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ST, i AHEE T A R o4 V% TNZENRRKO LB EW LE
L7=DT, EENOEREE N KRBT 5EmEBEVLET, GEED
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(PERE L S IR 4y)
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4. JEEEIZOWNT 4. Rz OWT
(%) (%)
@EIEHA ~DRHRIZ DN T @RIWER ~D Rz DN T
(%) (%)
@-3 EWEAOZECxISIZEE LT @-3 FIERAOBZE-CXIGIZE LT

7%, BEEREREE (R REMERE %) NOmEE  (FRRE
RERRTE - BIBPREERR T - TIRMPRRERET) . 1 MUBEIRIN, EEZ DR
EPEE . MEREE (7 2 N U—EBRESE) | MK - B AT

e IFRRRERREE « TR, Ml B ARIEE (i i el A IR 2 2 o)
D& % BAE~OMEM | FRIRMARIERAE, oM/ MsAE,
B FEBWEF PR IE, R, SO, mMERARMED >
oNHEARRERAE . AL PERRAE 2R 5E) 1Tk LT, M akiink I FT B R
BB O REFINEZ A3 5 A & dEEE U (RIVEM OR2Wr-ox B L
THEROEZZTONDIRJMHICH L T L), HHITEY) 2L
BN TE LRHRESTND Z &,

BIVER (FEMEREERIZIN A, infusion reaction, KB,
HEED NF, ik - BOUHRLE - EAEMERE, DR - O
K, BHERERET (RMEMEEBRE) . NoWES (FIREE
REFEE - MM RERR S - T ERAPRAEIEE) . 1 BUBEIR, DK
JEREE ., MRREE (X7 2 - NU—IERRESE) | N - Bl T
ANA - ITHRRERE T - BT R, IRas i (3 MR A 2 5 2p)
Do DHEE~OMEM, FIRMARZERIE, Fo MR/ MR E, 78
EMEA R ERIBAE, R, 58 9 ER, MERERMEY o SHHfkER
JES) 12X U, Yzl XITEBEEREE OFEMMEL 6T 5 E
fifi & s U (RIEH OZWr-oRH IS I L THREL PSR Z2 =T 6
NAERMHICH D Z L), EHIZHEG) R ALE N T X DA 20338 - T
WhHZ L,




He KR e D e B IHEE T A R Z A > OWET AT Cir B X HRER)

(BB I XS IERB 57)

Gl

4. FEFRIZDOWT
)
IWEH ~DXR DU T

Ho|

@ .0
=

IWEH OZWr-okH 2B LT
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AE R E MR RS . NowbEsE (FIRIRE e -
- TEAHERERE), 1 BRI, HEOREREE,
=T e N EREESE) | % - Bl TR - T
R, BB (& A 2 5 ) Obh D
BE~OMH, FRARZERIE, Ml MOBAE, A 2%
FEENELFHERIE . BESS. S E D BRESR, MERE R Y > Sk
BROE ., SEALPENRAE RAE) (2K LT, YakhEak S MR RE o
HMEZ A3 2 EANE @ L (RTER OO IR L THeE
MOXBEEZTONDEMEICHD 2 L), BEHITEUIRALEN T
X LIRHIRESTND L,

3
]

I1fF
N

XX

=

p

~ TR
s

g

SEHIEE
My s W

o o8 5% oo S 3

SE o B oS
B EEE A

H
4. MiFRIZOWNT
(%)
BIVER~ORHERIZ DUV T
(%)
@-3 FIERHOBZE-CxISIZBE LT

RIVER (HEMEMPE, infusion reaction, KiF#k « BHEED
T, A - BRBUHRLIRE - EAEAGEVAE, DA - DR, B
PeRERRE S (JRMIE MIEMER R E) . WobEsE (HRIREEREREE -
R HERBRRE T - TERASEERERETE) . | BUNEIR, R DRI
PR (7 2« N —IEGERESE) . Ik - BEER ., R4 - iF
PERERESE - 2%, NEanB Mg (&g 2z 5r) O0b b
BE~OMEH, FRiAeZERRE, M MRIBAE, FE B 4T
HERIBAME, R, S E I IEK, MERERME Y o  SHERRERES)
(2t LT, Mg ak ST B R B O B PR & T 5 Al &
L (BERA KRN L CTHREL O X EEZITHND 5K
RiZdhH D2 &), EHIZHEE) R ALE N TE HIRH > T\ D Z
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1. IILBIC

RS OF N « RN EDOMEIR DT DIZIE, UM GRSVl E AR D Hivd,
DI, ORI OEANC L0 | FUREIR R & OFFm 7 g EF R GRS L
LHT, ZDHOESEL A BB BE TS5 2 L )NWERORE & 2o TS Y | RS EGH
B LBEDOREAT #2016 CERR 2846 A 2 H BEIFEIRE) 128 W TH, HEHMIERLEOHEHO
B HEEER XD Z & &S Tnb,

FHRERRSP RN, B ERSOZ 2T v 7 7 A VDB FOESE T L SN R 5 =
ENBD, DD, AR OB DERH0ET 2 £ TOM, YskEHELO
BEEBLS 2T D 2 ENHE SN BB LTSS & & bic, BWERZS R LB
VB ki & D Z LN AR — E OB A o TR CEA T A Z L NEET
H5,

L7elRo T RHA RTA Tl BIREHES 2 E TILB LTV D EFE) - B
FIRMNCEE D& LU T DEFESOfFgiE /o 2 HEET 28l b ER B B2 MO E
FIHAZRT,

72¥5, RHA RTA AL, MNATEIENESR M ERE R AR, AR B A ANE
B, —EREA BARRNRHES I OVASRAERTTE N B AR SR 22 oo b &R
L7z,

MELRDERN ISV ~T ()

KRG ERDIREUIHR « HRIBVIBRREE/RHETT - TR O B s
FFEE U A7 OF ARG 31 2 i i Bhiis

WG ERDREROHE : HRIGCIBRAREE/2HETT « TR O A Bl
W ORANZIZ. I 7Y ~ 7 GBIE ) & LT 1 [F 350 mg
% 3 MR T 30 /2T TRIEERET 5,

FEiE U A7 OA RIS 31T DI B L

W EANITIE I 7Y v 7 (B z) & LT 1 [E350mg
Z 3 HARFERT 16 [E T, 30 Mo CaiFET 5, £
E, X7V ~7 (GBisF##z) & LT, 118350 mg % 3
EFRE T 4 8], 30 Zf2NT CTAEEE L, 0%, 118 700 mg
% 6 HFMNE T 6 BIE T, 30 /T CAEEHET 5,
BURVES 3= S CA VL - i s

p
S
=
o
M
o




2. AAN DR, VERBTF

IV ~T (EnEEZ) (BUF, TR 1%, & b programmed cell death-1 (LA
T, [PD-1)) \Zk32%%E 7070 Ga (1gG4) 777 ADe WNE /) 7 a—F )
iETH 5,

PD-1 (%, CD28 7 7 X U — (T MR DIEMEAL Z i Bh a9 HIEH 9~ 5 0 8F) (TR T 5%
BERTHY, EHAE LY 8Bk (THlE, BME T F 2 7/0% 7 —T i) FiZ
BT D, AERAIZEBNT, PD-1 1L, PRl 3E8i4 5 PD-1 U > K (PD-LI
KLOVPD-L2) EfEA L., BB 2 AICHIET 5 EE 2 5T\ 5 (Immunol Rev 2010;
236: 219-42), F£7-, PD-L1 X' PD-L2 1%, flix OIEEHAMKICHELL T\ 5 Z & 0@
I TW5AD Z & (Nat Rev Immunol 2008; 8: 467-77) Z7)>5 ., PD-1/PD-1 U 4 > R,
NEG AR A PR RF A7 T MR D OB B EZ BT 28T D—2 & L TEX LN T
W5,

AFHNE, PD-1 OFMIRSIEICHES L, PD-1 & PD-1 U REDREGEAET S Z
EIZE D BABURFERMNZ: T MAEOTEME LK OREE AR %7 2 M E 5% 4 T
L, GO AE MG 2 B2 6TV 5,

ARFIOEREIFICIES IO IR & B BIEASR B & b, EE I
EH AN D D, FA OB PROLGHIIT, BEOBRE AT, REHRE
&IV AICIE, FEHL LT BRI U= B2 S0l & % F5 D BEAT & % L il
Y7 BRI GeWr 21T\ B DO E G K DRIER NS 2561213, BIE RE RV
TR OBEHEOMYRILEEAT D BER BB,



3. BEREE
RIBUIBRARE LT - BROABMIER L O E Y 27 OAHAIEIZ BT 2k
1 B TE DO KGRI 3 2 17 - 7= iR RBR O E 2 R~ 1,

[ 2]

@O VESME TARRER (R2810-ONC-1540 #BR 7 —7 1, 2 KR 3)

RIGUIBRRRE 7R YT « PR O A BN BE 1193 ] (Zv—7"1:59 ffil, 7 —7F
2:7841, Z—7"3:56 ) AXBIT, AHAl3 mgke 2 BEMERS (Fr—71 K
O N—7"2) XIE, AH350mg3 MRS (ZFv—7"3) O Zat%s
BETd 5 2 & &2 Bru L LI E M R DY F2h < vz,

FEFE H T 5 RECIST ver.1.12 12 -3 < i 212 & 5 2880 =3R o AT D
FERIIR 1 OBV Thotz, 72k, FRNCHKE LM —71, 2 K DV3 T,
TNEIN 15%, 25% K 15% Th -7,

*1: JA— 71 ROBLERES 2 H T 2 GBI RE . 70— 723 RIET O A AN 5 235k %

LEng,
*2 0 JIV—720 BFH ORI WHO R I CHE U 7= B E Ml 25 O B ATl L V1T - 7=,

# 1 RBERAIE L OZEF (R2810-ONC-1540 7-5R)

TN—7 1" T N—"T7 2" T N—7 3"
59 15 78 il 56 il
7E4872%%) (CR) 4 (6.8) 10 (12.8) 3 (5.4)
%% (PR) 24 (40.7) 24 (30.8) 20 (35.7)
B | e (SD) 9 (15.3) 28 (35.9) 8 (14.3)
Non-CR/Non-PD 4 (6.8) 0 5 (8.9)
#17 (PD) 11 (18.6) 9 (11.5) 14 (25.0)
B ENE 7 (11.9) 7 (9.0) 6 (10.7)
Fh= (PR+CR) (%) 475 43.6 41.1
(95%fE FEH X [H]) (34.3, 60.9) (32.4, 55.3) (28.1, 55.0)

Non-CR/Non-PD : | & FIREIEZE D 72\ B I 35 1T 2 BEAIL G 2R
*1: 7 —X By MAT7H 2017410 H 27 H
*2:TFT—X By A7 H 2018410 H 10 H
*¥3. 5 —H By AT H 201849 H 20 H

@ [EBILFEFH IR (R2810-ONC-1788 #kBR D/ X— K 1)

ABHUIBRE M OGRS O U A 7 O@EW OF BRI BE 415 6] (A
NEFE 11 flaEte) 25T, AF? OFMWER L RME, 78R EHRT 52
xR AL LT E AL S MR I S ATz,



