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1. BIEERICET 5 BRI

AENE, THRE EOREFTvIRA YV NEBETHD OIS LML (PD-1) TG T 5. B FHERA ENeE Oy
G(IgQ)4E/7O0—FILIETT,

PD-1&7 07 S AMREFEU A YR (PD-L1) ROOT S LMV R2 (PD-L2) EDWEBEEREEET BT &K,
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ZTD—7 T, AAIDERKRFICIE. THRILICBENGI DI 9 - (V1 M VEE PG EEES) DIERNIZENS
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RRENEMEIERNRSSINTVET,
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ZDBEYRBRMEZTOTLIEE W, Fo. ARRSKTRICEBRBREIERANRIRT 5N BB, FERSETHRD
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WeLEY,
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2.2 WRBE

P AERREZICIERUCE T IIBR O FEEE
AF O—RERL VIS RBIEA S DEHHRURSHEEILTLF B A.

YIBRAEEIREST - BRDIE/| HllB2RH7E

OKEIDMTA] - MBRHEMEACH I DEWER VL2 EFEILTLE R A

O RABRIHHHIANSNICEEDEGFREGTEE. ALKREEBLFXIFROSIREEBLFDEREEICOVT., BEFRX
[17. ERIREE | DIBOWE* Z2HU. ABIDBERUREMZ+H(CEFEUIC LT, BREEDERZT> T,

OB ZEMTIRETDHE(CIE. PD-LIRERCOVWTC., BFAX[17. BREE|DBORT 25U, T3R8
ZEIDREBENIEERRICOITDEREICK). PD-LIORBENERSNEEBE RS L, BEICHOTIF, HER
SNIEENZHBEER N FEE#Z ZHANTLIEE W,

OtDNMBHEEEIEDHARSDEWNLEF. PD-LIRRERICKIEBRDEONREBINTVNET,, PD-LIFRERICDONT,
BFAX[17. BRREEIOEORT“ZHHL. AFDBDURURLEZT2(CEBEUIC LT, AHZSTHABE
DABEICOVTEEICHRILTEE L,

aVIBRTEETREST - BR OB Ml

BRESUYRJ OEHMIEICHIT B gL

O KABCHIANOSNEEEDBESURATDERSICOVWT, BFAXI17. BREMEBE I DIEBORB*ZZAKU.
REIDENERVZE L ZTHITER UL LT, BInEEDERET>TREL,

OB REHIREBERDHIBEZRNRELTLIZE W,
EHEHESEIEER (R2810-0NC-1788/V—=K1) [CBWV T &, BIERESBAICH UG EH50GyDEYFNEMIRE
(BED) Dffie s iRa B2 S e BENMEAIANSNE U, Fo. MERSHEEBEDHERS. DEERNURE AL
FIOOWT, —EOREFFRITONFBATUI,




2. B5ICIRLTOEEEE

%1 EASEIEER (R2810-ONC-1622/Y—h2JR—bARUC) . /BN EEMAF SR (R2810-ONC-1624, R2810-ONC-16113/Y—k2)
[CHBNTIE. EGFRELFERE. ALKBEGEG FXIEROSIRGETFHEOREFHAIANNRALEINE U,

X2 AE|EERTRSULCEREIBFER (R2810-0NC-1622/V—~20k—hA) . BAENERER (R2810-0NC-1624) [CBWV T,
EEM@IED50%L EICPD-LINRIBLTWVWA I EHERSNIERE N HFANSNE U,

X3 ONBUESHEOHBRSET BN EIERE (R2810-0ONC-16113/5—~2) [CBW T, PD-LIKIRR (ESMRLEKICHITS
PD-L1 ZRRUIERBEN ESHDENE) BIDOS DERNE BRI TOES I TUR,
BiNMERE (R2810-ONC-161135KE8/Y— 2. PD-L1FIRIA A =V

. hRE[A] NY—RHE)
H 2)
POLIER i o (95%{ETEM) (95%{ETEM)
1% K FEIEALZEEED 95 12.8
g (9.6, 16.5) 1.006
TIuREALEREAED m 14.2 (0.633,1.600)
Az (9.1,18.0)
1%Lt 50%Kiis KENAZEEED 114 21.9
agizEd (15.9, NE) 0.518
TR LB AED 61 12.1 (0.323,0.830)
HAR (8.3,NE)
50% E FEACZEEED 103 17.9
AR (15.3, NE) 0.613
TouREALZREAED 49 13.8 (0.367,1.024)
Az (9.3, NE)

NE : not evaluable

F1)F—=9hvhATH 1 2021F6514H8
F2)PD-L1RRENATEARE CH oI BENWRESI N,
SE3)FEBRICOX NS —REFIVICKD T T uREALZEAEDH A EDHE

%4 HEHESBMERER (R2810-ONC-1788/Y—~ 1) (LB WV TE. BRHREICH T 2ARNEIRE RO BESHEERDBEIZTIDE

AEEEE M s ANSNE L.

MTFOVWITNHDEEZEICTIHEE. BRESUATEHMENE LU,

- TEREZWICBVT, () ENZEZEE T2/ EEE RO TEL ED20mm LDV )/ VEEsks, X (i) 3EL LDV v/ &k
7B B,

- In-transitéGis (REENSOIEE N 2cmZBZ 21, B/ SEREICERATVWEVWEERUE FOER) h'H 5.

- TARZEZET 2,

- REEREEE T D,

- FEOVWITNHCEZH T 2ETMIRE DB (BEICYBRSNIERAEEDEHANCHEE) H'ERH5N D,
-BRRE(CHESTEY Y/ EEEH N2bLL
-BARAcmU EOBRFE. EULKIBEDBUSANIGIIET DIEEBRERBRBNS6mmEBR 22828 2BRRE
-EDEDMBED DEAZR20mm L EDBFRKZE
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2.3 NREBEEROILHDFIVIVAR

FRIDBRSFERICLITOIRBICOWVWCHEE - AZREL. BEDREZHEEL T,
FEIDMREN IR, MREBEICDOVTIE, p.6D[2.2 WREE [DHERL TS L,

i% FEIDRS BB S NABEIC OV T OIS ET>TEL,
&
fﬂ O RE5ERICEHELET, DB EZ CHE<IEEL,
EE ORSICBRUCEENNETY, B50OEZHML. BEICRSULTES,
] p—
6\ b S5
g% BlIOMAICHUBHEED | CLWWA CEn H2(CFELE T, DBEZERST L TLEE 0,
N BREDS5ESE
SHE - BIEES
i Bo®RBEREOEH. &, | OLWhR CEn BeGBEENMEEI DB ZNN HIET,
= 810 L FERMDES
Ilé TREEOERDHHBE
L BEMHMEREOEHNIEEE | HLWA CEn EEHREN RN (FIEE T 2BEFNHDIET,
g BEOH2EE
E sl EmerfiiE®E | LWA CEn BiElE s (O I BIEiER N FBER B ERIREET2HZN
g BESD)DH2EE NHUET,
" BARS. HEEMER
HOMEUHESEREOHA | LWVA CEn HOMBEESESIEDHBICDOWVWTIE, BRENRO T MG
2 4% (NAAEREERICIBRUL LTWEHE A,
1€ [: ETXIFBRDOF=5E8E. B8
H /#I VIBRABEIRETT - BREDEHR
& = WrE. BRBURIDERH
0%) g RIS BT BB
ﬁ g BEOEEEETHEE
o LIEREZE I BE OLWWZ W IR DOIREM D H D LMHICIE, AEIDZSHROAEIEZSE,
DL EDAnR* FEYBREHDEZBWV DL OEEL CLIEET N Y,
5315 ARV [E TR SHEIRLU C WA ORE D H DT EIC(E, BE EOBRED
iRtz LE5EHMEN2BEICOHERSULTLIEE L,
5| R~ R (CHAPD- 1A (EHPD-LIHER ST B L. BBIRIC
B W BRBESNHESN. REXNMENT B ENREINT
ﬁYk WET?, b MeGRIAEEBBLTBENSRIBABITT BN
: HSNTLET,
i m OLWZ CEn BEFOERERUBAFBDEREZZEL. BRI DO#HENIE
RS L TLIES LY,
KEIDE M ENDBTICET DT =Y [EHIFERAD. ENgG
[FEEAPICRITITDENHMENTVET,
V5K ARV [E(A INBEZERREUEBERARFERL TVEE Ao
ks OLWZ & —MRICEBEERENMETNLTVDD T, BEFOREZTDICEEUR
HSIBEICRSL TS,
SHIRE [10~1 (2l BRI C DT DEEBIREAIFECOG PS 0~1Tdh!Y. PS 2L F
(Eastern Cooperative DEECHIT ZAFDENERVTLZLHEFEILTCVEE A
Oncology Group [ECOG]
Performance status [PS])

OHREREN OB




2. B5ICIRLTOEEEE

2.4 B5ICHTHT

BAZERUHE

BAEEEERICIERUCETNIBROFERE

PIBRTRETREELT - B DIE/ B AAHTE

BTN EEISELT - BROBMMRE

BB BAICE. E2FUNT (BLFEER) LT, 10350mgZz 38R ER T30 BN 3 CRBiELEd,

OIE5AyYa-I

\

EIREDRBDETIE. EFES NIRRT
NE7IBECTENLERDIRAHE5NZET
BRSERETELT

1[E1350mg%Z 3077 BN\ T T HikiadiE.
3:Em-ER (Q3W)

$ AHI350me (1 NB 1 BRE0SBDI TRERETHTE)

-

BRESURI OERMBIREICH T 5l ML

BE. ALK B2 FUST (BEFHEER)ELT, 10350mgx 3BRERRE C160%E T, 300EN T Ca@mEmiLEd,
Fleld, C UV T (BEFHREBRZ) ELT, 10350megE3BRERRE T4, 300BH T TaiEs L. Z0D%, 10
700mgZ 6 BRERR C6OE T, 300MH T TREEILET,

OISR TJa—I

1[E1350mg % 3077 BN\ T T FikigdiE.
3B (Q3W) :Et16M

1[E1350mg%Z 30N Tl 1E700mgZ 3073 h I T RisssE.

¥, 3:EMRMR (Q3w) :5t4E 6;8REER (Qew) :Etem
vy ¥ ¥ ¥ ¥
[ [ [ [ [ [ [ [
0 3 6 9 12 15 18 21 24 42 45 (B
’E5ET

W AHS0mg (VW IND 1 BREOAEDITREHETZIL) N FHI700mg (LW INE1@EE0HBY I TREBETBIL)

\

e I—E 1]
T/ 70T I IHREICEEL—RNEESECUT, 2B D753 (185X (ER5%) ©EHICInfusion reaction
BB ZNHHIET,

REIDRSERUERSEFEEDREZTHICHRL. EENRDONIBEICE. EEECHU TAEI DRSO, &5
REDFEXFRSDHIE, BYRNEZIT>TLIZE 0,
Infusion reactionDEFMl&. p.10D[2.5 Infusion reaction | ZSBLEE W,

< 519t OV o} B3 1 3 it e ek

%
2
B
»
T
)
E:
=
5
I

BHSX S NN HEY
O o W YR TR

E= S L




< 551t OV o} F 1 3 v e ek

TR S N C TR dimids

I

1E
H
&
Z
D
X
U
Py

i
=
%
=
7
%)

i3

2.5 Infusion reaction

AENRSIC KLY, EERInfusion reactionh'H5HNBTELBHET,
EEHROONLBESICE. ZOEEECEDE., 500, RS5EEDRE. R500IEE, EYRNEET>T

<EEV.

BESRERABRICSI IR (FEER)

BRIEE

P AEEEERIC SIBRARETS RBIRRTRERS BREEUAID

BEULETYE T - BED T - BED BRREEICBITS
BROF=HEE JE/vRRRRDE BrmiaE &R
EMSEIEEER " _

.

(R2810-ONC-1676) | ' primineres | (R2810-ONC-1540) =R 1)
(N=300) P (N=358)
(R2810-ONC-1624) (N=205)
(N=415)

£Grade Gr&dﬁ . £Grade Gr&dﬁ s £Grade Grf;f . £Grade Gr&df e
Infusion reaction™ 20(6.7) 0 43(10.4)| 2(0.5) | 29(8.1) 0 6(2.9) 0
FAACHESRIG 8(2.7) 0 29(7.0) 1(0.2) | 15(4.2) 0 2(1.0) 0
B 6(2.0) 0 0 0 6(1.7) 0 2(1.0) 0
HH 3(1.0) 0 7(1.7) 0 3(0.8) 0 0 0
IEH 4(1.3) 0 1(0.2) 0 1(0.3) 0 0 0
HE 0 0 3(0.7) 0 1(0.3) 0 0 0
=R 0 0 2(0.5) 0 1(0.3) 0 1(0.5) 0
i 1(0.3) 0 0 0 2(0.6) 0 0 0
RS 0 0 2(0.5) 1(0.2) 1(0.3) 0 0 0
ik 0 0 1(0.2) 0 1(0.3) 0 1(0.5) 0
ZSFEAE 0 0 1(0.2) 0 1(0.3) 0 1(0.5) 0
BEE 0 0 1(0.2) 0 1(0.3) 0 0 0
BEbE 0 0 1(0.2) 0 0 0 0 0
EYBEE 0 0 1(0.2) 0 0 0 0 0
fIpd 0 0 1(0.2) 0 0 0 0 0
HIE 0 0 0 0 1(0.3) 0 0 0

n(%)

MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/Y—h~2J/hi—RA. R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/$—K1, R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/$—h2J/R—kA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—h1)

HEEE
VIR REINELT - BREOIE/ VRS

PT ENEEIMEER5R (R2810-ONC-1622/Y— 2 J7k—~C)

+3591 EM4BEKER (R2810-ONC-16113/Y—12) (N=362)

2Grade Grade 3B E

Infusion reaction* 10(2.8) 1(0.3)

FALESRIG 2(0.6) 1(0.3)
Z5EE 2(0.6) 0
B 2(0.6) 0
HRL 1(0.3) 0
BEE 1(0.3) 0
TR 1(0.3) 0
FE 1(0.3) 0

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

¥ EETRRESNcp. 11D [Infusion reaction |DERDEET.



