

@

@

MEMEREBEN D Lo b Z ERH DD T, KFNOEGIZHT- > T, BKRIE
W (PRI RIS, ik, FEEVE) OffEsE M OWE X & o s, Btz +5
A5 2 &, £, MBS CTHE CT, MiE~— I —FDOMm&x FEhd 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARI 322kt T 5 U
faAT > 72 LTt 2 Z &, £72.2 [ H LABE O A% 5-KFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIFEEGH K OARA G T #IT A Z A
CERRET 5%, BEORBEL 2B T 52 L, 70, infusionreaction &
FHLLUICGA IR, R TOBELOERD TERIZEIE T 2 £ CHE /08l
T5HZ &,

ORI BRI E . TRAEERT R ORIBREERH 6O Z B3 HH DT,
AFN D ¥ 5B hERT M O G-I I E IR N Ik rE iR A (TSH. 1028 T3,
Ui T4, ACTH, I =/LF > — AV EORIE) 2R 252 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b D4 R R IEREE
DHLLNDZENDD, BENRDOLNLLGEITIE, BERLEFRIIS U
B 72 ek & Rk & e O Al & i U Cl bl e BRI W 2 ATV, IR DS
FOGIZ X 2 BWER 2N g0 23551 1E, AR ORFES T I, R ORIE BE A
NEVRIOBRGEEEBRTHZ L, B, BIBRERLVEYOEEIZIYEIE
HOYGEERFRD IR WIGEIZIE, BB RE AV LISt o Sz il Fl o8 in
HLEET D,

PR T % BOEBOE AR L T LEWERDBELT 2 Enb D729,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE | BUEIR S 2 5 de) b bbdv, BERPIMES R 7o R— X
IZEDZENHLHDOT, Alg, HED, EHFEOREROBHRCMAEED L2
SEET DL, 1V BERBREDN -G ICITEEEZRIEL, AR ) H
FOFGEDHME) R EZITH Z &,

BIEATIE, P4, ITHEREREE . TR, B{EMEE RPN H LoD Z & ndH D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,
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® AFNOEERRBRIZIBNT, BERENOH 1 FEMIT 6 B I L. EnllEX, 12
W S ECHMEDFAM 24T > TWe 2 & 2 5B 12, ARG I EHIIC mig
A TROMERETTH 2 &
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HEERHEEST A RFA v
=R~ 7 (Bl Fr#Z)

(BRE4 : A7V — AR REFHE 20 mg, 7V —RRHFEHE 100 mg, 7P —
RRMEERE 120 mg, A7V — R K EE 240 mg)

~ M R R o B R~

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



SN

1. 1IZU I P2
2. AANOFE. (FREF P3
3. ERIRRE P4
4, FERIZOWNT P10
5. &G XREMDEE P12
6. WHIZEEL THETNEHH P13



1. IZT®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TRV RFEMBGE & O HAR T EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE R ESR T, KEERASCL 2T 0 7 7 A VISBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eo> T, AAA T4 Tl BRBEELZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I, ARITA BT A A%, SIATBOE N EE S RS A A, AmEE AR AR
BRI 7o, —AFEENE N A ARRIRNBHE S FrEdR s FTEENE A B ARE 72 &k O
—MRFEETEN B AR D /106 EER LT,

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

KR ERDEIRE - CIBRARBZRHELT - FRIE O MMl b i il

MELRAMERONE  @HE, BRAICIE=RAL~7 GEIa 7 Z) & LT, 118 240mg
Z 2 JEMIRIE S 1 0] 480 mg & 4 3 W RI6E C AR 5,
M) A~T (BEEHRZ) EOPRT 2560, @%, A
F=A~7 (BlaH#z) & LT, 18240 mg % 2 BHH
fR 313 1 5] 360 mg % 3 A FR C AR ERHET 5.

