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EHHERGOFERORELHEELZX D Z ENEVAENT-Z L ez T, &
PFERS 2 BEICLERBEICRMT 2 2 BN TR@EEAHEET A T
AV BERTHIELELTOVET,

S, BV <=7 (BiaEEZ) BANCOUWT, BN TR L6 L TR
AT 2BEOBEFHEZIRO LB REEAMET A R4 L LTERY £&
WELIEOT, ZOEMRICHT>TE KU A RTA NZHOVWTHEIND L D,
EENOEBEERE R OERICKT 5 EmEBEVLET,

Fo, BTV 7 (BEEBZ) AL FESEEICH L TERT 208
BEFEIZOWCE, X7V ~7 (Errz) "BAOREERHEET 1 R
TA V(FEERE) O—EBIEIZ DWW T (5Ff16 4 6 A 3 B fFITEZIEFEF 0603
F1EEAYBHEERRDERLEEESHREBEM) Fioky, @ AtEEY
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BIHE

T ESEROR@EMERHEEY A N7 A o OWETEPT G iRR)

(BFHRER I X B IEHR 57)

B
1. IZL®»IC
(&)
fHELERDERS EITIT (EETHERZ)
(%)

1. FUoic
(%)
LR E R Y TH I AT 350 mg (—HR4 E

IV wT (BETHEEZ) )

()

2. BEIOFH, (EHER

IV ~T (BEFHEEZ)_(LUF, TRAD X, B b
programmed cell death-1 (LAF. [PD-1)) (k3 DmE s/ ar
Uy 64 (Ig6d) 77 72D WRIE ) 7 u—FAHURTH D,
(&)

2. RO, (EHEF
V72 A A EHE 350 mg (—ix4 B I w7 (BET
Z). LUF, TARAl]) %, & b programmed cell death-1 (LAF,
PD-1)) Ik 25E 7 n7 U v 64 (Ig6d) ¥ 727 FADE b
Bl ) 7 a—F iR ThH D,

)
3. BRRAkHE 3. BRARAkHE
(W) ()
[F2niE] [H2hE]
(m&) (%)
[ Zzatt] [Z4atk]
(%) (&)

7o, AFIBECIBUT, infusion reaction 20 ffl (6. 7%). K
W% 3B (1.0%) . EEED TFH1F (0.3%) ., DS - DESR 2 B

2B, AABECI T, infusion reactions 20 il (6.7%). K
46 3 1 (1.0%) . BEEED THILH] (0.3%) . DFHZE - DIESK 2




0.7%), BHsfemEE (RMEMEMBLS) 461 (1.3%). Ny
ke (HORIREREERE S - B FEREMEE - T RFHAEREE) 24 61
(8.0%) . FHEDOREREES ] (1. 7%), MHEEE (X7 - AL
—IEERESE) 24 (5] (8. 0%) P4 AP RERE S - FTF 4 25 141 (8. 3%) .
MBS 5 B (1.7%) . FEMELFERBE 2 61 (0.7%) 23
R b, gk - BSTHRRIE - EIEREIE, 1 BRI,
fige « BB, IRESBMEE GEmemaBmiEL St . RN
RIERRIE . e OBV E,. BEZS, 5 & D IR K N ER B A
YV SFHERERIE 1358 D B LR 0o 7o, AEIVE A R BRI 13 B
#He (BRBREEREE2E0) 2E0EHEREEL T,

(0.7%), BHEREREE (RMERIEMERE) 46 (1.3%), WY
WEE (FORIRHEREREE - BIE R AERR T - TRAEERE) 24 61

(8.0%) . EEDREREESF (1. 7%) ., WEREE (¥7 - L
—AEMERES) 24 ] (8. 0%) AT N4« ATHERE IR - AT 4% 25 31 (8. 3%) |
VR PEGZR R 5 1 (1. 7%), FEBMWEAF P ERBUDE 2 61 (0. 7%) 23
O LIz, R - BBOHRRIE - EEMEEIE, 1 TR,
feige - BEEI, BRasBRElE (CEmpimlaBEE 2 &) . FHRm
RRIEARIE , SRR/ MR PSRN . ER B O &9 IR 1338
D oIRino T, RRIERFBEBRILIBEESRS (BRREERT
raty) ZEUERNERET T

4. JFRIZHOWT

(%)
@BIWEF~DORIIEIZ DN T
(1)

@-3 FWEROZEr-xHGICE LT
BIWVER (FEMEREEIZMZ ., infusion reaction, KRIHAK.

EEOTH, %k - BEHRRIE - EEFHEE, L% - D
%, BHREEE (RMEMEEBERE) . AoWEE (BRI
HEMEE - BIEFEREREE - TRAHERESE) . 1 BRI, EEOR
JEREE ., MREEE (T2 - N U—REERES) . NS - BEA L I
A4 - IFEERERE S - P IRERB IR (& mepiia g 4 & 1)
Db D BE~OHER. BARMARIERAE, SEMn MOBRE, F
ENPEAF IR BRIV, R, S8 OISR, MEREATE Y o SHHARER

1. JERRIZHOWT

(H%)
@BIWEH~DOREIZ DWW T
(%)

@-3 FEWEAOZEr<CxGICE LT
BITER (FMEMERERIZINZ, infusion reaction, KB,

EEOTH, ik - ENTHRVRIE - EEHEIE, DIHZ - O
%, BREEE (RMEHEEMEERSE) . NOWEE (FIRRE
el - BIEHEAREREE - TERMAMERE) . 1 AERF., EEOK
JElEE MRREE (X5 - N U—EBEREE) | RS - BEEA L IT
N4 - IFRERERE S - T, IREB I CGEmepiiamE 4+ & T)
DD BE~OER, BARMARIEARIE, RBEVEG FERBE, %
PR R R SR BE T . EESE . S8 O IRRSE) ITRF LT, M




FESE) TR LC, Highusk LT RS OB 2 E T 2 E | sk UL BRE R O B MM 2 F 9 5 Rhh & #E L (BIER O
Bifi &8 L (BIER OBZW-CXRICBE L TREROXEZSZ T 6 | ZHOISICA L THREROXZEEZ T oA ERMCHH 2
NAGMFIZH A Z L), BELICHEERLENTE AEGNEST| &), ELISHEYRAENTE 2EHNESTHAD I &,

WwWnHZeE,




IS

BEERREETA 714
IV ~7 (BFE#Z)
~FE /)R Bt ~

dp

M74%9A
A F A

1



B &

1. XLl P2
2. KRHFIOFE, 1EHET P3
3. BRRAKAE P4
4, FEFRIZHOWT P15
5. BEXG LR HBE P17
6. HEIZE L THEHETREEHE P19



1. IITHIZ

EEHES DAL - 22 N EOMELR DT OV I SCERRI TS E RS R H i D,
SOIZ, IEFREORFESOMANT L0 | HUREEIK e & O ERRE S A EGR
SNAHT, 2D OERLE BN BF IS 5 2 LR OME L 72> TRV | #%
HIBGEE & SOEOIATT#2016 CFERR284F6 A2 HBREAE) 128\ T, FfiEIREED
FEH ORI EHEE A D Z & & STnd,

SRR ER T, SRRSO 27 1 7 7 A VDB F ORGSR D 2
EWD D, ZOTD, AIWER LIRSS AW+ 0% T 5 £ TOR], Mz D
BREAR 2T Z ERIIF SN2 BE I LCERT 2 L & bic, BWERASREL LB
VBN Z & D 2 LAl —E OB A 7o RSB TR T 5 Z L NEET
b5,

L72i3o> T, RITA RTA Tl BIFEBES 2 E TITAG DIV S EFSRFY - Bl
AR I D% LUT DRSO S o 2 HEE S 280 b B e ik B2 7 RO E
FHAE T,

RIS, ARIA RTA AL, MSTATEUE NERESM IR O, ARt AN B AR IRIE
By, I ENEN BARSRNRES, FpEIEEFNEENE N B AN 72 Okt EE A
H AR ZR =DM 10 L AERL LTz,

AT LR BB : X7V~ T GRIETAA )