FEFHIHE Th HIRBRHE Y EHIEIC L 2 B4 (BUF. TDFS)) ORI,
K2MOH1DERBY THY | 77 BAREL K L TAAIRE CTHEFIICHERER %
w~LT,

UL FOWT O LI T56, BRE Y 27 LHlrsn,

WIEIRBEZINC IV T, () BIRSNRE AT 32 U o Eili L O 1AL, o 20 mm BLED

U oo, 3% (i) 3L EDY A fifimBEH T D,

In-transit 858 (FURE D D OFEEEN 2 em 22 2728, P U o/ SEIfEKICIE R A TORN

JEROE F O 2675,

T4 DIFEEFT %,

AR 2 AT 5,

W EICUIBR S AV B OSEIRIC R, TRiO ML | DLl EA T 2 R A MIE
PRI HE D TR U o/ NEiff 23 N2b DL |
RARPE 4 om DL EOFFEFE, B L AFBREOF NS A SUTEHET 2 IEF 2R B E
15 6 mm & x5 AT 5 BIRINA
R AL ORLERTL > e KPS 20 mm LB D P

*2 KK 350 mg & 3 MR CREE. XUFAHA] 350 mg & 3 MHMHNEC 12 B 5%, AK 700 mg % 6
W R TG Lz (GHIMITRE 48 1),

# 2 AR (R2810-ONC-1788 st/ S— k1, 2024 4210 H 4 BT —4% b v b4
7)

ARFHE 7T v Rt
(209 f41) (206 f31)
DFS
ARy MR (%) 24 (11.5) 65 (31.6)
HRfEH ]
B NR (NE, NE) 49.4 (48.5,NE)
(95%1E 1 X [H)
T R 0.319 (0.199, 0.511)
(95%{= HE X [H]) ’
p i (Mifal) 2 <0.0001

NE: not evaluable, NR: not reached
*1: @Hl Cox N — RET VIR D7 T BAREE L O
*2 J@plla 77 o 7 BoE, AEKYEE (M) 0.00455



100
90
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50:

40 4

Disease-free survival (%)

AFE

7

TIuREE
30
20
10
0 — T T T T T T T T T T T
0 4 8 12 16 20 24 28 40 44 48 52 56 60
Number at risk Time from Randomization (months)
AKIEE 209 172 157 132 116 104 83 66 47 27 22 9 6 1 0
FSEAREE 206 161 130 94 82 69 53 42 24 18 10 4 2 0

1 DFS @ Kaplan-Meier #i#g (R2810-ONC-1788

— X F > NAT)

[Z4xtt]

B S— k1,

O WEAE T AEER (R2810-ONC-1540 3Bk 7 L —7 1, 2 KR 3)
TN—T I~3 1B W TARFIDE G S 193 Fih 148 6] (76.7%) \CIEERIE & K F
BN EECTER2WAEESRS (BIERH) 2N bz, BHEE N 5% EORIERIX

KIDLBY ThHoT,

2024410 H 4 A

3 FBEIE)N 5%LL FEORWER (R2810-ONC-1540 #ER 7 Lv—7" 1, 2 KON 3 D5

B (MRS

TN—71, 2 KO3 OEG

%%ﬁ%”ﬁ%iﬁ 193 {@J
FEARGE
4 Grades Grades 3/4 Grades 5
2REIEH 148 (76.7) 33 (17.1) 1 (0.5)
B2 J& 35 L OV TRk 75 (38.9) 4 (2.1) 0
% D FEIE 29 (15.0) 0 0
55 23 (11.9) 1 (0.5) 0
IS NITR 2SN 21 (10.9) 1 (0.5) 0
H R E 51 (26.4) 5 (2.6) 0
TR 24 (12.4) 2 (1.0) 0
GV 18 (9.3) 0 0
—f - 2HEERL L OBEEM O 49 (25.4) 1 (0.5) 1 (0.5)
RE
57 40 (20.7) 1 (0.5) 0
R R AT 37 (19.2) 4 (2.1) 0



TN—71, 2 KO3 OEE

%%E%'inﬁj\ig 193 @J
FAGE
4= Grades Grades 3/4 Grades 5
TI=T ) NI AT 2T 13 (6.7) 0 0
—-PHEN
TANTGX BT I/ b7 A 11 (5.7) 1(0.5) 0
7 =7 —EBHn
N5 WA 27 (14.0) 1(0.5) 0
FOIR A REAR T iE 21 (10.9) 0 0
& Rk & UG A FARR R 26 (13.5) 2(1.0) 0
FAHfim 13 (6.7) 0 0
R 2R, HERds & ONithm B 25 (13.0) 6(3.1) 0
il 2% 14 (7.3) 6 (3.1) 0

MedDRA version 24.1
NCI grade: CTCAE Version 4.03

72 BAHIFEIZ IV Tinfusion reaction 861 (4.1%) . Wbk (UK IREREREE - BI'E
FEREREE) 2761 (14.0%) . Mg 1461 (7.3 %) . A4 - IFREREREE « iF% 761 (3.6%) .
RIGISH] (2.6%) « FEED THI2E] (1.0%) . B D EREEAR (2.1%) . BHERETE (R
M EMEERE) 46 (2.1%). MREE (F7 2 - SU—EREFEE) 141 (0.5%). O
1B (0.5%) ., DB (0.5%) . MM2e16] (0.5%) . BB (0.5%) 23380 5
7o Fhde. BEMMESE, BRBUHEARIE, 1RUBEIR . DO (G R e R A
EEte) ObDBEE~OMM, FFRIMARIERAE, FEEVEL P ERBUE, fae M i/ M
DIE, R, SE D RS, MERERME Y L SHARRERE, M R K O LRI 28 1378
Lo lo, AEWEHFBURDUIBIE TS (FRRMEER T 25) +a0EHE R L
T

@ [FERHLFEFE TR (R2810-ONC-1788 FERD /X— | 1)
B L DR EBEBEAEE T RWEEES (BUWEH) 205 4 128 1 (62.4%) I
TOHNT, WTNDLOBETREEIEDN 5% UL EORWERIZER4DOERBY ThoT-,



4 WDTNLORETRIEIA D 5%LL EOFIER (R2810-ONC-1788 7Bk /<— | 1)
(% PR G R)

AFRE 7T v R
205 141 204 1]
i B AR H 4 Grades Grades Grades 4 Grades Grades Grades
N 3/4 5 3/4 5
EIEM 128 19 93) 1 (05 94 (46.1) 1 (0.5 0
(62.4)
¥ L OB TRk 80 (39.0) 4 (2.0) 0 43 (21.1) 0 0
Z 9 FEIE 29 (14.1) 1 (0.5) 0 19 (9.3) 0 0
S 26 (12.7) 1 (0.5) 0 13 (6.4) 0 0
SRR 2SN A2 23 (11.2) 0 0 10 (4.9) 0 0
—i% - BHEEB IO E 46 (224) 1 (0.5) 0 35 (17.2) 0 0
B IR BE
9% 95 33 (16.1) 0 0 30 (14.7) 0 0
A PR 36 (17.6) 4 (2.0) 0 24 (11.8) 1 (0.5) 0
T 21 (10.2) 2 (1.0) 0 17 (8.3) 0 0
PN 53 A B 29 (14.1) 3 (1.5) 0 5 (2.5) 0 0
FIR R P RB AR T 22 (10.7) 1 (0.5) 0 5 (2.5) 0 0
FIR R A RE T 11 (5.4) 0 0 0 0 0
B AR A 23 (11.2) 5 (2.4) 0 10 (4.9) 0 0
TI7=0T7I 70 11 (54) 4 (2.0) 0 3 (1.5) 0 0

7 =7 —EBHN

T—X7 v MA T 20244-10H4H
MedDRA version 27.0
NCI grade CTCAE version 5

72 BAFIFEIZ IV Y Tinfusion reaction 6651 (2.9%) . WAribbEE (FUKIREEEREE - &I'E
FERERE ) 2961 (14.1%) . IFA4 - IFREREREEs - T 246 (2.0%) . M4 (2.0%) .
KIGZ3G] (1.5%) « TED FHFR2HE (1.0%) ., BEEOREREEFE3F (1.5%) ., Mgk (%
T v N U—IEMERES) 201 (1.0%) . BEHgRelEE RMEREMEBRE) 161 (0.5%) .
DRI (0.5%) . A1 (0.5%) 23e8D HiLlz, BEAEFMEIE, METRAE, O
e, 1RUBEIRIA ., MMc - BEEEA . MRanfmiiE (EmeiilaBiEsL &) Ob o EE
~OEH, FARMARZERRIE, FEEWELF P ERBAME, SR MRIBUDE, FER, 589
e, MEREAMEY o/ SHRRERE . (/8 2% M O LR RITERD Do 7o, AR
TERIZEBURDUIBDE RS (FRRMAER Y 2 5T) 2B R e =T,



4. FERRIZOWT

ARAIDEIG & 70 2 B O K O Gkt OFIWHE, WENIATHI D Z ENKD 5
o, o, FAIOREIZL Y BELREWEHZRHBL LIZBRICHIST 2 2 & AnEEk
T, EILY 2 7 G EEE (RMP) ([ZHS & | ARHIO EIE 2R GIEE ~ D,
FHEHR 238 Htiae T > T, LLFDOO~@DF R T A 72 T Hiak (ZRB W T 5~
xTho,

D MERIZDOWNWT

@D-1 TR (1) ~ (5) OWTNNITHY T Dk THDH Z &,

(1) BAEFBRENTRE T 203 A EEREILSFBT S (FRIE RS A RSB SEPE.
HiEAS AL AR E . HUBAS A SRR 7R &)

(2) FrEHEREIFIT

(3) HSENTEAENFRE T 2 03 AT (03 ARHEEEIE T, 23 AR
W 1IRBE. DY AR EEHERES B 72 &)

(4) ARALF LT 23R8 U, SRS FREZ R 1. SRS L PR E2 R 2
NATHKFEA RIS 3 ORERR FEEITLR D i HH 21T > T B fitiak

(5) PUEMEREE AL B BN O fE s FEHEIZ LR D i HH &2 1T > T 2 fitiak

-2 A AR Db FHEE K OVRINE A F8 B O et J 2 47 2 ik & #R Bk & F5 D = Al
(FROWTINTEE YT DIERM) 23, UEZZEROARANCEAT 2I0BOELE L LT
flE SN Tnb I L,

#

EENSERFEUG R, 2FEOWIWHEAE T LIc#&IZ, SHLL LD ATEROERRNHE 217
S TS T &, O BAFELL RIS ASREE & LT BRI ZONHE 21T > T

WHZ &,
ERNSFFHUS ., 2EOPMWHEZE T LIRS, SEELL L R E MR R O
KR A LTV D 2 &,

©@ BEAOEERRFEHREHOEHIZONT

R HFRE B R T 2 BT N E S, A END OERED, A3 - &2
MR ENE RO G L CEMZE IR D ERIEML, A EFLDRBE LG E oS
B, EDRESCHITITONDIREIRE S TND Z &,

@BIER~DRZ DN T
@-1 MRS BT 5 B

RVELMEAT B D TR 22 B AV LB, 24 WSRO IR OO T\ sk X
RS RV T, FEBL L BIERICS U C AR LR OF CT % ORI OB o
SR RAORE RS H PG D, DI AR AR 2 > T D 2 &



©-2 EFEMNEFEHICL DEEESIICICET 5

N ARSI HE D D B 22 ek e O RE 2 AT D IR HEE DNRIERE =4V v 7
EEDEROA 7 ) —= T R2TOEIRE &G E A TE 2 F— LR 235
S TWEZ &, B, BiAHICOWT, BDABE EZOFRICHSIZAmENT
Wb Z &,

