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#woE R
& |REEFTRERET | FETES (R) & B
Bl K
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v I 7V ~T (B z) BRI OREERMEET A KZ 1 G
/NFRBE AR OFER R O HHERE T A R T4 > (F=ESE8) O
—E BTN T

R A BGE S & O FAR T #2016 CER 28 42 6 H 2 H B&RIE) IRV T,
R ER S OB A OREHEEZ XD Z ERKRVIAENTZ LBz T, &
BRI 2 BN E R BE IR T 5 2 L 2 B [l HHEET A K7
AV BERTDHZEELTOET,

S, BTV <7 (Bia i z) ®ANZOWT, FR/INHEREME Sk LT
M3 5O EFHLHIRD & B0 FwEfiHAHfeE T A N7 4 LTI £&
WELIZOT, ZOERICHTZ>TL, AKTA RTA OV THESND XD,
EE N OEFE R ORI T 28 A BEW L ET,

Fo, BTV <7 (B z) JWH 2 =S8 L TR DB %
BEHREHEIZOWTL, MBI 7Y~ (Bl #ifiz) RAOREERHEET 1 R
TA U (FESE) O—HBEICOWT ) (B 646 A 3 HATITEEIKEIEFER 0603
B 1 BEAGEE ERRER G EREESHERE R Slck . TRl Ay
A RIA4] ELTRLTERLEZATT,

Sk, BEI 7Y =7 (Bis i z) "ANZOWT, EH S NTZIRISED
UETITHE, i FHHEE T A R4 &2 Bk LBV WIEW-LE L7=D T,
EEWNOEFE K ORI 2B E2 BV L E T, SUER O [
EHTA RT7A0) 1F BRSEDO LB TT,
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ElIEGIS

TSR OfcEE HEE T A KT A > OSGETET G IR RE)
(BERRER I X e 5y )
E<l) IH
1. [ZLHIZ 1. [ZL®IZ
(%) (%)
L R E K BEITIT (EiEHEEZ) %L o E K G U7X I REEE 350 mg (—f%4
(%) I~ (Bl FHHz) )

(%)

2. AANOFE, (ERET

IS ~7 (BiErHE#EZ) (LT, TRAD) . B b
programmed cell death—-1 (LLF. [PD-1]) (x4 A% a~r
U2 G4 (Ig64) 727 7 ADE Mt ) 7 a—F LHUKTH D,
(%)

2. RFNOKHS, 1EHAERF
Y 7% 9 5{lEHE 350 mg (—f%4 - BI 7Y ~ 7 (GEfs -HL#
Z). LAF. TAAI) 1%, B b programmed cell death-1 (LLF.

[PD-1]) x4 A%E7 a7 o 6h (Ig6d) 727 5 ADE K
e ) 7 a—FHRTH 5,

(M)

3. A plAE 3. WA RKE
(%) ()
[A2ht] EEEILES
(%) (M)
[Zz4=1E] [Zzft]
(%) ()

E. AFIBEICEHBW T, infusion reaction 20 5] (6.7%). K
B2 341 (1.0%) . EEFEED THI1H1 (0.3%) . g « LR 2 6

2B, AFIBEIZEB VT, infusion reactions 20 1] (6. 7%) . K
A2e 3451 (1.0%) . BEED THT 1] (0.3%) . Lz - LIIEK 2 4




(0. 7%) . BEEREREE (RMEHREMEBERZE) 441 (1.3%) . NS
WEE (FUIR I RER S - BB RS - T RAHREREE) 24 41
(8.0%) . FEEEDRJEIEE 5 F (1.7%) . #hfkfEE (7 - L
—JEERESE) 24 51 (8. 0%) | R4« IFRERERE S - T 2% 25 131 (8. 3%) |
MM 5 5] (1. 7%) . FEEMELFFERE 2 1] (0. 7%) 23
R DI, ik - RSO RURIE - EREMREAE, 1 BUREIRIA .
s - BERESS, BRERBAEIRE (O M asin g 2 &) . AR
FRZERRIE ., S PEI/ MRIBE, RS, 5 E 5 IR Kk QL ERE &
PEY O SHHRRERIE 1358 6D B 72 0> o 7=, AEIE 38 Bk i 1 B
#HG (BRMREMRE 250 280EMERERT,