KRBTSR : ST RRE/RHERT - FEREO A/ NI

LR AMEROR R B AT, £ 2 7Y <7 GRETHIBEZ) & LT, 1 [ 350mg
& 3 RN 30 S0 CRIET 5.,

BT U Y km - O SUpRR AT,




2. FENORK. TEFRBERF

EIFY <7 (EaEfz) (LT, [ARA ) X, & b programmed cell death-1

(LAF. [PD-1] ) IZxf4250%E a7 G4 (IgG4) V777 A0k Mt/ /7 n
—FNAPRTH B,

PD-1 (X, CD28 7 7 X U — (T MDA 2 MBI HIE 325 1) (2@ T 5%
BERTHY | IEMEA L2 5Bk (TR, BHIKRL T F 2 7% 7 —T filife) %2
HHT D, EERNIZBWT, PD-1 L, SR RAIIIZREL T 5 PD-1 U 7 K (PD-L1
& OVPD-L2) LfEGA L., REINE 2 AICHET 2 B2 54T % (Immunol Rev 2010;
236:219-42) , F7=, PD-L1 L OVPD-L2 (%, flix OJEEHARICHEILL T\ D 2 &8s
XN TS Z & (NatRevImmunol 2008; 8:467-77) Z:/> 5 PD-1/PD-1 U 4> REREEIL,
NEHIR S HUR R LA 72 T MR OB BEE A AT 50 —> & L TEX LT
VS

AFANL. PD-1 OFMMSMEIEICHES L, PD-1 & PD-1 U A REDFEEAHET D Z
T XD DAPURRRRMZ: T MR OTEMEAL K ONES AR 123 2 Mia s EiE 1 2 T
L, EEOMEEZIHT 2 B2 6TV,

AR OIS < MEEDRIERUGIZ K DRIWEHED & & i, S XIIETIC
EOWREMED B Do ARIOFE PR OEEZITIE, BEOBURL 5TV BE
D H TG EIIE, FEH L2 HFRITIS U= B MR ki & RSk & RO P hill & dg L Cl
Gl 8RR W ATV R O RO K D BITE 2N B 2 8 2iE. B BV AR v
BRI OFREE ORI RILE 21T O BN D 5,



3. BEPRRRE
bR AR HEZRAEAT + PR O3 MR RR o F R L T 217 o 7= L A2 B PR AR O P 22
ﬂ—?j—o

[H5hiE]
O ENFE T AHRAER (R2810-ONC-1622 #BRD/S— K 2, aadk— K A L ORC)
(1) ALSHIERED 720y PD-L1 BHPE™ OUIBRARREZRHETT « F8 O FE/ Nl a fifi s s
(zd—hFA:60 6] KO (i) {LFPERED 22 W BIBRRRE 72 ST - FR38 D FE/INHia it
JEERE (aAR— K C: 506 2Ex4ic, 2t (i) AHI350 mg % 3 MFEREET
FRN B G- O (i) AHI 350 mg & 3 MR CEIRNE G- S b59ES L ot O
e, YRS A ST 5 2 A B E L2 IEEMmIERRERER 23 3 < vz,
EIREEIE H 00— & & 3172 RECIST ver.1.1 [ZES S MNHIERBESHEIZ L %
ZhaR (SERFEP U AR 1L, 2Fh—F A KO C TENLN 60.0 [90%(5FEHXH :
48.6,71.4] %™} 1N 42.0 [90%1Z#E X[ : 30.5,53.5] % ThH -7, 7B, alk—hCT
. FHNCHRE SN EZDROMIMEIL 28%TH VY, aak—k A TIE, FHANIELERD
B IIRE SN o T2,
*] : JEEMIO 50%0L EI2 PD-L1 AR L TWDH 2 ENERIN-EE AR AN SN,
*2 . FROEIER T AR (LLT. TEGFR) ) B\ TAER, Ry v oEXF—8 (LLF, T4LK) )
AR TSI c-ros oncogene 1 (LAF,  TROSI) ) BhAELETBEMEDBEIRIZRIE STz,
#3 VRS ERMICL Y . LTFOWT @R i,
o Al (WNRTFFF UL ATITF ) L7 U 2kl % 3 ARERT 4 EER
N#E 5
o A&LMHl (WNVRTFFSFUITLATIF ) LA MLXR FF MY Uo% 3 BB
T4 [EEIRNTER S L2, A S L3t R U v A% 3 AR CHIRNE S
*4 . LA T PD-L1 ZEIRRN 50% LA ETH D Z L BHER SN0 o7 10 B2 < 50 FIASEDE
fiEfrtg & Sz,

*5: aRk— h ANX20234E9H S AT —Z Ay bAT, aR—hCIZ2023F 10 A 18 AF =X v
Nz

@ WS EIAERE (R2810-ONC-1624 #5#R)
{LZIRERE D 720y PD-L1 B O YRR REEZ2 M6 T « FE38 O FE/INHIRE Al FR 82710 151
XA, AH| 350mg & 3 B I CHURNE G- ORAIEE : 356 B1) S ALF9RES (L

SPRIERE 354 (5) OFIMER OV Z et a i 5 2 L e A& LI IER IR E R
e BR D FE i S A7,

FEAEH 0o & SR AR CUF, T08)) o 2 [ B o ITo#

. BIEOK1IOEBY THoT-,
*1 SR 50%0L EIC PD-L1 M3 L TWA 2 ENHERSIN-BEDNEAAN LN,
*) . EGFR WIn 17255, ALK B &8I T T ROSI B EEI T B EDBRE TSR & Shi-,
3 RBRHEYEMIZEL Y, LTFOWT N BRI,
o A&HKl WNRFFTFUXITVATTF L) L237 ) ZXR L% 3 BRERET 4~6 EF
Rak
o A&LMHl (WNVRTFFSFUUILATIF ) LA MLXR FF MY U o% 3 BB
T 4~6 [EFEIRNIR S L2, 4 b L Xt R b Y 7 A% 3 BB CHAIRN RS
o J3HEME 1V AIALLT, ALEH (WARTSFSFLURUITRATISF) #FE1BEH, 7
L X ERRE A 1 OV 8 H BIZ 4~6 [EE RN 5-



1 BRMEREE (R2810-ONC-1624 3BR, 202043 H 1 B —# v b3 7)

AFIHE (LR IERE
(356 141) (354 5i])
0S
AR N (%) 108 (30.3) 141 (39.8)
R (T A) e
(059 (= e Pl 22.1 [17.7, HEFEARRE] 143 [11.7,19.2]
NP R
DT — 0.676 [0.525,0.870]
p fE*2 0.0022*3

*1: @R Cox Bl Y — RETIAZ L DALFERE & O g
*:J@Rla ST 7 RE, AREKME (F) 0.00255
*3 0 FANCHE SIL TRV OS E O T it 12 8 ST At 51N 25 < AT s 3

A

e

..“h_."*n

03 fpseRt

Probability of Overall Survival

00

Time from randomization (%7 /1)
Number of patients at risk

AHIRE 356 304 254 223 198 147 120 87 71 48 37 27 18 8§
(e 354 303 254 205 172 126 193 73 52 41 27 12 7 4

K1 OS o 2[E 8o i#ErEEo Kaplan-Meier i35
(R2810-ONC-1624 3B, ITTZM, 202043 A1 BF—Z b v b3 )

3w
[t
= o



@ VAVETFERE (R2810-ONC-16113 3B D S— | 2)

(L2 RIERE D 70 W BIBRANRE 22 HETT - T3 O IE/ N i BB S 1466 il 2 %f 512, ANH)
350 mg % 3 HERIRIkE TR B G AL E2 OO (LT, TARAFI/bF9%0:)) (312
) &7 TR EALFEERE? EOOFH (BAT. 78R /(MbFE) ) (154 61) oF
MR OB A T 5 2 A AR S Ui B EAL S M iR S i S i,

FEFHMMIEE & Sz 0S @ 2 [ H O RFEITOFEFITFE 2 KO 2 0 LB Th
0 7T R /ALFERERE L i U COARA AL ERE TR FIICHE B R EE 2R LT,

*] : EGFR BT HE . ALK Bi&EETF T ROSI & B E T RO BE IS & ST,
# RBRIYEMIC LY . STFOWFas@ RS i,
o ALKl (INRFSFL I ATITF L) &37 2Xw L% 3 BHERRT 4 R
A

o ASRA WNARTITTFUXIITATIFv) XA MLXE T M) UL% 3 ERER
T4 EIFARNIRE Lictk, <A FLd R MY U L% 3 ERFER CHIRNIZ S

#2 AMERE (R2810-ONC-16113 BERD/S—F 2, 20214E 6 A U BHF—F A v hF7)

K /AR A 77 R /M ERIERE
(312 f51)) (154 1))

0S
A2 b (%) 132 (42.3) 82 (53.2)
i (7 A) e
(059 R ] 21.9 [15.5, HEERAE] 13.0 [11.9, 16.1]

SN R

(0592 X ET] 0.706 [0.534,0.933]

p ™ 0.0140

*1: BRI Cox el NV — RET M L 57 7 vl /(LS FRIERE & O Hik
@R ST U7 RE, FEAE (FH) 0.01631

oy
- ]
= 094
= ]
5 08
73] /
— 0.7 ~
% 0.6 .M
3 05+ 7 A Ml B, P A
LE 04— ML-.
2 03] i TOR—— L
= 03+
"E 0.2+
2
E 014
& j

