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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
ENDHHT, NS DEENZ B\ ER R ICRMT 25 2 LR OIE L 2o TR Y, &
FEVBGEE & OHA S $12016  CFEk284E6 H2 H BRRIRE) (2B T, FiiERNED
OB HEEZ XD = & & S Tnd,

R ERR PSRRI, SRRSO T 1 7 7 A VA EDIESRL LA SN2 5 =
eﬁ%éo:®t@ BIMER OB D IEERA & T 5 £ TOM, MiZEHKLD

HERSZIT 5 2 EPHIF SN D BE IS L TEAT 2 & & bia, BIWERZIEH LZBRIC
b%ﬁﬁm%kégkﬂﬁbﬁ m@%@%%tﬁcﬁw%fﬁmﬁézkﬁigv
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, — AN AARERRNEES, FFEFEEFNEENEN B ANE 2 M Ot EA
H AR = DI DS EVERL LT,

KGR DERMS v 7Y~ (GBI Z)

MG L RDHAEIHE - UIBRAREZ2HEAT - B3 D IE/ NI fifide

MEERAREROHE: @, RAIZIZ. B 7Y ~7 (&l z) & L., 15 350mg
Z 3 MMM T 30 43T TRIEEHET 2,

LUSTN T AR I = I RIS AN i 5= Wt o




2. AANOKK. 1ERBERF

IV ~T (EEEHEZ) (BUF. TARAD ) 1%, & b programmed cell death-1
(LIF. TPD-1) ) IZxd26%E 7 a7 G4 (IgG4) 77 A0k Mt /n
— AR TH D,

PD-11%, CD28 7 7 X U — (T MR DIEMEAL 2 fli B K3~ 2 50 F8F) ICE 3 5%
KETHY , EHEELZY 88k (THfE, BAREANTF 2T 0% 7 —T i) %I
HHA D, AERNIZBWT, PD-1 1%, HURIERAIRIZIHEELT 2 PD-1 U K (PD-L1
KNPD-L2) &fEE L., EISEZAICHIET S EHE 2 50T 5 (Immunol Rev 2010;
236:219-42) , ¥7z, PD-L1 Jx IONPD-L2 I, fEi 4 OEFHAMKICHEIL L TW5D Z & @i
EHTW5 Z & (NatRev Immunol 2008; 8: 467-77) %75, PD-1/PD-1 U # > F#E&IL.
NS AR S PUR AR S 72 T IR O OB E L EHET 28FD—> L L TEX LT
W5,

AFNE. PD-1 OfIfasERICHEA L. PD-1 & PD-1 U A REDREAEETS Z
Tk BATURRRNZ: T AR OTEMEAL K ORI 59 2 ffa s EiEE 2 T
L, EEOHEMAIHT 2 EZE2 6TV,

AN O VEFAHSFFIC 35 < MBI DS FURIC L HRIERZR & & b, B IETIC
EDAEMNDN D5, AR OFEGH R OERGRICIE, BEOBREZ T2IATV, BEDR
D BT E T, FEBL L T2 BTG U7 S M 22 Jak & i8R 2 R R AN & s L Ol
Y78 R Wr 21T\ B O IE R K DERIWER NS 25612013, BB RE RV
IO 5O R AUE 4T D LB B B,



3. BREREE
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

[FH7hE]
O EWNE 3B (R2810-ONC-1622 D/ S— 2, 2/ —kF A KA C)
(1) ALFEERED 720y PD-L1 BEPE™ OUIBRARBE /2T - T8 O FE/ N R fififes B3
(admR—HFA:60 61 KO (i) {BLFIRIERED 72 W UIBRARREZ2 ST « T3 O FE/ NI it
EEE (ah—hC: 506 2&xtgic, e (1) AH| 350 mg % 3 HEMET
BRI G- KON (1) A% 350 mg % 3 8 IHIE CEARNR G- L L58ES L o o
e, YR 2T A 2 A HE L2 FEEMmIERT IREER N S80hE S vz,
BIREHMIE H O—-> & &#7- RECIST ver.l.1 (2SS HEZ ESHEIC L HZE
h (GERZN ITEDZER) 11X, adm—h AR C TENLZEN 60.0 [90%(FHE X M :
48.6,71.4] %™ &N 42.0 [90%[E#E X [H] : 30.5,535] % TH-7=", 2B, 2/ x—FC T
X, FHENCRE I NT-EZROMEIL 28%THY ., ak— K A T, FHFHNIEDRD
BUEILRE SN2 o T,
*1 : JEEHIIA D 50%LL FIC PD-L1 3 FEHL L TWA Z & DR SN BEDHAAN ST~
*2 . BRBSEIR A2 R (LLF, TEGFR) ) EinFAR, Kok v 3f@x ) —+¥ (BLF, TALK] )
A B s+ X% c-rosoncogene 1 (LAF, [ROS1) ) @& B M0 BE TR L Sz,
*3 RN ERNC I D . LFOWT s Ew R S i,
o ALHE WNARTFFUUITATSTFL) 37U 23 % 3BT 4 Bk
N5
o ALHIHl WARTFFLUNIVATTFL) XA MLFERF Y U LE 3 BEERE
TARFRIRNES- L2, XX MLt RPN o A% 3R CEIRN S
*4 : HURAT TG PD-L1 RS 50%LL L TH D 2 L BRI N2 o 72 10 il &2 FR< 50 B3 A ik
fENTRI SR & S iz,