T

(0.7%) . BHEREMREE (RAMEHEMER &%) 461 (1.3%) . N
wikEE (RURIRBERERE S - RIBRERERE T - T RILHRERES) 24 #1
(8.0%) ., HEDRLEREES M (1.7%) ., fREE (¥7 - N1
—JEERESE) 24 51 (8. 0%) | FF A~ 4 - PR RERR 3 - BT 2% 25 4] (8. 3%) .
VMR R 5 1] (1. 7%) . FEEMELF Rk IE 2 61 (0. 7%) 23
RO LT, WK - BBUHRARE - EEERE, 1 ABERIN,
M 2% - BMESE . BREnEAEE G Ml Ia g 2 & de) . $ ki
FRIEARIE , S ME M/ NS SR B . ER L V5 &9 TSR 1T RE
D BRI o Tz, REIWEARBLRDUIE I F5 (BRI AR
rate) HEUEIERE T,

4. MERRIZDOWT

(%)

RIVER ~DXFISIZ DN T

(%)
@-3 EHEHOZEH-ORISIZE LT

BIER (REMEMZEABRIZI %, infusion reaction, KR,
HEO TH, Wk - ST RAEE - BEMEDE, OHR - DR
K, EHEREREE (R FIEMERRE) . NowmEE (FRR R
REFEE - B HERERR S - T EEBRREREE) . 1 BUNEIRIN ., B DK
JEREE., MPREE (X7 - NU—EREESE) . N5k - fliEEK. I
A - IFRERERREE - IF 2%, AR (o i R RIS 2 55 )
Do 5 BE~OMEH, FRARZERRE, o M MR E, %
EWELTHRERIBUE . R, 58D R MEREEMEY v FHfkEk

4. FERRIZDOWNT

(%)

BITEH ~DXISIZ DN T

(%)
@-3 EHEHOZEH-CRISICE LT

BIVEA (RVEMEREEICIN A, infusion reaction, KRG,
D T, K - BB RAEAE - EREREAE, DA - OE
K, BHERET (RNEHEEBRE) . NowkEE (FARRE
AEREE - RIBHERERE T - T EEAEERERETE) | 1 BUBEIRIN. BE DK
JEREE, MRS (X7 2« N U—IERERES) | MK - BB, I
A4 ITHRREMRE S - TR, Dasfe il (O s R B Al 2 5 2e)
Do % BE~OMEM, FRIMARIERRIE, FBEWEG PEREME, 2
PR MR PESRBER . R 5 E O IERE) 12 LT, Y%




JESE) AT LT, Hakhtiax AT BRE R B O PN 2 A4 D 1 | fiti ik ST B AR B O B M 2 A S A & U (RITEH O
Al &3 U (RIEH OB Er-OxGICE L TR M OSEZZ T D | BxIGICE L THRER O X EEZZ T N (K FICH D Z
NOFRCHDH L), EHIHEUZRAEN TE HEHIRHE ST | &), ELICHEERAENTE LEHAESTND Z L,

AV R
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B &

1. 1IZUHIC P2
2. AANOFE. (FRET P3
3. BRI P4
4. JFRIZHOWT P15
5. &GRSR LM DEE 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 | #&
EEGEE & O FEARTTEI2016 (V2846 H2 HREIE) 12\ 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
RIS X LU R OEIRS ORI 72 2 HatE 3 28U b LR B, B2 7 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,

KGR ERDERS  BI ) ~T7 (BaHH#Z)

RGLRDMAEIHE - UIBRAREZ2HEAT - B3O IE/ NI fifideE

B ERDMERORE: WE . AT, B 7V ~7 (EiaF#HH#z) & LT, 1[5 350mg
% 3 RN T 30 /M TR ERET 5,

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




2. AANOKK. 1ERBERF

IV ~T (EEEHEZ) (BUF. TARAD ) 1%, & b programmed cell death-1

(LAF., TPD-1] ) (k4 2% a7 Gh (IgG4) 727 2Dk Milxe ) 7 n
— AR TH D,

PD-11%, CD28 7 7 X U — (T MR DIEMEAL 2 fli B K3~ 2 50 F8F) ICE 3 5%
BETHY, IEHEL7ZY N8k (TR, BMIRLADNTF 27 0% 7 —T i) iz
HHA 5, AERNIZIBWT, PD-1 1%, HURIERAIRIZIHEELT S PD-1 U K (PD-L1
KNPD-L2) &fEE L. IESEZAICHIET S EFE 2 54T 5  (Immunol Rev 2010;
236:219-42) , ¥7z, PD-L1 Jx IONPD-L2 I, fEi 4 OEFHAMKICHEIL L TW5D Z & @i
SN TW5 Z & (Nat Rev Immunol 2008; 8: 467-77) %5755, PD-1/PD-1 U ' > RRE&IZ.
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 REDREAELETS Z
ST X 0 BAHURERAZ T MKEOTEMEAL R OREEIE R 2 e EE T 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. 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