0.0+

1] 2 4 6 8 10 12 14 16 18 20 2 24 26
Time from randomization (7 H)
Number of patients at risk
A R 312 289 269 256 233 199 162 131 R6 52 18 8 0 0

IR 154 141 126 112 98 85 65 46 26 14 5 2 0 0

X2 O0S ®2EHOHHEMBHTEED Kaplan-Meier HifR
(R2810-ONC-16113 B, ITT M, 20216 A W ET—% Ay b2E7)



(PD-L1 Z&BLIR IS DA 2 Je N2 4 1k)

MEAVEIAERRER (R2810-ONC-16113 RERD/S— | 2) ITHAANGNTZBED H b,
PD-L1 BB NN AJRE TH - T HBE DT — X | ZH-S & PD-L1 BELRANEEIC
FRMT 24T > T2 INER OB EVEDORERIZLL T O L BY THhoTz,

AT HOWT, PD-L1 FEBLERD 1% A0 O 512, OS DIERZN LD/ S WER AT

WHE (F23 RO 3) . 728, PD-L1 BEHRII D LT, RAOLZEET a7 7
A NVIFEECTH - T,

* SR ERIZI T 5 PD-L1 & B LI JEGMILA S o 5 E5&

# 3 PD-L1 ZBBLRIEID 0S D 2 [F B D RRAT S R
(R2810-ONC-16113 RERD/N— 2, 2021 4E 6 H M BT —F v vZ7)

- A N E e
PD-L1 %5 B prge TR [OSUITHIR] osvilzmic o
(1 A) ] D p fE?
Lt ZK%IJ/{I:%%?H% 95 12.8 [9.6, 16.5] 1.006
7' Z R AR ERE 44 14.2 [9.1,18.0] [0.633, 1.600]
1%LL E AH /A LR 114 21.9 [15.9, HEERHE] 0.518 0.0959
50%ATH5 77 R MR RE 61 12.1 [8.3, HEETRHE] [0.323, 0.830] ‘
0%l |- th%'J/{I:i‘a;?ﬁfﬁ 103 17.9 [15.3, HEEARE] 0.613
77 R MR IERE 49 13.8 [9.3, HEERAE [0.367, 1.024]
*1 @ FERB Cox BNV — RET ML D7 7 2R /bFERIER: & DR

*) B EREIZTIN 2 T, PD-L1 BEURIL L QUG58 L PD-L1 BEIRN E O EER 2L L L7-FEER Cox
HHlAY— T
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i

4 -
0.7 -

6 =

04
0.3

0.2

0l

Probability of Overall Survival

00 -

T T T T T
4] 2 4 ] 8 10 12 14 16 18 20 22 24 20 = 30 a2 34 il

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

Al T i 95 B85 73 69 61 52 45 33 24 15 4 30 0 0 0 0o 0 0
edlkssiEe 44 41 39 35 30 27 26 19 11 5 | I 0o 0 o 0 0 0 0
104 4
e
297 hib e ™ :
05 R A AR AT
074 Thes Ve fp SO,
06 S ‘«w—A—w«.—n—‘
a5
1 e +i
,_H_‘ / LRI T Y ST
a3
7
01
004
0 2 1 5 § 1 13 M 16 18 m B M 2 B 0 B M
Time from randomization (# H)
Number of patients at risk
A e T4 107 101 98 89 78 64 53 36 24 ¥ 3 0 0 0 0O 0O 0 0O
P om0l 33 45 41 35 31 21 19 7 4 2 1 0 0 0 0 0 0 0
10+
09 . .'-‘..-%‘h.\
08 1'1*‘4“_»\_\45:%]!“:.'1':{?713%
074
06 ﬁm“‘"*. -/
034 5 i .+I—0'H'"'.—1—'+'r -+
e o
0.4 / PR, }
03] ) /
3] 77 e A ARk
0.14
004
o 24 6 8 0 1 4 16 1B 2 2 24 B X/ W0 32 M ¥

Time from randomization (7 H)
Number of patients at risk

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

K3 PD-L1ZEBRHHID 0S D 2 BB O PREfENTIRF D Kaplan-Meier Hi#R
(R2810-ONC-16113 RERD/N— 1 2, 202146 A M BTF—2 v v 2 7)
(BB : 1%3R0%. B : 1%2L E 50%F0. TB : 50%LL k)

o0
0 0

=
=
=
=
oo




[Z244E]
O [EWNE T AHRER (R2810-ONC-1622788r > /8— 12, 2k — FAKTIC)
aR— bk AIZBWT, AEFSRIT 59/60 #] (98.3%) 1258 Hiv, THEEHE & DR FE
BEE TERWAEFSRIT 5560 6] (91.7%) (258D HiLiz, FEHEEN 5%LL EOF|
EHIZTRDOEBY THHo T2,
F4 FEEED 5% ELOBWER (R2810-ONC-1622 RERD/X— |k 2, =dH— | A)

(REMMITRIREN)
¥ (%)
60 f1
8o YA
gi;ﬁjkﬂ B 4= Grades Grades 3/4 Grade 5
2RIVER 55 (91.7) 18 (30.0) 0
KR F L OV TRk 32 (53.3) 2 (33) 0
% 9 EEE 14 (23.3) 0 0
55 10 (16.7) 0 0
R g 6 (10.0) 1 (1.7) 0
SIERERL RS 2% 5 (8.3) 0 0
NI YN A 5 (8.3) 2 (33) 0
Bz 3 (5.0) 0 0
BE, hHEB L OWE A IHE 19 (31.7) 1 (1.7) 0
HENTHE D BOG 19 (31.7) 1 (1.7 0
H 15 (25.0) 2 (33) 0
T 6 (10.0) 1 (1.7 0
L 6 (10.0) 0 0
0% 5 (8.3) 0 0
MR 2. MOEhEs X OMiEhR e 15 (25.0) 3 (5.0 0
il 2% 12 (20.0) 3 (5.0 0
N UBE = 13 (21.7) 0 0
AR IR RE R T 9 (15.0) 0 0
B BRI AR L o RABIE 3 (5.0) 0 0
—i% - BHEER L O GO REE 13 (21.7) 1 (1.7) 0
R 7 (11.7) 0 0
AR i 3 (5.0) 0 0
& PR R A 10 (16.7) 1 (.7 0
TI=rT ) T AT =T — BN 4 (6.7) 0 0
TANRTGX BT I ) bT AT =T —B N 3 (5.0) 0 0
M7 /i) RA7 72 —BH 3 (5.0) 0 0
Rt LU EREE 8 (13.3) 4 (6.7) 0
BB 5 (8.3) 1 (1.7) 0
R RPEE 6 (10.0) 0 0
R A4 4 (6.7) 0 0
R RIS KOS B rR AR 5 (8.3) 0 0
REH 3 (5.0) 0 0
BB I OREKEE 5 (8.3) 2 (33) 0
AR EE 3 (5.0) 2 (3.3) 0

7245, infusion reaction 20 %1 (33.3%) . KIS 2 #1 (3.3%) . EED FHI 1 #1] (1.7%) .
RRRERE S (RANETVEMER RS 461 (6.7%) . WS (HFIRIRERERE S « B
FERERE S « P IEMEEREREE) 13 61 (21.7%) . 1 BUBERRIN 2 1 (3.3%) | EEJE D ZJEE
2 (3.3%)  BMZ% - BERESE 1B (1.7%) . IFASA - BFHSRERSESE - T 2% 4 61 (6.7%) .