B s B 58 3 OF /NP TERRUSAE

(%)

FEMER R BRI BE T2 7 — AR A SRR SOomg (— %4 - A B Y A~ T (BIs T

#z)) OBEEXITHHE, FEKOH&

IHRE ST R « UIBRARBE /AT » TH3& D B M 5 b iz

MEEOHE  =AL~7 (BlarHfiz) Lotz T, @%., AKIZA ey

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

TEHET Do




2. AHN DR, VERBFF

A7 — R A ERHE 20 mg, [RATEERE 100 mg, FAGEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =R~ 7 GEE ), LT, TARA) Lvd,) X, NEPSES
TEMAKSLEAF Ly 7 24 BTV AR e =AY —X A7 A7 (BMS) ) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th b,

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

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFRET L CTWd, PD-1 U W RIFHURE MBS B b O & 22 IEEHEARIZ T3
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWns (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB LSRRI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBARIR R & 5 & D H & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
GEEIGEREIE T 5 Z EDRENTND, DI LD PD-1/PD-1 U 72 RERERIL, 23
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL KOS AKII S 63 2 A A5 05 PE 2 3990 5 2 & TR AR P B 2 R4
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
FEMER R B N AR 2 kP & U TR IRARIR 2 S0 L . AR, el R OV MR R
i,

AN VE T I < HBEE D RPERRIT X 2 ANERS2 6 & b, B XU
D RN B o AFIOE PR OB SR, BHOBRL AT, BEIR
D BTG AITIE, BB L HGUTIE U B e ik & B8 & Fe o R Aifi & i L Cil
EIREERIRI 24T\, BEE D RIERIGIC & 2 BIER A DI 5 A11E, BRI E R
T LA O EEDOHE YR AE EAT O MENH D,



3. BRERAE
YIBRANBE 72 1T « T8 D BEPE 5 Bz il oD A GRIRR I 2RI 21T o 72 3= 72 B PR #lBR o iliiE
%7‘]——\“@‘0

[H2hE]
O ENHE MRS (ONO-4538-413%%) (Clin Cancer Res 2019; 25: 5485-92)
FIFFHRKF L ALA R X RS R LK E O PRSI AIS AR O B
BRAREZ2EST - PR OBEMEHgfE R i B (ECOG Performance Status 0 &2 OV 1) 34 il %
KA A 240 mg % 2 A [ IR C AR T L 7o, EEAHIE E T o 5 245 (Modified
RECIST criteria (2004)(Z3&-25 < i) 12 L D CR UL PR) 1£29.4% (95%(E#EX [ -
16.8~46.2) Th o7z, 7ok, FANIRE LT-FMEIL5.0% TH -7,

@ EERLEF AR (ONO-4538-48/CA20974373&8%E%)  (Lancet 2021; 397: 375-86)

(L FRERIDIE O GIBRA R 70 AT - B8 D B i JBE Bz Jil B 60541 (R AR FRFE60
BlaEate, KilEA Y A~vT (B FHHZ) EO0H (IR, INHPFH) &vvo,) ™
BE30361, fLFyE (X7 FF8HK AT TFUoNFIAINRTTFo) EXAMLF
B R RY T AKFEOGFH) BE30261) ARG, ALFRIEREA RHIRE LT, N+HIfF
RO MR OV Z G LTz, FEFMIEE Th 2 24 AR (FRIE [95%1F
FEX [ ]) 1. N+IfFFHREC18.07 [16.82~21.45] 1 A ALSAIERET14.09 [12.45~16.23]
A THY, NHPFR B G IHMEFERIEICST UG R Bt R 2 /R LT (NP — K
££0.74 [96.6%/ZHEIX[H : 0.60~0.91], p=0.0020 [J&Hllog-ranki®7E ], 202043 H25H 7
— &1y NET),

*1 0 ARAI[E 3mgkg (KE) % 2 HEAMR, 1 2V A~7 (EETHIEZ) 1E 1mgkg (KE) % 6

FIRANE CAUMBE L7, PR EIICR VTR, ARZRICEE L, A E) A~T (BZTHIR
Z2) EAKI OB T 55 30 53U EORMME & 5\ TG 2Bk L=,



1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3 B
0.2 fessse ik~
0.1
0.0

N-+IGEREEE

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+IEEB2 303 273 251 226 200 173 143 124 101 65 30 11 2
b= F8F 302 268 233 190 162 136 113 95 62 38 20 11 1
X1 2AFHE O Kaplan-Meier Hi## (ONO-4538-48/CA209743 3ER)
(EIER LI T-4EF)



[Z4tE]
OEWNF TR (ONO-4538-41757)
B EFGIT323401] (94.1%) IZRD HAL, AH L ODEREBEBVAGE CTERWVEEFR
1323/34451] (67.6%) (258 BTz, FEE NN, LORWERIZ FERDO LB THoT-,
#£1 FHEN5%LLEOBIIEA (ONO-4538-41308)  (RRAVEARAT R S