[ B 2]
O [EWNE 1R (R2810-ONC-1622 #ER D/ S— ~ 2, =k — Kk A LTC)
(1) ALFHERED 720 PD-LL B5PE™ OUIBRAEE 72T « FFIE O IE/ NI fifige FR s
(z7R— Tk A:60f) KON (i) {LFIRERED R WEIRANRE 2 BELT « FEFE D F /Nl i
EEE (ah—hC: 506 2&xt5ic, e (1) AH| 350 mg % 3 HEMET
FrRINEE S KON (i) ASKI 350 mg % 3 M MR THEARN I G- AL ES L ot O
eV, EYERS A ST 5 2 L2 L L dE g aBR Ay 32 S nuv-,
BIREHMMIEEH O—> & &7~ RECIST ver.1.1l (2SN HER B S EIC L A2
R (GERFT AT ZER) 1L, adm—h AR C TENEIN 60.0 [90%[EHEX [ -
48.6,71.4] %™} 1N 42.0 [90%(EHEX Y] : 30.5,53.5] % ThH-7-"° 72F. 24—~ CT
X, FHENCRESNT-ZROBEIZ 28%THY . =2A—k A TliL, FRICEDHED
BME IR E SN2 o7,
*1 : RSO 50%LL FIZ PD-L1 23 5EL L TWA Z L SR SN - BE DA B v,
*2 . BREBEN 2B/ (LLF. TEGFR) ) #Ein AR, Kok v X —1 (LLF. TALK] )
A B+ X% c-rosoncogene 1 (LA T, [ROS1) ) @& B GFEEMEDBE TR L Sz,
*3  VRBRMERIIC LV . IFOWTRO SRR S hiz,
o BAENA WARTITFLUILRATFTF L) L2 Y X3t as 3 EERET 4 Bk
EREs
o BAEMA WARTITFLUILATTFL) LA RLFE RFRY v A% 3 HEREE
T AFEEIRNIE S L7158, <A hL¥® K U v A% 3B CEIRNE S
*4 . PR T PD-L1 BHRD 50%LL ETH D Z ENFER I o712 10 62 FR< 50 B A 30
bt & Sz,

*5:ak—hMAZ2023H9H5 AT —% by bAT, ak—FCIlE2023410 H 18 BT —# 1 v
Nz

@ SRR (R2810-ONC-1624 FR5R)

{EZFRIERE D 720 PD-LL BtE™ OYIBRARE/RHETT « FE3E O I/ N R ity 382710 {31l
ZXPBIT, AKI350mg % 3 M ME CEARNE G CRFIRE : 356 f5) L bFRIE™S (b
SPPRVERE 0 354 ) OAMMER O et A it 5 Z LA E L BEALIEE R
R ER 2N b S ATz,

FEFHMIHE O—>2 & SN 2EFHM (LT, TOS) ) @ 2[5l H O T OfEF

X, BLIEOK1IDOEELY THHoT-,
*1 : JEBEAIN O 50%LL B PD-L1 3B H L TWD Z & DNHER SN BEDHAEAN BT,
*2 . EGFR &5+ R, ALK @A 51 X% ROSL @l &8 s Bt o BB 136 B4k & Shiz,
*3 RIS EANIC LD . LFOWT @RS vz,
o HEHA] WNANRTSTF XTI ATTF ) L0 ) XXt % 3 EERET4~6 [BF
PRI 5
o HERE (WNRTTFUXINITATTFU) ERAMLFERFRNY Ua%E 3 ARG
T 4~6 BIEFIRINEE G L2tk XX h Lt R R Y A% 38R CEIRNE S
o S3HBEELIVAINAELT, ALK (WVRFFTFLoUIV AT TFL) ZELHA, &
LB E R A 1 N8 A HIZ 4~6 [BIFHIRMN S