MM 12 ] (20.0%) . S E IR 16 (1.7%) 235580 bz, #hiklEs (7
oo NU—IERIESE) | AR - BIRUTHEIRIE - BAERSIEARE, (DA - DIBER, ER R
fifE & MBI 2 5 T) Db 2 BE~OMEH ., FRILERZERRAE, J&BELF R
TAE., S ML/ NI E | R M ONIMER B REE U > SHLRRERIE 135860 B 72 i > 72,

ak— FCIZEBWT, AFEFZUIEH] (100%) (278D Hiv, TREREE & OREEIRNGE T
XRVEEFEFZIIHE] (100%) (2RO b7, BEEIEN5% L EORWERIZTRO LB
N THoT,

£5 HHBEP 5% EOBWER (R2810-ONC-1622 3RBRD/*— |k 2, aHx—k ()

(ZEMRTRIRER)
B (%)
50 1
oo I\
A E;gijg;ﬁ H 4= Grades Grades3/4 Grade5
2FIEH 50 (100) 31 (62.0) 1 (2.0)
&3 L O T AR 35 (70.0) 3 (6.0) 0
JBE 11 (22.0) 0 0
®i5 7 (14.0) 0 0
BEIR BB IR B 6 (12.0) 0 0
1% 5 (10.0) 0 0
% ) FEIE 5 (10.0) 1 (2.0) 0
ZIEALBE 4 (8.0) 2 (4.0) 0
H MR 26 (52.0) 4 (8.0) 0
(EE7A 15 (30.0) 0 0
o 13 (26.0) 1 (2.0) 0
T 7 (14.0) 2 (4.0) 0
H % 7 (14.0) 0 0
IR 3 (6.0) 0 0
s 3 (6.0) 0 0
W PR AT 24 (48.0) 13 (26.0) 0
R ER SR 13 (26.0) 10 (20.0) 0
s IR 9 (18.0) 2 (4.0) 0
M i R Fe 6 (12.0) 3 (6.0) 0
- _. = e
7’;;7,/7\/ N AT =T —FHH 4 (8.0) 2 (40) 0
IS X UERT S S S
i;‘;@;ﬁ/ﬁﬁ\/ b7 R7=7 4 (80) 2 (4.0) 0
M7 L7 =880 3 (6.0) 0 0
MiEE LY R REE 22 (44.0) 10 (20.0) 0
=il 20 (40.0) 5 (10.0) 0
M fERISE 3 (6.0) 2 (4.0) 0
iR ER R E 3 (6.0) 3 (6.0) 0
—i% - EHEER L OGSO REE 20 (40.0) 2 (4.0) 0
Bk 10 (20.0) 0 0
RAYVEEAE 5 (10.0) 0 0
FEHEL 4 (8.0) 1 (2.0) 0
Rt L OREEE 19 (38.0) 4 (8.0) 0
BARGE 13 (26.0) 3 (6.0) 0
EA U T AIME 3 (6.0) 0 0
K Y U A ME 3 (6.0) 1 (2.0) 0
1R R 16 (32.0) 0 0
KR = = — 1 T — 8 (16.0) 0 0
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% (%)

50 f

DL I\

i E%ij%ﬁ B 4 Grades Grades3/4 Grade5
PR R4 4 (8.0) 0 0
KM= 22— F— 3 (6.0) 0 0

R . BERES K OVERRREE 12 (24.0) 1 (2.0) 1 (2.0
fiiilig ¢ 5 (10.0) 0 1 (2.0)
Lo b 3 (6.0) 0 0

B R B L O Sk 10 (20.0) 1 (2.0) 0
RAfE 8 (16.0) 0 0
5 AR 3 (6.0) 0 0

JRYLIE RS & V& A e 9 (18.0) 5 (10.0) 0
fiti g% 4 (8.0) 2 (4.0) 0

BE, TR L OWE A GHE 6 (12.0) 2 (4.0) 0
HEANZHES KIS 6 (12.0) 2 (4.0) 0

P e 5 (10.0) 1 (2.0) 0
BB HER S 4 (8.0) 1 (2.0) 0

72¥3. infusion reaction3 f3i (6.0%) . KEFZK 2 1] (4.0%) . FEED T2 il (4.0%) |
EERREREE (R IEMEB RS 361 (6.0%) . WNOMWEE (FURRERER D - @I
PEREREE - THRMEEEREE) 561 (10.0%) . EEOKERESE 2 6] (4.0%) . HEEE
(7« NU—JEGRESE) 12 6 (24.0%) . W%k - fifER 161 (2.0%) . HFA% - 0T
FEREREE « PR 2 65 (4.0%) . MVEMENEE 6 B (12.0%) | FEEMELFHERECE 1 61
(2.0%) 23558 BV, Mgk - RESUTRLARIE - BEAEAL M AE, (O - OB, 1 UpE
PRI, M EREE  GE s MaBEE L~ 51e) O 5B ~OMMH, FlRiMFRIERAE
G VE M OB E . S 55 &9 IR R OUMER BT A tE U o AR ERIE 1358 60 & 172 7
@) f:o

ARWERIZESRDUIBE S (BRI 2 80) 28 0ERHR 2T,

@ WA EIAEER (R2810-ONC-1624745R)

BEFHGUIAHITE 313/355 5] (88.2%) | (LFIEVERE 322/342 f4i] (94.2%) (258 B,
TRBRIE & DR RBEARINEE CERWAFFRIL, L 204/355 il (57.5%) KO
303/342 Bl (88.6%) (ZFRD HALZ, WINDOORECTREEIE N 5%, EORIER X F#
DEBYTHoT,

#6 WTHIORTRESIESRE 5% EOBIEA (R2810-ONC-1624 3RB)  (Z&tEfirsaH)

ARHIEE (LRIERE
355 {3 342 {3
[=1=p=e N3
- Eﬁ;ij%ﬁ B 4 Grades Grades 3/4 Grade 5 4 Grades Grades 3/4 Grade 5
2FEIEH 204 (57.5) 41 (11.5) 9 (2.5) 303 (88.6) 127 (37.1) 7 (2.0)
&R KO TRk kEE 69 (19.4) 5 (1.4) 0 104 (30.4) 2 (0.6) 0
& S FEIE 22 (6.2) 0 0 11 (3.2) 0 0
B3 18 (5.1) 3 (0.8) 0 8 (2.3) 0 0
R AR A 58 (16.3) 10 (2.8) 0 109 (31.9) 35 (10.2) 0
TARTIELRT IS MT 2y (62) 5 (1.4) 0 12 (3.5) 1 (03) 0

A7 =7 —EHEMm
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AFIEE (ees)-3E5

355 {3l 342 15
DL b /\;:
& E%ag;ﬂ H 4= Grades Grades 3/4 Grade 5 4 Grades Grades 3/4 Grade 5
TS5 TI ) IR T
5 R 21 (5.9) 3 (0.8) 0 12 (3.5) 0 0
R LUREREE 41 (11.5) 7 (2.0) 0 86 (25.1) 14 (4.1) 0
BAHER 18 (5.1) 1 (0.3) 0 49 (14.3) 1 (0.3) 0
PR A 32 (9.0) 0 0 3 (0.9) 0 0
FLIR AR B REAR T E 20 (5.6) 0 0 0 0 0
MRH LY v R kEE 29 (8.2) 4 (1.1) 0 189 (55.3) 89 (26.0) 0
E=iilN 18 (5.1) 2 (0.6) 0 152 (444) 51 (14.9) 0

2B, AFIFEIZRBW T, infusionreaction 23 3] (6.5%) . KiEHK 6 #i (1.7%) . EED
T (0.3%) . @igk 2 il (0.6%) . TEAEMRIESIAE 1 6B (0.3%) . O - DS 2
Bl (0.6%) . EFEREREE URMIEHIEMEBRE) 461 (1.1%) . WoOwmkEE (R
REPEE - I ERES S - FEE(RHERERE ) 32 15 (9.0%) . TJE D REREE 5 41 (1.4%) .
RREE (X7 2« NL—IEEREE) 6 B (1.7%) . KR4 - RFEERERSTE - fT25 8 #1
(2.3%) . MVEPEMZER 13 6] (3.7%) . WEESFFIRMARAE 1 6] (0.3%) . SEFIRIERIE
161 (0.3%) . ZERIE 161 (0.3%) 23588 Bz, BERUHERAE, | OB PRI, s -
BEEA . M i GE I 2 5 de) D& D BE ~OMEM | FEEELF HERI
DE, S I IIGBUE, BER . 58D R K ONIERE R U 2 SHARERIE 378D &
i oo, ARIERZBLURILIZEERS (ARREEEY 25T) 2508 REE
Y,

@ WEHMEIARER (R2810-ONC-1611358R0D/<— K 2)
BEFRIIAFMCFIRIERE 299/312 ] (95.8%) . 77 B ARALFIRIERE 144/153 )
(94.1%) 1238 B AL IRBRIE & ORI REBHRNEE TE WA ERRIT. ZhEh 275312
Bl (88.1%) KN 129/153 f5i (84.3%) IZ58® HiLiz, W N ORECRILEIA D 5%LL
FoORIERIITEDO LB THHo T2,
R7 WThPOBETHERER 5%, EOBWER (R2810-ONC-16113 BB D/ — | 2)