2. B5ICIRLTOEEEE

Minfusion reaction

Infusion reactionld. 2 DDEBINIEMedDRARRR—EZAL. LU FOREECE>TRELEL,.

@ IRR Diagnoses : LIFMDMedDRA PTICEEU. REANAF DRESHE (RE5DNFRSKETHR)NIFBHTH 2T
DER,

@IRR Symptoms : LI FDMedDRA PTICEEUL. FIRANARIDIRSEEXIFEHT. HIENS2BLUNITHEK USSR,

@A EMedDRARET —E

MedDRARZERT MedDRA PT
IRR Diagnoses FAICHED RN BB BBUE. 18B8IE. VT IS+ —RIb. 7 F T45F Y —vav,
THFIA4TFV—HRIG. 7T IT45FY—Yavd, Yavd, BAE, BRELE
IRR Symptoms iR, 7UILF—IERE. S F7E. Sk, MEERT. [EFE. [EXER, DL, Db

B R BR BERY. REFUR. BERER. . IFIREE. 5. 3. EmT. %HE.
WREEZRE. RREE, OFFE. OBER. DRER. B0, ZE. DREFE. OFEREZRE.
OFFRGEES, OFFRSRIEAR. ZO/E. ZUILF— T D5E. A, F2. fINERE. ToEM
522 IFIREE8. [WREDI AF2I7 | ERIN. ¥3v ek, KEER. <Uvdr. EREERKIS.
fElk. REERR. SRERR. SENR. SAITR. B [EFE. REFE. LREHE. EE. BB
sz, B, KI5

MedDRA ver. 27.0
MedDRA PT : E4:E (Preferred Term)

WA

—AZIC. Infusion reaction(3FIEHESDEIA30PLARICRELP I, 20BLIEE5EE - BEEHERULE TN, 20BLL
BRICHIHTRITTDEELHDTEND?Y, REIDFRSEICTIINAIILTA VDEZIUIITETIRE ., BEDREE DI
HRULTLEE0,

WELERRAER >
ERFRAEIR @ FEFL. BR. TOFER ®B. I PIREOZE. MEWTE (OEPRE) . REEE. WREE F

WEMICHERGRE

BHELE. NMIIWTAVDEZIVYT NIVAFFIA—IDEZIUVT &
% S (SRR MERND HONBIHE | IDERIEE

< 15t OV o} B 1 3 P e ek

%
2
2
»
T
)
E:
=
5
I

BHSX S NN HEY
O o W YR TR

5]
i
X
)



< 551t OV o} F 1 3 v e ek

5]
H
X
)

BRIREFOX 0L (XFORERABRUTLE)
@CTCAEICHIFBGrade

2. B5ICRULTOEEEE

Grade Grade 1 Grade 2 Grade 3 Grade 4
FEALHESRIG BECT—BHEORIR; | BEFLERBORR | SEGIERICHTD | £E0ZEBNL T Z2UNE
BRI ZBEIRRL: | AR, LEUVERICH | BB KLU/FCFER | #8293
BEZEIRV IHeBGMEAYZ | BORBPIEICHU TR
V. NSAIDs. RE M | PHICRIHLEV) :—E
EE, BIRNER ICIE | WELTHBERIT S5
BPNCRINT ;224 | RIEICKIARZETS
BEDOFHNEEZE
EEA)
BEBRILEMEHRE v5.0 BAER JCOG HrkW5IH. &
JCOGHR—LR— http://www.jcog.jp
OFFIDAEXR T HERE
sltEm BE? nE

Infusion reaction

Grade 1XF2DBE

ARIDRSZPHIX IR S REZ50%HET Do

Grade 3 EDBSE

FRERIET B,

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C£U%,

W(BE) ARSIV CBIIIREFEEST21—-Y3aYV7 I3V DER

O AREREHARS (Y

GIEREA Y T a—V3avUFP I3V DER

CTCAE Grade

BrEOUE

XHTTE

Grade 1
ORETEMEDRIN ; RUBDHZE
SRV BBEEESRRN

OS5z D,

OES(TRSFEZS0%ISHET Do
EUTHEELBVWEERSZ
ERSE

XS5 B HVFRSHE TRICHIER
HkET T BB BICIE. FREAERELT
EXIZVE ATO4R25KR5(C
FOERERZH D,

@ IRSDEHC(E, FHRREL (RS
EPMERIIVEDR SR Do

Grade 2

@ LEFCIIEDOEMDNE, /2L
FEIRICH T 2B E(CEEP ST
% S2ABEDOFHNREZET S

@Grade 1L FICEET2FTIRSZK
th_%)o

ONR—2T 1 VFEfelFGrade 1ICEEL
JeBE. BRLTIRSZBHT 5.

OESILR5ZDHIT S,

OERICHUT. BEERELNEAY
SUR ATOA4RELBERE5ICEKDIE
RERZEND,

@Grade 1L FICOIELZEIC, Durls
REDS0%ICHELTERY 9.

Grade 3

@B (FERICH T HBBEDSLU/E(F
BREOSEDLESHUTERPHN R
LRV —EBELUTCHERTS .

@CGrade 1L FICEETHFETIRSZAK
.Itg_éo

OR— RS54 VFzIFGrade 1ICEEL
EBE. RIS TR ESBREZES

OESICRSZTHIT D,

@ERICINU T, BEEREPHERY
SVE ATOARZEBICERST %,
[FIRES - BIRSBERD B BHEIC(E

FREICKIARZET D [CIRE1 T Do BRRA. PRUFUY, AT0O4RE
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3.1 BICEEEET 3l

AR DOTHIEDEHCERICKY . BEORERINCGER T SEZEZSNIRLIPEELHREN HSDNBEIENHIET,
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« Infusion reaction A2 /AT HEERRS /BT R
« KIBR/EEDTH - B AR
« BRI AR A AR AE / EAE AR IR O AE - [@2s B (EMEF B EREZ 2 L) DHHEEND
< IDERR/IDIER A
- BHEEEEE (REERENERE) - BRIRIMAS ZASAE
- R IEE (PR EEE S B aEEE/ - S I VIR ME
TEAEEERES) * REMAIF R IME
-BEEDRERE « BESHER
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« iR/ BBERN - MERX
.

Infusion reactionMaFllE. p.10D[2.5 Infusion reaction]ZEZSBLIEE W,
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HDRRZRN T D3E BBICHU THEPIESEEL. BYRERIZHZT TS,
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3.1.1 RIS &R T SEIEADMNE

(KB / EEDTH)
FEUZSICEY . KER/EEDTRANGSDNZIENHUET,
FRIDRSTRVESEIC. FTAXGKBROBRROERN G, BEOREZERL TS,

Kisst/ EEO FRANEDNBEICE. BB THILSBMESERL. ECLEET TRE,

BEELERGRICB I HARRR (FEER)

BRIEL
AL EEERIC SIBRAEETS RBVIRRARERR BEIUZID
BEULETE T - BEOD EfT - BEOD BRREICHITS
HEDF=SE FE/) B BiihE B EE
ENSEIHEER
- - _ R R [ 5
EE SIS (R°2_810 ON(i 1622 O\ TS BRI ME 5
PT JX\—h23R—KA) (R2810-ONC-1788
(R2810-ONC-1676) HEEIAEER (R2810-ONC-1540) A—p1)
(N=300) ! > (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
£Grade ML £Grade BLE £Grade MLF £Grade B
N 3(1.0) 1(0.3) 8(1.9) 2(0.5) 8(2.2) 2(0.6) 3(1.5) 2(1.0)
KR 3(1.0) 1(0.3) 5(1.2) 1(0.2) 6(1.7) 2(0.6) 2(1.0) 1(0.5)
Lt doing 0 0 1(0.2) 1(0.2) 1(0.3) 0 1(0.5) 1(0.5)
[ 0 0 2(0.5) 0 0 0 0 0
BeRBHXER 0 0 0 0 1(0.3) 0 0 0
TH 20(6.7) 1(0.3) 21(5.1) 2(0.5) | 43(12.0) | 3(0.8) | 21(10.2) | 2(1.0)
n(%)
MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/Y—k20ik—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—h1, R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/V—k27k—MA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/¥—K1)
HEEE
YIBRARETRELT - BRDIE/|FREATE
PT EAEEIEEER (R2810-ONC-1622/5— 2 J7k—~C)
+;E9 £ 4EKER (R2810-ONC-16113/V—K2) (N=362)
2Grade Grade 31
N 5(1.4) 2(0.6)
KR 5(1.4) 2(0.6)
T 33(9.1) 5(1.4)

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03
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R2810-ONC-1676BRDAFBEICHIF 283 - FRIOYERRFHOPRE (R/IME. &HAME) (B)(E. 30(1. 211)

TUfc,

WERERFRER - REMRY

PRI - TR, BHEDHMOEN. B, HWRE. ME %5
BEIRER  FEEDIFSENIEE
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BN 50aUOEEEE
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ZEID

ERD RV ERRATR &
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gy A

fEf AR FE e IRN
EISELS

BE TR IR 5
2 AR FRIRRUBMEIR

LazBD T ZRUNE
Z8ID

OFRIDAERSAERE

BEERILBAFRE v5.0 BAFER JCOG MKW IA. B2
JCOGHR—LR— http://www.jcog.jp

ElfEA

e

U=

KSR/ T4

Grade 2X(F3DBE

Grade 1L FICEHE T BFE CARI AT B,

Grade 4X(FBFEMDGrade 3DHE

FRERIET B,

7E) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [CEU %,
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B(BE) HMRS1 Y CBIIdREREBHESDERE

ONARBEEHARS (Y
ERESREEDERE

CTCAE Grade

B50TE

XHTTE

Grade 1

O RN=ASA4VEHRT
AQRm/H DY EREIEN
RNR—=RXTAVEHNTATRL
FINSDHEHE N ERE (I8

@ A[Z:K BN TR, BRERFTR
FICIFREFRDH

@RSz Do

OERDE(IOVTIRBREZIUV T Z(TD,

Grade 2
O A RN—ATAVEHRT
A~6E/BDHELCHIEN;
N—=RXSAVEERTATIRL
FI OB BN hERE (18]
0?51}1%%: B, MREFIF
@

Q5= KIET D,

OR—ATAVFIE
Grade 1A FICEEL
eHa. R5EHRZR
BEER

QL LBEFIEICHIEEKD D,

OEANIHIWRSEL<SEBEEG. AT0/RL885(FURZY
OV#E0.5~1mg/kg. BOKRS) (FlcFBEkBRE) =B
BICFBT %,

O TOA REEH/REICHNNDS T, RN B, Fold
3~5BLRNICHEDRDSNB VRS, Grade 3&EUTHY
WS

@Grade 1L FATOEE, 30BLU NI TATOA REERT 2.

OGZI. 1LUIR, ZDMDEBESTES DI, BIEXIRFE
FElSCTIHRBEDOEMZHRET 5, HICCTRATIE. BEEDE
BEZZRHBDTENEL (EEITIES L DERDB) . ZHICERR
FIENESNBTEN BN, BEOEN SHEDHEIND,

@3B KWELIFHT DGrade 2D TH. I5KIE - MEEEMAED
TRIDES. HOXNEUBREEDERIDIESHIC, TEHHER
BREXRBETZET D, 2L, BEALDOURIN BB,
2HICIFHERINIZRL,

OOIXRTIREMIBEDL OB IEFER(E, BYREERBIEN
B|ELTDEN DY, EREDES(CFTET D,

O ICTLA-AMIAES, KENRIRSHIEZZEET D, HPD-1/
PD-LIFfAEE, GILUTFICEEITNERSBREZZEI D,

Grade 3 (FfzlF VBRI KLWELE

%59 BGrade 20D )

O 5 (G3) : N—2SA V&N,
NT7EL E/BOHEDHIE
IREE RN R A
A4V EHKRTATRIFNS
DN EEICED ; Somt)
DBEBEFEEDHIR

O K54 (G3) : BEDER. 15
EEEDZEAL. EERBAEK

| IEYRNIyerC s
95,

ON—ATAVFIE
Grade 1LARICEIEL
tHe. R5EHRZR
DEEE

Grade 4
QLM EBNT  R2UNELZE
EE)

@R 57ZHIET D,

O LEFFIEICBIE R KD D,

O 7O/ RLBRE (FURZVOVIEE1~2mg/kg. RE8IT
BE) DBIRESEES(ICHET 5.

O TOA R85 (FURZYVOVE1~2mg/kg) [CHH
OS5I 3HLUAICHENRDSNBVES. FoldERNE
BICHEBULESIE. MINF-0REE (v IUFIv T
5mg/kg) DEIIR S Z1RE1T B,

OGZA. ALUIA, ZDMDEKEBZSTET DIcth. BIEXIRE
FElFCTHRBEDREZHIZ T D, FICCTHRATIE. BEEDRE
ERiR. EECTEELERDDEDHY . ZHICERRBR
BhESN3ZEN BN, BEODEH SRDHEIND,

O IHEILENRBRBAZERET D, 122U, BEALDURT
o,

@Grade 1(COHET AF CEASERTOA RS Z ;L. =
HESNEEEF. 4BLLENTTRTOA REER T 2.