*5: aR—FAIF2028FEIAS AT —F Iy AT, aR—FCIT2023410 A 18 HF—F T v
A7

@ SRR (R2810-ONC-1624 FR5R)

{EZFRIERE D 720 PD-LL BtE™ OYIBRARE/RHETT « FE3E O I/ N R ity 382710 {31l
ZXPBIZ, AKI350mg % 3 M ME CEARNE G CRFIRE : 356 f5) L bFRIE™S (b
ERIERE 354 ) OFMER eV E TS 2 LA AN E L BEALIEERLE
R ER 2N FE i S ATz,

FEFHMHEE O—>2 & SN2 HE (BLF, T0S) ) @ 2 [81 B o R s 5%

T, RILAOCK1DOEBY THhoTz,
*1 : JEEMIE O 50%LL EIZ PD-L1 235 BL LTV 5 2 & B3R S N BB DA AN B LTz,
*2 : EGFR #fn T A #, ALK BlA#E T 1T ROSL @l &8 Tt 0 BB 136841 & ST,
*3RBRESEMIZLY . LToOWTisnBREnk,
o BASHAl (WARTTFUrXIITATTF ) X7 ) ZXE0% 3 MR T 4~6 Bl
IR 5-
o HEEHH DARTITFLFLATTF ) LA MLdE R b U ok 3 EHME
T 4~6 ARG L7214, A b L K U 7 A% 3 BRI CHIRN IS
e 3HEMELIVAZLELT, ASRA DNARTITFUNIVATTFV) #H1HB, 7
AT FEUEREEZE 1R O8 A BIZ 4~6 [EIFFIRNE 5



#1 AZMERSEE (R2810-ONC-1624 3B, 20204E3 A L AT —Z v A7)

AFIEE (LSRR IERE
(356 %)) (354 #i))
0S
A2 M (%) 108 (30.3) 141 (39.8)
Hoffi (I A) e
[95%{= 4 ] 22.1 [17.7, #EEAEE 14.3 [11.7,19.2]
A= Rt
[059% (= B 0.676 [0.525, 0.870]
p fE" 0.0022"3

*1:J@RI Cox Ll Y — RET VI K DALFHRIERE & Ol
*:f@ila 77 e, BEAKME (W{|l) 0.00255
*3 0 HATHRE STV OS ZE DT FEHE 14 1T S 7= s i o 55 < TG

104

09

084

e

Probability of Overall Survival

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
{LFFEERE 354 303 254 205 172 126 193 73 52 41 27 12 7 4 3 0 0

X1 OS®2I[aR O EEETEO Kaplan-Meier phfg
(R2810-ONC-1624 3R, ITT £H., 20203 L ETF—F Vv b4 7)



® VESMEIFEEER (R2810-ONC-16113 #ER D/ <— | 2)

(LRI D 72 IR R RE 7R AT« FEI8 O FE/ NN it s ER 51466 151 2 e 41 . ARH
350 mg % 3 FFFMIR CHARNE G- & b2k o0 (LUF, TARAI/ bk ) (312
Bl) &7 TR LALFRIEZ L O (LT, 7R /Absis) ) (154 61) ofF
BPE R O B2 el 5 2 L 2 B & LT EEA L — ESREERBR FEhi S h iz,