(REVERATRIREN)
K /AL R ERE 7T ' R FEER
312 153 %1
et VAS
i E%}Dij;f H 4 Grades Grades3/4 Grade5 4 Grades Grades3/4 Grade5
2FIEH 275 (88.1) 86 (27.6) 4 (1.3) 129 (843) 27 (176) 1 (0.7)
MiEER LY v REE 161 (51.6) 45 (14.4) 0 68 (44.4) 20 (13.1) 0
E=qiiil 127 (40.7) 30 (9.6) 0 52 (34.0) 10 (6.5) 0
i R ERRAE 45 (14.4) 17 (5.4) 0 19 (12.4) 9 (5.9) 0
/R E 39 (12.5) 7 (2.2) 0 19 (12.4) 1 (0.7) 0
M M ER I ME 18 (5.8) 3 (1.0) 0 10 (6.5) 2 (1.3) 0
FERE 3 L O T Ak 142 (45.5) 3 (1.0) 0 75 (49.0) 0 0
i BAE 114 (36.5) 0 0 65 (42.5) 0 0
5 16 (5.1) 1 (0.3) 0 4 (2.6) 0 0
W PR AT 132 (42.3) 27 (8.7) 0 47 (30.7) 5 (3.3) 0
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AH PR ERE 7T & R /MCFIRIERE

312 153 %

DL I\

i E%ij%ﬂ B 4 Grades Grades3/4 Grade5 4 Grades Grades3/4 Grade5
;Z:Z‘iéjg\ SNTIATE s (44) 6 (1.9) 0 19 (124) 1 (0.7 0
z;;\;féfb? ST 55 (12) 1 (03) 0 15 (9.8) 107 0
MF 7 L7 F=8m 27 (8.7) 0 0 7 (4.6) 0 0
H i ERE 23 (7.4) 10 (3.2) 0 5 (3.3) 2 (1.3) 0
I R SR N 21 (6.7) 0 0 6 (3.9 0 0
72T —EHm 18 (5.8) 1 (0.3) 0 4 (2.6) 0 0
i AR LR R K SR SR HE N 18 (5.8) 0 0 5 (3.3) 0 0
/R ER 16 (5.1) 3 (1.0) 0 6 (3.9) 0 0
{RED 16 (5.1) 0 0 6 (3.9) 0 0
ﬁé;’;wvﬁ VEATT Iy 4 0 0 10 (6.5) 0 0

H Gk 118 (37.8) 6 (1.9) 1 (0.3) 39 (25.5) 0 1 €0.7)
T 71 (22.8) 0 0 25 (16.3) 0 0
Mgt 33 (10.6) 0 0 14 (9.2) 0 0
(A 28 (9.0) 0 0 12 (7.8) 0 0
THiI 26 (8.3) 3 (1.0) 0 4 (2.6) 0 0

R L O%REE 104 (33.3) 11 (3.5) 0 40 (26.1) 3 (2.0) 0
RARR 42 (13.5) 1 (0.3) 0 16 (10.5) 0 0
2 A 33 (10.6) 2 (0.6) 0 12 (7.8) 0 0
7 V7 X U IffE 18 (5.8) 0 0 4 (2.6) 0 0
&V o AfUE 17 (5.4) 3 (1.0) 0 4 (2.6) 1 (0.7) 0

TR R 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KA =2 — /T — 28 (9.0) 0 0 15 (9.8) 0 0
KM= = —m /T — 17 (5.4) 0 0 6 (3.9) 0 0

P . A B N S gt e

mi; BHIEFE LURSILO . (o0 o) 6 (1.9) 2 (06) 23 (150) 2 (1.3) 0
I E 28 (9.0) 2 (0.6) 0 10 (6.5) 1 (0.7) 0
W 26 (8.3) 3 (1.0) 0 9 (5.9 1 (0.7) 0

a6 & OV A ke = 53 (17.0) 3 (1.0) 0 26 (17.0) 1 (0.7) 0
RE i 29 (9.3) 1 (0.3) 0 11 (7.2) 0 0
IY Fi 9rg 8 (2.6) 0 0 8 (5.2) 0 0

N ULBEE 36 (11.5) 1 (0.3) 0 5 (3.3) 0 0
PR IR REA T E 24 (7.7) 1 (0.3) 0 3 (2.0 0 0
FUIR R BETCEERE 16 (5.1) 0 0 2 (1.3) 0 0
TR 35 (11.2) 0 0 8 (5.2) 0 0
ARHRAE 27 (8.7) 0 0 8 (5.2) 0 0

8. AFINEFEEREIZ BT, infusion reaction 7 il (2.2%) . K4 3 1 (1.0%) .
RO TH 3B (1.0%) . D% - DS 2 6] (0.6%) . BIFERERRTE  (FRMAE R IR
RE) 8 B (2.6%) . WS (RURIREEEERS - BITRREREE - TRAMRERE
36 B (11.5%) . 1 RUBEIRIS 1 61 (0.3%) . BEEOKERSTE 3 61 (1.0%) . fPfEE (%
T v NU—IEERES) 69 Bl (22.1%) . FFARAS - RFRERERETE - IT4C 10 f8 (3.2%) . [H]
EVEIZE R 13 6] (4.2%) . JHZERAE 1 6] (0.3%) . RIAEFFIRMASSE 1 41 (0.3%) . I
FRrEREIRZE 161 (0.3%) | FEELFHRERBUDE 4 61 (1.3%) 23580 Havlz, sk - Bk
AhRRIE - BAEARE JJE, Mk - BEIREAR . IR GE a4 5T) Ob
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D BB ~OMAL, SR P MR IE, e 58D IR K OMLERE R Y > SHHARER
JEITRED G- 1o, ARWERZEERDUIEIE RS (RRAERE 2 at) 2ot
LR R 2™,
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4. HERRIZDOWT

AFN DI & 70 D B OB L O Gk O IWnNE, MU iThhsd Z Lk b
5o Flo, RBIOFGAIZ X0 EEZRRWEH 258 LI-BICHIST 5 2 LRt/ &
LU R 7 EREE (RMP) (23S REI ORI Z VRS GG E ~D 1 SR 53 &
Bl Tt o T, UFOO~@DT T &M IR B O THAT 5<% Th 5,

D MERIzHOWNT

O-1 TEo (1) ~ (5) OVWTNNICELTHMRTHDH Z &,

(1) BEAFBKENEET 2503 ABFEEIL RS (BB IS A2 HE L AP
B, HUIEHS A SIS . IS A BB 7 &)

(2)  FrEHSRERBT

(3)  HBTENFIRINFDHEE T D A BREEEHRET (03 VPR R EWRbL, A B
BEW IR, 23 AU HEE R 72 &)

(4) SRR E % % U, SRIES L RER R 1, S RIES bR B ik
2 AT RIS L P2 Wk 3 O fitiak FEHEIZAR D i H &1 T > T 2 itk

(5)  PUEMEMS AL T E BN O ik EIAR D | H &2 1T > T 2 fitiak

-2 Jififes DAL SR S ORIVE S BLRF D XIS 53 7o Jnidk & iR 2 FrolER (FRO
WTINIEZ Y T D ERN) 23, UL B OARANC BT DI OEEE L L CRE S L
TnbZ L,

*

[EETGEFFEUE L. 2HEOPIHEZE T LT21212, SEELLEODSANRIRDIERMHE 21T > T
W5 Z &, 9 B2MEL RIT, BNASEMREE T & LTRSS OMHE 21T > T\ b =
&

ERfe RS, 2FEOYIAHEZE T L1412, 4FEL EOBEERBRAZA L TND 2 L,
I BIELL IR, WO AR % B oM g i FORRHE 21T > T\ A Z &,

@ BEADERS MHREEDOAHIC ST

VS T G5 5 MR AR S, SRR & ORI D AR -
PESSESEAON SO TR OERIS T 3 I BIRE, G F FRTAE LIS O
B SISO AN T DI (A > T 2 &
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@BHER ~DXRANTDNT
@-1 fEak A B9 2 i

MR R O EFE 22 BIVEA 28388 L2, 24 FRRIZIRIRHI O T, Yakia X
IR R (23T, REL L 72 BIEANCIE U CABRE B L O CT Z ORIEH ORI 2
AR DORERN Y B I G O, B OICRISATRER R 23> Tnd Z &

-2 EIRUEFE T L DA FFGXISITET 5 B

AR D D P 7 ik e O e 2 7 A IR EE DRIER =4V > 7
EEDICEROA T V== T 2TWEIRE L ERE LA TE DT — LEFRERH
RSN TNDZ &, B, BiIKHIZOW TR ABRE & ZOFRICHDITEm ST
HZ Lk,

@-3 BIEH OZWroxH Iz LT

BIER (MIEPERZE R, infusionreaction, KAZK - BEED T, Ak - BESUHBUAFIE -
FEMMESIE, DR - OIS, BREREREE URMAE BEMEE RS | WowkEE (F
IR RERE S - BB - TER(RMEREIET) | 1 BUBERIN. B O BEREE ., ik
fEE (K72« NU—SEERESE) | I - BEREAR. FAAE - IFEEREREE - TR, Iasis
FE & MR 2 51e) Ob D BE~OMEM, FARMARTERRIE, % MK
WDIE, FEWE PERME, R, 589 Rk, MERERMEY o SHRRERIESS) 123t
UC. Y% sk ST R IR B O B P M 2 A9 5 Rl & i U (BIVEF o 2 Wroxtits
B L TIRER OB EZ TN EMIcH D2 L) | HHISHEYRLEN TE DIRH
NESTNDEZ &,
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5. RENRLIRDEE
(AL R4 % $E]