OIRSIREMIED LS IEFIE(L. BYRAERBIEN
B|ELTDEN DY, EREDIESICFTET D,

@ICTLA-AMFER(F, KEEMICHIET D, $APD-1/PD-L1#E
#(|LGrade 3THNE. Grade IUFIC@EITNIEIRSHRH
HZEBU. Grade 4 THNIEKENICPIET D,
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BRI AR/ EEFENEN HSONIIFEICIE. BEICRUTHERBES VWU YF - BREFAREMEE

EEL. BB ZEITOTRE L,
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BRIEE
BAEEEERIC YIBEAEETS IREUIBRARERR BREEUAID
BEULETXE ET-BEOD T - BEOD BifEiEC ST
BEODF=SE FE/ AT B gL
EAEIERER " )
. sprmme | (EONCER | semm | BSOS
(R2810-ONC-1676) | ' onimmineree | (R2810-ONC-1540) i—h1)
(N=300) : (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
2£Grade MLE £Grade MLE 2Grade ME 2Grade M
it 0 0 2(0.5) 0 2(0.6) 1(0.3) 1(0.5) 1(0.5)
i 0 0 1(0.2) 0 2(0.6) 1(0.3) 1(0.5) 1(0.5)
vl [7ipd 0 0 1(0.2) 0 0 0
T 0 0 0 0 0 0 0 0
SERFEE 0 0 1(0.2) 0 0 0 0 0

n(%)

MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/¥—h2ik—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/¥—k1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/$—h2J7k—NA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—N1)

HA®E

EASEIEEEE (R2810-ONC-1622/V—~27/K—RC) . BN EMEEER (R2810-ONC-16113/V—~2) Tld, MH*. i
RUARAE Y SRR ISERDONF T ATLUT .

* RENTEEASBEROME

o UFHMOECHI<EHDMedDRA PTH'EENS.

MERFRENER - EIRHRISSIESR (R2810-ONC-1676) [C 13 3 FIRAFH
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(1. 684) TUI,
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(BAR)

ERFRAEIR HEMIFBAIDEIE TR, RER (R TE, RINEBESE) F

BRERRETR : E7 L7 T+ —E(CK) 181

RIERER | ARV~ /B2 (CDSEML) . ARfRHEDIRIE - BEZIL. NMEMIDRRE (RENENESENSF NTF—&
DR F

(HERUERRIRRIE )

ERIREIR - U DK T, Ui - B - BB EL5DMHRE. 5Bk, REBIRF
FRERIGERTE | MJECKIEAN. LDH - AST - ALTIEND. A7 0O VIR &

RGBT | figDFRL - BE &

MIMEAEMR | FUEEne =5

(ETERENE)

FRERIER © RIS TE - RINEFREZCRDERBEDIRER. BEIDNE - HRHEICHIHHE FCLDZEH RO ZDHZE
ZE(BICK>TERNZE) . BEEE - [ MEE - BIBESEOIRER. 7U—t. B S

[RARIRETRE | MECKIBN %

RIERETR  ERANOU Y/ SEGRE. BisitDZt - BE S
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IIERE. HMRIKE. HHERRE F
UONFHLZEERIEC DR | MREE (IECK) F

(HERBARARRIE )
IERE. HIMRIRE. CTIRE. HERF
UDNF LR DR : MBCK F

(EERENE)

IARRE. HIMRIRE. SHHERRE F
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Grade Grade 1 Grade 2 Grade 3 Grade 4
BN BEDKRE AR TZHEOIPEED | aEDHHETZHIE | £GZBH T . B2UE
B . 5308UN0E | B 30EY0EEEE | 229D
BAEBEDHIE B EDHIBR
AR RRE FERD L, BEEES | BBEZEIINERMUE | ERN DY, BRIEBEE | £EHEEN T  BITEE
RL BRBEEEEDH W 293 EEA)
SEEIE FERDBRV, FEFBE | PEE R/IR/BIN/ | EEFFEZNICEKX | £hZBH T . Z2UE
DIERERRFTEEES | IFBRIEEZETD: | THAD. EEICER | ZEITD
BREMEDH EEZE | FiiBia080EILN | ZBHTDHDTIFRL:
fayzyA DEBEEENEDHIRE INGEIEYNG: 5[]
ERZETS. 500"
DEBEEENEDHRE
BESRILBAERE v5.0 BAEER JCOG lrk WS IH. BZE
JCOG—LR— http://www.jcog.jp
OFEIDAEX I HERE
EIfER =B WE
BRI /REIIERRIBRAE/SBAE | Grade 2XIF3DES Grade 1L FICEE T & CARERET B, 12
ERIEIIE BREZBZDNELD Grade I1LITETCHELR

WEEICIE, AEIZRLET D,

Grade 4XIFBEHFMEDGrade 3DHE

FHZPIET Do

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C#£U2,
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B(EE) 1M RS 1 YV ICHIF DEREMENE - BIRDEE

ONARREEHA RS 1Y
SERMENE - BRDEE
CTCAE Grade Br5OUE papUlyaps
Grade 1 Q5= B, O T IV I E T Do

OERN RV, HBVIFEEDERN D
2 REMRDERBLIT. BFzES
=\

OIEIL 7 F U+ —EDREEHE
ONEREA

Grade 2

OILEEDFERN DD s HOEYLISND
HELETEEDHIRENHD : WL
HDIVEIREEBENZEIND

@Grade 1L FICOET 2 TR 5%
RIET D,

OX—RXSAVFclEGrade 1LLRIC
CHELIEHE. REBEHERET D,

QL HIRARIEPUDYF - BERBAR
EERET D,

O HEE AL K DAEREEFI 21T D0

QT OARLHERS5 (FURZVOV0.5
~1Img/kgFRclFZFNICIHHT 588
A #ZE I D,

QA TO1/REFREICHNDDET.
WENTZHESNBVEESHDVIEE(L
UTeiZ 613, Grade 3F2IF4ELTH
DikS,

Grade 3

O=EDIERN DD ; BOOYDHEE
SEENEDHIRN B, REEBENNE
TH?

Grade 4
Q4G ZENT  RRIBZETD

@ KiEHICRSZRIET B,

ONHERNRIEPUIYTF - BRFEAE
EERET D,
O\ FraEE LIRS B,

O LHROEECDVWTEHEETL., &4
B TRREARES HET D0
OO/ REERS (FLURZVIOVL
~2mg/kg T FZFNICIHE T 555F

FREE) ZBHICBA YT 2.
AT04R28R5(CHMDID5T.
WENTEHSNBEVEESFZIFELLL
Ie8ld, B 07 VET(0.4g/
kg/B. 5BE). 2704 R/SILREE
AFILTURZVOV1g/H. 38E).
ML, LY Za1— BAES
ZEEIT D,

QU ENBONIEBEF. 4BBM L
MNITRFTOA RZEER T Do
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DERR/DEERDEEDNIGSEICIE. HEICHUTERGSMIESERL. BURNEZT>TIEE L,
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]
IE
fE
BEEGERERICS SRR (FSER) i
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B AEEEERIC YIBRTHERR AR BEEUZID %
EEULETIE T - BROD T - BROD ERMIEICSITS E&
BREOFESEE FE/\BaRTE ERiaE B E 0
BRI s )
or EesmEnEn | (o OONCIO2 | ppmmen | EESESUENR iz
N = =
(R2810-ONC-1676) BT (R2810-ONC-1540) S—k1) =
(N=300) (N=358) lc
(R2810-ONC-1624) (N=205) i=
(N=415) U
Grade 3 Grade 3 Grade 3 Grade 3 T
2£Grade ME %£Grade MLE £Grade ME 2£Grade MF g
IDERR 0 0 2(0.5) 1(0.2) | 2(0.6) 1(0.3) 1(0.5) 1(0.5) =1
D 0 0 10.2) 0 2(06) | 1003) | 1005 | 1(05) %
BEREEDER 0 0 1(0.2) 1(0.2) 0 0 0 0
DR 2(0.7) 0 0 0 1(0.3) 1(0.3) 0 0
DER 1003) 0 0 0 103) | 1(0.3) 0 0 Elﬁl ’E
MR 1(0.3) 0 0 0 0 0 0 0 = 5
n(%) EB
. zTE
MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/V—k2d7R—MA. R2810-ONC-1624) 0) g
MedDRA ver. 27.0(R2810-ONC-1788/Y—hk1. R2810-ONC-1540) wT
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/V—k27R—MA. R2810-ONC-1624, R2810-ONC-1540) M 5
CTCAE ver. 5(R2810-ONC-1788/Y—r1) 5£
HEAEE
VIR HEIREST - BRODIE/)VBRRRHE
PT EMsEIHEEER (R2810-ONC-1622/Y—h2 7k —~C) 3|
+iB5 55 MHE5ER (R2810-0NC-16113/V—h2) (N=362) H
2Grade Grade 3l E %zf
DR 0 0
DN 2(0.6) 0
DER 2(0.6) 0
n(%)

MedDRA ver. 26.1
CTCAE ver. 4.03

X RENIMEEBROREE. STMEEBICHEI<ERDMedDRA PTHEEN 2,

MEGFRERER - B ESE MK ER (R2810-ONC-1676) [CH 1 D FHIRIFHA

R2810-ONC-167658BDAFIBECHIF DR /IDERDDE. BEREEDEXR 16 (Grade 2) DYIEIRIRIFHAF156H
TUTe,
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BN ORERTTHR DERRER (202266 H248KR) [CBV T, ABIEDRREHENSTE CERVETHZSOCEERDH
RNFDERD 22BIRESNTNET,

WERGERRER - REMRY

BRAER | EDIE. (FIRMEE. MEEERk. RIBER (B8R, Rk, £8). 2582k BHFE. MO MR, BEEIEE.
TERZEE. BT &

RPRIGEPTE - DENORZ 0, CKEN. CK-MBESD

DEBRBERR : ST-TZ(L. PQERDLER. T2EEJOvY. QRSIBOIER. DE5HEIK. OEME)

DII—RAEME  —BHDORLE - BEEK T, 2EAMROMELRE. OUFAMBEENE T, DEFEORIME. DERITS

BEHCRERRE®

MERE. DERRE., DHIRZVEE, DI I—&A. DEMRIF
ERIDIER. REBERHZE DS GIIR P BRSEFFIEMERL TIZE L,

BERBOMLE (FFORERERVLE)
OCTCAEICH(F%Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
IDERR — PEEDFTEPHIET | TEFFCIRIRD | £EHhzEH T BR2NE
fERD'H D SEECHETCHERD | ZE T 2Bl FHirss
DUBE BBEZET D, | TBEEPERBNGER
AER DFTARFAE EREDFEN)
IDEER FEREFBRVN, DBRF | ERDH2 0BG | FBEECHETINE | £GZBN T . B2U0E
EFEZME G ER | k) K (B B IO ER ) ZEITD
B) DDERZERY
BEERILBEAERE v5.0 BAEER JCOG MKW, BE
JCOGTR—L_R—3 http:/www.jcog.jp
OFBIDAEN IREFE
ElfER =B WiE
IDERR /IR Grade 2X[F3DEHEE Grade I FICEET 2F CABIZRET B, 12

BREZBASNE®RDGCrade ILIFETOELR
WESICE. KEIZPRIET D,

Grade 4X|FBHIEDGrade 3DHBE

FRIERIET Do

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C¥£U%,
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CTCAE Grade B50OsE Pop P
Grade 2 QX 5=RIET D, OERBELHET Do
OILEEDZEPHECTERDY | OUELDKGHEIGERS | OARD L. BRIEOZHGEICHETERVERETL.
hd I FAEE LY, R IERINE (DENOR - FRUDLFRRTIFR, HEBERD
PRERBEEE L8 REFIvI. DENTEZI—. DII1—N) = #MENICERT
TECIEE(C1R51T %, o
OGrade 3EATIIERBER (HDWFZNITEUEER) IC
Grade 3 NGRS

OLHFEFICIFR/NRDEEN P
BIECHERNDIEE | JBE
ZRY 3 AEROFRAE

Grade 4

OLGZENT . RRNEZET
% (B : FH A B PN
1BIR#RBh)

O L FREPARERICHLTCIE, BABREFRDAARS A
(https://www.j-circ.or.jp/guideline/guideline-series/) [CTE> T
BT,

@ A7 041 R/NNVAEE (AFILTURZYDO500~1,000mg/
H. 3 ~58@E) #1712,

O ENEONIBEIR. 4~6EBMU NI TATOA NEEHE
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OUENRDOSNBVEER. 2704 R/ ABADRE. M
WL, RRJO0TUVABETEA(VIG) . 4T
FIURTH FNIELN NV TH PULYIRY T,
NI7YFZI* 20T/ IVBETTFIV DRSS, FiliR
WREIOTUVER ZEERT D,

% IETVRICZUSHRICBUCRARRN S S, RIEERMN.