FEFHMMSEH & Sz OS @ 2 BB OFRENTOFERITER 2 KO 2 DLV Th
0 7 TR R /AMCERRIERE & e U CRB AL ERERE TR FENICHE BERIER 2R LTz,

*1 : EGFR Bfn+ZA R, ALK @A E{n+ X1 ROSL @& B a0 B 1T x84t & sz,

*2 RIS ERICE YD . LTFOWT RN @Rs iz,
o ALK HNARTSF U UL ATSTFL) 37U 230 % 3BT 4 Bk

ES I
o ALK WNARTFSFUUITATSTFL) ¢ NI RF N vah 3 BERE
TABEFIRABEL L7215, <A M3t R Y A% 3 EERE TR E S

#£2 AR (R2810-ONC-16113 RERD/S— k2, 202146 A 14 HF —F v F A7)

A /A R 7T v R MR
(312 f31) (154 1)

0S
AR N (%) 132 (42.3) 82 (53.2)
e (7 A) e
(059 (= 4 1] 21.9 [15.5, #EEARHE 13.0 [11.9, 16.1]

AN R

(9596 (=451 1] 0.706 [0.534,0.933]

p fE™ 0.0140

*1:J@R Cox tbfl Ny — REFT I LD T TR /AL RRIERE L Ok
*:@le 77 o mE, AEAKME (WA 0.01631

1.0 A

0.9

AT R
/

0.8

074
0.6 /
05 7T B AR
044

0.3 —me—l-m——-o»—o
024

0.1

Probability of Overall Survival

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
E2 OS®2[ERDHHEENRD Kaplan-Meier Eifg
(R2810-ONC-16113 3B, ITT4EM, 2021 F6 A 4 BT —F v bA7)

<
(=]



(PD-L1 ZEBUIRILIN DA 2 Je V22 41)

WS AEFRER (R2810-ONC-16113 FRER D /X— |k 2) [ZHA AN ONT-BED 5 B,
PD-L1 BHEL NI AIRETH o T2 BEDT — X |ZHS %, PD-L1 FEHRBNEERAIC
RN AT > T- A IWER O L EMEDFERIZILL T DO L B Tho T,

BN T, PD-L1 FEHRN 1% AR5 DBEAIT, OS DLERLNH/N SV ME 2358
Do (FIKROKI) , 728, PD-LLEBHRII D LT, REOEZEET w7 7
A WERERCTH o T2,

*: JEEMIARIC I 5 PD-L1 2 %651 L 7 BB ML &5 3 5 514

# 3 PD-L1ZEBIRIAIO OS @ 2 [B] B O H S fRATHRE B
(R2810-ONC-16113 BRERMD/X— b 2, 20216 H 14 BF—F v b A7)

— ANP— R .
PD-L1 75 BEHE gy TR COSRITTCHY] ol o
(FA) ] D p ™2
- AN /AR IR RE 95 12.8 [9.6,16.5] 1.006
7T 2R /MR IR 44 14.2 [9.1,18.0] [0.633, 1.600]
1%LL E AR /AR s 114 21.9 [15.9, #EERHE] 0.518 0.0950
50% A i 7T 2R /MR IR 61 12.1 [8.3, #HEEAHE [0.323, 0.830] :
50%51 |- AN /AR IR RE 103 17.9 [15.3, HEEREE 0.613
7' R /AR 49 13.8 [9.3, #EE e [0.367, 1.024]

*1 1 JEERI Cox Ll — RETIIC L B 7T Bl /MLSERIERE & O il
*2 W HREIINZ T, PD-L1 ZELRI KL O 51E & PD-L1 BB & O AAEH 2288 & L= FEER] Cox
BN — KTV



1.0
Oq:
0.8:
0.74
0.64
05
04:
03]

0.2

0.14

Probability of Overall Survival

0.0+

T
0 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
77w AesEERE 44 41 39 35 30 27 26 19 11 5 1 1 0 0 0 O 0 0 O
109 4,
oo Cw
e 2 b 3 1
05 - AH AR
07 Ty
0.6 "‘mﬁ_‘m
05 [
- - R
0.4 ) e
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 EZLRHAID OS @ 2 [8] H O F EfEHTEF O Kaplan-Meier HifR
(R2810-ONC-16113 3ERD/X—F 2, 20216 A 14 BT —F v b A7)
(BB : 1%k, BB : 1%L 50% 5. T : 50%LL F)