)

)

TRLOBEFEITBWD TARBIO HME 5O MEN RSN TV 5,
. miﬁ&ﬁ®&w EGFR B&in L& RIaVE, ALK @& B s TFatk, RO ROSI
BiafFato, PD-L1 Btk (PD-L1 RBERN 50%LLE) "OUIBRARRE /it

17 - ﬁ%@#»@@%ﬁ%%
* L ARF|OD 3 R=A U RHEE L UC, PD-L1IHC 22C3 pharmDx [ % =] (BR5E4) 237ER
IhTW3a,

TROBFIZB W TARA & thOPUEIERESEAl & OPFRES5 OF R R ST

Do

o HAERIA (WNKRTTF U NI ATTFL) JOR7 ) 23t LEDHE
5. IBAE&RE (DARTIF oIV AT TF ) ROSA LFE R
NU 7 A EDORFREYS ALFERERE D72\ EGFR 8 in TR SN, ALK e
Bia 1M, LONROSI e &is ko, UIBRAREEZREST - B OIE/ Nl
e R

SV IFARRER  (R2810-ONC-1611338FRD/3— ~2) 128\ T, PD-LIZEHK 1LY
ﬁ%ﬂ/(t?ﬁ&wﬁ’?ﬁﬁﬁiﬁ:éﬁZ)@Iﬁ#mﬂaéﬂfb\%);k (p7~8ZHY) M6 AHl
EMOBUEMEEA] & OB GICEE L ik, PD-LIBHER LGS L TG00
HEHWTT 2 Z ENEE LU, PD-LIFEBLED %A CTh 5 2 & R SN BEIC
BT, RFILSNOIEFEINE S BET 5 Z &,

* o KAIOBWER L LT, X2 #FOptiViewPD-L1 (SP263) (HRFE4) AWEREIN TS, 7

. PD-L1IHC22C3 pharmDx [# =] (fR5E4) (2 L DPD-LIFBIEAHE 2 T, RFID
RO EBRIFNTHZEHTE D,

TRLICEEY T DAFN DB AT O T, AFNOFIERFEL SN TE 63, AFID

S aCD O S N SPAN AN

o fNHEI - IiTRE AR A

o [LFRIERED 72 PD-LI1 [t (PD-L1 FEELERDN 50%A00) DOBEITHHT LR
| D HA -

o QTAFNIDAERMEI R TR OFTEME RS A & O OF %5

[Zethic 9% ]

)

)

TRICEY T HHREICOVWTIEIARA O ERED L SN TWD Z e &5 %217
bipnz by
o AREIORIIHT UIEUE OBEERE O & 5 B

TRIRAT ORI IV T RREICEZ Y 2 AT OV TUE, AAN D GIIHELE S A7 03,
LOTEFREEIRBD RVIEEIZIRY | EEREICAHZHH T 5 2 L2 BETE D,



EMEIREO ST D& 5 BF

i 58 I A A C VL 52 58 60 2 BB K ONE EIE D OB Il 8 SO LM il ¢ 4
DI RIEMEZA D FE O H LD B

H CAERBOA0E XM L < IXFFEMED B AR OB RO & 5
BE

et (i AR 2 St e) Db 5B

ECOG Performance Status 3-4 7

(#1) ECOG @ Performance Status (PS)

Score

=2
JEFR

0

MR TEEITE 2, Ml LR U HEEEIHIRRATX 2,

1

PIARYIZIE LWEBNIHIR S D23, BATARE T, BIEESHE > TOMEREIIITI 2 L3 TE D,
5 : BOFE, FBIEE

THRECH O OH DRI O Z & F TN THREZAMEEITI TE RV, HPDS50%L BiF~y AT IT,

[RONTZHSOHOEY DZ L LTERY, BHD50%LL EE2 Xy R+,

Al

BT RV, BOOHFDEY OZ LFE TERY, BRIy R+ TiaId,
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6. BEIZBLTHEEITREEHE

O  WSASCEFIOIN X, MR TEES DRI 2 BRI LD & ARAF O Fe: K OVl 1E
D7D AE o ICEE L C BT 5 2 &,

@ RIRBIRICIEN B BB U E OFECAEINE R Qa2 o L, WS 215
ThoEGETHZ L,

@ EREWEHO~%T A MZOWT
o ARAEEIZLY ., BEOREEIGITERT 5D & B X B DR A IR EBSHEN

HHONDZ LD, FFITRD ONTGAITIE, 3 L F8U 0 U572
I & R A Fe R AR &l U Cili ) 22 SRR M 21T I E O ROGIT &
DEWEHD RO DGEITIE, AFIOMESTH I, R ORIB B AR VE H DR
HAERTH L, 70E, BB EUEALE L OREIT 10 BIVEF OUGE) SR HAL e
BAITIE. RIBRE RE L LS D S i OB G e+ 5 2 &,

o MEMEMEENDLDOND Z ENHDHDOT, AFOBHIZH > Tlix, WIHIE
W (E80d, PR IR, 0kEE) O feRS & O X B s o FEhiss, Blggsz +
AT H T &, Fio, MRS U TR CT, Mg~ — I —50mmA % Fhid
HZ &,

o JFAA. IFHSRERSTE ., IFRAH DD Z ERH DD T, ARFIOE:HBIbART RO
e G E A FHERERR AL (AST. ALT, y-GTP, ALP, B U L & ZEDHIE)
R DL,

o HURMRBEREREE . TERAMEEREELRCHIBEEREEN GO DbNDL Z EBH DD
T, AFIO 5 BIbART R O G-3RI E IR N D WS RERRAS (TSH., bz
T3, WEHET4, ACTH, M= LvF Y —VEONE) #Efid 5 &,

o I RUERIER B S, BERFES b TV RV RCELZERHDHOT, O
. O, EMFEORER OB MBEED EAIC 2R T2 2 &, 1 AR
WD ERDIIZIGA TG 2RI L, A R Y CRF O 55 OmE Y] 7o /g %
THZ kL,

o SMEEREE. IRMETFEMEBREOBREN S B Z L2 5D T, AAIOEE-H
BRAT R O G- TP A S B RE R 2 S5 Z &,

*  infusion reaction 23&% HiLH Z LB D, infusion reaction D HILTZHGEIT

X, AR OREGFIEEOHE G 2 AE 21T 5 & & bIiT, ERAHIET 5 TRE

OIRREE BT 2 L,

Pe 5T 14, BRI SHO AGE L CDEWERZIT 2 Z L R3d D720, AK|D

B G THRICHREWER ORBUZ A SHTEET D 2 &,

@ AAIOEERRBRIZI T, R2810-ONC-16247805 TIZ9MM =& . R2810-ONC-16113
RER DX — P2 TR GBAAD BS54 £ CIROEM & & R LIBIX128 Z L 12 H %
PEDFHME AT oA T2 Z & BB, AAIF G ITEB R EigR A TR DO ifE &
1TH52 &,
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1. IZT®IT

SRS O « ZVEORERO T DIV, B SEESR AW IE 22 3Rk Hiv s,
S DI, IEFEORFHEAT OB LV | FURESI e & OS2 i EFR PSR A VGRS
LT, T OEM A B BB RIS 5 2 L WO & 72 o Tl Y | AT EGE
i LU DFAR #2016 CFRK284-6 A 2 H BRIREIE) 12\ T, FHmIEIRLEOMHEH O
b2 X D Z L & STV D,

BORVERRF SRS T, B ERSCZ ST v 7 7 A VHBEHEOESR S, S SRR D =
EDNDD, ZDTD, AIMEROZENEIEET HIER ST 5 TOM, SiERLD
BEZERLS 215 Z AW S A BB LTI D & & bic, BIFERASSEEL L 7ZBRIC
VB e ktina & D 2 R AlRee — B OB A - RSB CHER T 5 Z E NEET
b5,

L7eio T, RTA T4 Tl BIFBER ZALE TITAG AL TV D BRI - By
AR C IS X | PUTF ORI O Foi 72 2 it T~ 2 8L500 DB e i & 2 7 RO
HIEA R,

¥, ARAA RTA AL, MVATEIE N ESR I e G, A etEIE N B ASERANE
Brra, — RN AAEERINEHE S K OASHHIEN B AN AR Of /10 b & 1B
L7,

MRERDERN I 7V ~7 (Bl FH#z)