#1 AZMERSEE (R2810-ONC-1624 3B, 20204E3 A L AT —Z v F47)

AFIEE (LSRR IERE
(356 1)) (354 #i))
0S
A2 M (%) 108 (30.3) 141 (39.8)
Hoffi (I A) e
[95%{= 4 ] 22.1 [17.7, #HEERKE 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 HATNRE STV OS & DT FEHE R 1T F S 7= s HRbT o 55 < T s 5=

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 WIIBR R RE 2R AT « FEI8 O FE/ NN T s £ 51466 151 2 b 41 . ARH
350 mg % 3 FFMIR CHARN B G- & b2k o0 (LR, 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 7T R R /AMEERERE & 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  RBRHEEMIC LY . IFOW s s BIRS T,
o HE&WA| WNRTIFFUXIIVATTFr) L7 ) FXE% 3 EMERT 4 BIFHR

%5
o ALK WNARTFSFUUITATSTFL) ¢ NI RF N vah 3 BERE

TAEFIRNE S L2k, <A MLt R P R T L% 3 AR CHIRNR S

#£2 AR (R2810-ONC-16113 RERD/S— k2, 2021 4E 6 A 14 HF —F v F A7)

A /A R 7T v R MR
(312 1) (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 tef Ny — REFTNIC LD T TR /AL RRIERE L Ok
*:@lv 77 o mE, AEAKME (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
E2 OS®2[ERDHHEENRD Kaplan-Meier Eifg
(R2810-ONC-16113 3B, ITT4£EM, 2021 F6 A 4 BT —F v bF7)

<
(=]



(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 DN T, PD-L1 FEH RN 1% KT DHEAIT, OS DLEELNF /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-L1 ZEURIAD OS o 2 B B o H [H TR
(R2810-ONC-16113 BRBRD/S— k2, 20214E6 B 4 BF—F v b A7)

— ANP— R .
PD-L1 75 BEHE gy TR COSRITTCHY] ool o
(FA) ] D p ™2
- AN /AR IR RE 95 12.8 [9.6,16.5] 1.006
7' Z R /M FERERE 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% AV 7T v R /LR 61 12.1 [8.3, #EERHEE [0.323, 0.830] :
50%51 |- AN /AR IR RE 103 17.9 [15.3, HEEREE 0.613
77 R /bR IERE 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 ZEELRI KL O 51E & PD-L1 BB & O AAEH 2288 & L= FEER] Cox
AN — FET L



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 EZIRHAID OS @ 2 [B]H @ H TR D Kaplan-Meier EifR
(R2810-ONC-16113 3ERD/X—F 2, 20216 A 14 BT —F v b A7)
(B : 1%k, BB : 1%L 50%5E. TB : 50%LL F)




[Ze21E]
O EWNE RS (R2810-ONC-1622i8k D/ S— 2, @17-— FAKTUC)
adk— h AICBWT, AFEFES1E59/60 i (98.3%) (258D Hiv, TRERAIK & DKL
RNTRE T X RV EFLIT 5560 5] (91.7%) 12388 Hiviz, FEHEIE D 5%LL LR
TERIZTEDO LB ThoTo,
#4 FHRAEH 5% EDOBHER (R2810-ONC-1622 RERD/A— 1 2, aF—F A)

(Z 2T xS ER)
B (%)
60 151
SASR=d YA«
gi?ﬁijkﬂ H 4= Grades Grades 3/4 Grade 5
2EIEH 55 (91.7) 18 (30.0) 0
FJEE KO TRk R 32 (53.3) 2 (33 0
% 9 FEIE 14 (23.3) 0 0
B 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 (17 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
N 5 (8.3) 0 0
MR, HElds X OMiEhmmEs 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
— % - 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
BARR 5 (8.3) 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 (8.3) 0 0
RA 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%) . FEFE DR
#2451 (3.3%) | MMdE - MRS 1B (L.7%) . A4 - IFiREREE - IFZ¢ 4 61 (6.7%)



BIRLPEIRSE IR 12 1 (20.00) . 52 5 1% 1] (179) 733830 Biviz, MshiEss (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

aR— FCIZBWT, AEFGUIEH] (100%) 2588 HiL, 1RERIE L OREBHERNEET
TRV EFLIIAH (100%) (2B b, FEHRENEG 5% LORWERIXZ TR &3
D CThol,
#5 RBFHEHN5%LUEDOBHER (R2810-ONC-1622 BBRD/¢— b 2, aafk—k C)