@-3 RIEHOZE-CxHRZE LT

BIPER (FEMMZ R, infusionreaction, KFZ, FEED FHI, Ak - BT AlfRIE -
FAEARHESIAE, DR - OIS, BHRERE (RMEREIEERSE) . NowkEE (F
RN RERE E - BB REIRE S - THRMCHERBRETE) . | BUBEIRPT, EE O R IRE . mhiih
FA(XT 2 N EEREE) | NS - B, JFARA - IFHSREREE - R, IR
(3 MR 2 Ste) O D BE~OMH, FRMARIERAE, o2l MR
SE, ISR, FEWEL PERE, R, 5 &K, MERERMEY o HRRERE,
{EPERRAE R %) (2kF LT Y axhtak IS B R R O B P M A 3 2 R & d L (R
TERORZWCRIGICE L TSR OSSR AZ T o5 D &), BEHIZHEY)72
WLE N TE DIRGHIRESTND Z L,

10



5. REXBRLLRDBE
(BB § 2 1E]
O TRROBHEIZBWTERHADHENER RS TN D,
RIGEIBRARE 22 LT - FR DA B
R U A 7 O AR 51T 2 s i Bh s
@ HFE Y A7 OFRHHIIEEZ 31T DUTERAMBIRIEIZE LT, i B SRia iR D
bOBEEMNGETH L, £z, EHELFEEIHEFER (R2810-ONC-17887 /<
— D) IZBTD THFEEGY A7 OER CLTFOWTIOEELT-T55)
ERA L BC, BIGEFEORIREITH 2 &,
i RBRRZIc VT, (1) BN E R T2 U o HiisB L O, 1EL
ED20mmPL LDV UoNEEER, L (i) MELLED Y NEiER A AT D,
In-transitfinfs (FFEEDD OFRREN2 cmZ i 2. 503, Al Y o/ Eisaisc i &
ATWRWEE R O FTO#ER) 263 5,
TAREEHT 5,
PR JE PRI 2 3 5
WEIZOIBR SN GO AE L, LLTFOREAEZ 1L AT 5 R AR
BRI
FRIREITLE D FTR U > s 23N2bLL_E
R4 emPl EOFRIFE, 5 L ATBEOBE L AT T 5 EH 7
FRZRERIE ) D6 mmA 8 2 5 RHEE A 5 ERIRA
I L ORI D> D B K20 mmPL b D FFRs IR 28
@  TFRAISEEY T DAKI DL -3 L OME R JAEIZ DWW TR, AFIOFZMEDHENL ST
BOLT, AROEGXG L 725700,
i DFUEMENESH & OO &5

(24 kiz B3 % 95 0H]

O TRIZEYTIEFIZOVWTEAFOERGNEERE SN TWDL Z EnD, BE%E
fThrenz &,
o ARAIOESITI LIRBUE OB RO & 5 B

@ TBERTOFMIZIB VT TREICE Y T 5 BEICO W TIE, AKF OB GITHELE S
WA M DOTRFEEIRIE R 2 WG EICIRY | HEICAKZHEHNT 22 2BETE
Zals

VPR B DS D UIBEE D & 2

FlER B AR TR R 2 785 2 BB M ONEENIE O R il 2 <ol e i 7% 45
DI IIEMEZA N - B D B

H OSSR B OADE, SUTBMEA A U < IZTFERMEO B B OB D
b5 B
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o RSB GEMESRBHERE ST Ob b BE
e ECOG Performance Status 3-4 0 o

(7£Y) ECOG @ Performance Status (PS)

Score | TF

0 | &<MERGEHTE S, AL R LR EARENHIRZ AT 5,

RREICI LR IHIRR S 412 23, STWHRE T, BAEERE > TOEEITIT I 2 &N TE D,

Vol g, S

HATRIRE T A OF DB O Z L 13T X CREEEBEEZT TE 2V, HFD50%LL EiZ~<y FAAClE 29,

[BHNT-ESOEDEY DZ L LTER, HED50%L FE Xy Rk Tl 27,

EENN RUS R \S)

ELET RV, BHOHOEIY O LT3 TERY, BRIy R+ TEHId,
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6. BEICEL THEETREEE

O WA CEFIIN A, ROEMREER DRI 2 BRI D & ARH O Rt e ONE IE
R OO G E I L TR 2 &,

BRI e D B T OFIRITHE MR Otz oA L, FE4x
B35 L,

FREERO~ XD AL MZHONWT

)

®

AFNOBEHIT LY | WEOREFINTER T 5 L& 2 b D Ekx 2R B R
DHOLOLNDZENDHDH, BENBDLNTGAITIE, BB LEFRIIL U
B 72 5% & RRBR & FF O [EAl & U Cli bl 22 BRI W 2470 I8 R D
FOGIZ X 2 EWER 2 5o 2561213, AAIORESOTH 1R, K ORIE BE A
NEVRIOBRGERZEBETLHZ L, vB, BIBRERLVEYOFKEIZLYEIE
R OYEERTRD BIRWGE I, BB BE ARV o LIS O S g il o8
bERTLHZ L,

FEMEMRER S S0 D ZENH DD T, KEIOEEIZH Tz > TiL, HIHYE
W (R8I, PR RIS, k) Otk O X fr Ao s, #lgis+
AT H Z k. Fo, KBNS U THES CT, MG~ — A —FORAE % FEhi 3
5Tl

A2, IFREREE, AP H LN D Z E0H 5D T, AFIOE5-FHGRT R
O G-I S e I g eER A (AST, ALT. y-GTP, Al-P, B U /LB %
ORE) & FEfT D L,

FR IS RERR . T R E R ORIBREREENH b 2 endH LD
T, AFIOF5-FGEET R O G-I I3 E I NS eEfR & (TSH, E#fE
T3, EHE T4, ACTH, M=/ —VEORE) 2 Fhd 52 &,

1 BUBEIRIA DN & B odv, MRS 8TV R—=Y RCEBEDLZENRHHDT, O
Vo, Bl MEMFEOREROFEBCMPEED LRI H2EET 5 2 &, 1 RUER
JRNEEONTZGE IR G2 PIE L, A 2 Y SFI OG5 DR B 7240 E %
1792 &,

SRS, IKHEREEBREOREEENHDOND ZENH LD T, KA
O $ G- BRI K O G- ] o e RO I R B AR AR & B 5 2 &

infusion reaction 23 H 315 Z £ 73% %, infusion reaction 2358 H AL E T
X, AFN OG- HILEOH U R EZITH & L BT, FERDEET 5 £ THEE
DIRRER + BT D L,

B G T %, BOAM NG AR L T LEIERDB BB T 22 Enb b7,
AR OB THIZHRER OB H2IEET LT &,

AFNOFFFERBRIZI T, R2810-ONC-15405 82 CIISHERFE] (Z/—T1K/02) HD
WE9ER (7 v—773) T & R2810-ONC-17885 R D /X — N 1 CILfE 58465 12
W Z ECAHMEDOFTHM A TN T Z & 2552, ARG HIESIC B R A
LETHROMEREITH Z &,
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1. IXLHIC
RSSO INE « 22N EDORER D T2 DIV E, U SCESR D -l el 23k Hid,
DI, IFORFHEANOMANT L0 | GUREIR7R & O g ERRS PSR GRS
LT, ZIODEHEMZ B VBRI TS 5 2 LW OIME L 7o T Y | RAMEGE
B L YCEOHEAT 812016 CFRK284-6 H 2 A BRI E) 128V TH ., FoinyEELEDHEH D

R bHEEE X5 Z s L EhTnb

BRI %@@ﬁ%*A&7m774w#%ﬁ®E% ELNCEARD T
eﬂ%éozmt@ BIMER OBV BT DIEEA 708 8T 5 £ TOM], YiZlEK: D

BERLS 2T 5 2 LN SN BFEICH U CTERT D & & bic, BWERZRE L7
%%&ﬂm%k5_&#ﬂw@-m@%@%ﬁt?[%w%fﬁﬁﬁé:kﬁ@%f
H 5,

L7edio T AHA R4 Tl BRI 2 E TITHB LN TV D EFFFH - Bl
FRHI RS & | LU OEIEShOfci e A HEtE T 2 8L b E e i B2 RO E
HIEZ T,

¥, AIA RTA AL, MSATBAENEIE L ERPSRR AT, AR HETEN A AR
Brras, R HENE N B AERINEHE S K OSFHETE N B AR ARHER 2O 6 &Rk
L7z,

MR ERDERN I TV~ R Z)

WG EBDRRTIHE « 23 AACFIRIER ITHIE U 7B T U R O+ 52 S

MEERDREROHE : BH . AT, ¥ 7Y ~7 (EfaF#az) & LT, 18350
mg % 3 B REFE T 30 70T CTRIEEHET 5,

OB EE S D VE S S =NV AT i - e oy




2. ARHRN DR, 1EREF

IV <7 (BlaF##az) (LI, TAHF]) X, & programmed cell death-1 (LA
T, IPD-1)) IZxT50E a7V G4 (IgG4) V77 7 ADe M€ 7 a—F )L
R TH 5,

PD-1 1%, CD28 7 7 X U — (T M DOIEMAL Z B HIE 3 2 20 F8F) ITE T 2%
RIRTHY , IEEL LY o RER (THfE, BARA T F 27 0% 7 —T /M) i
FBHT D, EENIZEBWT, PD-1 1L, fuiisfifiaic 58425 PD-1 U 7 B (PD-L1
K&OVPD-L2) &G L, SEINEZAICHIE T2 £ B2 5 TWs (Immunol Rev2010;
236: 219-42), F£7-. PD-L1 XU PD-L2 I%, Flix OEFEHFKICHBLL TW5D Z &G
SN TW5 Z & (NatRev Immunol 2008; 8: 467-77) %755 PD-1/PD-1 U 4> REE&IE
MRS PUR AP A7 T MO O BEZ BT 2FDO—D2& LTEZXLNT
AN

AFNL, PD-1 OIS FEIRICHS S L, PD-1 & PD-1 U W REDREAZIETS Z
XD BDAPURFRMZ: T MROTEME R OREEMIR T 2 s EiE M 4 T
EL, BEEOHEHZMEIT2LEX 6 TND

ARANOIERBEFIZ D M DREFUSIC X DBIERENH bbb, HEX iﬁEtV
£ % H f%z’»é?)é ﬁﬁﬂ@%’#*&o\&“fﬂ& (T, BEOBRZ 47TV B
DO T AT, FEB LT HF AU FELf:iﬁrﬁ%’attfuﬁa&fj:%%%“)l:ﬁﬂik@# L T
J@Jiﬁﬁﬁﬁﬁlﬁém%ﬁb\ W DRIESUSIZ & D RIER N gD 56121, BIF R E RV
%‘/§U®J‘Q’€L%®i@@]7‘£ﬁ&%%ﬁ5%%#3@50



3. BRRREE
DS A FPRIEL (THEEE U 72 1T AT R O 18 SEE O AGRIRF N 21T o 7= £ 722 AR
B D plAs & g,

(A %h]

FEI B AL [R5 I AHRER  (R2810-ONC-1676 5-i5k)

(L HAEIE D & 2 AT AT FRRE O 15 S 82608 5] (H AR NEE 56 il & &) % xt
Sz, AFI 350 mg 3 WRIREIFEE S [AKIRE 304 1] OGN LM% TRERIE Y ERT
DTN UTALHRIES (XA ML T N LK, JXTh BRI, AV /T h
VR KFIY, AT X U, € L e AR (LSRR RE 304 6] & ke
W2 Z & x B L LT R IS M ik i S vz,

HFRIFRAT OFE R, EEFEE E Th 5 AR (LLT. 10S)) (hufiE [95%(EF X [H 1)
(395 h DA R ) X, AFIBET 12.0 [10.3, 13.5] B A, ALFHIERETS.S [7.5,9.6] 4
HATHY , AR AR LG EICAE B RIERE 2R LTz (O — R [95%(5F
FEIXAT] : 0.685 [0.560,0.838], p=0.00011 (F{f) [k@hlv 77 7 ke, A EAKE ()