[Ze21E]
O EWNE RS (R2810-ONC-16228k D/ S— 2, @17x— FAKTUC)
adR— h AICBWT, AFEFS1EL59/60 5 (98.3%) (258D Hiv, TRERAIK & DKL
RNTRE T X RV EFLIT 5560 5] (91.7%) 12388 Hiviz, FEHEIE D 5%LL LR
ERIZTTEDOEBY ThoT,
#4 FHRAEH 5% EDOBHER (R2810-ONC-1622 RERD/A— 1 2, aF—F A)

(Z 2T xS ER)
B (%)
60 11
oo SN
%i?ﬁ:kﬂ A 4> Grades Grades 3/4 Grade 5
2EIEH 55 (91.7) 18 (30.0) 0
FJEE KO TRk R 32 (53.3) 2 (3.3 0
% 9 FEIE 14 (23.3) 0 0
W5 10 (16.7) 0 0
B R Rz A 6 (10.0) 1 (17) 0
SIERRE G %% 5 (8.3) 0 0
NGRS N 5 (8.3) 2 (3.3) 0
% 3 (5.0 0 0
g PER L OYLE A OHE 19 (31.7) 1 Q7 0
EANITPE D BUR 19 (31.7) 1 (17) 0
B Ik 15 (25.0) 2 (33 0
T 6 (10.0) 1 (7 0
B 6 (10.0) 0 0
FNZ 5 (8.3) 0 0
Mg, MElds X OMiths i 15 (25.0) 3 (5.0 0
Fitifigioe 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
— % - EHEER X OGOk EE 13 (21.7) 1 (17 0
TR 7 (11.7) 0 0
KIYPEIE 3 (5.0) 0 0
B IR AR A 10 (16.7) 1 1.7) 0
TI=UT ) NI UAT =T —BHEEN 4 (6.7) 0 0
TARTX VBT I T A7 =T —8H 3 (5.0) 0 0
7l UARAT 72— 3 (5.0 0 0
REHER L OERE 8 (13.3) 4 (6.7) 0
BAGHOR 5 (8.3) 1 (7 0
PSR R E 6 (10.0) 0 0
PR A4 4 (6.7) 0 0
BRI X OV ALk E 5 (8.3) 0 0
RE A 3 (5.0) 0 0
Bk L ORI R 5 (8.3) 2 (33) 0
AR 3 (5.0 2 (3.3) 0

7233, infusion reaction 20 5] (33.3%) . KA%% 2 f5il (3.3%) . EEED I 1 61 (1.7%) |
RHEREREE (RN IIEMER22%) 46 (6.7%) . WowEE (RURAEREE -« 5IFE
FEREFEE - T H(AMEAEREE) 1341 (21.7%) . 1BUHEIRY%E 2 1 (3.3%) . FEJFE DRk
#2451 (3.3%) | MMdE - BERESE L B (L.7%) . FFA4A - ITRERRSE - IFZ¢ 4 61 (6.7%)



BIREPEIRSE IR 12 1 (20.00) . 52 5 1% 1] (1796) 733800 Biviz, MehEds (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

a7R— hCIZHBWT, AEHZRIIEH] (100%) (580 b, 1HREE L ORREHREE T
ERWEEFZIIRH] (100%) (2RO b/, BHEIG 5%, EORIERIEITERD L
D ThHol,

K5 FEHBIEGN 5% EORIVER (R2810-ONC-1622 3BRD/S— bk 2, 2d— k C)

(Z &M< R ER)
B (%)
50 1
lelred LNH
A E%ij;ﬂ A 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
5 7 (14.0) 0 0
SR NS Y IN A 6 (12.0) 0 0
T2 5 (10.0) 0 0
& O FEIE 5 (10.0) 1 (2.0 0
L JEALBE 4 (8.0) 2 (4.0) 0
HGEE 26 (52.0) 4 (8.0) 0
15K 15 (30.0) 0 0
BN 13 (26.0) 1 (2.0) 0
TR 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
MR b 9 (18.0) 2 (4.0 0
F fi Bk E ek 6 (12.0) 3 (6.0) 0
5= N AN 5 — 4
;7’“/7\/ hT7rA7=T7—EH 4 (80) 2 (4.0) 0
TARTGEURTI ) NTFT VAT 2T
— 4 (8.0) 2 (4.0) 0
M7 v = B 3 (6.0) 0 0
MR LY v R pEE 22 (44.0) 10 (20.0) 0
=i 20 (40.0) 5 (10.0) 0
F ifn Bk iE 3 (6.0) 2 (4.0) 0
T 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
APV AR 5 (10.0) 0 0
FEEL 4 (8.0) 1 (2.0) 0
Rt L OsREEE 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 11
B YAG
A E%}?g;gﬂ A 4= Grades Grades3/4 Grade5
RN 4 (8.0) 0 0
K= 2 —nm XF— 3 (6.0) 0 0
R, MoERds & OVERgf 12 (24.0) 1 (2.0) 1 (2.0)
fififigi o 5 (10.0) 0 1 (2.0)
Loo< D 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
FRYWE IS KOV HhUE 9 (18.0) 5 (10.0) 0
fitige 4 (8.0) 2 (4.0 0
BE, hEB L OLEAIHE 6 (12.0) 2 (4.0) 0
AT D KR 6 (12.0) 2 (4.0) 0
PO MARE 5 (10.0) 1 (2.0) 0
BSR4 4 (8.0) 1 (2.0) 0