B RIR BilE (%)
FEARGE 34 f31)

(MedDRAVJ ver.19.0) 4 Grade Grade 3-4 Grade 5
ERIEM 23 (67.6) 7 (20.6) 0
N G i i

FOIR BB BB T E 2 (5.9) 0 0
H IS

T 4 (11.8) 2 (5.9) 0

AN 3 (8.8) 1 (2.9) 0

L 2 (5.9) 0 0

Mg - 2 (5.9) 0 0
—i% - &FEER L OB S OKEE

TR 3 (8.8) 0 0

95 97 2 (5.9) 0 0

FEER 2 (5.9) 0 0
AR IR AT

Y — e 4 (11.8) 2 (5.9) 0

75— 3 (8.8) 1 (2.9) 0

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

BAIE 2 (5.9) 1 (2.9) 0
B R B X OSSRk =

RA M 3 (8.8) 0 0
KR X O T HRRRE

F95 4 (11.8) 0 0

BEIR B IR B 2 (5.9) 0 0

7R, APREETE 2 1] (5.9%) | AFAERERRE 1 61 (2.9%) | FUIRIRFSREREE 4 (5] (11.8%) |
EVEL MM H 2 5] (5.9%) . K « BEED A 2 5 (5.9%) | 1 RUERIE 1 451 (2.9%)
WO NIz, Flo, BWRERE, EEORERE, FERAKERS, BIRIEiEREE
e, EIEREEIE, M2 - B, infusionreaction, 5 & 9. L. k. B
BORRMRAE/ X A /X F— Sl MRS SR B . T2, BRIk IAR ZEARIE K OV b
PERRAE RITRD bR o 7o, AEWEHFEBUR DU ES: (R T 25 T)
EEDEFRERE T,

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

HEFRIT N+ OFFRE 299/300 1] (99.7%) . {LSIERE 277/284 5] (97.5%) (1278
Bl TREREE & ORIRBRGE TE WA FHZIT N+ OFFHRE 240/300 41 (80.0%) .
(LR IERE 233/284 ) (82.0%) (23R HiLiz, WM DOEETHRILRN 5%LL EOFIE
HIZFTFERO LB THoT,



2 WITNOOBETRERISWL EDOBIVEA (ONO-4538-48/CA2097433R5BR)

(R MM RE])
B (%)

2 E IR N+IGF 2375 2

FEAGE 30041 284451

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

AR 240 (180.0) 91(30.3) 1( 03) 233 (82.0) 91 (32.0) 1( 04)
KR ¥ KO PR fRbE

Z 5 PRI 49 (16.3) 3( 1.0) 0 1( 04) 0
5 43 (14.3) 3( 1.0) 0 15( 5.3) 0
BRI LB IR 5 16 ( 5.3) 1( 03) 0 2( 0.7) 0
H ks

T 62 (20.7) 10( 3.3) 0 21( 7.4) 2( 0.7) 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
i i 8( 2.7) 0 0 41 (14.4) 6( 2.1) 0
—f « BHEES OGO

DIRRE

9 41(13.7) 3( 1.0) 0 55 (19.4) 5( 1.8)

9 25( 8.3) 0 0 44 (15.5) 12( 4.2)

FEEN 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 —EHM 17( 5.7) 7( 23) 0 1( 04)

T5=vT7I /) Rz 7=  16( 5.3) 5( 1.7) 0 2( 0.7)

Z —BHIn

PN WA

FR B REAR T 32(10.7) 0 0 0 0 0
ONER PSP ON ey ek e

it 22( 7.3) 1( 03) 0 0

o P e 15( 5.0) 0 0 3( 1.1)
R L Ok E

RARIOR 29( 9.7) 2( 07) 0 50 (17.6) 2( 0.7) 0
B, Pl L OWLE A OHE

HEANIZLE D KOS 24( 8.0) 3( 10 0 2( 07) 0 0
PR R IR E

RS 3( 10) 0 0 19( 6.7) 0 0
MiRFs LV 3R bEE

#Zif. 6( 2.0) 1( 03) 0 102 ( 35.9) 32 (11.3) 0
I BRI 2( 07) 2( 0.7) 0 71 (25.0) 43 (15.1) 0
/R 2( 07) 2( 07) 0 26( 9.2) 10( 3.5) 0
Bk i 0 0 0 22( 7.7) 8( 28) 0