0.025], 2021 =1 H4 BT —% v v47),
NNV AT B Z) X DBEEOFEEIZ)ND LT, EITUIFEOTE
SHIRIC KT L C A RPUEMIEEA 2 &t | DLl (b HRIER O H 5 BE BHEAAN S
Nz,
*2 R B RO R O (IR B A & Te) HBREDSHAAN BT,
¥3: XA NLFE RFRNUTLAKFY, FoaoX2 e UEEE, B LLE U ABREIX. R
FRIZBWN T ESEFEORNEE « IR TIHAGE I TV e,



10 l\

0.9 —
0.8 1
07 ™
06 W
il Y
# 054 ey
e U
04 - , g
- .I“.‘ \‘“%
03 " I 71 T
7 ""'6. ’lu__.lu__.E_u? ) 71‘11:
0.2 1 .“l‘... . ';_a. _____ u
01 — "“J.“"'"".t.n.....-..‘u‘_‘z..'..a‘.- L
. se=) 3ES s

0 é éll (IS é 1I0 112 1I4 1I6 ll8 ZIO 2I2 2]4 2I6 2I8 3|0 3]2 3I4 3|6
A (H)
at risk %X
EIFY)=7HE 304 281 236 206 167 139110 83 65 52 35 26 13 10 9 4 2 2 0
b9t 30426422418313299 70 54 32 221512 9 5 3 2 1 0 0

X1 OS ® Kaplan-Meier #i# (R2810-ONC-1676 3Bk)



(Zcatt]

FEI B AL [R5 I AHRER  (R2810-ONC-1676 5-i5k)
B EFRITAHFITE 265/300 5] (88.3%) . (LFIHRIERE 265/290 il (91.4%) ITRD LI, 1A
BRE & ORRBIRNEE CTE WA EFRLRIT, 424 170/300 1] (56.7%) K& T* 236/290 44l
(81.4%) IZRO bz, WTINORETRHAEIED 5% EORWEMIZTRO LB TH

277,

K1 WDWTNHIOFETREREH 5% LOBIEM (R2810-ONC-1676 3ER)  (Z2MAITHRER)
BlE (%)
BYEBIIKAYHE (SOC: System Organ Class) —
JAZE (PT: Preferred Term) AT (e Hiksn
(MedDRA ver.23.1) 30071 29071
“4Grade Grade3/4  Grade5 “4Grade Grade3/4  Grade5
2EIE 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7)  2(0.7)
B IBmEE
L 28 (9.3) 0 0 87(30.0)  3(1.0) 0
T 20 (6.7) 1(0.3) 0 27(93)  3(L.0) 0
AL 17 (5.7) 0 0 53(183)  4(1.4) 0
ERAE 8(2.7) 1(0.3) 0 22 (7.6) 3(1.0) 0
(LA 5(1.7) 0 0 23 (7.9) 0 0
—f% - REEER L OGN OREE
9% 77 32(10.7)  2(0.7) 0 39(13.4)  3(1.0) 0
bliiyaPna 22 (7.3) 2(0.7) 0 33(11.4)  2(0.7) 0
FEEN 8(2.7) 1(0.3) 0 29 (10.0) 0 0
B2 & OVEE T ALk RE 7
Z 5 FEIE 15 (5.0) 0 0 9(3.1) 0 0
J5% 15(5.00  3(1.0) 0 14 (4.8) 0 0
MK LY R fEE
i 22(73) 11 3.7) 0 106 (36.6) 62 (21.4) 0
A HRERIB E 6 (2.0) 3 (1.0) 0 43 (14.8)  25(8.6) 0
MR A iE 1(0.3) 0 0 16 (5.5) 9(3.1) 0
[N
TI=rT ) RNTURT 2T — PN 8(2.7) 2(0.7) 0 15 (5.2) 1(0.3) 0
B ER AR A 0 0 0 26(9.0) 12(4.1) 0
PSR e
BRRDE 22 (7.3) 0 0 28 (9.7) 1(0.3) 0

RS R & ONRE B LR



BiEx (%)

BRI ¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) AFHIRE LA RRERE

30041 2901

(MedDRA ver.23.1)
4:Grade Grade 3/4  Grade 5 4:Grade Grade 3/4  Grade 5

BE A 17 (5.7) 0 0 3 (1.0) 0 0
PNy AR
FOR IR BRI TR 18 (6.0) 1(0.3) 0 0 0 0

¥, AFIBEIZIUT, infusion reaction 20 1] (6.7%) . KM% 3 il (1.0%) . HEOT
F1 B (0.3%) o Dk - DER 2 B (0.7%) . BHREREE (RIS MEEBRSE) 4 4
(1.3%) . WS (FURIREERERE S - B HEREREE - T I BEREREE) 24 15 (8.0%) .
HEOKEREE 56 (1.7%) . #EE (F7 2« SU—EERS) 24 61 (8.0%) . A
A - JIFREREREE - 2 25 6 (8.3%) . MIEMEMIZEE 561 (1.7%) | FEWELFH BRI IE 2
B (0.7%) WFBH LTz, ik - BEBUTHRAE - EAEMEEAE, 1 BUBERE, ok - Bl
A (& MBI 2 2 de) | WRMARZERSE, S M OB E, R, 5
E D MER KON ERE &MY o SHBRERE 1 L38O b ive o 72, REWER BRI LB H
% (BAMEERTZET) 28 0EFERE T,



4., HERRIZOWT
AFN DN & 72 D B OB OB Gk O FIWr X, WU Thbh b Z &R b5,
flo AAIOHEEGICE W EELRBEMZ I LIRSS 2 2 N0 ERT D, ER
i U A 7 EHEEHE (RMP) ([ZHS & ARH ORI 2 EVEEEE A~ O 1 IRH 23 5 5
figk CTh o> T, LFOO~Q@DT R T AT MeRIZBWCHEMATLXETH D,

O MEFITOWT

O-1 TEED (1) ~ (5) OWTHNIEYT L THLHZ &,

(1) BB RENTEET D5 A2 RHEHEIL SRS (BB RS A2 REE LSRR,
Hi S AR FEEEEHLS IR, HEAS A RSIRIRPE 7R &)

(2) KrErERBRPL

(3) FRENFIRENFDFRE T D 2 A FE T (DS A iaE iR Embe, 23 A2 R i
J1FbE. DY AisiEEEHEE R P 7 &)

(4) SRACTFIEE ZRE L, SRS P REEZ R 1. SORIEG L s iior 2 U
SRS FIHAEZREE 3 DR IR D M &2 1T > TV D ik

(5) PUEEMEREE AL S BINE O MiEE IR D B 21T > TV D Jifiak

-2 = G DAL FIRIE K ORIME R FE BLURF O I 47 70 ik & kB A FfOEAT (RO
WTIUCEEN T D ER) . YRR OARBNCETIRROBELE L L TRESNT
WnHZ ok,

#*

o [ERGFFEUSH 2 FOYPMIBHEAE T L721C 5 L0 L3 TR O BRRBHE
EToT0HZ L, 96, 28D i, DAL Z L U ERIRIEE 70
WHEZIT->TWAHZ &

o [ERGFFEUSH 2 FOPMBHEAE T L72%IC 4 0L LKA A LT
D28, OB 3AFELL IR, I ARS8 A S L 2 5 Lo 3 ATRIR D ERIR
WHEZIT->TWnD Z &,

@ BEADOERMFREHOMEHIZOVT

EIRAEHRE B F T 2 B TE AR E S, BEIRAEN D OFRED ., Aot - B4
PRSP RO EE R OERE KT 2 Mg, AEFRNBE LG OmEHE
B, HERESCOLITON D EHIRE S TN Z Ly

@BIEA~DRHHIZ 2V T
@-1 e ARHIZ B3 2 EA:
RV M B O BE R BIEA N FA LB, 24 BERZIERHEIO T, M3k i3



BERiRRIZ BT, BB L7ZBIERIZS U CARE B L O CT Z0RIWER OB LB
ORI Y A HICE DIV, B OISR AR AR 2N S5 TN B = L,

@-2 ERIEFEEICL DA FFGRISICET 5 B

ARSI D 2 PR 2R Rk R O RE A 3 2 ERIEHEE DNENER =2V v 7% 5
DIZFERD AT V) —= 0 T Z2ATWEIRE L IR EZILH TE DT — L EBREKH A S T
WD Z &, e, BAFNZOWT, BABE EZDOFEFRIZHRICTEMIN TS Z &,

®-3 EEHOZWLRISIZE L T

BIVEA (RVEMERIZE BN A, infusionreaction, KAZZE. FEEED T, A7k « RS RliE
iE - EYEMEE R, GO - IR, BHRREREE URMEMEMER RS . WowkEEs (I
RIRESREREE - B BRAEIE S - T HE(RHERBIEE) . | BUBEIRN, HEOREEE ., ikbEE

(FT 2« NUIEBRES) . MK - RS, T R4 - ITHEREREE - 1T, IR (&
M AEEZ 5 Te) Db 5 EE~OMEM, FIRMARZERSE, M WA E, &
R FEEWELF R ERIRE, ESR, 58 D Sk, IERERMEY > SHRERIE | bR 25 5%)
W% LT, Yzt o BB O BEF M 2 A3 2 R AT & s U (RIVEH 02 lroxt it
WL THRER VSR ZZ T ONDIEMEICH D 2 L), BEHICHEE 2R ALE ) T & R 233
STNAHZ L,



5. EXNRLIRHBE
(BB 9 2% 1]
O DAALFEERICHE LT XUIEROFESEREEEICB O T, KON R
IhTna,

@ TRICEETL2AFOKREG K OERATIECOWTIT, AROFGIMERHL SN TED

BN

KRN DO ERIGE L T2 B 720,

fiiv i fel BRI

EF B K DIREBE O 72 B
fl OHUEIEEEA & OOF 5

[ZZ2 &Pz BId 2% 1]
O TRICEYTHIEFICOVTIAFOFRE N D LI THWDHZ b, #5%21TH
AR

AFND K5 LISBAEDOREEE D & % B

@ HRERATOFmIZI VT FRRICHEYE T 5 BEIZ OV TIE AR OFRGITHELE S 72208,
OTEIBIRL D 2 NG EICIRY | HEICARZHHAT L2 L 2B TE 5,

FEMIREDO S UIBED & % B

o 5 I A A C VL SE 2 3R 0D & JBE M ONE B M D s S i i <0 Sk g il 2 26 oD
T RIEMEZAL D A2 H AL D FBF

H A REBOA 0, UM L < ITFFREMED B Ca@ iR B OB ERO & %
B

BRI (&ML 5T Ob o BE

ECOG Performance Status 3-4 "V o H

(7£1) ECOG ® Performance Status (PS)

Score | EF%
0 S MR IEHTX %, Bl & A U B & ATESHIRA <ITZ 5,
: AR LUNEBNIHIR S B3, HBITA[RE T, BRI - TOMEEIIITO Z LN TE 5,
B BDNEE, EHBIEE
2 HTRIRET A OH DEIY O Z LIX T X TRERIZAEEIZTE 22y, HHOD 50%LL EId~ >y RAVCi 9,
3 [RoNTZBSOEDEY O L LNTERY, BHFRO S50%LL L2~y R+ TiaZ 4,
4 BT RV, BOOHFORY OZ Li3eL TERY, BRIy KW Tl 7,
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6. BEIZEL THEITRNETHE