(T2 *ISER)
B (%)
50 1
lelred LNH
o E%ij;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
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
55K 15 (30.0) 0 0
L 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
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 RS 22 (44.0) 10 (20.0) 0
2 1. 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
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
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BilEx (%)

50 13
B YAG
A E%}?g;gﬂ A 4= Grades Grades3/4 Grade5
R AA 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
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
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 - TEAMAEREE) 561 (10.0%) . HEORERE 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%) MFRD BTz, K - MEUHRARE - EREDH G, OK - DI, 18k
JRIE. NEes i Q& MapMiaBiEZ 5Tr) Ob b BE~OMFH, HlRmA2IERIE,
S MR AE, BER . 5 E D IER R QU ERE BTE Y > SHRRERIE I IR H ey
77,

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

@ WEHMVESIAERER (R2810-ONC-1624745%)

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

#6 WTHDHOBETRHBIED 5% EDOBIER (R2810-ONC-1624 3ABY)  (ZeaMfEiToi S M)

A EE l#==;F =i
355 fi] 342 13
e YA
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
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AFHE LA BRIERE

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

72, ARAIEEIZIB T, infusion reaction 23 1] (6.5%) . KiEZ 6 61 (1.7%) . BEED
THI L4 (0.3%) | ik 2 4 (0.6%) | EIEMMESIGE L] (0.3%) | DA - DESK 2
B (0.6%) . BEEREREE (RANEHRIEMEERE) 461 (1.1%) . WHOWEES (FREE
REFEE - FIIRHERERSE « FIR(AHEREFEE) 32 (5] (9.0%) . EE DR EFEE 5 6] (1.4%) .
PRRRESE (7 2« NU—IEEREE) 6 6] (1.7%) | R4 - FERERESE - ifZ¢ 8 44

(2.3%) . [IEMEMZER 1361 (3.7%) . WETFIRIMASAE 1 6] (0.3%) . SAFRIEIRSE
1651 (0.3%) . RZEARAE 16511 (0.3%) 2358 Sz, BERUHARIE, 1 BUBERAS, Mk -
BERESS , s i (& M IRE 2 5 1e) Db 5 BE~OMH, FHEEWELT HERH
DIE, SRR IMRIBE . ESS, 5 E D R K ONERE &M Y v SHRRERIE 3580 &
nigmoic, REWERFBURIUIEE RS (BRRAEMERT 2 51) 23 0ERE
Y,

@ WEHMSIFERER (R2810-ONC-1611378ER D/ X— K 2)
B EREGIIAKIMEFFILERE 299/312 4] (95.8%) . 77 B ARULEEIERE 144/153 {3
(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
FORWERIZTERDOEED THoT-,
KT WTIIORETHREFIEN 5% L, LORIEA (R2810-ONC-16113 BERD/3— | 2)

(ZEMAEYTxI R ER)
KN /AR R 7T 'R/
312 4 153 5]
[slap="4 3
A E%}Dij;% B 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
2FIVEA 275 (88.1) 86 (27.6) 4 (1.3) 129 (84.3) 27 (176) 1 (0.7)
MiER LY v REEE 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 <

A 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
;;;;i&g@? 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
T FLEE I K SR B SR N 18 (5.8) 0 0 5 (3.3) 0 0
M RIS 16 (5.1) 3 (1.0) 0 6 (3.9) 0 0
TR B> 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

MR RIEE 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KRR = 2 — 1 /X F— 28 (9.0) 0 0 15 (9.8) 0 0
K= 2 —nm RF— 17 (5.4) 0 0 6 (3.9 0 0

B T T N Y e o N ST Ny

%{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

725 AR FHRIEREC BT, infusion reaction 7 5] (2.2%) . KAEZ 3 41 (1.0%) .
FED THI 36 (1.0%) | DFpse - DER 2 6] (0.6%) . BHERERTE (JRAME B MR
K%E) 8 Bl (2.6%) . WHWES (FURIRBEREREE - B HERERE T - N HABERERES)
36 il (11.5%) . 1 HUBESRH 161 (0.3%) . BEEDERET 3 4] (1.0%) . fhfkEE (¥
T v NU—IEREE) 69 1] (22.1%) | ATARA - iTHERERES - 1T 10 6l (3.2%) . fH]
BRI 13 6] (4.2%) . FHZERRSE 11 (0.3%) . FAEFRMRIMASAE 1 6] (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, 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. 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
BE, HUES AR HEEERL SR BE, U AR 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
TnnHZ L,