# AVTUFINTE, PEENSBED S MIEDALMER (EERHEILBLU T HICIFNYHA I/V) TREZESNTVD I (EREBILS B DTN
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(BRAEES (REEREEERS))
FRIRSICEY. REEMEEERSOEREBENBSDNBIEN BT,

FEDIRSHRVESEC. ERNLGBREREZTORE, BEOE

BRERSHIREONIIZEICE. HBCHUTERSMIESSESEL. BYRLEZT TR,

BEELERGARICS I HARRR (FEER)

BERBZ T CRBLTLIZE L,

BEIEE
W AEEEERIC YIRRARERR RatIRRAEEs BESUAID
BEURETE E(T-BRO &7 - BRO ERBEECBIT
BROFESE IE/iRRRATE BimiaE RS
B _
.
(R2810-ONC-1676) | ' picmincres | (R2810-ONC-1540) k1)
(N=300) P (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
2£Grade Gr&df 9 £Grade Gr&dﬁ I 2£Grade Gr&‘t . %£Grade Gr&dﬁ .
BR* 4(1.3) 0 8(1.9) 3(0.7) 5(1.4) 1(0.3) 1(0.5) 1(0.5)
SEEREES 3(1.0) 0 5(1.2) 2(0.5) 1(0.3) 0 1(0.5) 1(0.5)
BR 1(0.3) 0 1(0.2) 1(0.2) 1(0.3) 0 0 0
BiaeEE 0 0 1(0.2) 0 1(0.3) 0 0 0
BOREHER 0 0 0 0 1(0.3) 1(0.3) 0 0
BHEE 0 0 1(0.2) 0 0 0 0 0
B5 2 0 0 0 0 1(0.3) 0 0 0
n(%
I\/I(ed)DRA ver. 26.1(R2810-ONC-1676. R2810-ONC-1622/Y—h207R—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k 1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/V—h27/fi—~A, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/¥—K1)
HABE
VIBRTRETNEEST - R DIE/ ) iBiATTE
PT !ilﬂ%l*ﬁé‘_m"%ﬁ(R2810-0Nc-1622/v—|~2:|7r\—|~c)
+551 55 M4BEKER (R2810-ONC-16113/Y—12) (N=362)
2£Grade Grade 3L\ E
BN 11(3.0) 2(0.6)
SHERE 5(1.4) 1(0.3)
BHaEEE 3(0.8)
RIDEREMER 2(0.6) 1(0.3)
REMEER 1(0.3)
B2 1(0.3)

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

¥ RENTEHASEROMETE. DFREFE(CHI<EHDMedDRA PTH'EENS,

MESHRERER - EFSHESEM4EKER (R2810-0NC-1676) I 17 B FHIREFH

R2810-ONC-1676ERDAFEF (CHIF 2 BRES DYIDIFEIRIFHID P R{E (F/IME.

BAME) (B)(E. 64(15, 613) CUIz.
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BEREROMLE (FFORERERVUE)
OCTCAEICBIF%Grade

3. [{ICERZE T BEIFALZOXWE

Grade Grade 1 Grade 2 Grade 3 Grade 4
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BREMEDH EEZE | FiBio080EILN | ZBHTDHDTIERL:
aYZNA DHBEEEEDHIE | ARFEIFARHBD
ERZETS. 500"
DEBEEENEDHIRE
2UBEE — — ANRZETS SomEBDL T ALEM
ZETD
JU7F =N >ULN—1.5XULN >1.5—3.0XULN >3.0—-6.0XULN >6.0XULN

ULN:: (hi5%) EEE0E _HBR
BEERHBADRLE v5.0 HASER JCOG MkW5 M. &
JCOGR—LR— http://www.jcog.jp
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BtigERs MEIL7F ZVHEHE LBRYIFN—R5A> | Grade I NICOET 2F TARIZHET B,

D1.5~3BXTEIMLIEE

MBI 7 F Z VW BEEE R ENR—Z54/ >
D3BBETEIMLIIHZE

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C£U%,
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B(EE) HM RSV CHIIIRERESHESDEE

ONAREBEEAIRSAY
REMHEEEEDEIE
CTCAE Grade B50OE WA
Grade 1 Q5= MITT Do QL 7FINEEBHBEEZIVUT T B,
@I T L7 F = MEN[ER FE N—=2AT7A VDIRREICOELICEGE
ﬁggﬁﬁmj“_1747@ OEELERDIL T F - AEDE= IV (CIEZ B,
e RN BELIES
@Grade 2 ~3FIFADWMECTEET D,
Grade 2 Q5% d 3, ODFERDIFRZITD (BiK, BREAE. RIEEHAE. tOFEHD
Qb T U7 FZIENIERIE BESRE, SRS OERRE. 5E),
s T AN
RLECD ST 02~ 30T EILTF =V BOESIU BT,
’ - OEHEFEREHET 2.
OtDRRESE CE50.5~1.0mg/kg/HDE T SURZY
OVEEIFZFOEMEOROEZR ST D,
OELERDERZIRTIT D,
Grade 3 Grade 1[CHEUEE
QNI L7 FZUEHERIE OV EDIARMUENTITATOARZE L. BIIERRE
= FRED3~6BFEN— EICH T DMBEBREDFHIRSZIHT 5, BEZREDIL
254V D3BLIE PF_UBOEZIUVTIHYVER. ARDKREBEX &
REERE
FEN7BZBR Tk d 25aECEBIEUES
@Grade ADTVETBET Do
Grade 4 Q5% |ET B, OFHILV7F_VBOEZIVIT BT,
QM I L7 FZU/EN IR O HEFEREHET 2.
= FIRED6REZBAD OtDRERESECE51.0~2.0mg/kg/HDE T SURZY

OVFEFZOHMEDRIBEERATOA RZEETET Do
OBEBRDEMZIHRFI T Do
Grade 1ICHEUIES
QIR EDIHAMENMNITATOA RE#FRL. BB RZ
fEICH T DHBEREDFHRSZRETT 2.

BABRESFR (R) | DARERENA NS> H30R, RER(2023)
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FHIRSICEY ., BREREEREN H5DNZIENHUET,
FRIOHBSHILE. RSPRUTRSEIC. ERNBAZBEEERE (TSH, SBT3, BHT4ZFORE) Z{T>TILEL
Fle BBV TEFRBEFOREDLERL TIIZEL

ERRRRIEAE

EEDFEDN

BEERBEFRARICSISARRR (FEER)

[EE/ TE{AHEE

3. [{ICERZE T BEIFALZOXWE

=E))

Zalcld. BEICIEUTADREFIESEREL. BYBRNEZITH>TIEEV

BRIEE
B AEEEERIC YIRRANEETS WA BREEURAID
BEULETE &7 BED &7 BED EBRREICHIIB
BROF=EE FE/)HBRERHIE BiraraE it B EE
EREIEHER )
. smmmen | (EONCNR | e | S
(R2810-ONC-1676) +5§9+%ﬂl;fﬂé‘ﬁﬁ (R2810-ONC-1540) rare
(N=300) (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
£Grade Gr&‘t g £Grade Gr&dﬁ & £Grade Gr&df . £Grade Gr&dﬁ :
ERIRBREERER TE 18(6.0) 1(0.3) | 29(7.0) 0 31(8.7) 0 22(10.7) | 1(0.5)
ERIRAR I BETLETE 9(3.0) 0 16(3.9) 0 7(2.0) 1(0.3) | 11(5.4) 0
ERIRBRN " 1(0.3) 0 3(0.7) 0 2(0.6) 0 0 0
ERIRBRA 1(0.3) 0 2(0.5) 0 2(0.6) 0 0 0
B REMRIRIRA 0 0 1(0.2) 0 0 0 0 0
n(%
I\/I(ed)DRA ver. 26.1(R2810-ONC-1676. R2810-ONC-1622/Y—k2/k—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k 1, R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/Y—h27K—MA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—K1)
HEAEE
YIRRANEETNET - BRDIE/ VRS
PT EIRSEI85E% (R2810-0ONC-1622/Y—h2 37K —hC)
+:59 £ M4H:{ER (R2810-ONC-16113/Y—h2) (N=362)
£Grade Grade 3B1 Lt
ERIRRRISEEIE TE 26(7.2) 1(0.3)
ERIRBRIEETTEE 17(4.7) 0
BRI BRI EETUESE 17(4.7) 0
ERIRBRN ™ 2(0.6) 0
B REMRIRIRER 1(0.3) 0
R RN 1(0.3) 0
n(%)

MedDRA ver. 26.1
CTCAE ver.4.03

¥ RENTEUHATEROMOE. DFMOECHI<EHDMedDRA PTHEENS.

MESARERER | EIEH R MIAEKER (R2810-ONC-1676) ICH |7 B FHIRMFHA

R2810-ONC-1676:ERDAZIBECHIF DNtk EEFRE D ¥ L FHIRFFHAD P R1E (F/]\iE.
TUre.
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WELERFRER « REFRR®

(ERBR B AE(E TEE)
BRERAEIR | BRIk, BAVK T, @), Rk, AEEN &
RERGERE | METSHSE, WERTIIKE. R T4KE &

(FRIRBRPSIE)

ERPRAEIX : 2%, F0T. HFh TR RE. AERD BRZE
BRPRIREFTR | IVETSHIEME. R T3SME. MRt T4SE. PREZSERNGEIRY &

FIHBEITIREFMR LT, BRIRESRRAEICOV T, UFAMBRIREXPERIROIAE T, RERESELOH
R, BRIREY Y F I 57— LBV TCI—NEEREDE T 28D 2T ENHUE T,

BEMCYEGRE

WIAEEEIRE (TSH. WRET3. WRETAZDAE) . PIRIRBERGE F

BERBOMLE (FFORERERVLE)
OCTCAEICB(F%Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BIRIFHEEETE | RO BVBERFMEE | RN H2 . BREETIL | SEQEK: BOBYD | £G%EBH T R2UE
EIFBRBEMEDH BE | EVORARBEZEY | HEETEEDHIRE: A | ZBdS
ZEERRN 5. 820N OEE | RZETS
HEBEDHIR
BIRIFHEEETIERE | RO BV RIRFTRE | BN H 5 BRG] | SEQEK . BORYD | £G%EBH T . B2UE

[EBBREMRDH 6

BRZEI S 50O

BELETEEDHIR A

ZEID

ZEIRN BN DOEBEEEED | lRZzBTD
53
A BES. FERDTRV, FEFBRE | PEE . &/IR/BN/ | EfFCEEZNICEKR | £HEENT . B2NE
Z0fth DERBRFIRERG | EREOEEBEEETD. | THHN. LRBICESD | ZBETD
BREFREDH BEZE | FiiER050EULS | ZBNTHD TIFRL:
TN DOEHBLEEREOHE | ARTICEFARHBOD
ERZEJT 3. 5000
DBEBLEEENEDHIIR
BEERLBEAERE v5.0 HAZER JCOG FrELWUS A, &
JCOGHR—LR— http://www.jcog.jp
OFBIDAER IREFE
gl{ER =B WiE
ERIRRBRISEEIE TE Grade 3LLEDBE Grade 1A TICEHE T 2F CTAEIZRET 2.
ERIRBREERETTETE
ERIRBRN

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C#U5%,
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H(BE) 1 R31VICBIFIBNFRIES (PREBEERS) DEE

OV ARBEEHARSAY
ERBRIEEEE TEDEE
CTCAE Grade IO MUTTIE
Grade 1 QL 5Z T Do @2~3BTE(CTSH, FT3. FTADH#E

@ERNEL, TSH<10mIUL

ZEZIUVT L ERORBZ IR
REBRT Do

Grade 2
OIEFEDIERN H D ; BEAECIET
EARLY ; TSH=10mIU/L

OERDAERZVUSHREBEDERELE
TIRIEZHRETT B

OERN IELICHE (RIVEVHTTE
EDBREENRB). £5%BFHI 2.

OAN N BPIELDHFEZIRETT Do

QRN D DHEPEIERTHTSHA
2MIDBEE. FRETIVEVREEZ
Gl SERSN

ORI RAEZREL. BIRIRTIL
EVRREBZEIAATEICERUPR
IRIEREN ERIE T BLDICHET B,

O RIREAENZET NI, 6BTEIC
PIREEBEREZRIET D0

Grade 3

O=EDERD G | EEHICEKTH
W, EmEZHNITENNL B, A%
T93 HEEEHRETHD

Grade 4

OLHm7ZENT  RRWBZETD

OERDAERZVUEHREBEDERELE
TIRIET D,

OERNIELICHE (RIVEVHTITE
EOERFEOE). BE5EHEFHT 5.

ON N EFIEEHET Do

@ LR KEESEDER (R - E5R)
PoNE. EZHEEZETD.

O@EIRN LU (E. Grade 2(THED
THE. sHhZTS,.

BAEFRESSR (R) | PARERENA NS> 830, £RLMR(2023)

BRIRPSEDEE
CTCAE Grade B50O&E boplyaps
Grade 1 ORE5=MRETT D, O IRIRHEAETTENHE. HULIEERR
OEINT. HBENREDEEDHN DS IR EEE NIRBEIC R D E T, 2~38
BULISEEDERRPTEN DD CEICTSH FTADEZ 99UV I %
BT 2
Grade 2 OERDAERVVIIHRBEEBDERL | ONDBEFEEDHEERTT D,

OPEEDERN DD ; BRELETEICIFH
BRAVRL)

FTRIEZIRFT T Do

OERNUELICHEE (RILEVHT
BEDBEIFBNIRV), B5%ZHEH
6—60

0%, FIERUBREDIERN BN,
BEMEZRST Do

02~ 38R C EICHRIFH AR E = fit
59 2o

06 ~8BRBLTH, PRRPHAEN
WELBWVWEES, NERUROERZ
72,

Grade 3

O=EDERNHS ; BOOYDHEE:
SEEMEDFIPRN G2 : ABRZET S

Grade 4

QLG 7ZENT . RRIUBZETD

OERDUERVLIEREBOIERL
FTHRIEZRFT Do

OERNYELIHE RILEVHT
BEDBEIIENIEV) ., B5%ZHEH
EESN

ONBEFIEERZET Do

OCERTRDIR 525 T o

01~ 3BBTEDIRFRAZMTT D.