7235 N+ OFHEEIZ IV T FRIR IR RERR 2 43 51 (14.3%) | ITHERERR T 36 141 (12.0%) .
infusion reaction36 i (12.0%) . BEFCABRELARAE 34 1 (11.3%) . #ifkkET 22 4l (7.3%) |
VMG R 20 1 (6.7%) . KMZ% - /¢ - EHEED TR 19 i (6.3%) . B pkRElmE
15 61 (5.0%) . FIEEAHEEEREE 12 61 (4.0%) . EEORKERETE 10 ] (3.3%) . AF%
741 (2.3%) | EIEHERERETE 6 5] (2.0%) . ClEEEE 4 61 (1.3%) | 5%k 341 (1.0%) |
FIEFMEIAE 2 61 (0.7%) . S E MK 261 (0.7%) . ik 241 (0.7%) | HfkifnfeIE
FIE 2 1] (0.7%) . Bd7s - Bl 161 (0.3%) KRONMEZ 141 (0.3%) 235388 iz,

7



Fio, VARERSS, BUENTR. T2, b PERRAE 2, BEE A MmuklEE, mEkERiEfE
FE AERZ, ZRIFEREE. R M % OYEFLIZERD S LR o 7o, ARRIVERIFEBLIR I3 BEE
#5 (WARAEMRE25T) 250EHRETT,



(ML - HE]

AFNOREMARYEEET LV EZFIH L2V I 2b—2 3 280, AHl 480 mg % 4
T R TR 5 SUTREAGR O I - B TG LB ORI O Mg PR E RS Be S h
Too T ORER. K 480 mg & 4 ERIRHIFE TR G- L72BE 0 EFIRREIZ I 1T 2 ik
BE (LLF. [Cags) EWVVI,) 1F. AHAI 240 mg % 2 BRI CTHE LIZERD Cogs &
BRIT 5 L THlEn (F#R), £z, A4 480mg % 4 HMMR TG LiZEEo @k
RBRIZBIT 2 &mMIETHRE (LR, [Chaxs) &9, ) 1F. Al 240 mg % 2 T M RIfRE
TEG LTZBED Craxss & L CREREZ R T & FHISNZH OO, BARNBZIZENT
BEVEDPHEER SN TWDHE - R (10 mgkg % 2 MR CTHRE) TAAIZ&KES L
BRD Craxss & HlE L TR 2 7R3~ & FRIS Lz (TH) , AT, #EOBEICES T 5
F—H TS AHKI 3mglkg (IAHE) XX 240mg % 2 I RIRE. 35 L < 134 480 mg
Z 4 ERIFR CTRG LB OARF OMREE & & B UIE R0 & ORI & R 5%
BOGET VPR SN, BZBhEIZ > W TR ThhzfE, FiRoRE - A o
W CHIM: R O eI AR R 2RI T L P S iz, £7-. B f fE s 1o
BT — X ICESEHEELUEBRENSTET VAR LT, A% 3 mgke (2 #RIET
#eh5) . 240 mg (2 WM CTHE) XX 360 mg 3 HERMRTRE) AU L~T
(Bia#Hz) 1 mgkg (6 MMM TEE) &0 L7-EROA R & OV oM 2 iEt
L7, Eieo Bk HEORM CHMER ORI =BT v & PRl S iz,

&3 FHOEMERR T A —F

M - Crnax Cmind28 Cavgd2s Crax,ss Conin,ss Cavg,ss
(ug/mL) (ug/mL) (ng/mL) (ng/mL) (ug/mL) (ug/mL)
S mefke Q2W (35-52{ '760~8) (16.1750.3) (21.321 .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 ?57,.21358) (62.11(,)91 87)
480 mg QIW (10%07) (15.25?27.4) (37.?)3,.;)4.8) (14?,1 536) (27.751,?37) (62.11(,)91 87)
10 mg/kg Q2W (14é,9§22) (86.959,.?32) (10},1 ?48) (323,9225) (18421,1 §03) (232,7277)