7%, infusion reaction 3 5] (6.0%) . K% 2 fi (4.0%) . D T2 5] (4.0%) |
RERREREE (R RIEMER %) 361 (6.0%) . WNoymbeEsdsE (FIRIREEEREE - I
BeREREE - TEAMREREE) 561 (10.0%) . BHEORERE 2 ] (4.0%) . FHREkEE

(F 72« NU—IEGREE) 12 ] (24.0%) . Wk - 86K 161 (2.0%) . FFAR4 - JiTF
FEREREE - JIF 2 6] (4.0%) . FVEVEMZEE 6 ] (12.0%) | FEEMELFH ERBAE 1 51

(2.0%) MERD BTz, K - MERRARE - EREM I, DR - DIEK, 18
JRIE. NRes B Q& mepMiaBiEZ ST OboBE~OMFH, BRI IERIE,
SR IR AE R, 5 E ) BER R QU ERE AMEY > SHRRERIE I Z7E 8 H 2y
77,

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

@ WEHMVEIAERER (R2810-ONC-1624745%)

A EFRITIAAIRE 313/355 5] (88.2%) . {b 7 IEERE 322/342 5] (94.2%) (258D AL,
IR & OREBUEDEE CTERWVAFFERIL. EEH 204/355 5] (57.5%) KO
303/342 5l (88.6%) IZFB BTz, WFNMNORETRILEIA ) 5%, EOBIERIZ F#
DEEBHTHoT,

#6 WThAOFETHRHREIEH 5% EOBIfER (R2810-ONC-1624 3RBR) (2 MARMT I SREMH)

A EE ===
355 f3i] 342 13
0 e VAN Y
ﬁggagiﬂ = 2= Grades Grades 3/4 Grade 5 4 Grades Grades 3/4 Grade 5
2REIEM 204 (57.5) 41 (115) 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
132 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 59 (62) 5 (1.4) 0 12 (35) 1 (03) 0

AT =T —HEN

11



AFHE LB IERE

355 fi] 342 13
0 YAS
o E%ij;ﬂ = 4 Grades  Grades 3/4 Grade 5 4 Grades  Grades 3/4 Grade 5
75T I NI AT =
5 e 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 (44.4) 51 (14.9) 0

72F. ARAFIFEIZIB VT, infusion reaction 23 51 (6.5%) . KiGZ 6 ] (1.7%) . EHED
THI L4 (0.3%) | Bk 2 41 (0.6%) . EIEMMESIGE L] (0.3%) | LA - LIRS 2
B (0.6%) . BRERERETE (RAEMEMEERE) 446 (1.1%) . NowkEsE (FURRE
REFEE - FIIRHERERSE « FIR(AHEREFEE) 32 151 (9.0%) . EE DR EFEE 5 6] (1.4%) |
PRRRESE (7 2« NU—IEEREE) 6 6] (1.7%) . A4 - FERERESE - ifZ¢ 8 f4
(2.3%) . [IEMEMZERE 1361 (3.7%) . UETFIRIMASAE 161 (0.3%) . SAFRIEIRSE
161 (0.3%) . HZEARNE 16511 (0.3%) 7358 BT, BERUHAMRIE, 1 BUBERIF, s -
BERESS , s i (& M IRE 2 5 1) O b 5 BE~OMH, FHEEWELT HER)
DIE, SRR IMRIBE . ESS, 5 E D R K ONERE &M Y v SHRRERIE 3580 &
nigmoic, REWERFBURDLZEE RS (MRREMERT 2 51) 25 0ERE
Y,