*

EERTRRFIFE . 25FOPIHEZAE T LT2RIC, SEELL LD ATRIRDEFIRIHE 21T - T
WHZ L, 9 BEL T NAEMIRIEE L LIZBRRIER 2OHE 21T > T 5 2
&o

FERISORFIUSE, 2FOPIHEZE T LIRS, MELLEOIRRFEREA L THD 2 L,
O BIELL L, W07 A SEMRE e S TPR G ORRIHE 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,
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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 EWEGEFHIC & DA EFGREITI BT 5 BF

AT B M 2l O e A B B R AEHE B RIERE =42 U > 7
EGOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
HENTNG Z &, b, BHEAHICOVTRABE L ZOFHITHAICAmS ATV
5L,

@-3 BIEHOBZWRxIZ B LT

BIVER (VR MEREE & infusionreaction, KAGZ - B O THI, ik - BB EUARSE -
HIEMEETAE, (OAK - DR, BRREREE (RMEREMERRE) | NWowkEE (F
KA RERE - BIBHERERE S - THRMHREREE) | L BUBEIRG, B ORERE, Mk
[ (K7 - NU—EFEREE) | MR - BEEER . FARA - ITHREREE - IFK. Bt
IR &ML 51) Ob2BE~OMM, FIREERE, MR
WUDIE, FEEMELFRERIBUME, S, 58 Mk, MERERMEY o SHEMRERES) (2xt
L C. Yakhtiak X ITr BB O BRI 2 A9 2 A L U (BIVEH O Hreoxtit
L THRER O EEZ T ONIFMECH D Z L) | EHISEYALEN TE SR
NESTNDHZ &,
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5. #EXRLRDHABE
[B2hEic B+ % HIH]

@

(%
@

@

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

1T - B O IE/NAa i R
* o AF|Da = B E LC, PD-L1IHC 22C3pharmDx [ % =] (AR5E4) 257K
ENTNS,

TRED BEITEB W TARA| & o PrEMEEEA] & OGBS OFIMER RS TV

%o

o HALHH DNRTSFLUIITATTF L) RO 7 U EZXEL DO HE
. IASHEE (WNVRTTF o NI AT TF ) RO A MLFE RF
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

HEAVEITAEFABR  (R2810-ONC-161133BR D/ X— 12) 2B\ T, PD-LIZEHERIZ LY
AHN /M CFIE DB INER R DD RIBENTND Z & (p7~8& ) b A
M OFUEMIEEA & OO GICEE LT, PD-LIRBE L fMEE Lz TR0 w
BEPWTT 2 2 ENEE L, PD-LIEBLEN1% AN TH D 2 & DR S =B
BWTIEL, AFILSNOIREERIE G ZE S5 2 &,

* o AFNOBWEK L LT, <& F0ptiViewPD-L1 (SP263) (IiFe4) MWEREN TV D, 72

#. PD-LLIHC 22C3pharmDx 4 =) (R5E4:) (& L HPD-LUREIFR AW E 2 T, AAID
B DTS A RIS = & bTE D,

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

BehxGe L 72 B0,

o HfFRI - IR AHELREE

o ALFERED 720 PD-L1 [t (PD-L1 FEELRD 50%Am) OBE I 54
o e 5

o QTABIDOAHNMIN RS TWRW L OFTEMEIEER & oft s

MBI % FIH]
TRUICHEU T HEE IOV TIIAR OGN E SNTWDH I Enn, BE 1T
bz b,

o ARENIDRSITHRT UIBBUE DB ERE D & % BE

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

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 CEMPIIAERE 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 DOH DRI O Z LT T N TRREIEDNEREILZTE Zovy, HHFD50%LL g~y KTl 29,