OFRIFTU—EDHEE, ICUICTER
K aEZ{T,
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FEIRSICELY. BIBRERSNHSHNZTENHIET,
FRDFESHRUESEIC. THNLBAZBEEERE (ACTH, MIILFY—-ILEDAE) ZToTIEE W, Ffe. ME
[CRUCEFZRBEFORELERLTIIZE W,
BIBRERSIRONBEICE. ADBEFIESERL. BIBLEZITOTIEE L,

NI 1==)
FHEES

BEELEFRGRICS I SARRR (FEER)

BRIEL
AL ERIC SIBRAEETR IRBEIBRARETS BEISUZAID
BEULETYE T -BREOD ET - BRD BHEIRREICHITS
BROF=5E JE/) VB AhE [=prilir i B EE
E MBI ER
; -ONC- . - L[] ik
. swrmmnmm | (EOOCSR | wmem | SEOES
(R2810-ONC-1676) B (R2810-ONC-1540) SA—h1)
(N=300) ! B (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
2£Grade MLE £Grade MLE £Grade ME £Grade B
BTS2 0 0 1(0.2) 0 4(1.1) 3(0.8) 3(1.5) 2(1.0)
n(%)
MedDRA ver. 26.1(R2810-ONC-1676. R2810-ONC-1622/V—k207k—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k 1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/Y—k2JKk—RA. R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—K1)
HAELE
YIBRARETRELT - BRDIE/VFREATE
PT EREEIEERER (R2810-ONC-1622/Y— k2 J7k—~C)
+;ig41 5514B515% (R2810-ONC-16113/Y—h2) (N=362)
2£Grade Grade 3B E
BT S 4(1.1) 1(0.3)

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03
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ARME. BIBIU—EICLDYav TR (Grade 4) &

BRARIREM R | ACTHIEEEE~ LR ZMH ol J)LF YV —IVEE (BH). BFNUDLAME. 8AUDLIE. L=2EH% (L=
ViRE) D LS. EIFE. iFERERIEN F
BERER - mABEEX

WEHICHRGRE >

P EEERRE (ACTH, MPJLFYV —)VEDAIE) . BEBCT. URACTHETHER. CRHATHER. FDG-PET &
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BEBFOMNE (AR OASRABRULE)
@CTCAEICHBIFBGrade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BIEKETE ERDRBUVBRTREE | PEEOEK ARNE | SEDOEK ARZE | £4GZ28H T ZR20NE &
3B EMBDH EE | BZETD 9% ZEITD iE
EBESRN i
BEERHIBAERE v5.0 BAZER JCOG FRKWSIH. HE fg
JCOGR—LR—3 http://www.jcog.jp g
H
OFBIDAFER IREFEE %%
BIfER EE? niE (A
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H(SE) MRS/ VICBIF 3 RAMEIEREREETEOEE

O ARBELEHARSAY
ERMEEREREEE MEDER
CTCAE Grade B50OE WA
Grade 1 ONECIHUTRILEY | @RDREFIESRZET B,
@ ERNTRL, FEIFEEDMEIR WREEFEBL, E | @FHMPACTH, JLFV—ILTCETENEONZS, &7
W3 BRRAT R F I3 AR KO'LET 2FETRS T ANZETY Do
ROH ; BEEESIHRL) ZRIET D, OEREDBBRERDERNFEITDHEEG P LELRECRIBAR
@FEIRNTEE L% (R EHREONES, EROIILF YV U E10~20mg/H (1B%
WEVBRELDER {FASIFF10mg. ¥5mg)EHRSL. FEROZ AR T 5,

FEDRBV). B5%Z
BRY2.

Grade 2

OEE ; &/I\R/BrHN/IHRE
NeEZEJ S HE4EET]
BECHD

ORIV EVHIEIEIC
FOTERDZET D
FT. B5ZKIETD,

OERDUE L (R
IVEVRFTRAD G
FEDLRBRWV). B5%
AT 2.

ONBBFIEE T o

OE| B ERERE PNV EVBITEAL. Grade 1&FHRIC
ESiERaN

ON—ASA VEICOETBHF T, MIVEVESKIUMBEELL
FIRBEZIREIT(T D,

Grade 3

QOEEFIFEZMICEXRTH
S0 BEBICEGZEBNITHD
Q= AMNG I YN
DERZET D ; HEINEE/H)
EAREE: BOEVODEELEE
HHE#ETHD

@Grade 2|C#7 %,

ORI EMEEHET Do

O\ [RD L. BIBHEHAREZRIED B,

OKINE. EIMfE, KT D AMEREDRIBARLIERNTZE
IB3BEVP ISR BE CEBARALN RO NEE. EROJILF
V' %15~30mg/B (810~20mg. ¥5~10mg) RxS
U ERDZ L EERT D, ERICHUT, eEROJLFV Y
BE5E7IERT D,

O NEEDOVEEEF. ERODILF Y E15~20mg/H
BEEICFTHRT 2,

Grade 4

QFETU—EDH (EEDE
ME. KM, ¥avIine);
EmEBNY R2UBEEE
RS

ORSZIRET D,

OJU—tZRBL. R
PRELIES. 5%
BRY2.

O\ D L. MIMAEZRAL. £HEEZITD,.

ONWEFIELIHHET Do

OACTHR RO IILFY =)L EDRIE DI DIRMZFHEL.
BEREFIZTIC. EBIC100~200mg/BOEROILF VY
EREE T DB VNFANBIL6IEC EICR SR T D,

O DEREEE T ICEERIEKZL,000mU/BTREEETD
(s - WEBICIWU CEEIBRT2).

O U—TBZHUIL&IR. ROFIICYIWEZ R T 5. DL
EUBRBELEDLEICRUTERT %,

Q@SR NEEDOVEESF. ERODILF YV Z15~20mg/H
BECETHRT D,

O ERENLELIE. BIBNEKEREZXMRT 5,

BABRBEY R (R) | DAL NS4 $35K, £RER(2023)
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FRUESICKN., TEAEERENGSDNZIENHUET,

FHDZESHRUIESEIC. THWBASBERERE (ACTH, MPIILFY—-ILEDAE) ZT>TLIEE W, e, BE

[CRUTEGFRBESORELERBLTIIZEW,
TEMRERSHIONESICE. RDSEFIESESEL. ERLEZET>TIEE L,

BEERBEFRARICSISARRR (FEER)

3. [{ICERZE T BEIFALZOXWE

BRIEE
MAIEFEERIC YIBRARETR TREVIBRARERR BREISURAID
BEULETYIE T BEOD T BEOD ahiaEIc BT S
BREOTF=5E FE/ R Az B gL
EMSEIEHR I
. smsmven | (EOOCIT | wunam | s
(R2810-ONC-1676) | riimeiss | (R2810-ONC-1540) iR 1)
(N=300) (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
2£Grade Grfﬁ: g 2£Grade Gr&df s £Grade Gr&df . £Grade Gr&‘t 3
TEFR* 0 1(0.2) 0 5(1.4) | 2(0.6) 0 0
TEHR 0 1(0.2) 0 2(0.6) 1(0.3) 0 0
BN TERR 0 0 0 3(0.8) 1(0.3) 0 0

n(%)

MedDRA ver. 26.1(R2810-ONC-1676, R2810-ONC-1622/S—h~27k—MA. R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/Y—hr207/fi—MA, R2810-ONC-1624. R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—N1)

HAEE

EWEIEE (R2810-ONC-1622/V—~207k—KC) . BN BMEHE (R2810-ONC-16113/V—1~2) Tld., TEANR* &

FHONFBATUIE,

X BENTEMEEEROFREE. STREBITHO<EHDMedDRA PTH'EEN,

WEBERRAER - REMR

ERPRIE : B2 BEHR. BN BEMR. AERD. HLSER. METET. BHES. EH. BMEEIR. B

BIBIU—PICkDY3vIIREE(Grade 4) &
FRERAREFTE | ACTHIEE (R&]). JILFY—IUEIE (F&H). iFEEEE. EFNID LM, SAYUDAMAE., KIIHE &
EFRRER | TEANU TEAZDEX - FEiR

WEHCREGRE®

WD HERERE (ACTH. MIJ)LF YV —)VZEDRIE) . EEBMRI &
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BRIREFOX 0L (XFORERABRUTLE)
@CTCAEICHIFBGrade

Grade Grade 1 Grade 2 Grade 3 Grade 4
TEER TERDBRV, FEFRE | PEE &R/IR/BAN/ | EEFCEFEZNICEKR | £0ZEEBN T Z2U0E

OIEIR  BRRPR R E T2l

FRENGRZET D,

THBIN fIZBICk

ZEID

BREMBOH EEZE | EHEIROEDEILN | ZBHITHDTERW:
Ay DEBEFEEDFR | ARFLIFAREEOD
ERZET 2, 500
DEBEEEEDTHIR
BESSLBMERE 5.0 BAER JCOG REV3IH. BZ
JCOGIR—LR—3J http:/www.jcog.jp
OFFIDAENISHETR
gI{ER =ED WE
TEHFRX Grade 21 FDBE Grade 1L NICEIE T 2F CARNERE T D,

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C#U5%,




3. [{ICERZE T BEIFALZOXWE

B(SE) MRS/ VICHIF 3 TEFREETEDEE

ONWARBEEHIRSAY
TEFEERTEDERE
CTCAE Grade B50OsE Pop P
Grade 1 OV E(GUTHRILEY | @ADRBFIESRET 2.
Q@ERNTRL, FIoFEEDER BRBELZEBL. E | @FHMDACTH, JFV—-ILTETFENRONES., 8%
H3 : BRERFT R F TSR ERT RORETDETERS TANERETS B0
BOdH ; BEEESR RIS D, OEEDRBALZRDIERDFET DHE VY LLRE TRIBAF
@ ERNEaE L% (R 2HBEHONIBE. EROJILTFYV U E15~20mg/B (2%
WEVBRBELDER FHE(EEA10mg. ¥5mg) RR5L. FERDZ L EEERT B,

FEDRZV). B5%Z
BRI 2.

QUETHNRVRFOFY Y EDE (12.5~25ug/H) h5H
192 @EIBALNEFET 25EE. AT04( ROBRSELT
S, 5~7HBICURFOFY VU ERIRT D), LRFOFY
VEDREHE. FTADEZBZICTD.

OUETHNE. TAMZATOVLIANOS VT EEZEN
I3 (ZESTRVES).

Grade 2

OEE . &/\IR/BFHN/IEEEE
KeEZEJ S HR4EEFT
BECHD

OV EVHITEILIC
FOTERDLET B
FT. B5ZHKILETD,

@ERDUE L (R
IWEVRBIRRADE
FEDIZEV). B5%
BRI %,

O EFIELFFET Do

O FEFBERREREZIRFT T D%

O NEMEEERE PRIV E VBFBVAR. Grade 1EEJHRICR
92,

OX—RSAVICHETDE T, FRERHEBELORILE/E
BROMBEE L FREZREITTD,

Grade 3

OEEFIFEZNICERTH
0. BEbICERZEEZDTHD
TIFRRVY  ABRFRTCIFABTHAE
DAERZET S | JBEINEE/E
ERBE BOEYDBEESEE
HR#EETHD

@Grade 2| #T 3,

O EFIESHET Do

O FEAEBRREREZIRETT D%

O\ L. TEAFHKAEREERIET 5.

OEME. KMiE. KT Y AMERE DRBADERDTEE
TBHEEP LERECRIBAE N SRONIZES. RO
FVJ % 15~30mg/B ($310~20mg. ¥5~10mg)R[11%
50U, FEROZ(LEBRET D, FERICHUT, eROLFY
IIRSEEERT D,

Q@ERNELS DLV EEEF. EROJLFY Y %15~20mg/H
REICETHRT .

OB RNV EY DT LE, Grade 1EERKICERT 5.

OR—2ASAV(CAIET BFET. PRIFHEAEDMORILE VB
BLUMBEE L FRBEZIREITITD,

Grade 4

QFBIU—EDHRW\ (BEEDE
ME. &g, VavIirne):
EHEBENT  B2UBEEE
EEA)

Q@57 RILT D,

OJU—EZH L. fER
NRELICH, B5%
Bk %,

O\ BeD L. MINEZFRINL. £HEEZITD,

ORI EFIELHFEYD Do

OACTHB XU LTV —IVAIEDIH DRMZEREL. R
ZREIZI(C. EBIC100~200mg/BOERODLFY V%
FEnIH 5V F4nEILeRBT IR SHET 3.

O DA R NICEIERIEKZ ], 000mL/B CREFT TS (F
o - REICIMU CEEIERT ).