HLE (5%, 95% ) . Q2W : 2 A HIHIFR. QAW : 4 JEHIFIFGE. Cmax : HIEIFK 5% D & MIE IR EE . Cmindzs ©
MElEe 5% 28 B HIZHT 2 RARMmiE IR, Cagos : MEH5% 28 A H £ TOFEIMIE TR, Cmaxss :
ERARIBICI T 2 i M i5 PHEEE, Crminss 1 & HARREICF51T 2 BRI THEEE . Cavgss 1 EHARREICHIT 5 F
Yoy M ¥ Hh R



4. FERIZOWVT

IS U A 7 EEEHE (RMP) (ZHED & | AHI D E I 2 MR RIEE) ~ D #h J iATH]
N HHER T > T, AR OEENEE) 72 BE Z2W - FrE L, AFO#EGICL D BHE
7REWER 2B LTRSS 5 2 & BB R 7o D LU OO~@DF T A& 72 7 i
RIZBWTHEHT & TH D,

O mEFITHOWNT

D1 T (1) ~ (5) OWVWFTNNTELT LR THHLE,

(1) EAEFBREDEET D05 ABEEEERLS RS (BRTE RS A SR BE L SR
Higl 23 A RS B L RUR e, Mg A A RSB &)

(2) FEEHEREIRRE

(3) HBEIFIAE T ET D03 A HEEHRRE (D ARREEEE B, 23 AR
W 1IREBE, DA R EEEREER e &)

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS L a2 R
2 OfiFk FEHEZAR D M 21T > T B fik

(5) PUEMEREZ AL S BINE O g% FAE AR 5w H 21T > TV D s

O-2  EMERRE BRI O AR TR K OVRIE 38 B O St IS 57 70 Jade & 8B & 5 o
Rl (FROWTNNITEYS T HERM) 25, LB OAFNBE T DIBROBLHE &
LTRESNLTWD Z L,

*

o [ERIGEFEUSE 2 EDOYHAHME ZE T L2121 5 FELLED D ATRIED BERIHE &
[THoTWBZ &, 9bh, 28D RIT. RARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERNEFFEISH% 2 FOPMIINHEZIE T L7-%I1C 4 L EOREERRRZ A L T\ 5D
Z &, by 3L RIE, EMEMIRE T R IE O DS A SRR & G T e REL ER I S O B IR
HHEZ T T WA Z &,

© BtADERMEREHEOKH]IZONT

RIS TG A B FE T D BMEA NI E S, BERRE S OfFmE 0 A2 - %
IR OB B ONERISFE IR 5 G et A FFRNEE LS E OWE
. FRESNITAT DN DIEHINE > TN D Z &,

10




@ BEA ~DXRIGIT 2OV T
@-1 HEsHIC B3 2 B

VR MEGE RS O TSR BIER T4 LI-BRIC, 24 BEREIZ2IRIAHIO T, 2Mi%hiak X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B O CT O RIVEH ORI &4
HAAREOFERAY BRI S, BHICKHG TR IRH N E > T D Z &,

@-2 ERWFEIC L 5FEESINICET 22 N

ARSI D BEPTR 72 50 e O\ Re 2 A 2 BIRIERE D EltEl =2 ) v 7
EEDIEROA Y ) == T ZATOWERE L FwAE A TE 5 F— AERAH 2
SN TWD Z L, B, BIIAHNCOWT, BDABE L ZDOFEEIZHHIHm ST
WwWnHZ &,

@-3 BHEADZWr-Ox B LT
BIVEA (MEMERMZEEIZIN 2 BREAEDRE, Odk. Tk, BT RAREE ., KX,

NSE, EEDO TR, 1 ANERIE, BUEMZ. HFARA, HHEREREE . JHFK. kMR
K. FRIBEEERE S T ERMAMEREREE, mhiklEE, BEE, RIEEE. MR, BEEOKL
JE R, FPRIMARZEFRIE, infusion reaction, HEFE7cMygkmE, MERE RIEGERE, FEk%.
Bede . WEEORPERON, IR M, ClERES (L EME) - 2RI - DM S) |
REFEREE . IS ML, JBEALE) 1Tk LT, YikhEak U BB O BF P2 AT 5
R & EE L (BIERORBZKCH NI L THREM O EEZIT N &MCH D =
&)L EBHICET R MLED TE HIEH D> TWDE Z &,

¢ @
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5. RERBRLLRDBE
(A2 LB % F ]