@ WEHMSIFERER (R2810-ONC-1611378ER D/ X— 1 2)
B EREGIIAKIMCFFILERE 299/312 4] (95.8%) . 77 B ARULEEIERE 144/153
(94.1%) IZ78 8 H AL IRERIE & ORI REROAGE TE WA EFFHRGIL, £ 275312
i (88.1%) M UF 129/153 5] (84.3%) Z#d®O LTz, WAL DRE THRILEIG 25 5%LL
FORWERHIZTRD EBY THoT2,
KT WTHPORETHEFEN 5%LL LORIEA (R2810-ONC-16113 BERD/X— | 2)

(ZEMAEYTxI R ER)
KN /AR R 7T 'R/
312 f 153 5]
0 3
A gﬁgﬁj B 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
RIEH 275 (88.1) 86 (27.6) 4 (1.3) 129 (843) 27 (176) 1 (0.7)
MR LY v REE 161 (51.6) 45 (14.4) 0 68 (44.4) 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
it B 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 4 153 5

e AN <

aw Eﬁfﬂéﬁgﬂ A 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
TI5=T I /) RT AT
S e 45 (14.4) 6 (1.9) 0 19 (12.4) 1 (0.7) 0
;;;;féé?;}? ST 59 (128) 1 (03) 0 15 (98) 1 (0.7) 0
7 L7 F= 4N 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
ifiH PR SR 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
ifn. HP LB A S P S 18 (5.8) 0 0 5 (3.3) 0 0
M IS ER b 16 (5.1) 3 (1.0 0 6 (3.9 0 0
TR E PR 16 (5.1) 0 0 6 (3.9 0 0
ﬂg;;?’m IRAZTTE=E ) 4s) 0 0 10 (6.5) 0 0

B ke 118 (37.8) 6 (1.9) 1 (0.3) 39 (255) 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

R L OekEE 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
KH VU 7 AfE 17 (5.4) 3 (1.0) 0 4 (2.6) 1 (0.7) 0

PR R IR E 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KRR = 2 — 1/ F— 28 (9.0) 0 0 15 (9.8) 0 0
K= 2 — 8 F— 17 (5.4) 0 0 6 (3.9 0 0

L A B S N R

%{g BHEEED LORGELO oo 06 6 (1.9) 2 (06) 23 (150) 2 (1.3) 0
) IE 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
VY fi 9 8 (2.6) 0 0 8 (5.2) 0 0

PRI 36 (11.5) 1 (0.3) 0 5 (3.3) 0 0
FOIR IR AR T E 24 (1.7) 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
FEppEE 35 (11.2) 0 0 8 (5.2) 0 0
RHRSE 27 (8.7) 0 0 8 (5.2) 0 0

72k AR FREREIZ BT infusion reaction 7 1] (2.2%) . K4 3 1] (1.0%) .
HEOTH 3H (1.0%) . LH - D% 2 6] (0.6%) . BHERERES (RS ME M
K%E) 8 Bl (2.6%) . WHWES (FURIRBEREREE - B HERERE T - N HABERERES)
36 il (11.5%) . 1 UBEIRH 161 (0.3%) . BHEEDFERET 3 4] (1.0%) . fhfkEE (¥
T v NU—IERESE) 69 1] (22.1%) | ATARA - iTHERERES - 1T 10 6l (3.2%) . fH]
BPEMR A 13 61 (4.2%) . BhZERIE 16 (0.3%) . FEFFIRIMASAE 141 (0.3%) ., I
FEPEERRSE 161 (0.3%) | FEEMELFHERIBME 4 ] (1.3%) 23788 Hiavlz, ik - BELC
R ARIE - EE AN I, MR - BB, e &M RiE L 5Tr) Obh
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D A ~OMEH, SvEi/ MEAE, R, S E O BER KL OMERE RN Y > SHHRkER
JEITRRD DR o7z, RBWEMFEHRRIUIEESRS (RARAERRE 25T) 2580
ERHE R AR,

14



4. FEERIZOWT

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 A7 EEEHE (RMP) (M & | AFIDEIEM MR SIS ~O W) ) IRH 25 &
L ThH > T, LTFOO~QDT X T AT HZIZBWTHEHT A REZTH S,

DO MERIZTHOWVT

D-1 TrEd (1) ~ (B) OWVWTINITEEY T DX THDH I &,

(1) JEATEKRESEET D23 A FaEEILRRETE BE IR DS A2 R
e, HUEOS AR HOEEERL SR BE . U AU 72 &)