OUU— =B U&IE BOFICYWEZERT D, DL
TUHIEEDMEICNUCERET D0

@ERNES DL EHEGIE. ERODILFY Y %Z15~20mg/B
BEICETHRET Do

O T EFBERREXREZIRFT T D%

O FRENLELICHE., TEAKEREZRRT D,

OX—2SAVICEHETHE T, R PMHORILE/E
BRUMBELLFREZHREICT D,

% ARUZDLZEBAUMRIZERL. TEFEERNICASAATBIEICKY, BAPRNI—HEHRET DL TEMDTRETH D,

BABRBSZ R (F) | PARBEENA NS> B3R, R (2023)
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(1BUHRERTR)
FERRSICE. 1BRERFNHSDNBTENHUET
AHIORSBEE, RETRORSEIC. MEED LRESVICHRROMRICIELT T,

1MERFENRONISE(CE. BRAEPFIEP RS IEPIESERL. B SLERT>TRE L,

BEELERGARICS I HARRR (FEER)

BRIEL
D AEREEEIC SIBRAEETR IRBEIBRARETS BEISUZAID
BEULETY(E T -BROD ET - BROD BEHREICHITS
BROF=%5E JE/) VBB =Pl i fBhEE
E MBI ER
- -ONC- g = ElfR AL S
EE S It (R2_810 ON(i 1622 NS EFEHEE M AR
PT JS—R23k—kA) (R2810-ONC-1788
(R2810-ONC-1676) S (R2810-ONC-1540) JS—h1)
(N=300) ! e (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
%£Grade MLE 2£Grade MLE 2£Grade ME %£Grade MLE
1 BUNEFR TR 0 0 2(0.5) 2(0.5) 0 0 0 0
HERTA 0 0 1(0.2) 1(0.2) 0 0 0
1 BIFEFRTR 0 0 1(0.2) 1(0.2) 0 0 0 0
n(%)
MedDRA ver. 26.1(R2810-ONC-1676. R2810-ONC-1622/V—k27k—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/Y—hk2dKk—RA. R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—h1)
HEAELE
YIBRARETRELT - BRDIE/VHREATE
PT EAEI1EER (R2810-0NC-1622/Y— k27— KC)
+;B45 S MEKER (R2810-ONC-16113/Y—F2) (N=362)
2£Grade Grade 3l E
1 BURERRIR 1(0.3) 0
YERTA 1(0.3) 0

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

* RENEEESEROMEE. BFMEFEICHD<EHDMedDRA PTHEENS.

WBHORERTTEICH TS FIRAR (BIEM)

BNORSIRTTROEARER (2022F6A248FR) [CBVT. AEICORRBHRNIBE CETRVWETAZZOEER 1T
FERRICEHET HBRN 10PIICRESNTVET,

WESERRAER « REFR >

SRR 1 08, 28, IR, 258 SHEE. BE S
ERRRERTR | SO HbAlcHIE. MPCRTFMESE. FRIERGME. R S AR, BIRIMS b4 LR, BIRMRAZD

FEE, FIGADIARRIE =5
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BEHICHRBRE®

MARRE (ZERFHU SRR, HoAlc, MPCRTF R, BRI S/ G4, BIIRIIRA A, HGADHIASE). RIEE (R
1 RT b E)F

iEi
_ . IE
BRREOMUE (FFOHSRERVLE) %
@CTCAEICH(FBGrade I%
Grade Grade 1 Grade 2 Grade 3 Grade 4 g
SIm¥E MBEBEHIR—ZASA V7% | BRRICHTIHEERE | A VAUVELZET S, | £0Z2BHT,; Z2UNE O
HBA2. WHNEEZE | OZEZET 2. R0OM | AlRZzETS ZEID i
0 WS TEEET BT W

ROEERAZET D
BEERIBABRLE v5.0 HASER JCOG kW5 I, ZE ]
JCOGHR—L_R— http://www.jcog.jp 5
lc
. = 74
OFBIDIAER I REFE L
BIfEA BE nE &
1BY4ER TR Grade 3L EDIBE Grade 1l TCOHE T F CTAAIZAET 2. %
7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C£U2, %

B(SE)HLRSAVICB1 3 1B ERHOEE

ON WREREAARS A
1 R8RS - BUE 1 BRI D EE (FR#%)

BT TV I RA Y NAEEIG SEBRO SR SEBERRECEIC. SMEEROEEFESEL. MEEEATET 2. COAE
BlFUHTAE (B AKIBYE) HEIL. SMBERZIDDNREICEDE (BRI 126mg/dLELE. 2L IEFER200mg/dL
PE) ZRBDI5EE. GradeZBD Y, IRIIERPHICHERFENE (MEDBSIFEHERRE) EREL. BRBROETEY
FREUZOW (1 BUMERRIR - BIE 1 BSREFRIRND S DEEHT) Z1T D0

1BUNEFRIR - BIE 1 BUERIREZITE N2 D HDNFZNHE<EONNILE. BEDSERKRDEEZRET 5. BRTEEEA
VAUVEEDNBEARTH D, BTV A TRV R=VZAEHHITE—RDT = A TR I R=VR(CEUTEBEZTD.
Fihb, EEBIBKOERD LOENE A VAUV DERHGERNIRS. BREEEREZETD, Th—YA TR IYR=VR
WERFE NERICK DAV AU VEAICEITT %,

BEICIE. 1BMERIR - BINE 1 U RRRAED T RE MR, AR IARFERICDOVTHEHNUHTRICEHIBL. SIMEFER (08, %
8. LK) ZBERBUCOFPERRH TR THRERFEBICEBEEIEIGEIE T DL DIEEL TH<,
FBED LIV F A REEF. BEFIVIRA Y NEER(CKD 1 BBREDHIE RN HDEVDITIET Y AIFRHRL,
MEEEZEL ERSE2EEN HD. o, tOBIERINFIDEHICEESE NS )L I)LTF I4 RERS T DHEE(E. MiEExE
SHBIEEB L ERTE2EREN GBI, BARDIEZD,
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(EEDRERESE)

FEIRSICELY . EEDEEEENHSHDNBTIENGHHET,
FRIDRSPRUESES. EEOREREDHERUTIERIBLL. BEOREZ+IICRRLTEEL

BEDEERENELN

BEELERGARICS I HARRR (FEER)

Zalcld. BEICIHUTREHEMESELEL. BRLEZ{T> TN

BRIEL

HAEREERIC SIBRARETS IRBUIBRARETS BEISURID

EEULETYIE T BED ET - BED EifEIEICHITD
BREODF=5E FE/vRRRAmIE aiiaE e E

( EAsEIERER S
_ . R2810-ONC-1622 . - S ESE AR

PT (Eiﬁo%nﬁffi) Ii=F2if—FA) (szgﬁ)ﬁoﬂﬂm‘;&sﬁm) (R2810-ONC-1788

o +ENEMBER oo IN—F1)
(N=300) (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
£Grade LE 2Grade E 2Grade ME 2£Grade ME

HE" 30(10.0) | 5(1.7) [75(18.1) | 7(1.7) | 92(25.7) | 7(2.0) |63(30.7) | 3(1.5)

b 15(5.0) 3(1.0) | 28(6.7) 3(0.7) | 33(9.2) 1(0.3) |26(12.7) | 1(0.5)
BREBIREE 6(2.0) 0 9(2.2) 3(0.7) | 38(10.6) | 2(0.6) |23(11.2) 0
R 1(0.3) 0 8(1.9) 0 9(2.5) 1(0.3) 3(1.5) 0
IERE 1(0.3) 0 4(1.0) 0 2(0.6) 0 3(1.5) 0
SEREER 0 0 6(1.4) 0 1(0.3) 0 1(0.5) 0
mE 0 0 4(1.0) 0 4(1.1) 0 1(0.5) 0
Z5EMRE 2(0.7) 0 4(1.0) 0 2(0.6) 0 1(0.5) 0
WIREE 1(0.3) 0 0 0 2(0.6) 0 4(2.0) 0
KR ER 0 0 1(0.2) 0 5(1.4) 0 0 0
7 0 0 2(0.5) 0 3(0.8) 1(0.3) 1(0.5) 0
ERe 2(0.7) 1(0.3) 4(1.0) 0 0 0 0 0

MREE 0 0 0 0 3(0.8) 1(0.3) 1(0.5) 1(0.5)
Bt 0 0 3(0.7) 0 1(0.3) 0 0 0
EEHEE 1(0.3) 0 0 0 1(0.3) 0 2(1.0) 0
IR E 1(0.3) 0 1(0.2) 0 0 0 0 0
REiEsk 1(0.3) 1(0.3) 1(0.2) 0 1(0.3) 0 0 0
HoREERER 0 0 1(0.2) 0 1(0.3) 1(0.3) 0 0
BT REN 0 0 0 0 1(0.3) 0 1(0.5) 0
Z25 0 0 1(0.2) 0 1(0.3) 0 0 0
SRATH 0 0 (0.5) 0 0 0 0 0

ZEERER 0 0 0 0 1(0.3) 0 1(0.5) 1(0.5)
RESHE 0 0 (0.2) 1(0.2) 0 0 1(0.5) 0
BZE 1B 0 0 2(0.5) 0 0 0 0 0
EERG 0 0 1(0.2) 0 1(0.3) 0 0 0
B 0 0 0 0 1(0.3) 0 0 0
7hE—4RER 0 0 1(0.2) 0 0 0 0 0
SEMRIHERER 1(0.3) 0 0 0 0 0 0 0
BRI BN 0 0 0 0 1(0.3) 0 0 0
&ﬂaﬂi'ﬁiﬂ% 0 0 0 0 1(0.3) 0 0 0
ERINEE 0 0 0 0 0 0 1(0.5) 0
FEETERIDE 1(0.3) 0 0 0 0 0 0 0
HEEFHE 0 0 0 0 0 0 0 0
EEFALE 0 0 0 0 1(0.3) 0 0 0
OBERZER 0 0 1(0.2) 0 0 0 0 0
Bt 0 0 0 0 0 0 1(0.5) 0

n(%)

MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/{—r20ik—A . R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/¥—k1, R2810-ONC-1540)

CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/Y—h27k—

CTCAE ver. 5(R2810-ONC-1788/¥—h1)
Do BIRAEBITHDI<EHDMedDRA PTH'EFEN S,

* RENENEEERORES

NAKUC . R2810-ONC-1624, R2810-0ONC-1540)
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HEAEE
YRR REINEST - BROIEIVRERRHE

PT ENEEI#H54E% (R2810-ONC-1622/Y—h~2Jik—KC)

+:E45 EM4E5KER (R2810-ONC-16113/V—k2) (N=362)

2Grade Grade 331 E

RE* 61(16.9) 5(1.4)

RE 23(6.4) 1(0.3)

BREBIRRE 11(3.0) 1(0.3)
T 5(1.4) 0

SRAIHE 4(1.1) 2(0.6)
EWEZ 3(0.8) 0
FIER 2(0.6) 0
#IBE 2(0.6) 0

R 2(0.6) 1(0.3)
EEMREE 2(0.6) 0
SERRER 1(0.3) 0
7 U1 EN 1(0.3) 0
BB 1(0.3) 0
EE 1(0.3) 0
FRER 1(0.3) 0
REEE 1(0.3) 0
N 1(0.3) 0
FERE 1(0.3) 0
RESH 1(0.3) 0

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

X BENTEMEEEROREE. SEMEBITHOI<ERDMedDRA PTH'EEN,

MESARERER | EIEH R MIA5KER (R2810-ONC-1676) ICH 1T B FHITISHA
R2810-ONC-1676: B DAFIZCH T2 BREEDYCIRRRIADDRIE (B/IVE. &AME) (B)(E. 33(1. 475) U,

WEADIGERTTEICS T HFIRIAR (BIER)

BN DELERFTE DERRE (202246 8248E5) ICEWVT. AZEDAREGHBECETRVRLEAZSOEERDS
MREIZIEAE (TEN) . Stevens-JohnsonfE&EE (SJS) HSBIRESNTVET,

.I’aﬁﬁﬁﬁﬁ . ﬁﬁ,‘:ﬁﬁ& 11-14)

(BRALHD)
ERPRIEI : K22 (FIB 2. #I3). RPOEDFRM. #H. 2OFRF
ERARRERTR | CRULMER (CRP) BN BIMEKEN/EL . EEOFHEERES. BElERES

(SJs)

BRERAEIR @ REL (38 CLIL) 2S5 0OE. REE. NSO EBHEBITIICHIT2EEDEENU KRB, 25
D10%FKBDKE - REFEE - OSAZEDREDEILMHEE, IKER &

FRERIREFT R | CRPIEND. BIMERIEN AN, FTHLAEREE, BHAEEE. MR - [
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BRERAEIR © [NEOF/GHIEE. 28D 10% %8R DKE - REE - USASZDIEERRE DIEFMEE, FE(38CLLL). iR

7. ek &

SIRIREATR | CRPIEN. BIIIEKIEN/RA. FFkpeR=,

BiAERES. MK - mE

($EREE)

BRERAEIR © Z DA, BiaKE. USh. O EZ STHES ORI KBRS A

[ERGERE  FEOREEREDBADIgGHDVIEHEDEE. ROLWITNHDEE ; MchiBP180#A (1gG). MM
BP230#1fA (IgG) . MpHVIE IS5 1K (1gG)

%@f@@ﬁ)ﬂ%gtbt REPRE, KER. TOFEE. K. T2, O, BEE. 28N BREPRRESIRRT
Bl e arDES: E‘%ﬁ@?ﬁ‘é’lﬁb‘aﬁé%}x*”(ﬂjﬂﬂ KiE. [RE. B5) DHEF. REOEBICHHIDSY., KBNS
Fﬁ[td)@%ﬁﬁﬁbt<n

WEHICBEBRE
RIRE. RIEE. BEXRIRE. KEER 5

BERBOMLE (FFORERERVLE)
OCTCAEICH(F%Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
RESIURTHEE | ANV, FRBRE | DEE. &R/ R/BAN/ | BEFCEEZNICEKR | £GZ2EN T . BR2UNE
[BE. Z0Dfth DR BRFIBES | FEREHEEEETD. | THHN. LREBICESD | ZBID