A SCERITIN A, ROEMREESE DR 2 BB 1T D & ARH O Rt M OV EAE
DI DI EWAE I CER L CBERT D 2 &,

TEWRBARIZIENL S . B XU DOFEBETAZME K ekt z2 Hom L, FE 25T
No5T5Z &,

FEREWER DO~ A MZHONT

o)

)

®

)

AR OEEIZL Y | MEOREINTER T 5 & B2 B D2 2R B HEN
bobNDZ ENHD, BENRDLNIEHAICIE, BB LZELIE UMK
7R FNG & RRER A REOPE AT & EE L CH Ul R ERRIR I ATV R O E RS I K
DREWER D DN 256213, AR ORFETH 1L K ORI BB R VE O
B R 4 b B, BIBREARLE L OBREIZ L EWEAOWERZD 5
RWGEITIE, BB RE AT DS O REIGIFIOBMbBET 2 Z &,
RIEMEEREN S HOND Z ENH LD T, KADOEEIZHT--> TiE, FIHER
(BG0Av, PRURIRIEE, B0KSE) ORI OWHE X SREE o Fhfids, Bl5%2 oI
1928, Fo, MBI U THE CT, MiE~— I —F0RExLFET 52 &,
JFAR 4, FFSRER S, IFRNH Db d Z 0135 5 DT, AFIO 5 BIART & O
SR R X E I IFRERER A (AST, ALT., y-GTP, Al-P, B U LB ZEDHIE)
HERT DL,

HUR IS RERE 5, TR E X OREIBHEREREE R S b b 2 R H 5D T,
AHN D 5-BIRART J O 53 W FP e IR0 I N ik e A (TSH., 2B T3, i
B T4, ACTH, I =T — 1 EoflE) #FEhiid s &,

1 BUBERIG 2N Dotu, BEREME S b T R—=Y RACEH Z ERHHDOT, Ak,
HL MR OFER OF B MAEE D EFICH2EET S 2 &0 1 BUBERF S SED
NESEAICES 2RI L, A2 CRIROBRGSOMY) 2 UE 2175 2 &,
SVEEEE, RAEHEEBEREOBREN D LD I ENHDH DT, KO
5 BRAART R OB G- HAR TP X E 0 B RE R 2 95 2 &

infusion reaction 23 H I D Z & 23 5, infusion reaction /358D HILTZH AT,
AHNOEEHFIEZEOEY L@ Z21TH & & bis, ERMAEET 2 F TRE DR
AT,

PG T %, BRI AR L T LRWERREERT S 2 L8 HH72H, K
RO G TZRICHEWER OB EET D 2 &,

ARENOEFRFRERICEB VT, R2810-ONC-1676 7R Tl G- 5 24 B £ Tik 6 #
R L . ZRUIRT 1280 2 L IO 21T > T2 A 5E D, ARIRS
X EHAICEBRE COIROMEREITY 2 &)
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B &

1. [ZL®IZ P2
2. RANOK. EHET P3
3. BRPRARAE P4
4, FEFRIZHOWT P15
5. \ERRERDEE P17
6. WHIZEEL THETNEHH P19



1. IILBIZ

PSR DN 2 M DOREIR D T= OV E, R SR LAVl E 22 R D B s,
SIBIT, IFEORFEEMT OB L0 | PURESRL 2 EOFFm 72 Bl ERRE = 3L AR
SNHHF T, T o DERMZBEICNE L BFITRAT 2 Z E BB 7o > Tl | #&
EHEGEE & O FEARTTER016  CFR28476 H2 HEEIE) 128\ Th, FomIEIRmED
OB HEEZ XD = & & S Tnd,

R ERR PSRRI, SRRSO T 1 7 7 A VA EDIESRL LA SN2 5 =
ENDD, O, AR OLEMECEIT HIER & T 5 £ TOM, YUsZEIEMO
BEEZMZT5 2 LG SN A BEISH LTHEAT 5 & L bic, BWERAIER L 7ZERIC
MBIt IG A & D 2 LIS AIRER — B OB A T TR T T A 2 ENEE T
b5,

LIz o T, AHA RTA TR, BB 2V E TR/ O TV S EFIETRY - B
FRHI RS & | LU ORI O fci e A HEE T 2 8L b E e i B2 RO E
FIHERT,

2B, ARIA RTA AT, MNATBAENESRL R A HE, AEEN B AR
B, —RAEEN B ARRRNAEHES, FEIESFRNEENE N A AR M OB AN
H AR = DI DS EVERL LT,

KPR LRDERS IV~ (Biai#z)

K% ERDMEUTDR - GIRAREZRELT » BRI D I/ Nl e fiti s

R ERAMEROHE: WA AL, B 7V ~7 BB Z) & LT, 1\ 350mg
Z 3 JARIEIGE T 30 23 M2 CRIEETET 2,

OB EE S DIV S = INRRVE PANT i &= ar o




2. AFOKK, 1ERBERF

IV ~T (EEEHEEZ) (BUF. TARA) ) 1%, B b programmed cell death-1

(LLF. [PD-1] ) k4247070 G4 (I1gG4) V77T ADe hMilx ) 7 n
— AR TH D,

PD-1 1%, CD28 7 7 X U — (T Ml OVEMEAL A MiBhRIIC I3 2 0078 ICRT 5%
BETHY, EEMLIZY 8Bk (THMAE, BARLANTF 27 0% 7T/ i
HHA L, AERNIZBWT, PD-1 1%, U RMIICIHELT S PD-1 U W K (PD-LI
K&OYPD-L2) &AL, AEINEZAICHIET 5 LE 2 5 TS (Immunol Rev 2010;
236:219-42) . £7-, PD-L1 X O*PD-L2 1%, flix OEGHMKICHEIL L TW\W5D Z &b
N TW5HZ & (NatRevImmunol 2008; 8: 467-77) /5, PD-1/PD-1 U 5> REREKIL,
NS AR S PUR R S 72 T IR O OB E L EHET 28 FD—> L L TEXLILT
W5,

AFANE. PD-1 OHSMEIEICHES L, PD-1 & PD-1 U > REDEEZILET S Z
Tk BATURRRNZ: T AR OTEMEAL K O A 59 2 ffa s EiEPE 2 T
L, EEOHEMAIHT 2 EZE2 6TV,

ARANDVERIBEFIZ 55 <18 DOREERISIC X HBWEM SN H bof, HESUIELTIT
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, BEBH
D BTG EITIE, FEH U F RIS U RPN 2 ik & BB & Ff DR Al & d s L Tl
SN2 8RR Z2 ATV P DERUSIC K D RIER 2 B 2 56 1213, BB RE AL
TR OE GO Y R ALE 21T 9 MEDR B D,



3. BEREE
YIBRRBE 72 HEAT « FF38 O I/ N R fitiJes 0D 7K GRIF I Z 5t 247 o 7= £ 7R MR 3R ER O il %
N B

[ B 2]
O [EWNE 1R (R2810-ONC-1622 #ERD/S— 2, 2dk— Kk A L TC)
(1) ALZEERE D 72uy PD-L1 BEPE"Y OUIBRAREEZ2 AT - T8 O I/ N RE fiifes FB 3
(aAdR—FA:60#]) KO (i) [{LFHRIERED 72 W IR R BE 72 AT « F-38 O FE/ NI it
EEE (ah—hC:506)) 2&xtgic, e (1) AH|350 mg Z 3 HEMET
FRAN & 5 KON (i) AHl 350 mg % 3 AR CTEIRNPE G AL FREES L oftHO
AN, YRS AT 5 2 A B LI IEERmIERHRERER N £l S 7=,
BIREHMMIE H O—> & &7~ RECIST ver.1.1 (2SN HER B S EIC L A2
R (GERFTXATEBZER) 1X, adm—F A KO C TENEIN 60.0 [90%(EHEX [ -
48.6,71.4] %™ KX 42.0 [90%1ZHE X : 30.5,53.5] % CTdh-o7=", B, a/:—hCT
L. FRNCRESN-ZHHROBMIZ 28%TH V. ak—k A Tk, FERIICEDRD
BUEILERE S e o7z,
*1 : JEEMIAD 50%LL 112 PD-L1 BAEH L TWA Z ERHERINT-BEDHALAN SN,
*2 . ERHEN T2 AR (LT, TEGFR) ) Bin A%, KoL) v oYEx - —¥ (LT, [4LK))
A B 51 3 c-ros oncogene 1 (LA, TROSI] ) & BB TBEMEDBE ISR & Sz,
#3JRBRHDYERIIC LD . LFOWTRMEIR S,
o HALHF (ILRFITFLULLATTFL) L7 U X%t % 3 HERET 4 Bk
N5
o ALK WNARTFSFUUITATSTFL) ¢ NI RF N A% 3 BERME
T4 ARG L7218, =AMLt R R U 7 A% 3 EE R RN S
*4 o PR T PD-L1 BELERMN 50%LL ETH D Z L BHER SN o 72 10 HlAEBR< 50 F23 Ak
bt & Sz,

*¥5 0 aR— M AIX20234FE9 A ST —H Ay bAT7, ak—bFCIiE20234F 10 H 18 BT —¥H v
Nz

@ ¥/ E AR (R2810-ONC-1624 FR5R)

{EZFRIERE D 720 PD-L1 Bt OYIBRARE/RHEST - FE3E O I/ N R it 382710 3l
ZXPRIT, AAI350mg % 3 H MR CEARNE G CRFIRE : 356 ) L bFRIE™S (b
SPERIERE 354 ) OFMMER O et A T D Z LA HE LI BEEALIEE R
R ER 2N b S ATz,

FEFHMIHE O—>2 & SN 2EFHM (LT, TOS) ) @ 2[5l H O EfEHT DR F

X, BIEOK1IDOEELY THHoT-,
*1 BRI D 50%LL EIZ PD-L1 233 L T\ 5 2 & RER SN BENEA AN BT,
*2 : EGFR Wi T AR, ALK &85 7 XX ROSI B & & s TGk D BB 135 %4k & Sz,
o JRBRHYEMIZL Y, LLFOWT MR BRI,
o HEHA] (WNARTSTF XTI ATTF ) L0 ) XXt % 3 BEREET4~6 [EF
PRI 5
o HERE (WNRTTFUXINITATTFU) ERAMLFRRFRY ULE 3 ARG
T 4~6 BIEFIRINEE G L=tk XX F Lt KPR Y o a% 3 BB CEIRNE S
o 3BEAE1IVAINLELT, ALK (WVRFFTFLoUTV AT TFL) E1HE, &
AT FEUEREEZE 1 RO8 A BIZ 4~6 [BIFFIRNE 5



#£1 A2MEREE (R2810-ONC-1624 3Bk, 20203 A 1 AT —¥ v b 7)

AFIEE (LSRR IERE
(356 #1]) (354 #31))
o
A M (%) 108 (30.3) 141 (39.8)
Hoffi (I A) e
(059 (= 4 ] 22.1 [17.7, #EEARBE 143 [11.7,19.2]
AN R
Co5%% (= HE B ] 0.676 [0.525,0.870]
p fE" 0.0022*3

*1: @RI Cox LB NP — RET /AT K DALFERIERE & O L
:JERn 7T 7 RE,. BEAKE (D 0.00255
*3 0 JRNCHE STV RV OS ORI Rtk (2 &2 5 S 7= SRt s+ 12 25 < AR i =

104
0.9
08
074
0.6

054

044

034

e

0.2

0.1+

Probability of Overall Survival

0.0+

0 2 4 6 8 0 12 14 16 18 20 2 24 2 28 30 32
Time from randomization (% F)
Number of patients at risk