KR EBDMETIHR © 23 AALERIER (TR L 7 AT SUT IR O 1 B S

HELRHMEROME @&, A, EI 7Y ~7 (@i Ffz) L LT, 1\ 350
mg % 3 EHIEE T 30 202 TR iEd %,

USRS S DI S IS Ca P S = n




2. AF|ORK. 1EFERF

IV ~7 (EfaF#z) (BLF, TRM) X, & b programmed cell death-1 (LA
T, PD-1)) IZxt9 5% a7 G4 (IgG4) 7277 ADe NllE )/ 7 m—F )L
ik Th s,

PD-1 (%, CD28 7 7 X U — (T MR DOIEMEAL Z BRI~ 2 20 1-8F) IR T 5%
FIETHY , IEHEEL7ZY 8Bk (THIME, BMELNTF 27 0% 7 —T /M) i
BT D, EERNIZIBWT, PD-1 1%, HUsE 8B4 % PD-1 Y 7> K (PD-L1
K OYPD-L2) L&A L., SBINEEAIZHIT 5 EE X 5405 (Immunol Rev 2010;
236: 219-42), F£7-. PD-L1 L U'PD-L2 (%, Flix OIEEMHMICEE L T D 2 L RNHiE
N TWAZ & (NatRevImmunol 2008; 8:467-77) Z£/ 5, PD-1/PD-1 U 4> RERE I,
NEE G S FUR R A 72 T MR & OBBRE Z Bk 587 D—>& L TEZHNT
W2,

AFNL. PD-1 O EIRICHES L, PD-1 & PD-1 U A REDOREAZILET S Z
LIZX 0 BAPURKERAZ T M OIETEL K OREE AL 2 53 5 Ml ETEE % T
EL, EEOMEEZ T2 LB 6TV,

AFN ORI IS BEEOSRIERIRIT X B RIER 288 & b, BT
2 ATHEMERS B B0 AFID B G R OB 544512 1E, BE OBIER % 51070, AR
D BTG EITIE, FBL LT FRITIS U7z S5 IR 72 ek & fk Bk A R DAl & i L
GIRBERI I 21T\ BT DRPEROGIC K 2 BIER NS DN 2 5E11E, BIERE R
T A OB GEOME LG ZAT O LERD D,



3. BRERBR
DS AV R EL I B U 7= 1T U386 O = SEIRE O 7GR 3l 217 - 72 3= Ze g PR ik
BRORMIEE T,

(f5hE]

[EIBE 3L R 2R M AHEAER  (R2810-ONC-1676 #ER)

{EEFIRIEEE O & DT UX TR O 1 2 S BT 2608 5l (H A NBE 56 il 2 &Tr) %%t
Bz, AKN350 mg 3 EMIRIMEE S [AAIRE 304 6] OFIMER O %2 JR5RE Y ERT
IR UL PRIES (XA ML RPN oK), /T 0 E0RIE. AU )70
VIREBRAKFY), A A2 U, B LAY CIEAREE) [{bFRERE 304 Fi] &b
BT 52 EaHE L EEAIEE MEEGER ) Ein <7z,

WA OGS, EEEHIIE H CTh 5 AR (LLF. T0S)) (Hdefi [95% (5 FE X [H]])

(395 DA < b)) 1 E, AFIEET 12,0 [10.3, 13.5] B A, ALHRERETS8.S [7.5,96] 7
HToHY | REBEICHRERIC LRGEHPICABRIER 2R L (N — R [95%(15
FEIXR] ¢ 0.685 [0.560,0.838]. p=0.00011 (K1) [ghlw 77 o 7 iE, AEKE (R

0.025]. 22141 A4 RT—% 0y M A7),

RNV AT (BEFHBLZ) X DEEBROFEIC» DL LT, EITXIIERO TS
SRzt LT A RPUEMEREA 2 ST 1 DL EO L FEIEREO B 5 BEDHLANL D
iz,

*2 0 @ B R OWE (R LRE A S de) BEDMAAN DI,

#3.82 MUXE R F MY Ak, FAVEEUERE, B LAY CINABEIT. A
HIZBWTHFESREOEE - DR TITAERB I TR,



T EITUSTE

b e e e e e u

(L]

Lo S T i
T

, T S 100

| ([ RE2) 3ERHE
0.0 I | T | I T T | ! I I I | I I T I 1
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36
AL (R)

at risk £
ISR 30428123620616713911083 65 52 35 26 1310 9 4 2 2 0
{baEdé e 30426422418313299 70 54 32 221512 9 5 3 2 1 0 0

B 1 OS ® Kaplan-Meier Hi## (R2810-ONC-1676 35)



(Ze4xtt]

FEIBE LR S M AHGAER  (R2810-ONC-1676 #5R)
B EFGIIAAIRE 265/300 51 (88.3%) . (LFWRIERE 265/290 ] (91.4%) (3RO LA, A
BRI & DR RBIR DR E CTE RWEEFRRIT, ZHE4 170/300 F (56.7%) J ) 236/290 5]
(81.4%) ITRD BNz, WTNDORETHEEIGD 5% EORWERIZITRO LB TH

272,

£1 VT OBTREEFEN 5%UEOBERA (R2810-ONC-1676 3REB)  (RMARNTXISEMH)
Bl (%)
B BIRDHE (SOC: System Organ Class) -
FEAFE (PT: Preferred Term) A LR
(MedDRA ver.23.1) 30071 29071
4Grade Grade3/4 Grade5  4Grade Grade3/4  Grade 5
4 EIVE 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7)  2(0.7)
Bk E
L 28 (9.3) 0 0 87(30.0)  3(1.0) 0
T 20 (6.7) 1(0.3) 0 27 (9.3) 3(1.0) 0
Mg i 17 (5.7) 0 0 53(183)  4(1.4) 0
M N% 8(2.7) 1(0.3) 0 22 (7.6) 3(1.0) 0
EE7 5(1.7) 0 0 23 (7.9) 0 0
—i% - RHEER L ORGEORE
P57 32(10.7)  2(0.7) 0 39(13.4)  3(1.0) 0
T 22(7.3) 2(0.7) 0 33(11.4)  2(0.7) 0
BN 8(2.7) 1(0.3) 0 29 (10.0) 0 0
BeJE 3 J O TRk R
Z D FEIE 15 (5.0) 0 0 9(3.1) 0 0
395 15 (5.0) 3(1.0) 0 14 (4.8) 0 0
IR PSRNV INIAEA &
=il 22(73) 11(3.9) 0 106 (36.6) 62 (21.4) 0
A BRI E 6 (2.0) 3(1.0) 0 43 (148)  25(8.6) 0
M/ N A iE 1(0.3) 0 0 16 (5.5) 9(3.1) 0
ERRR A
TI=vT I NTUAT =T —EHN 8(2.7) 2(0.7) 0 15(5.2) 1(0.3) 0
A R ER SR 0 0 0 26(9.0)  12(41) 0
R L OsEkEE
RARIEGE 22(7.3) 0 0 28 (9.7) 1(0.3) 0

i

i R d6 & U B Lk



FilEx (%)

EBIK/IE (SOC: System Organ Class)

FEAZE (PT: Preferred Term) AFHIRE LRI
300451 29015
(MedDRA ver.23.1)
4Grade Grade3/4  Grade 5 4Grade Grade3/4  Grade 5
RE 17 (5.7) 0 0 3(1.0) 0 0
oy B
FUIR AR BB T E 18 (6.0) 1(0.3) 0 0 0 0

B, ARFIEEZIW T, infusion reaction 20 il (6.7%) . KK 3% (1.0%) . EEOT

F 1B (03%) . DABZE - DESR 2 61 (0.7%)

EPREERRE  RANETRIE LR 5) 4 B

(1.3%) | Wb (HURIRBRRERE S - R PRRERTE - T IR(RBREERRE) 24 B (8.0%) |

HEORERE 5 6 (1.7%) . MEE (X7

- N U—IEERES) 24 61 (8.0%)

- R

42 - IPREREMR T - T4 25 1 (8.3%) . FHVEMEMTIRE 561 (1.7%) . FEBMELF BRI E 2
1 (0.7%) 2388 BAVTC, Widk - BARUTRUARIE « BAERL BEJE, 1 RUBEIR . ik - Bl |

eI (& MR 4 S de) | FRlRiiR e, Sefethl M e, I, &
O MER K M ERE A Y o SHHRRERIE (35860 DR 7z, ARREIWERFEBUIR DX B
% (BARAEMRTE 25T) za Bt Rz 7,