(2) FrEHREIRRL

(3) HEMIRAENFRE T 2 03 AREEERE (B AREEEE TR, 23 A
BEV J19mBE. S AU HEHERE R 7 L)

(4) FRALFHIEREZHE U, SRIEB LRER R 1, SRR bRk okt
2 XTI A RIS R 3 O sk YEITAR D 24T - T D fifik

(5)  PUEMEREEAI G EENINE O gk FUEIAR D B H 21T > T D fiak

-2 fififeg DAL IE S OBINE P FE B ORS00 720 Jeik & e BR 2 RO EERT (F&R D
WFINCRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnZ L,

*

EERTRRFIFE . 25FOPIHEZAE T L72RIC, SEELL DD ATRIRDEFIRIHE 21T - T
WHZ L, 9 BEL T NAEMIRIEE L LIZBRIRIER 2OHE 21T > T\ 5 2
&o

EERISORFIUSE ., 2FOPIHEZE T LIRS, MELLEOIRRFEREA L THD 2 L,
O BIELL L, WE DS A SR L S TR ORRNHE 21T > T D Z &,

@ BRADOERMEFREEOMEHIZOVT

PR 3E A E WE PRICIE T T A BTEE DBl S v, BEEREN O OFRE D, Aok - 24
PRI E RO B ONERIE I 2 E MR, AEFRPRE LG E0oREE
BN TON D IEHINE S TND Z &,
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@RIEA ~DHRIT DN T
@-1 MRk BT % B

VT 8 % 00 A 72 BRI 289826 L7 RIS, 24 WERIRSHRIRTRI O T, 4 iehtin X
RO T BB 2 BNEAICKS U CABR B O CT % ORIERA ORI
HARBAOR RIS B PICHSN, ESHISHETERAHAE -T2 L,

@-2 ERAETEHIC L D HEREHISICHET 5B

I ARSHRICHED 5 EI I S OB 2 T D B AE R S EIE T =2 Y > 7
EGOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TS Z L, 28, BIHIEHIC OV TR ARE L ZOFHEIC 2 AmS T
5L,

-3 FIEHOZEr-oxH B LT

BIVER (VR MEREZE & infusionreaction, KAGZ - B O THI, ik - BB EARE -
HIEM M RE, OAK - DIER, B E (RS K% | NowREE (F
KA RERE - BIBHERERE S - THRMHREREE) | L BUBEIRG, B ORERE, Mk
fEE (T - NU—EGREE) | IS - BRI, T4 - IR - TR, e
IR &ML 51) Ob2BE~OMM, FIREERE, MR
WUDIE, FEEMELFRERIBUME, S, 58 Mk, MERERMEY o SHEMRERES) (2xt
U C. ekt s T s s B O BEFAME 2 3 2 R AT & s U (RIVER o2 l-eoxt)is
L THRERL O EEZITONIFMECH D Z L) | EHISEYARLEN TE K
NESTNDHZ &,
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5. EXRLRDHABE
[B2h I BE 3 % 2518

@

(%
@

@

TROBEIZBW TAFIOEMBEE ORI TWD,
o AbLFEEED /2 EGFR Bin A REM:, ALK @& 8 f2ME, & OV ROS1
B A s etk . PD-LL Bt (PD-L1 F&ELER 50%LL ) OB He/r i

AT« BRI O I/ e JE
* o RFIDaR=A BRI E LT, PD-L1IHC 22C3 pharmDx [ =) (MR5E4) M3
INTnb

TELDBEEF BV TARA| & oM R A & O &G OFEIMEN RIS TWn

%o

o HALHH DNRTSFLUIITATTF L) RO 7 U EZXEL DO HE
5. XIASHEE (WDVRTITF oIV AT TF ) RO A MLF%+ R
FU DA EDOGREE ALFRIERE O 2, EGFR B+ A REaM: ., ALK f@ls
B e, M OYROSL @A Eis fatho ., UIBRREEZR ST « I DI/ NI
Jitiges S

WAV ITAEFABR (R2810-ONC-161133BR D/ X— 12) 2B\ T, PD-LIZEHERIC LY
AEN/ACFHIEDOFERN R DEADRIBEI N TN D Z L (pT~8&[H) D A
E M OHTEMIEEA] & OO R GIZE L T, PD-LIZEBR LR L~ LTG0
BEHWrT 5 2 EDREE L, PD-LIFBLERD1%AM CTh D 2 & DR SN B