AHITE 356 304 254 223 198 147 120 87 71 48 37 27 18 8 3 1 0
L FHEERE 354 303 254 205 172 126 193 73 52 41 27 12 7 4 3 0 0

X1 OS ®2[aH O EENTEF O Kaplan-Meier phfg
(R2810-ONC-1624 3B, ITT £H. 20203 1 BF—% Vv b4 7)



® VESMEIIFEEER (R2810-ONC-16113 #BRD/<— | 2)

{LFFEIE D 72 W BIBRARRE /R HET - TR O IE/ INHERR e BB 1466 B2 XF5HT, K
350 mg % 3 WM CEIRN G S AL RIE2 OO (LUT, TRAI/ b5k ) (312
#) & 7T eREAFIRIE? LA (LT, 77 'Rk ) (154 61) of
kR N2 MR 5 2 L A B E L2 EEA L T B E M IEGRER Eit S iz,

FEFHMIEE & 7z OS @ 2 FIH O OFEFITE 2 KO 2 D& B TH
0| 7T /AR /ALFRIERE & i U COARA /ML FRIERE TR IS BRI R 2R LTz,

*] : EGFR Ein+2E R, ALK BE8 5+ ROSI A EInF Bt D BE T8 & ST,

# JRBREYERIIC LD . LTOWT @R s 7,
o HEMA| (WNRTFTFLRIIVATTFL) X7 U A2XEL% 3 HERRT 4 Bk

%5
o ALK WNARTFSFUUITATSTFL) ¢ LI RF N A% 3 BERME

T4 EFIRNE S Lz, <A MLt R P R D L% 3 AR CHIRNER S

#2 HHMHRE (R2810-ONC-16113 RERD/S— |k 2, 2021 6 H 14 HF—F v hA7)

A /A R 7T v R MR
(312 #i) (154 1)

o
AR b (%) 132 (42.3) 82 (53.2)
e (7 A) e
(059 (= < ] 21.9 [15.5, HEEARE 13.0 [11.9, 16.1]

NP R

(059 (Z 451 1] 0.706 [0.534, 0.933]

p fiE"2 0.0140

*1: 85I Cox HefI N — RET M L D 7T R /ML kRt & Ok
:JERn 7T e, AEAKYE (WA 0.01631

1.0 A

0.9

AT R
/

0.8

0.7
0.6 /

05 77 B R AR
04
03 M

024

Probability of Overall Survival

0.1

0.0

0 2 + 6 8 10 12 14 16 18 20 22 24 26

Time from randomization (% H)
Number of patients at risk
AH) b A 312 289 269 256 233 199 162 131 86 52 18 8
T RALFREE 154 141 126 112 98 85 65 46 26 14 5 2 0 0
X2 OS®2[EEROHHEFENFRD Kaplan-Meier Eiff
(R2810-ONC-16113 B, ITT£H., 2021F 6 A M AT —F v b27)

<
(=]



(PD-L1 ZEBLIR IR DA 5htk e OVZE 4)

WA ETIAEEER (R2810-ONC-16113 FRERD/S— K 2) ITHAANOGNT-BED I B,
PD-L1 BEEE" DT ARE TH - =B DT — X |2 HE-D % PD-L1 FERBNIRRHIC

FEMT ZAT > Te A IME R L B DFERITILL T D LB Th o7,

BHEMEIZ OV T, PD-L1 FEELEN 1% DOEE 12, OS DIERZhFA3 /N S U ME T H3FE
Dol (F3IKROX3) . 2B, PD-L1 BRI NbD LT, RKAloZeH7T a7 7

A WERERCTH o T2,
* o S 2IRIZ 1T D PD-L1 2383 L 7= a5 o 2 B4

%3 PD-L1 ZBRHAID 0S D 2 [B] B O EAEATHRE 2
(R2810-ONC-16113 FBRD/X— b+ 2, 2021 6 A 4 BT —F v b A7)

— AN — R .
PD-L1 %3 L s YLl [95% 5 48 X M ] [05%(Z % /y:ﬂ’ﬁ)j%
(B H) - D p fE"
1kl AN /AR IR RE 95 12.8 [9.6, 16.5] 1.006
7" R /AL 44 142 [9.1,18.0] [0.633, 1.600]
1%LL E AHN /AP IR 114 21.9 [15.9, #EERHE 0.518 0.0959
50% AT 77 2 R/ IERE 61 12.1 [8.3, HERHRE] [0.323, 0.830] ‘
0% LI | ARHN /AL 103 17.9 [15.3, #HEEABE 0.613
’ 77 'R /MR IR 49 13.8 [9.3, #EEARHE [0.367, 1.024]

*1 1 JEREH Cox LN — REFIVIC L D7 TR /MFRRIERE L Ok

*2  BEFEICINZ T, PD-L1 BEURGLR Qg5 & PD-L1 FBEURN & O A/EM 4285 & L7-dE@AI Cox

BN — FET L



1.0
09:
08:
0.74
0.64
05
04:
03]

0.24

0.14

Probability of Overall Survival

0.0+

T
o 2 4 6 8 10 12 14 16 18 el 22 24 26 28 30 32 34 36

Time from randomization (% /)
Number of patients at risk

AN AR 95 8 73 69 61 52 45 33 24 15 4 30 0 0 0 0 O 0
77 AeEissE 44 41 39 35 30 27 26 19 11 5 1 1 0 0 0 O 0 0 O
109 4,
oo Cw
LAY " 0 g 8y
05| - AH AR
07 Ty
0.6 "‘mﬁ_‘m
05 4
+ . 4+
04 ﬂ"”? S b -t
0.3 . / N
] 7 TR AR
0.1
0.0 , i i i
0 2 4 6 & 10 12 14 16 18 20 22 24 26 2 30 32 34 36

Time from randomization (# H)
Number of patients at risk
A A R LR 114 107 101 98 89 78 64 53 36 24 8 3 0 0 O 0O O O 0
FILaRAeeEsERE 61 53 45 41 35 31 021019 07 4 2 1 0 O O O O O o0

N .
091 (s PN

08 "-...._,_Wﬁl/m%ﬁ&ﬁ
0.7
06+ k-

+-- /
! ¥ (™
0.5+ -

+, .
0.4+ 7H o e e 3 i
03 /
= N [T

02 7T R
0.14
0.0+

T T T T T T T T T T T T T T T T T T T

1] 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36

Time from randomization (77 A)
Number of patients at risk

AR A 103 97 95 89 83 69 53 45 26 13 6 2 O 0O O O O O O
SaeAALESERE 49 47 41 36 33 27 18 14 8 5 2 0 O O O O O O O

X 3 PD-L1 EZIRHFID OS @ 2 [BH O H EI#ETRF O Kaplan-Meier EifR
(R2810-ONC-16113 RERD/X— 1+ 2, 2021 4E6 H 14 BT —F v + A7)
(BER : 1%RF. BB : 1%LAE 50%Rm. TE : 50%LL L)




[Ze 4]
O ENE TR (R2810-ONC-16223BR D /S — k2, = — FAKTC)
adk— b AICBWT, AEFGIL 5960 i (98.3%) (258D Hiv, TREREK & DKL
BNTETE RV EFLRIL 5560 1] (91.7%) (238D Bz, FEHEED 5%LL Lo
ERIZTTEDOEBY ThoT,
#4 FEHRBEN 5% EOBITER (R2810-ONC-1622 RBRD/S— b 2, 2R — K A)

(Z 2T xS ER)
B (%)
60 11
SASR=d YA«
gi/;;gﬁm H 4= Grades Grades 3/4 Grade 5
RIEH 55 (91.7) 18 (30.0) 0
FJEE KO TRk R 32 (53.3) 2 (3.3) 0
D FENE 14 (23.3) 0 0
FIB 10 (16.7) 0 0
B R Rz A 6 (10.0) 1 (1.7) 0
SIERRE G %% 5 (8.3) 0 0
BEIK Bk e B 5 (8.3) 2 (3.3) 0
% 3 (5.0) 0 0
5E higk L OE S DHE 19 (31.7) 1 (1.7 0
EANITPE D BUR 19 (31.7) 1 (.7 0
B E 15 (25.0) 2 (3.3) 0
T 6 (10.0) 1 (1.7 0
CVIN 6 (10.0) 0 0
N 5 (8.3) 0 0
MR g, MEREs & OVElR bR 15 (25.0) 3 (5.0 0
Fiifigise 12 (20.0) 3 (5.0 0
PRl 13 (21.7) 0 0
FOIR IR REAR T E 9 (15.0) 0 0
BI%E B BRI AR V| o R ABUE 3 (5.0) 0 0
—i% - EHEER X OGN ORRE 13 (21.7) 1 (1.7) 0
s ek 7 (11.7) 0 0
KIYPEIE 3 (5.0 0 0
B IR AR A 10 (16.7) 1 (1.7 0
TIS=UT I T AT =T —EEN 4 (6.7) 0 0
TARGEUBT I ) F T AT 2T —B 3 (5.0) 0 0
M7 /LH U RAT 7 & —FHhN 3 (5.0) 0 0
REHER L OERE 8 (13.3) 4 (6.7) 0
BARR 5 (83) 1 (1.7) 0
PR IR E 6 (10.0) 0 0
R N 4 (6.7) 0 0
B R R B & OSSRk e 5 (83) 0 0
RA A 3 (5.0) 0 0
BB LR E 5 (8.3) 2 (3.3) 0
AR 3 (5.0) 2 (3.3) 0

7233, infusion reaction 20 5] (33.3%) . KAHZ 2 5l (3.3%) . EEED NI 1 61 (1.7%) .
HEREREE R T EMB L) 401 (6.7%) . NWREE (FAIRIEREREE - #IFE
FERERRE - T HRRAEEREREE) 1361 (21.7%) . 1 BUBEIRIE 2 5] (3.3%) . FEEDKERE
F2 6 (3.3%) . MMk - fllEESE 11 (1.7%) o R4 - IFREREREE - 2% 4 651 (6.7%)



BIREPEIRSR IR 12 51 (20.0%) . 522 5184 1] (179%) 733800 Biviz, Mshiss (5
Vo SU—IEIRRES) | Y - BRUGRMARIE - TORIGRE, D5 - DIRZE. IR
W GEMSHIBHIEE 510 Ob 5 BHF~OWH, FIRMRIRTE, IR
WD SEHEMEILIMEI A A B OFLER B Y > SHLARERIE 123800 B A > 7o

2= RCIZERW T, AHHGUIEH] (100%) (258D D, IR & ORRBIROEET
TRV EFZIIAH (100%) (2R b, FEREEGD5%U LORWERIXI TR &3
D THoT=,
#5 FEBRBIGHF 5% EOBIER (R2810-ONC-1622 BBRD/— |k 2, aFk—k C)