BREMBEDH BEZE | FBib0aoEJls | ZBHTHDTIFRL:
ayZy A DEHBEEEEDHIE | ARFEFARHBOD
EREZET S 50O
DHELEENEDHIRR
ATFA—TVRA - — — RREBED<I0%ZA | AXREBEDIO-30%%=
JavYV UERRE HBIREIBIEICK DI | ODDRFIEIICKDIE
(- #IBE. BT, R | KB AIBE, 5RPE. REZ
Bt faERRIEL) FEt. HEERRIEE)
thEMREIET — — — REIFERNAKRERED
RUFRTE 230% %G, EIRZEHE
D (B HIBE, 5KPE. R
DFE)
BESZRLEMAFER%E v5.0 HASER JCOG FRKIS A, &
JCOGIR—LR—3 http://www.jcog.jp
OFBIDAER FREFE
BIfER EE® WE
FEEE - BB < Grade 2B G Grade 1L NICEE T 2E CTARIZIAET B,

-Grade 3DFEE
- Stevens-Johnson E 1& B (SJS) X [Fh & 1%
RYIEFERUARLE (TEN) H'Se N85

-Grade 4DHEE
-SISNIETENN R SNBSS

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events)v4.03 [C2U%,

FRIERIET B,




3. [{ICERZE T BEIFALZOXWE

B(EE) HM RS/ VCHIIIREREEEESDERE

ONWARBEEHIRSAY
REEEREEEDEE
CTCAE Grade B50OsE PO Uyapi
Grade 1 OX 5= D, OXBEHR  REEREEEIC(@BERE) EZIUVT T,
Oz (U'SA - KELSD) B @ L. FFER(ETAFLISADATOA RHA
ARERERED10%FiE ), EEL(ANOY T IS 2L EOZTO4 RARZ) D
NAEE
@R NERE T, 2B ik I 215G (EGrade 26 LT
B RS,
Grade 2 QX5 MY B, OB REERFEEIC(@AERE) EZIUVT T3,
O (U'SA - KELSD) B O EREFESHET B
FRERD10~30%KH O FEE (RNOV T IS ADATOA RYFEE) . EEELIN
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n(%)
MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/§—k~2Jik—h~A. R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/V—k1. R2810-ONC-1540)
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3. [{ICERZE T BEIFALZOXWE

MEMERENFEONIIEECE. BEICHUTHREFIIEPRMESIIELELEL., BUBLEZ{TO TS,

BEERBEFRARICSISARRR (FEER)

BRIEE
B AEEEERIC YIRRABETS R EEIBRAEERR BREREUAID
EEULETYE ET - BROD T BROD EREREICHIIB
BROF=5EE FE/ VB BiiiaE il BB E
EREIEHER " _
- apmmmEms | (O OSRTOR | mmesm | (CRESEETE
(R2810-ONC-1676) | ' ontmmincres | (R2810-ONC-1540) S—P1)
(N=300) : (N=358)
(R2810-ONC-1624) (N=205)
(N=415)
2£Grade Grffﬁ g £Grade Gr&dﬁS 2Grade Gr;ﬁ‘;:‘) 2Grade Gr&ﬁ 3
Riffigax ™ 5(1.7) 2(0.7) | 25(6.0) 6(1.4) |17(4.7) 8(2.2) 4(2.0) 0
Bl 5(1.7) 2(0.7) | 23(5.5) 4(1.0) | 16(4.5) 7(2.0) 4(2.0) 0
GEMIRE 0 0 1(0.2) 1(0.2) 0 0 0 0
EE RS 0 0 1(0.2) 1(0.2) 1(0.3) 1(0.3) 0 0
FtRHERE 0 0 0 0 1(0.3) 0 0 0
n(%)
MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/V—k2J7k—MA, R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—k1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676, R2810-ONC-1622/Y—hk27/fi—MA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/—R1)
HABEE
YIRS EETRELT - BRI/ HlRafhE
PT ENEEI#E:15% (R2810-ONC-1622/Y—h~2Jik—KC)
+H EMEER (R2810-ONC-16113/V—12) (N=362)
2Grade Grade 3L1 E
FifiA ™ 19(5.2) 4(1.1)
iR 17(4.7) 2(0.6)
GRS 1(0.3) 1(0.3)
EE RS 1(0.3) 1(0.3)

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

¥ RENTERAETEROMREE. LFMOECHI<EHDMedDRA PTH'EENS.

MERFREHER - EIRHREISSIESR (R2810-ONC-1676) [C 513 3 FIRIFH

R2810-ONC-1676:1ER DA CH (T 2BEMEMEBDYLRIBIFADORE (R/IVE. &AE) (H) 13, 47 (24, 694) T

Ufco

WELERRAER *

BRPRIEIN : [FIREEE. IR 5
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WEHICHRGRE

IEBERIEXHRIRE. MIERCT

i EDREETICE DUV NVEIEPEEHIRT Z2 T 2RBRREFLDEH | REX IS, Mt

MESFRERER - EISEIHE5ER (R2810-ONC-1622/Y— M2 dik— AR U C) THERS NI-HfilEN (BEH ) fEH—ES

BiEIEL - | CTCAE Grade | RIFISH | HIRESHR | AFOD o
8| MR | wmer | WorstGrade) | (B) | (B) | wE | R
501% 5 3 7 —* R ROE
Ro810.0NC. 162058 |80 = 3 773 — oPIE iR
prarets ey 701% £ | waEs 2 64 — oPIE ik
601t = 3 205 275 | s | oE
701% = 2 199 268 tpIE B
601t = 5 204 226 R BE
ROBLO QNC-16228R | eort 5 | fiEs 2 65 — | = | &m
80ft % 2 119 184 i Bl
* TBRE T RICBR D
(BE) ZF|tMEZ D ERISZHI DN
| 1581 | 5 | P | N
[ I I 1
TER- SHARTR
R (522 - A
FREH HAOHE, =
SpO:DET.
BIKE (BICIRES) DRR
SHAFRR FEIR- SHARTR
SpO--KIEREED I (51 1) - Bigia
EHEOEH SRR BISEXiRS 2 — il
FADGHE. SpO-. HIEBCT (HRCT)
B BEOERE
FFIREER
—— P, [ EREERE
& M. Mm&R. CRP.
HIEBXIR S R ? BiRRE -’ KL-6. SP-A, SP-D b N
BIEBCT (HRCT) BEXRSE e [ DRIEHKE
HIEBCT (HRCT)
ERIBHDOHORE
[REEHS V] |, BEOMRED
MK RIS SARS-CoV—Z-W@’a’%jﬁEﬁE =ik
KL-6. SP-A. SP-D KL-6. SP-A. SP-D AVINIVIHRRE
(%]
B-DZ LAY
YA MAAODA VAR
BNP. NT-proBNP —
)
Wk Bk

MEEEZER- 155 -REIRE
Ta1-TEYRAFAREGRE
(73]
FERER
LIFRSMR

BAFREFR () | ZHIMERESOZH - BEOF5I1E $3hR2025, AT« A)LUE1—1(2025)




3. [{ICERZE T BEIFALZOXWE

BEBFOMNE (AR OASRABRULE)
@CTCAEICHIFBGrade

Grade Grade 1 Grade 2 Grade 3 Grade 4
Rl ERDBVERRIRSE | EXNH 5 ARKEE | SEQEK . BOEJD | £G%Z8H T . Z2UE 8
EEREMBDH8E | ZET5: 50U | BREEFEEDHIE B | 229 2@ K EVGH 1E
R DBEBEEENEDHIRE FREZETD PRENES) &
BEBRIGEMBINVE 5.0 DAER JCOG HEW3 IR, HE fE
JCOG—LR— http://www.jcog.jp &g
OHHIDHER s TR g
AIfER e nE 8
PR R Grade 20185 Grade 1 FICOET 2E TARIEHET 5, W
Grade 3LI_EXIFBEFMEDGrade 20D15E FH =z D, 4o
7E) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [C£EU 3, 5
Ic
3
U
N (82) H1 K51V B 3R BMEREEOEE 5
ONARBELEHARSAY %
REREMEESDEE %
CTCAE Grade B5OUE 7%
Grade 1 QiR 57KIET D, Q1B EITERDEZIU VT EITD, _
O BN R, BBRFTR OB LUBRPESPIEE DR EZIRT T D &l ﬁ
FLBREMROH. LEREE O3 LOIBBT EICEIFEHETS. ggi
<L TELES g
O 5HEHZIRT %, T
B(LI5D o
@Crade 2F(E3~ADTHETRET B, o 3
Grade 2 Qi 57KIET %, OFNEDSLUBRPESFIEEDHHEZRT T Do i&
OftiEN ERD' B2, REETEE @3~ ABTEITERDEZIVUV T %TS,
ZETD. 5OOULSNOEE @ 12mg/kg/HOURZY OVEIEFFDEMEDEOFIZRST .
HEEEMEDHIRN %2 QX ESHERED LUTMERZIRTT T D,
ONEED TR SZIRFTT 2. |
‘1""35:‘&.':@1 Eé’/\l%ﬁ%?i——Bo m
FERDELIEE X
QRN N—ZA 51 VEDREEKETHELIHEE. PIalsb [73
4~6BELENFTRTOA RZE#HF T2 (5~10mg/8).
FEIRD'48 ~ 72 A B R CREUVRVEEEEEBE LI5S
@Grade 3~4DMVETEET Do
Grade 3 OR57%zthtd3, | OAR
OfTfEN - SEDIERN &Y AR OFNEDSLUBPESFIEEDHHEZRT T Do
ZETD. BOOUOEHEEE @1~2mg/kg/HDEEIXFIVTURZY OVEEFZDEHED
EEDFIRN G2, BMREETD BIBREATOA RZEET D,
O RREICH T SMERID TR S ZBNT Do
O ETHHFAD LUIERZIRET T D,
BRI R—=AS A VBDRECHELHEE
O3 D4 ~6BBL NI TRATOA RZEH YT 5o
FER D 48EEZEBR CTHEULBVEEEEBE UGS
@ 2501 RNV AE LY T AR5 %o
Grad94 SBEREFD 77 )L TUX LA TIEFRBIGEIE (> 7UFIY T, 270
Ol : £ ZBH I IFIRAZE, RAT7IER, ®BEJOTUYKREFEIEEL(VIG), =071/ —
B2NBEZETD WEBETIFIVE) DHADREINTLE]

% VINBEMERBELINTSST, RBERNTHD.
BABRESZZR (R) | PAREEENA NS> B3R, 2R (2023)
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([EZsHEE (EMFlBERZ S ) DHDEENDERM)

fEssBHEE (EMFMABIEREZZT) DHBBZENDFFIRSICEY., BiEfREHSEICxH T DIERRMISBIERMEER
(graft versus host disease : GVHD) B EDBIERESHEN HSHNBTENHIFT .

FE DR SHIICHHSREET — L&DV (SRESMEFFBRZEDESEICHERUL TSN,

AEDIRSHRUIERSE(E. BiERHSCH T BIERRIEXEGVHDIE EDBIERESHEDHIER RN ELD . BED
KEETDICHRBRUTLIREEL,

BiElEs I T 2IEERIDX [FGVHD R E DI ERLESHENFEO NS SICE. HESBEF —LH 2V IEREEMmEHi
BEOESESEEL. EUBLEZIT TS,

BEELERGRICS I HARRR (FEER)
BAEE

ERHEFEEMERE (R2810-ONC-1676. R2810-ONC-1788/V—K1). EWEHH:ER (R2810-ONC-1622/V—~27h—MA) .
B EIEERER (R2810-ONC-1624) . B EIHER (R2810-ONC-1540) Tld. lEssEEfE (SMSREEREEZST) D
DHBE(CABZRSURICBERESZEZSNDBEERFRDONFEATUR,

HA%E

EAEBIERER (R2810-ONC-1622/Y—h20/R—KC) . B5EER R (R2810-ONC-16113/V—K2) Tl BB EE
EZONDEZEEZH 1R DHSNFE U,

WENDRERTEECH I SRR (BUER)

BHORERTTHDERRER (2022F6 H248ER) [CHWVT. AFIEDRRRBHNETE TSRV IS BABRE (SMErHaE
BEZZ0)ICRETIEEBREEERN 1IHRSSNTNET,

B (SE) BHORERTERDERERICH T FERLBHEREOFSEROARIN (BIER)

8 | MR PT Grade %*(Eaﬂﬁgq ﬁ‘fgﬁﬁ FEONE |  ®R
BARSE | 74 | B BIBERIS PN 38 R
ARt 80 S BRBIEBRIG ER 13 15 =L @ig
63 | B BIBIEER PN RB R thiF B
B | A | TERRBEEERS | A% RBg R RB RO
51 | % BIBEERS RB RBg R Bt | xBE
55 | % SRR R RB REA KB KB
81 | = EHIEAS RB PN B | s | A6
51 | B BIBEERIG RB PN REA i KB
R BIBIEHRIG RB N RB R RB
9 | % SHiEAS RB 50 RB hiE | kB
55 | 2 BB RB R ReA RER KB

.IUEW&‘* o RERRE 20)