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

Alw|N

ELENT RV, BAOHEOEY DOZ L3 TERY, BEICy R+l Id,

18




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
IR & RBR 2 RE O R & L CGEYI BRI 21T, B O R &
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 (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,
R4, FERERE S, HFRDH 5D Z ENRH DD T, AFIOESBLART L
B IR RIS E IR FRRER A (AST, ALT, y-GTP, ALP, £ U /L E L ZEDHIE)
BFEMTH L,
FOR RS RERE 5. T RAMREREE X ORIBHEREERNH LD T EnH LD
T, AHIO B 5-BAIART M O G- X @IS N IS RE RS (TSH., W8
T3. W#EET4, ACTH, ILf =L F V' — VS pRIE) 23+ 52 &,
1 ABERIG N & B o, BERGYES R TV R—=Y RAICELZ ENHDHDOT, H
B, O, MEMESFEOFEROFBLMBEEO ERICHEET 2 2 L, 1SR
RREDONT-GEICIEEGEEFIE L, A R Y CRIFIOB G5O 72 AL 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 23&% Hioi b Z &35, infusion reaction 23R8 HIVIZHEAIC
X, AFNOEG IS 2B Z1TH & & bic, ERNEET 5 E THEE
DIRREZE +HET D 2 &,
B 5T 14, BB HHEO ARSE L T BEWERNEIT D Z L 03B D72, AAKID
G TRICHEWER ORBUCH2ITEET 2 2 &,

ARANDOEERZBRIZ BT, R2810-ONC-1624:52 Tl = & . R2810-ONC-16113
HER D N— P2 TR EBIAE) B4R F TIXOEM = & . F LRI 12 Z L I A%
MOFHIL T Z & 2 BEBIC, AFIRGHIXEBMICEERRAE TR OMR
11952 &,

19



s RAHEET A FI A v
IV~ (BFE#z)
~TE S~

S5 3 A (9F0 749 AUET)
ERESP ST B




Bk

SR W=

X LI

ARFN O, 1ERBET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH

P2
P3
P4
P8
P10
P11



1. IXICBIT

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 LBEDOREAT #2016 CERK284-6 A 2 H BRI E) (2B W T, HEBmIEEKLEOHEHO
R bHEEE X5 Z s L EhTnb

BRI %@@%@*A&7m774w#%ﬁ®i% ELNCEARD T
&ﬂ%éozwt@ 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
PIRHINCIE S & LUT OBESESOFai 72 A HEE S 28U b B2 ik Z 2 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 AR (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 1
0.8 -
07 \
06 BN
4 Y N,
05 L \‘m.
e L U
04 - ., ".
] *, \‘"‘“-..mh
0.3 T, ISy TR
7 ""'6. ’lu__.xu__E_u? ) 71‘11:
0.2 1 .“l‘... . ';_a. _____ u
01 | "“J.“"'"".t.n.....-..‘u‘_‘z..'..a‘.- -
-~ == bR e

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

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



(Zcatt]

[E BRI R 25 AR (R2810-ONC-1676

AlBR)

B ERFEGIIAHKIRE 265/300 51 (88.3%) . (LFEIERE 265/290 il (91.4%) TR HiL, 1A
BRIE L ORI FEENEE T WA ERG T, £ 170/300 61 (56.7%) 2 UF 236/290 i
(81.4%) IZHE DLz, WTNDORETHIAEIED 5% EOEWERIZTTEO LB TH

277,

K1 WTFNHLOFETRERE 5%LL LOBIFEM (R2810-ONC-1676 3ER)  (Z2MAITHRER)
Bl% (%)
BYEBIIKAYHE (SOC: System Organ Class) —
JAZE (PT: Preferred Term) AT (e Hiksn
(MedDRA ver.23.1) 30071 29001
4Grade Grade3/4 Grade5  4Grade Grade3/4 Gradeb
2EIEM 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7) 2(0.7)
T B
L 28 (9.3) 0 0 87 (30.0)  3(10) 0
T 20(6.7)  1(0.3) 0 27(93)  3(L0) 0
AL 17 (5.7) 0 0 53(18.3)  4(14) 0
BEP/S 8(2.7) 1(0.3) 0 22(7.6)  3(L0) 0
B 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 (134)  3(L0) 0
0 22 (7.3) 2(0.7) 0 33(114) 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(.0)  3(L0) 0 14 (4.8) 0 0
MK LY R fEE
i 22(7.3)  11(37) 0 106 (36.6) 62 (21.4) 0
A BRI iE 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
NP
TI=0T 2 T URT =T — BN 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
RAREE 22 (7.3) 0 0 28(9.7) 1(0.3) 0

RS R & ONRE B LR



BilEx (%)