(T2 *ISER)
B (%)
50 131
lelred LNH
aw E%}?é;ﬂ & 4= Grades Grades3/4 Grade5
2RIEH 50 (100) 31 (62.0) 1 (2.0)
A PSRN AN ik e 35 (70.0) 3 (6.0) 0
Wi B AE 11 (22.0) 0 0
SIS 7 (14.0) 0 0
iR IN A 6 (12.0) 0 0
T2 5 (10.0) 0 0
& O FEIE 5 (10.0) 1 (2.0) 0
EZiz N 4 (8.0) 2 (4.0) 0
HGEE 26 (52.0) 4 (8.0) 0
55K 15 (30.0) 0 0
EEYTIN 13 (26.0) 1 (2.0) 0
T 7 (14.0) 2 (4.0 0
mESE7S 7 (14.0) 0 0
g 3 (6.0) 0 0
([N 3 (6.0) 0 0
EEIR R A 24 (48.0) 13 (26.0) 0
IR ER SO 13 (26.0) 10 (20.0) 0
M R 9 (18.0) 2 (4.0) 0
H ifn BRE D 6 (12.0) 3 (6.0) 0
5= N AN 5 — 4
;7’“/7\/ hT7rA7=T7—EH 4 (3.0) 2 (4.0) 0
TARTGEURTI ) NTFT VAT 2T
e 4 (8.0) 2 (4.0) 0
M7 v = B 3 (6.0) 0 0
Mg LY R fEE 22 (44.0) 10 (20.0) 0
2 ifn 20 (40.0) 5 (10.0) 0
F i Bk e 3 (6.0) 2 (4.0) 0
i HP BRI E 3 (6.0) 3 (6.0) 0
— - RHREER L OGN OREE 20 (40.0) 2 (4.0) 0
(=R 10 (20.0) 0 0
E Nl REA 5 (10.0) 0 0
FEEL 4 (8.0) 1 (2.0 0
R L OsekEE 19 (38.0) 4 (8.0) 0
RARIHEE 13 (26.0) 3 (6.0) 0
w2 U T AfE 3 (6.0) 0 0
KF N Y U A E 3 (6.0) 1 (2.0) 0
R IR E 16 (32.0) 0 0
KRR =2 —a/F— 8 (16.0) 0 0

10



BilEx (%)

50 1
B YAG
A Eﬁg{éﬁg}a A 4= Grades Grades3/4 Grade5
B R4 4 (8.0) 0 0
K= 2 —nm XF— 3 (6.0) 0 0
MR Ze. HERs K OMElmiEE 12 (24.0) 1 (2.0) 1 (2.0)
fififigi o 5 (10.0) 0 1 (2.0
Lo b 3 (6.0) 0 0
HE R R L ONE A R Rk ke = 10 (20.0) 1 (2.0) 0
BE A 8 (16.0) 0 0
7% Y9 3 (6.0) 0 0
JRYMER & OV HUE 9 (18.0) 5 (10.0) 0
fifige 4 (8.0) 2 (4.0) 0
BE, hEB L OCLEAIHE 6 (12.0) 2 (4.0) 0
HEANITHE D RS 6 (12.0) 2 (4.0) 0
PO MARE 5 (10.0) 1 (2.0) 0
Rk e e 4 (8.0) 1 (2.0) 0

72%5. infusion reaction 3 5] (6.0%) . K% 2 #i (4.0%) . D T2 1] (4.0%) |
SRR E RAE MR 22%) 341 (6.0%) . WoywikEs (FURIRERERS -« BIE
FERERRE - T HERAHEREREE) 5 B (10.0%) . EEORZERE 2 f] (4.0%) . HkkEE
(F T2« NU—IEBREE) 12 6] (24.0%) . Wk - 86K 161 (2.0%) . A4 - AT
BEREREE - P 2 61 (4.0%) . MVEMEMZERE 6 6] (12.0%) . FEEWELFHERBUE 1 41
(2.0%) MFRD BT, TR - BETRAE - BEIERESE, DK « OB, 1 B
JRIE. NEes i Q& MapMiaBiEZ 5Tr) Ob b BE~OMFH, HlRmA2IERIE,
S Ve M R E . S 5 E D S I QNI ER B A ME U o/ SERARERIE 158D B 72 )
-7,

ARWEMFIURDLI S (RMEER T 2 at) 2abEiHR 2R,

@ WIVEIARRER (R2810-ONC-16247-54%)

A EFRITIARAIRE 313/355 151 (88.2%) . {LFIEEVERE 322/342 5] (94.2%) (258D B AL,
IR & OREBURDEE CTERWVAFERIL. EEH 204355 il (57.5%) KXY
303/342 51 (88.6%) IZFRD BTz, WITINDOEECTHRIEIG D 5% EORBWERIZ T#
DEELBHTHoT,

F6 DTN ORECHEHFENEH 5% EOBIEA (R2810-ONC-1624 3RBY)  (ZZEMEMRIT R REM)

AFNEE (L AR
355 {3 342 {31
o e VAN
o Eg;g;ﬂ = 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
2REIEM 204 (57.5) 41 (11.5) 9 (2.5) 303 (88.6) 127 (37.1) 7 (2.0)
e F KOV T ke 69 (19.4) 5 (1.4) 0 104 (30.4) 2 (0.6) 0
D FEE 22 (6.2) 0 0 11 (3.2) 0 0
95 18 (5.1) 3 (0.8) 0 8 (2.3) 0 0
fife R R A 58 (16.3) 10 (2.8) 0 109 (31.9) 35 (10.2) 0
TARTIELRT IS M7 o) (62) 5 (1.4) 0 12 (3.5) 1 (0.3) 0

AT =T —HEN

11



AFHE LA BRIERE

355 342
[=l=pr=mn | /\}EE
o E%Zg;ﬂ e 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
75T I NI AT =
5 v 21 (5.9) 3 (0.8) 0 12 (3.5) 0 0
R L O EE 41 (11.5) 7 (2.0) 0 86 (25.1) 14 (4.1) 0
BABR 18 (5.1) 1 (0.3) 0 49 (14.3) 1 (0.3) 0
PRl 32 (9.0) 0 0 3 (0.9) 0 0
FROR IR R T 1 20 (5.6) 0 0 0 0 0
iR ESRAONV IR EA 29 (8.2) 4 (1.1) 0 189 (55.3) 89 (26.0) 0
S~ 18 (5.1) 2 (0.6) 0 152 (444) 51 (14.9) 0

7ok, ARHFIFEIZI VT, infusion reaction 23 5] (6.5%) . KEGZ 6 5l (1.7%) . EED
TR LB (0.3%) . Mgk 261 (0.6%) . BEAEFEE 1 6] (0.3%) . L%k - LIEK 2
B (0.6%) . BEEREREE (RAEHRIEMEERE) 461 (1.1%) . WHOWESE (FREE
REREE - BIRHRRERE S - T IRAHEEERE ) 32 61 (9.0%) . BE D RZJERE 5 #] (1.4%) .
kRS (7 2« SU—IEREEE) 6 B (1.7%) . TFA% - IiReREE - Tk 8 f
(2.3%) . MVEMEREE 1361 (3.7%) . EEEIRMARE 161 (0.3%) . SEEIRIERE
15 (0.3%) . HZERRSE 1 61 (0.3%) 238 Hivlz, BRRAREE, 1 BUBEIRIH. AN -
BEMED . s Rl GEMEIfBRE 2 5 ) Ob 5 BEHE~OMH, FEEWPELF HERIR
DE, SRR RRAE . BER . S E D BER R OUERERNE Y o SHERRERE 1 TR &
N holz, REIWERRBBURDUIBEEFESR (RAREMERT 2 58) 23 0EHERE
Y,

@ WIMHEIAERER (R2810-ONC-16113788R D/ — 1 2)
BERGIIARBINACAHIERE 299/312 5] (95.8%) . 77 B ARALFHEIERE 144/153 B
(94.1%) 12586 B L IR & ORIRBIRA G E TE RWAFFRIL. TN L 275/312
B (88.1%) MU 129/153 f5i (84.3%) IZ#8®O LTz, WTFNDDRETRIEIG S 5%LL
FORWERHIZTRD EBY THoT2,
#1 WTNDORECHREAZIED 5% EORIEA (R2810-ONC-16113 3ERD/X— | 2)

(ZEMAEYTxI R ER)
KN /AR R 7T 'R/
312 3 153 f31
[slap="4 3
w E%}?:;fj B 4> Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
2FIVEA 275 (88.1) 86 (27.6) 4 (1.3) 129 (843) 27 (17.6) 1 (0.7)
MiER LY v REEE 161 (51.6) 45 (14.4) 0 68 (444) 20 (13.1) 0
=il 127 (40.7) 30 (9.6) 0 52 (34.0) 10 (6.5) 0
I ER A 45 (14.4) 17 (5.4) 0 19 (12.4) 9 (5.9) 0
MR A i 39 (12.5) 7 (2.2) 0 19 (12.4) 1 (0.7) 0
H ifn BRI A iE 18 (5.8) 3 (1.0) 0 10 (6.5) 2 (1.3) 0
&8 L OB MRk 142 (45.5) 3 (1.0 0 75 (49.0) 0 0
JHEE 114 (36.5) 0 0 65 (42.5) 0 0
K95 16 (5.1) 1 (0.3) 0 4 (2.6) 0 0
ER IR R A 132 (42.3) 27 (8.7) 0 47 (30.7) 5 (3.3) 0
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AFNACERRIERE 7T v AR /ACEERIERE

312 B 153 31

B YAG

aw Eﬁg{éﬁgﬂ A 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
;Z%ébi‘ SRTIAT = s (1aa) 6 (1.9) 0 19 (124) 1 (0.7 0
;;;;i&g@? SSRT Y 58 (12) 1 (03) 0 15 (9.8) 1 (0.7) 0
L7 v F = 80 27 (8.7) 0 0 7 (4.6) 0 0
H i BRE R 23 (7.4) 10 (3.2) 0 5 (3.3) 2 (1.3) 0
i HR R SR HE N 21 (6.7) 0 0 6 (3.9 0 0
75 —EHm 18 (5.8) 1 (0.3) 0 4 (2.6) 0 0
T FLEE I K SR B SR N 18 (5.8) 0 0 5 (3.3) 0 0
LIIRANY o el % 16 (5.1) 3 (1.0 0 6 (3.9 0 0
ENEER 16 (5.1) 0 0 6 (3.9) 0 0
ﬁgj?;?ww IRAZTT I ) 4 0 0 10 (6.5) 0 0

HGEE 118 (37.8) 6 (1.9) 1 (0.3) 39 (25.5) 0 1 (0.7)
L 71 (22.8) 0 0 25 (16.3) 0 0
Mgt 33 (10.6) 0 0 14 (9.2) 0 0
155K 28 (9.0) 0 0 12 (7.8) 0 0
T 26 (8.3) 3 (1.0) 0 4 (2.6) 0 0

A PSRN i 104 (33.3) 11 (3.5) 0 40 (26.1) 3 (2.0 0
BRI 42 (13.5) 1 (0.3) 0 16 (10.5) 0 0
8 Ifn 33 (10.6) 2 (0.6) 0 12 (7.8) 0 0
K77 2 o fE 18 (5.8) 0 0 4 (2.6) 0 0
(iR RYN ik 17 (5.4) 3 (1.0) 0 4 (2.6) 1 (0.7) 0

MR RIEE 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KRR =2 —a/F— 28 (9.0) 0 0 15 (9.8) 0 0
KRt = 2 — a8 F— 17 (5.4) 0 0 6 (3.9 0 0

Y. A Bl s N Rl

%{g BHEED LORGELO . (o0 8) 6 (1.9) 2 (06) 23 (150) 2 (1.3) 0
bliiyaPna 28 (9.0) 2 (0.6) 0 10 (6.5) 1 (0.7) 0
%t 26 (8.3) 3 (1.0 0 9 (5.9 1 (0.7) 0

BB F X OV ARk 53 (17.0) 3 (1.0 0 26 (17.0) 1 (0.7) 0
RE A 29 (9.3) 1 (0.3) 0 11 (7.2) 0 0
VU e 8 (2.6) 0 0 8 (5.2) 0 0

PO MARE 36 (11.5) 1 (0.3) 0 5 (33) 0 0
FOIR IR AR T E 24 (7.7) 1 (0.3) 0 3 (2.0) 0 0
FRODR IR RS RE TU R SE 16 (5.1) 0 0 2 (1.3) 0 0
il 35 (11.2) 0 0 8 (5.2) 0 0
RHRSE 27 (8.7) 0 0 8 (5.2) 0 0