(ggsistaIcxt o HIERIE)
fegs Bt DML, BIELICIESICI > TRIRNE T,



3. [{ICERZE T BEIFALZOXWE

(2¥GVHD)
« RERE
BRARIER - FENUER. WEFRE. BIRSREDIREE (Z3EREHEIENDD) . KB, BEFH

RIEREMR | REERMRENOYIVE—FETE. ERI/ANERE/ERE. KENTELTEICHIFTE7RE—IX
%
 FFRZ

RIRER BB %

REEEME  BEEUILE V. ALP - 7-GTPIENN. ALTIEND. ASTIEN &
< HILERE

BRARIER - BANR. B0 - [BH. TFL. B/, TME

WIREERREME  OFAMDFE. MEERHEKR. Ubh. BB SH
« ZOMEHIER | FEL. Bk, FHERDIEREEICKDTE - AEIBI =F

({E1%GVHD)
- REBRE
BREREIR © 2R (B BRI - R SEINRE - PUARRIERRE - LM EERRE) . FTEEZ, aREE (L
B k) &

« [TURE
BRPRAEIN : MODZEAE. R, TERHEE. HMEM®RK, BIRA &
 BESRUMEERE
ERPRIEIN : BiE. BE(E F
- ORE
ERPRIEIN | IR SERRE. DR, SR, OAX F
- RIRE
BRPRIER : A ZHDIRIRDF IR, RIRMAIGIRK. HIEERDDBIC LD RERORIRAR. BOUE. RIRFE - #1H.
RIKBEOBFLE F
« FHRZE

RRIER - BE &

RIRREE #AEU)LEVIBI0. ALPIEID. ALTIEND. ASTIEN &
« fRZ

REREFTR | BOBIEMHIREN)

FSEERREFT R - CTAREFTE © BOS (BARMMISESINIEIREE)

 BEERRE
SRR | BB CREOTRIEOET) . BRI, B (ER%) . BEL. MR 5
- HlLBRE

ERPRIEIN : BN, B0 - (B F

SR BEUTT . BEE

MARERR : BADSERDRD F

« HIEgRE

BRPRIER 2 [ERRIZR - B8, 214, BEEOREG]. B [2Z. K& - REODMREM - 3% &
ZWR | BT SEERR. BEUEE &

- ZOMERRRAERTR : 1. M/VRED REIOTUVDORE &

WEHCRERRE
MARE. RERE. WRFGE. CTIRE. IKERE S
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(FRiRIMIeZ=ARE)
AERZEICEKY), FBIRIASZEIRAE (venous thromboembolism : VTE) & 5hN3TELHUET,

FRIOBRSPRUERSEZ. FIRMEBISEOHRRTERNZVD. BEDOREZTHTHRL TS,
BIRMSENEONIBEICIE. BEICRHUTERSEFMIECFRESMIESEEL., ER0EZIT TS,

BEELEFRGRICS I HARRR (FEER)

BRIEE
HAEREERIC SIBRABERR IRBYIFRARERR BEFUZRID
BREUCETXIE T - BRO T - BRED EEEICHIT S
BROF=5E FE/ VBB BriiaE B E
( EASEIEEER R
_ . R2810-ONC-1622 . i E[FEaEES IR
. . +;5} MR 5R - : IN—B1)
(N=300) (R2810-ONC-1624) (N=358) (N=205)
(N=415)
£Grade Gr&dﬁ . £Grade Grffﬁ = £Grade Grfjdf g £Grade Gr&df 3
E{EShd 0 0 1(0.2) 1(0.2) 0 0 0 0
EIE 0 0 2(0.5) 1(0.2) 0 0 0 0
AEBERIR IR E 0 0 1(0.2) 0 0 0 0 0
TEESIRIIARAE 0 0 1(0.2) 0 0 0 0 0

n(%)

MedDRA ver. 26.1 (R2810-ONC-1676, R2810-ONC-1622/S—h~2 J7hi—MA. R2810-ONC-1624)

MedDRA ver. 27.0(R2810-ONC-1788/¥—h 1. R2810-ONC-1540)

CTCAE ver. 4.03(R2810-ONC-1676, R2810-ONC-1622/¥—hk2J7K—RA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—N1)

HEEE
YIFRTRETRELT - BRDIE/] HlRaihE
PT EAEI1H:ER (R2810-0NC-1622/Y— k2 7K—KC)
+3551 EM4HKER (R2810-ONC-16113/Y—12) (N=362)
2Grade Grade 321 E
FHEARAE 1(0.3) 1(0.3)
BERE 1(0.3) 1(0.3)
REMEFIRISE 1(0.3) 0
M2 MBS IRA 1(0.3) 0

n(%)
MedDRA ver. 26.1
CTCAE ver. 4.03

WESAREKER : EFSFISEM4E5KER (R2810-ONC-1676) IC 353 2 HIFIFHEA

R2810-ONC-1676: 18 DAEIBE CH (T DEFIRIMEEE DY DR RFE DD RE (R/IVE. &AE) (H) 3. 64(16. 225)
TUTe,

WBHORSERTTEICH BRI (BIER)

BN DRI DEARER (2022866 A24885R) (LB T, AFICORRBRNEE CERV IR AIESOEERIEREN
SRR OREBEEIRIMSAE D 1 BIIRS SN TLIE T,




3. [{ICERZE T BEIFALZOXWE

BEGEREL - RBRR2 22

(AfilIteZEI2AE (PTE) )

BRPRIEIR © IFIREREE. foje. SEITOR. S8k &

RHE DB E RS  FEMBRNLEREEICFEELR. DRPOEESNRINcETFTEEEHEESHFEE NS
(McConnell#i®) %

(FREREHIRMALEE (DVT))
ERPRIER 1 FHE. 2. BFTER. KB -0 - 18- EOMORE (BE~FRBR). TROZE F

HEHICHELGIRE
(PRI ZEALAE (PTE))
FIERXIFIRE., DB, BIRMAADT. BB DEBERIEE. CTHRE. MRIGAE, DIAIY—RRE &
GREPEHIRINISIE (DVT))
THBSEGE., S CTHA. DIAV—HEE

BERROMLE (FFORERERVUE)
OCTCAEICBIF%Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
[MSEISTE NRPBEBEZESRL | REEEEZET S R20ARMNBEZE | BRBENALEFC
(f5) - SRITIEIMASAE) I3 (B ESEEET | FHEBEZNICAZLET
IDEAME) EMEENT
MEREE. Z0ft XDV, FRBRE | IEE &/I\R/BIN/ | EEFCFEZNICEKX | £HZEN T . Z2UE
DR BRFTRFC(E | EBRBWEEZET D, | THHN. EBICED | ZETD
BREMEDH EBEZE | FiBib080E s | ZBHTDHDTIERL:
ayzyA DHBLEEEEDHIRE | ARFIFARHBED
ERZETS. 500"
DEBEEENEDHIRE
BEBRLBMHERAE v5.0 HAER JICOG K5I, &
JCOGR—LR—3 http://www.jcog.jp
OFEIDARFEN I HERE
gIfER EE? NE
BRI AR Grade 2X|33DEE Grade 1A NICOE T 2E CABIZNRET B, 12

BREEBIDREEEGrade IMTETCOELR
WEEICIF, dBZDIET D,

Grade 4X(FBFEMDGrade 3DHE

FRERIET B,

7¥) Grade [ENCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events) v4.03 [CEU 3,
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(RRMEMIMREAME)

FRZSICKY., REEIIMERMENGSDNBTENBNET . FRDRSPRUKRSEIF. REEDIWREIMED
HIRRUIERDBLH, BEOREZTDICERBEL TS,
SefE I MRBAMED SO NZEICIE . HEICHU TIMRABESEREL., BIR0EZT>TIEE L,

B IEBLERABRICS I 5RRRNR (BEER)

AEIBEEIE L E T > EREEFEIERE (R2810-ONC-1676. R2810-ONC-1788/Y—K1). ERFEIB E (R2810-
ONC-1622/V—r20/R—KA) . BHEMEZER (R2810-ONC-1624) . BHEIERE (R2810-ONC-1540) . RUAKH|
WA EE T oIcENSEIEEER (R2810-ONC-1622/\—2J7R—RC) ., BN EMBER (R2810-ONC-16113/V—K2) Tld.
THBEICK DRI/ WORAMEFERHSNFEATUI

ETENEESES ARG EUSBNEIERE (R2810-ONC-1423) DAFIBHCH W T, St/ Wkl AME (FEEE) HY 14
[CE3hBENE LI,

B BADRERTTEICH I S FRRKR (BIEMH)

BN ORERTTHR DERRR (202266 A248FR) [CHV T, AFIEDBIEMNSTE CERVWEER LR MM/ RRAME
h2BIERESNTNET,

WEBERRAER « REMR

BERER © K2R, HERDBIMAER

ERPRIRERTR © M/ WREEAN. FRIIEREURA . NEZOEY (Hb) B4
R EIREFR | KB, EBMmEEM. FRIKEN (FRILE)
BRREMR | BERIKO LRV LB

BRERBIFOLE (FROHSRAERULE)
@CTCAEICHIFBGrade

Grade Grade 1 Grade 2 Grade 3 Grade 4
) REsRIA <LLN-75,000/mm3; <75,000-50,000/mm?3; | <50,000-25,000/mm?3; | <25,000/mm3;

<LLN-75.0X10e9/L <75.0-50.0X10e9/L | <560.0-25.0X10e9/L | <25.0X10e9/L

LLN: (fs%) B R
BEERLBAERE v5.0 HAZER JCOG MRKWSIA. 9%
JCOGTR—LR—3 http:/www.jcog.jp

OFFDHERISHETR
ElfEFA EED B
FE I WRIEAME Grade 2X[F3DHE Grade 1L FICEE T 2 E CARIZARET D, 12

BEZIBASARERDGrade ILIFETOELE
WEEICE. KEIZPRIET D,

Grade 4X(FBEFRMEDGrade 3DHE AFZRIET D,

7¥) Gradel&NCI-CTCAE (National Cancer Institute Common Terminology Criteria for Adverse Events)v4.03(C#0%,




(EEVMIFPERRIAME )
AEUESIC KL, FHEMEIFDIRFAME (febrile neutropenia : FN) h'&%50N3T BN FET .
FEIDRSPRUIRSEE. FEMITFPEGHAME (FN) OBIRROTERDEUVD, BEQREZ T ICHREL TS,
FAMFPIREAME (FN) SO B EICIE. HEICHU TIEARIES EEL ., BYRLEZT>TLIEEL,

BEERBEFRARICSISARRR (FEER)

3. [{ICERZE T BEIFALZOXWE

BRIEE
D AEEEERIC tIBRARETS IRBLIBRTRERR BEEURAID
EEULETXE ET-BROD T BED BiRREC SIS
BREOF=5EE ELIN el Bt T mEEE
EAEIERER
- - HE 5
EE AR (R°2_810 ON(i 1622 O\ EFE RS IEEER
PT IN\—b23ik—kA) (R2810-ONC-1788
(R2810-ONC-1676) BN EIERE (R2810-ONC-1540) JA—P1)
(N=300) : : (N=358) ;
(R2810-ONC-1624) (N=205)
(N=415)
Grade 3 Grade 3 Grade 3 Grade 3
£Grade MLE £Grade LE 2Grade E 2Grade M
FEMIFPECRAME 2(0.7) 2(0.7) 0 0 1(0.3) 1(0.3) 0 0
n(%)
MedDRA ver. 26.1 (R2810-ONC-1676. R2810-ONC-1622/V—k207k—KA. R2810-ONC-1624)
MedDRA ver. 27.0(R2810-ONC-1788/Y—K1. R2810-ONC-1540)
CTCAE ver. 4.03(R2810-ONC-1676. R2810-ONC-1622/V—k27k—MA, R2810-ONC-1624, R2810-ONC-1540)
CTCAE ver. 5(R2810-ONC-1788/Y—R1)
HEBEE
SIBRARETSELT - BROIE/I VA=
PT ERZEI1EHER (R2810-ONC-1622/Y—h~2J7k—kC)
+;ig41 55 14B5H8% (R2810-ONC-16113/Y—h2) (N=362)
2Grade Grade 331 E
HEEFPEEAME 5(1.4) 5(1.4)
n(%)

MedDRA ver. 26.1
CTCAE ver.4.03

BERAORGERSTEICH T SRR (BIEMA)

ERADOEERTEDERRER (2026 F3830HKR) ICEV T ABRIEDREENSE CERVEBERAEIIETF DI

BAMENSHIRESNTVET,

WEGSERARAEIR « RER
ERPRIEIN : HH. [IER. S, BRYRIR. S8ES F(IRIRE CHERINAET TRIERIEDCEDHD)
ERFRIREATR | BMIREAME. Bk B CRRER (IRRBSF IR+ D IBIFPIK) H SR F
BEREMR | BRFHNURBEIROEN. MAGRECRERN GV (FBREROEE RN UMAES) &
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BRIREFOX 0L (XFORERABRUTLE)
@CTCAEICHIFBGrade

Grade Grade 1 Grade 2 Grade 3 Grade 4

& RMHTERRME | — — ANC<1,000/mm3T. | £G%EBH T . B2UBE
iE "D, 1B TH38.3C | #ETS
& (101°F) &#8Z 3. Ffc
H [F1EREEBR CHR I 2
[ 38CLLE(100.4°F)D
B F3
g
) HEESICERERE 5.0 BAER JCOG IR&VSIR. B
gg JCOGIR—LR=3 http://www.jcog.jp
(A

OFFIDAEXR T HERE
1 BIER EEY wE
= SRLFERASE | Grade 243088 Grade 1L FICEIEY 53 CARVERET B, 180
[ A DIREE B Grade LI TETOELRWVES
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