BRI ¥E (SOC: System Organ Class) - [
HAGE (PT: Preferred Term) AFHIEE Esitis e

3005 290431

(MedDRA ver.23.1)
4:Grade  Grade 3/4  Grade5 4=Grade  Grade 3/4  Grade5

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

¥, ARFIBEIZIUT, infusion reaction 20 5] (6.7%) . K% 36 (1.0%) ., HEDOT
# 1 1 (0.3%) | DA - DIEZE 2 B (0.7%) | EREREREE (RAIEMIEMEBRSE) 4 4
(1.3%) . Wb (FURIREERERE S - R HEREME S - T I(bEREREE) 24 15 (8.0%) .
FEOREREES 6] (1.7%) | MRREE (70 - NU—EERESE) 24 1 (8.0%) . A
4 - IFRERERESE - ITZ% 25 1 (8.3%) . MIEIMEMGZEAE S B (L.7%) . FEEMALAT HHERIVE 2
B (0.7%) 23FBH LTz, ik - BESUHAAEE - EAEMEEAE, 1 BUBERE, ok - Rl
A (& MBI 2 2 de) | WRMARZERSE, S M OB E, R, 5
9 BRER L ONERERNE Y o SRR ERIE 13580 B2 0y o 7o, ARRIVER R BUR DL B E# 5
% (MAMAEEREZE5T) 2B 0EHRE =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
BEOFREREN Y APICE LN, EHISS TRERAHRINE S TND Z &,

@-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 Z 5 Te) O 5 EE~OMEM, FIRMARZERSE, F Ml MasE, FEEL
PEAF P ERIAE, BEZe, S E D IER, MERERMEY o/ SHMRERIES) (28 LT, SRkt X
T BB O M A A9 5 AN & U (RIVEH oMo S 2B L TR K U
BEZTONLIFMHCHD L), EHITEYIZRLED TE KGR ESTND Z 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,

MR E DS P UIBED & 5 BE

b R AR 2 C TRV B % 580D 2 FBAE B DNV B 0D Sl Atk 2 OB e it 6 2 oD
HCRIEVEZAL N 2 D EB

H SR B OADE, SUTBIER7Z2#5 L IXFERMED A R ROBRREO $ %
e

REE R (SR Z 5T ObDEHE

ECOG Performance Status 3-4 ™ m##

(7£1) ECOG ® Performance Status (PS)

Score | EFE
0 | &<MERIEHTX 5, BFai& AU H & AETESHIRA <ITZ 5,
1 AARIICEL LUEENTHIR S D03, BHITATHE T, BIEESE > TOMERIIITH Z &N TE 5,
B BDNEE, EHBIEE
2 HATRIRET A OH DEIY O Z L 13T X TRERIZAEREIXTE 22y, HH D 50%LL Eid~ >y RAVCi 9,
3 BoNFESOHDEY DL LTy, HHO50%LL EE~y Rk Tilaz4,
4 | &<ETRY, ASOHORID O Z LT TERY, BRIy R TilId,
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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
(BG0dv, PRURIREE, B0KSE) ORI OWHET X SREs o Fhids, Bl8%2 oI
1928, Fo, BB U THE CT, MiE~— I —F0ORExLFET 52 &,
JFAR 4, FFSRER S, IFRNH Db d Z 0135 5 DT, AFIO 5 BIART & O
B R E I TR RERR A (AST, ALT, y-GTP, Al-P, E' U L E L EDHIE)
HERT DL,

HUR IS RERE 5, TR E X OREIBHEREREE R S b b 2 R H 5D T,
AHN D 5-BIRART J OF 53 M FP I e IR0 N ik e A (TSH., bz T3, i
B T4, ACTH, Mo —VEORIE) #FEiid 52 &,

1 AR S Hbdu, BERFMES N TV R—Y RZEDLZ ERHDHOT, M,
HL MR OFER OF B MAEE D EAICH2EET S5 2 &, VABERF S GED
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 &% 545 Z L3 d 5, infusion reaction 23589 H L 7=5AITIE,
AHNOEEHFIEZEOEY L@ Z21TH & & bis, ERMAEET 2 F TRE DR
BT H 2 L,

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 5-BtE D 24 3 B £ Tik 6 #
BT L . ZRUIRIT 1280 2 L IO 21T » TV 2 A& D, ARIRS
X EHAICEBRE COIROMEREITY 2 &)
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