BWTIEL, AR OIREFERE G ZE S5 2 &,
* o AFNOBWEK L LT, <& F0ptiViewPD-L1 (SP263) (IiFe4) MWEREN TV D, 72
. PD-L1IHC22C3pharmDx % =] (BFE4) & L 2PD-LIFEIREA B E 2 T, KKl
BehORGERRFTH 2L b TE S,

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

BehxGe L 72 B0,

o HfFRI - IR AHELREE

o ALFERED 720 PD-L1 [ (PD-L1 F&ELRD 50%Am) OBE I 54
o B 5

o QTAHBIOAHNMI RS TWRWLOFTEMEIEER & o f 5

(2R84 5 F]
Tﬁ_&é¢é$%_OVTi$ﬁ@&5ﬁﬁ%&éhf%é:&ﬁ%n%5%ﬁ
brpnwz b
o ARHIDORTTxE LIRBUE OBEEED & 2 B

TRIRATOFHEIZ IV T RRCICHE S T2 IOV TR AFIOFRGITHERE S 72 unas,
OIS 2 WG AITIRY | ERICAFZHEMN T2 2 LE2FBETE 5,
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FYEMERRREDO S UIBHED & 5 8

i) 18 R A5 AT C RV B A R oD B R e NV B O B R Tl 2 O S u i 2 2
DI RIEEZAL TR/ H D A

H O REBOATE XUTIEMR723 L < IXF3EMED B CaE R ROBEROH %5
BE

et CEMPIIAEE L Zte) DHDHEHE

ECOG Performance Status 3-4 "V o

(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

MTRIEE CH A OH DRI O Z L 13T N TRREIEDNEEILTE Zevy, HHD50%LL Fid~y R4 Cild 29,

[BHNTESOHEDEY DI E LTERY, HEO50%LL &2~y KW Cil =9,

Alw|N

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

ThoETHZ L,

FEREWERHO~ XY A MMZDOWT

o ARAFEEIZXY ., WEOREMICIER T D B X HILDERL IR REN
HHOIND T ERB D, BERTD HIT-HAITIE, R LRI U572
ik & AR A Fr o[ hl &l U CE bl e M 2170, W O E UG &
LREWERDNGEON D5 A1TIE, AFIOWESUTA IR, K ORIEBE R VE CFO$ S
FLERT DI &, 728, BIBREANE L ORGIZ L BWEHOUGED T8 B2
Lo lZlE, BRI EE AR E DS OISR OB EET 5 2 L.

o [WEMHERENLLbND Z ENHDLDT, REOEGIZHT- > TE, YIHE
e (BGIIv, PR R EE, k) O OME X SR A 0 FEhasE, Bleis +
FIATH 2k, Fio, MBS U T CT, MG~ —F —% 0% Fhid
HT L,

o JFRA. GRS, TR LD Z ENHHDT, REIOEGEGRTRL O
B IR RIS E IR FRRER A (AST, ALT, y-GTP, ALP, £ U /L E L ZEDHIE)
BFEMTH L,

o FURIRFERERRE. T RAHSAERE K CEIRHRERENH b Z EBH 5D
T, AFNOEH-BIAAET M O 53R P I @IS N s RE A (TSH. b7
T3, W#EET4, ACTH, ILf =L F Y — V5 pRIE) 23+ 52 &,

o 1AUBERRIBEAAH Db, BERBRMES TV RV RCELZENHHDT, O
B, O, MEMESFEOFEROFBLMBEEO ERICHEET 2 2 L, 1SR
RN GE IR G 2R IE L, A R Y URRI OB SO ) 7 ALvE %
152 &,

o RMEEREE, RMETEMBEREOEEENHHOND Z L0355 DT, AFIDOEE-FH
BARET & O G-I X E IR I B RE R A 2 FEhE 9D = &

e infusion reaction 723% H D Z L& 5, infusion reaction 232D LA

X, AFNOEGHIEEOMEY) L LEEZIT O & & bis, ERBEIET 5 E THRE

DORREE BT D 2 &,

P& T, BoB BE0 ARSE L COBLREWERD LT 5 Z ERd 570, AAFID

G TRICHEWER ORBUCH2ITEET 2 2 &,

AFN D EEARFRERIZB T, R2810-ONC-16247ABR TIX9i# [ = & . R2810-ONC-16113

RER D 78— R 2Tl G RRAAH 5541 £ CTIXOEM Z & | Z N LIEIT12 [ = & 2 A%

PEDFHM AT Z & 2 BBIT, AFIERGHITEHRIC EGR A TR OMER

152 &,
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