2B AAINEFIRIERECF O T, infusion reaction 7 B (2.2%) . K4 3 1] (1.0%) .
FED TH 3B (1.0%) | Dpse - DIER 2 6] (0.6%) . BHERERTE (R R MR
RKE) 8 Bl (2.6%) . WHWES (FURIREEREREE - B HERERETE - N HAHERERES)
36 B (11.5%) . 1 ALHESRIS 1 3] (0.3%) . EEFEDRZERE 3 6 (1.0%) . fPReREE (%
T NU—IEERESE) 69 1] (22.1%) | AFAA - IFEEREREE - ITR 10 1] (3.2%) . ]
EPERT R 13 6] (4.2%) . FHZERRIE 1 1 (0.3%) . RAEFRIRIMARAE 1 6] (0.3%) . I
FEPEERARSE 161 (0.3%) | FEEWELFHERBE 4 B (1.3%) 237880 Hivlz, ik - BEEC
R ARIE - EE AN I, MR - BB, e &M RiE L 5Tr) Obh
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D A ~OMEH, SEVEi MEAE, R, S E O RER KL OMERE RN Y > SHRkER
JEITRRD DR o7z, RBWEMFEHRRIUIEESRS (RARAERRE 25T) 2580
ERHE R AR,
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4. FERIZOWVT

ARFN DI & 70 D B ORI OB GG OHIWT X, BUNIThiLs Z LR Hi
%o Flo, AFNOEEIZ LY EELRBWER 280 LIZBRICRHET 2 2 L BAnEi =, &
U A 7 EEEHE (RMP) (ZHD& | AFIDEIE MR SEE ~O W ) IRH 25 &
L ThH > T, LTFOO~QDT X T AT HZIZBWTHEHT A REZTH S,

DO MERIZTHOWVT

D-1 TrED (1) ~ (5) OVWTINITEEY T DX THDH I &,

(1) JEATEKREFEET D23 A PFaEEILRRETE BE IR DS A2 R LR
BE, HUES AR HEEERL SR BE, U AR 72 &)

(2)  FREHSREIRRL

(3) HEMRAENRET 208 AREEERE (B AREEEE TR, 23 A
BEV J19mBE. S AU HEHERE R 7 L)

(4) FRALFHIEREZHE U, SRIEB LSRR 1, S RIEE Lok okt
2 TSN SRIEISAC IR R 3 Dk B HEICAR D 21T > T D filiak

(5)  PUEMEREREAI G E BN O ik LR D B 21T > T D fak

-2 fififeg DALFHRIE S ORINE A FE B O RIS J0 720 ik & iR 2 RO EERT (F&R D
WFINCRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

EERTRRFIFE . 2FEOPIWHEZAE T LT2RIC, SEELL DD AIRIRODEFIRIHE 21T > T
WHZ L, 9 B2EL T, NAEMIRIEE L LIZBRRIER 2OHE 21T > T 5 Z
&o

EERISORFIUSE ., 2FEOPIHEZE T LIRS, 4ELLEOIRREREA L THD 2 L,
2 BIELL L, WS AR S TR G ORRNHE 21T > T D Z &,

@ BRADOERMEFREEOMEHIZOVT

PSR A PRI AE T 9 5 B TE O ELE S, R D OFRE N, Aot - L4
PESESE A O B ONERT SR ISk 2 1R E, AFFRPBAE LGS oMmEE
BEPNHECOIATOI D IEHINEE S TN D Z &y,

15



@RITEA~DRGIZ OV T
@-1 s Al B3 2 2

[VEPENZR S O B 2R B E 2N A2 L 72 BRI, 24 ISR O T 3%k X
FEEE IR 2BV T, B L 7ZRIERNCIG U CABRE B O CT S5 D RIEH O#E RN &
BRREORERZ Y ARG O, BEHICHISTREREHINE - Tno Z L,

@-2 EFREFREIC L 20 E FEISI BT 5 ZAt

NIRRT B I R AR O e R B B IERAEFE B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
s Tnd Z &, b, BHEHICOWTRABRE & ZDOFIRIC oI EAmE T
5k,

@-3 BIEHOZWroxSIZB LT

RIER (MEMEMZE L, infusionreaction, KAZAK « EHEED TR, fhJk - BT RUARE -
HEEM B E, DK - DS, BREREREE RN IEMBXRE) . AowkEs (F
IR RERE T - B M RERE T - TERMABEERT) | 1 AR, EEE O EREE, PR
e (72 - NU—JEBRESE) | M - BEESE, TP - ITRRREREE - ITR. st
T GEMEHBAERE Z G le) O D BEHE~OMER, flRiiieZERE, ff Mk MR
PUDE, 78 2%, FEENEAT HRERIBDIE , R 5589 Ak, MEREBMEY v/ SHRRRERE |
AL MERRAE 22 5) 1% UC, Haghtiak ST BRI R O BEFME 2 A 9 2 Al & 345 L

BIEHOZWLRIGIZE L CTHRERUOSREZIT o OFGMEICH D 2 L) | BEHICHE
B2 LB N T E DIRHINE S TS Z &,
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5. REMBRLLRDBE
(AL B9 % FH]

@

(%
@

@

TROBEIZBWD TAFIOBEMZE S OFZENRIILTND,
o AbLFEIERED 2 EGFR Bin A REM:, ALK @A 8 2. RO ROSI
Eh S B TarED . PD-L1 Bt (PD-L1 FEELEN 50%LL E) "OUIRAGE/ 2 1

AT« BRI O I/ e JE
* o ARFID =B L LT, PD-L1IHC 22C3 pharmDx [ =2]  (BR5E4) 2374
EhTnad,

TREOBE TR W TARA] & O PSS & OO H# G OFMER RS LTWH

s

o H[EHIK (INARTSFUUITATTF ) RO 7 U Z X8 E D0
5. IAERA (WNARTTF oIV AT TF ) FONRA FLFE R
NU T AEOGRES  ALFERIERE O 72\ EGFR Bn 1A RIEME., ALK e
B2, KO ROSI GBI TR, YIBRRRE/RELT « B OIE/ N
i3 B

HEANVEITAEFABR  (R2810-ONC-161133RBR D/ X— 12) 2BV T, PD-LIZEHRIZ LY
AHN /M CFERIE DB INER R HEFDRIBENTND Z & (p7~8& M) Mo K
EMOHUEMAEEA] & OB GICE L T, PD-LIRBRER LR L- LTG5 0w
BEPWTT 2 Z ENEE LV, PD-LIZBLEN %A TH D Z & DR S N-BEI
BWTIEL, AFILSNOIREERIE G ZE S5 2 &,

* o RFNOBWE L LT, ¥ 0ptiViewPD-L1 (SP263) (i5e4) MAGRESN T\ 5, 72

#. PD-L1THC 22C3 pharmDx [ =) (JR5845) (C X HPD-LURHIFR AW E 2 T, AHAID
BB DS AT S 2 L b TR B,

TREICEEE T HARFNOEGAZ DN TIEL, AFIOFENHEL SN TE LT, AAID

BehxGe L 72 B0,

o HfFRI - IR AHELREE

o [LFERED 720 PD-L1 [ (PD-L1 FEELERN 50%A0m) OBRE I 54
o e 5

o QTABIDOAHNMIN RS TWRW L OFTEMEIEER & oft s

MY 5 F ]

TFRUCEE Y T 2 EBE I OWTIEIAROREN R E SN TWDL Z b &EE21T
Dipnz &,

o ARHIDORTTxE LIRBUE OBEEED & 2 B

TRREATORMIZ I T FREICEZ S T 2 BE T DNV T, AFI OB LI IHELE 31723,
OIS 2 WG AITIRY | ERICAFZHEMN T2 2 LE2FBETE 5,
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FYEMERRREDO S UIBHED & 5 8

JRO A I AR A C IRV S 258 6D D FBAE B ONE B 0D JSCH R it ¢ <0 S e it ¢ 55
DI RIEVEZAL TR BV A B

H OO REOADE SUTIEMAAE U XD B CAEREBOBHERO & 5
B

et CEMPIIAERE L Zte) DHDHEHE

ECOG Performance Status 3-4 "V @

(7£1) ECOG ® Performance Status (PS)

Score

=
FEFR

0

< R TEBTE 5, R L [F U HH A HIRZ <ATA D,

1

PIREZIE LWEENIHIR S 525, BTHIRE T, BAFREH > TOERIITO 2N TE D,
Bl O, FEEE

AMTARECH A OH DI O Z L 3§ S THEELEMMERIZTE 2, HFD50%LL Bid~y FATil 2,

[BHNTESOHEDEY DI E LTERY, HED50%LL EE Xy R2sF1- il =9,

E- N AR S

ELENT RV, BAOHEOEY DOZ L3 TERY, BEICy R+l Id,
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6.
@
@
®

BEICERL THEE T REFHE

AT SCERE TN 2, B IR B 3 D3RS 2 BB 1T 3D & K o etk K OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

ARG LY | WEDORESUNTER T D &5 2 HiL Dk A R RIELRRED
HobNDZ ENH D, BENED ONHAITIR, 38 LI FHRITS U572
ik & AR A Fr o[ hl &l U CE bl e M 2170, W O E UG &
BIWERDSSEDIL DA, ARIORESUIH IR, KOEIR B E R VE HlO# -
FLERT DI &, 728, BIBREANE L ORGIZ L BWEHOUGED T8 B2
Lo lZlE, BRI EE AR E DS OISR OB EET 5 2 L.
MEMERREN D b D Z LN DD T, AFIOFGIZHT--> TiE, WIHIE
e (BGIv, PR IR EE, k) O OMEES X SR A 0 M, Bleis +
SIZATH 2k, Fo, MBS U THE CT, i~ —7 —% Oz Ehnd
HT L,
R4, FERERE S, HFRDH 5D Z ENRH DD T, AFIOESBLART L
BRI E IR IASEERAS (AST, ALT, y-GTP, ALP, £V /L B ZEDHE)
BFEMTH L,
FOR RS RERE 5. T RAMREREE X ORIBHEREERNH LD T EnH LD
T, AHIO B 5 BAMART M O G- X @IS N IS RER RS (TSH, WM
T3. WEAET4, ACTH, M= LF Yy —VEORIE) 23T 52 &,
1 BRIG5> & botv, MRS, F 7 R—=Y RICEDLZENHHDT, H
B, O, MEMESFEOFEROFBHLMBEEO ERICHEET 2 2 8, 1 HBER
RO NTEGEICITEGEEZHIE L, A R Y VRFIORGEOEY) 7o /L E %
152 &,
SPEEREE, RSB REOR R EN D Db 2 LB D DT, AFIDES-BR
BAHT R O G-I T X E IR I B RE M A 2 FE 95 Z &
infusion reaction 73 HI1L5H Z &3 D, infusion reaction 3FRD LAV AT
X, AANOEGHIEEOMEY) L LEEZIT O & & bic, ERDBEET 5 E TERE
DIRREZE +HET D 2 &,
B 5T 14, BB HHEO ARSE L T BEWERNEIT D Z L 03B D72, AAKID
G TRICHEWER ORBUCH2ITEET 2 2 &,

ARANDOEGIRFBRIZ BT, R2810-ONC-1624:858 TIXoH M = & . R2810-ONC-16113
HER D N— P2 TIER GBI B 54 E TIXOMEM = & . LRI 12/ Z L 1A%
MOFHIL T Z & 2 BEBIC, AFIRGHIXEBMICEERRAE TR OMR
11952 &,
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