4. HEFIZOWT
ARFNDN I & 72 5 B ORI O Gfkise o HIBr L, luliciThon s Z EnRd bR D,
o, RFAOEHIC L BEEREWEMAZRBLLEBRICHGET 2 2 L B30 E Rz, EIK
U A7 EHEHE (RMP) (CHS & ARHIOEIR L MR GTEB ~O W 16123 & %
izt T > T, U FOO~@DT X TA-THRICBWTHEHT & Th b,

@ MERIZTOVT

@O-1 Tieo (1) ~ (5) OWVWTNNTEE T IR THDHZ L,

() [RGB RE DG ET 5 2 A ORI RRS  (ERE TR 0Y A s BE L A Bt |
Hidsk 73 AU RS HEBL SR . HIIEOS ARSI IRBE 72 &)

(2) FEEHRERPL

(3) FEMF A FERIEE T 2 DS AT (3 AR BRI, A3 ARt
FIEBE. DS A HEHEHEE T 72 &)

(4) ARAC PRI A FRE U, SORIESH L ARIERIE 1, AORIESH L RIEZ R 2 T
A SRS LSRR 3 O litiak FHEIAR D | 21T > TV D ik

(5) HUHENEREZE A7 & BN O s U AR DR H &2 1T > T D itk

-2 5 S DAL IR S O RIVE I FE TR O S ST 43 70 ik & iR & Ry o =Rl (F & D
WFNNTEE Y T D ER) 23, SiZ2REBIOAFNCET DI OBEEE L L ThiE ST
Wbk,

*

o [ERRRFFESHE 2 FFOUMIFHE 21& T L721212 5 420 E O 23 ATEFR O EFRAHE
EiToTWAb Ik, 96, 24EL RiE, DNAEIREEY T L URBERESESO
WHEA{T > CWnWAZ &

o [EMGFFIUSE 2 FOYIIHEAAE T L7212 4 FLL EORRRERR A G LT
28, 96, SELLERE, I AFHEE; D 23 A SRR A 5 T 08 AR DGR
WHEZ T > TWBZ &,

© BN DERLFREEOKHICONT
E%‘E%‘fﬁ%&&ﬁ IUEET DRMEEDRLE S, JERERE O OFRER ., AL - 24
SERCAA T OB B ONER S () D R AL, AEFERSRAE LB G OMEE
a’%\ FERHLNATON D RHIATE > TnD 2 &,

@BIER~DX IR DN T
@-1 faa R B9 % ik
VR VAT 8 5 D B e RIME I 28 38 45 LT BRIS . 24 BRRRTRSIRIRHI O T A% S 3ad




SRR 2BV T, 2B L7ZBERITIG U CABEE L O CT E O RIEH ORI B 7o i
BTOFEEAY A IH S, EHBISHISARER AR N & > T d Z Ly,

@2 EFEEFEHICLDAEFSENGICBE T 5 E

S AIRI G102 P 7 A M O Re 2 T D B IERE D EERE =4 U v V& &
DIZEROR 7 ) —=0 7 24TV EIRIE LR EZ LA TE 5 F — L EBRAH A H S 1T
W5 Z &, ek, BEHEFNZOWT, BARE EZOFEICHSIZEmMI N TWD Z L,

@-3  EHEH OB/ GBI LT

BIEA (MBI Z . infusionreaction, KAFZS, EEED FHI, A7 « MU RLAE
fiE - ESEMEAE, LA - DR, BRkREREE RMEREMEE X% . AaowkEE (7
R RERE S - IR S - N IR(RBRRERETE) . | BUBEIRPT . HEEE OO BORETE . Mtk
(F T« NU—JEBERS) . IR - IR, RS - IR E - PR, s (&
MM 2 5 de) Db HBE~OMN, FlRMARZERSE, P RRAE, FEL
PELFHRERBUE, Ede. S DR, MEREENEY o/ SHAERIES) (23 LT, Yakhiak X
LT BRE R O M 2 A5 3 2 EA & EE U (RIEH OZBoxH 2B U TR K OV
BEZTONIFRMCHDZ L), EHICHTIZRLED TE DERHNES>THD Z &,



5. BREXNRLRHBE
(BB 3 % 5]
INTW5,

@ TRITEY T HARANOEE L OME A HFIEICHOWTIE, KROANERFELENTE S
T AR OGRS L IS0,
o TRABNIEE
o AL L DIRIEED 72 W B
o foPUEMRELA & DN RS

[Z2 BRI P 2 5]

O TRICEATIEEFECOVTEIARAOKRG PR SN TS Z &b, 52T
RN &,
o KFNDORAKE UIBHEUE OREERED & 5

@ WBBRETOFHMIZ ISV CFRRICEE S T 2 BF IOV TEL AR OFGITHER Sh 20,

L OVEFERIULL DN 22 WNIGEITIR Y | HEICAAZENT 52 L 2BETE 5,

o [HEMERMEEOGH SUIBIED & 5 BE

o M G CRER 2380 2 BE K OTEBIM: O HUR R il 2 o e M il 28 %
FZRIEPEZEA LD I DAV D FBF

o ACAERERBOGDE TS L IEHFREMEO B OB RB OO H 5
B

o BRI GEmElaBRERE L Sly) Ob D BRE

«  ECOG Performance Status 3-4 " D #E

]

(1#1) ECOG O Performance Status (PS)

Score | EF%

0 | &<HERIEBITE 2, BATLFE U HEAEESHIRRATA D,

) RRBIIZI LU NEENIHIBR S 1L D23, BTAMRE T, BAEESM - TOMERIIITH 2 LN TE S,
Bl - B, B

BATARE CH D E DRI O Z LT T X TRRETEAMEEIT TE R0, HHO 50% Eix~<y ATl I 7,

[RBHNTZESOHEDEY DZ &L LTERY, BHD 50%LL EE Xy Rk CilmZ 9,

BN

BT RV, BSOHOEY O LiFEL TEXARY, BRIy RRF Tl I 1,
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6. REWELTEETREEH

O IRACESEC A, BEIRTEER SRR 5 BT 3D & ARHI O S K OV 1E 4
DI- DI BEIMER A O CHE L TSR 5 2 &,

TBIRBIAIC eI D B U Z OFRICH IR bt a2 o L, FEZ5T
NoEETHZ L,

FERBEWER O~ 3 Y AL MO T

@

®

@

AR OEEIZLY | WEOGREINCER T 5 &5 2 LSk~ IR EN
HobhdZERH D, B LN IEEITIE, BB LI FGIG U 5
TRHN & R A FEOBE AN &M U CHE U Ao R R 2 AT R DS UGS IT K
RITER 3o 25561213, AR ORI T IE | R ORIE RE A VE RO
LRt 5L, B, BIBREFRLVEORGIZEBIEROUERRD
MRV BT, R BE AR VE DSOS iiflF OB BES 2 2 &,
MEMERREN S b d Z RN DD T, AAIOEGIZHT--> Tk, WIHER
(B0, PEWRIREE, WHKSE) OMERI& UM X fiid O FEhi%, Bl 712
11952k, Fiz, BEIISUTHE CT, MiF~—V—F0OR&ELFMT 52 L.
R4, FEEREREE, PR H O b D Z &£ 083D 5D T, AEIO BG5BT M O
MM @I i RER A (AST, ALT, y-GTP, Al-P, B U /L E VD HIE)
EEMTDH &,
ROR IR RERE R . T ERARRERE R CRIBEREFEENH LN Z ENH LD T,
A O ¥ 5 BRAGRT OB G-I @ I Ny R R ds (TSH, if#dfE T3, ifF
Bt T4, ACTH. Itf=i/LF Y — VS0 HlE) 252 L,
1 BUBERIBR N B Db, BERMES R TV R—=Y RACEDL Z ER”HHOT, OB,
Bl MRS OFER DR B MBEE D LA 0EE T2 2 &0 1 BRI A 5
NS EIIEIE G EhIE L, A R CRAIORGEOBEY) R E 21T O Z L,
SVEEREE, IRMEREEBREOBEEEN S LDOND I N LD T, KEIOFE
H-BRBART K O G-I X E 0 B RE R A & S5 = &
infusion reaction 23 % & 315 Z & 3% 5., infusion reaction 237D HILTZG AT,
AFNOPe G- IE 5 ORY) /e L 21T 5 & & bz, JERMEIET S £ TREDIREE
BB T DL,
Pe G T %, BOAM M OB ARGE L COORIERN RS L Z 83D 5120, &
A OERERETHIZHBERHORBUZ2ICEET 52 L,

AFNOERARBRICIEB VT, R2810-ONC-1676 FRER TITI5-BME1 D 24 HE £ Tid 6
MZL, ZRLBT 12 88 Z S 20 21T > TV Z 25 E10, ARG
I EICEGERE TR OEEREITY Z &,
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