@

TROBHFICBOTAROAIED RS TS,

o ACPBREIEE A SRR - PR OB NP TR ORI )

o ACHEBRIRIAEO BT AEAIENT - RO BRI (1 £) A~ (f
(BT L O

TRCICRZ S T D AAN OG- K O ITEEIZ DWW T, AFIOF MRS HENL ST
BoT, KAOREIRE LB,

o AEFRIEARIAIREE T D AA MR 5

o FIROHBRE

[Z2atEic B+ 5 4]
O TFTRICELTLIEEICOVTEAAORENERE SN TND 2 Ehb, K5 21T

DN &,
o AHNDORITI R UIBBUEDORBEERE D & 5 BF

TRIERT ORI B W T FRRICEE S T 2 B IZ W TR, AAlOREIFHERE S ey

D, AOTEPRERPFUE D R WIGEITRY | HEICAFRZETNT 52 L 2B TE D,

o MEMMEEOAI IO H 5 BE

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

o HOREREBOGOF, B L < IEHIFMEO B g im B OB TR O
o 5B

o g HEE CEMmEMiaBRE 2 ETe) Db 5 EE

o OB IIBE YA AT 5B

»  ECOG Performance Status 3-4"V 0 B34

(ED ECOG & Performance Status (PS)

Score

ol 2y
JE R

0

<R JEBTE 5, R L [F U HHF G HIRZ <ATR 5,

PRREIZI LUEBNTHIIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
Bl - BEOFE, FHEE

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO S50%LL EE Xy R+ 9,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,

12




6. BEZELTHEETREFIH

O A SCEFITIN A, BEEIREES D IRAET 2 ERFE T D & ARHF O FeE K& OV E 4
RO 7O B w2 o B LT bR« 2 L,

TRIEBRABIC e D | B UL Z OFEICHINE L OERR %2+ L, RE 215
ThboEETHZ L,

FREWEHO~F T A MZDONT

@

®

@

MR EN D oD ZENH DD T, AFOBEIZH = > Tld, BRE
W (REWL ARIEE, ik, FEEVE) OREFE M O X Sl d o i, Bz -+
(ZATH Z &, Fl, HLEIIS U T CT, Mg~ —h —F 02 £+ 5
Z &,

AFN O EILEE D infusion reaction (i 2 CEARFI 3 2%kt D T 5 U
faAT > 72 LTt 2 2 &, £72.2 [8] H AR O A% 5-FFIZ infusion reaction
BHHLOLNDZEHHDDT, KFIEGH R OKRAGHE T HIT A 2P A
VERET 5%, BEHEOREBE+SICBIEET 52 L, 70, infusionreaction &
FHLLT-HE 12, R TORELOERNERIZEIE T 2 £ ThEE 2 o8l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O Z B3 HH DT,
AFN D ¥ 5B hERT M O G- B I3 E BRI N Isisre iR & (TSH. 1028 T3,
R T4, ACTH, I Lo —VEORIE) #FEhid 52 &,
AHNOFEEIT LY | BEORERISICERT 5 &3 2 bl dikx R EEOW R
DHLOLNDZENHD, BENPRDOONTHGEITIEL, BERLEFRITL U
B 72 ek & R 2 e Al & i U Cl bl A BRI W 21TV IR DS
FOGIZ X 2 BWER AN gE o 23551 21E, AR ORFES T I, R ORIE BE A
NEVRIOBRGEEEBRTHZ L, B, BIBRERLVEOEEIZIYEIE
M OYBEEDRFRD B WA TR, BB BE ARV LISt O Sz il Fl o8
HEET D,

BeGAET %, ARS8 ARE L T LEWERADNBELT 2 nb b2,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBEPRIS  (BE 1 BUBEIRS 2 & de) Db bbiv, BERPES 7V =T &
IZEDZENHLOT, Hig, ol NRH-FOER ORI MBEE O LA 12+
SEETDHZ L, VEREN DN -G ICITERG 2RIl AR ) H
Al OF 5 E DY L EZIT 5 Z &,

BENT 2. P2, ITHREREE . TR, B{LIEIEERRH LN ZL03d D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,

AR DRI INT, LT DX A X 7 THIMOFM 217> TWeZ L a2
BT, AFBGHITERRNC BERE TR OMERBZIT O 2 &,

ONO-4538-41 38R : 6 W = &
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e ONO-4538-48/CA209743 iklik : ¥ 5Bt 6 1 X 6 M Z &, ZLIBIX
12 [T &
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