ITXU)RTiEdmg., 48mg
[CRBEERIVRAIVEEEEE

>

/T

.

IR &1t

\I



CallAR 2 2)

I7XVYERTE 4mg, 48mg 2R 5
EEXR) RV EEMHEE RMP) OHE

HR5E4 7% U & FiEdmg,

48mg

AT

7 al) <7 (GEEH
Z)

RIERGEEE | U v THASH

D SAES

87429

’H4EA B

SFR8EIH 16H

L1, REMRNEE

[EEREESHNTLY R 7]

[EERBEENY X 7]

[EELFRIEHR]

YA T A IR R 2L

nL

T 7 = 7 Z — i B AR
F AR AT

EGIE

RELIGE A HEE (T

1 BR ek

ATV BV BN

1.2. HZEICEE T B2 RRETEE

BALYY

| BRI E S REMER D 72 D DIEE)

| EFRICESL Y R 7 B/IMED T2 DIEE)

2. ERMZ B E OB

4. U A7 s/AMEEHE OBEE

B OERMEEEEREE BE DY X7 &/IMEIES)
BMOERGZEEERTEE BMD Y 7 f/IMEiES)

— R kA A (B

3. A 2N B9 5 A - RBR D FHE D E

ERPEEE M EM GEEERATA R)
DOVERL, BeAf

2L

HHEEHONEILRMP OAL T IR T &
Uy,

BEATEM (=% VEKT— )
DOVER., BiAf

{2 DR E




AR 1)

EH4 Vo~ THRASH

fh B DR
KA HH 2023 429 H 25 H MO 4y A 87429
58 A R 8 4F KR E 5 @ 30500AMX00259000
@ 30500AMX00260000

[ B RE 45 A

202345 H 19 H

W 52 4 O =%V KT 4mg
Q@ 7%V T 48mg
A % B 5y =7al) Z~7 (BETHE#LZ)

O 12347V (0.8mL) H, =7al X<7 (ElafHH#z) &L
T4mg ZE5H T DHHE T ERA

@ 12347V (0.8mL) ', =7al ¥~<7 (EiafH#Hfz) &L
T 48 mg 57 5 R FERFA

E K O &

(PR SUTEEEYE O KM B flifa Y > S (OVF AMERHe s B
IR Y [l IR B IR Y L B TR MERERR A A B 4
fa U > 8BE) . R OSUTERAMEO M Y o3 (Grade 3B))

<2 ATy

BE., KA 72 ) ¥~7 GEE R z) & LT, 28 Hifl%
1A 27 0ELT 1A 27 0BIZ1 HBIZ1EO0.16mg. 8 HEIC 1
[ 0.8mg. 15 HHKLWU22 HHIZ 1048 mg & FiRG15, ZDik
X 1M 48mg &, 2 KO3 YA ZLAIE1, 8, 15, 22 HE, 47759
A7 VEIZIEL, ISHE, 104 Z7VELRIT T HBIZE RS
T 5,

(F3& ST EEEYE OB IEME Y > X (Grade 1~3A) )
c 3 ATy T

B 508545 -

WE., EAZ=72 ) ¥~7 (BETHE#Z) & LT, 28 HIW%E
1A 270 LT, 1A 27/VRIFT1THRBICT[EI0.16 mg, 8 HHIZ 1
[10.8mg, 15 HEIZ 1[E3mg, 22 HHIZ 1[0 48 mg %7 F#& 51
%o TDOW%IT 1 48mg &, 2 KO3V A 7 /LAIT1, 8, 15, 22 H
H. 42025994 712X 1, 15HH, 1014 7 /LHLKEEZ 1 H
HICR T#HE5T 5,

VYR ~7 (B z) ROV Y R REHBEGOHEEA -
HE, EANE=T a2 ¥~T GBEHE#Z) & LT, 28 HIWA
I VA7V LT I HAZ7VHIFTHHEIZ1[A0.16 mg, 8 HHIZ 1
[ 0.8mg, 15 HHIZ 1M 3mg, 22 HHIZ 1A 48 mg & % F&E53
5o ZDHIF 1048 mg &, 2 M3 YA 7VAIF L, 8, 15, 22 H

H. 4 VA Z/VBURBIZI HEIZETESG L, K12V A 7/VET

5 ik 5.




BhRE ST 5h 3 LR O3 SOTEERTE O KHIIRE B Ml U o < E
OF AME KA B #A Y o iE
RV B M Y N fE
JFEMERERR KA B AR U o i

PRSI RMEOIEIME Y

i e 1 EHEGLY A7 EHEMAZRED B, MWUICET D &,

2. BEAWRZ %S T D EEMARICIV T, i 2R A 5 2 B
T 5070l - RBRERFOERMO L & T, A M A R HE R
BEOE B O Y) 72 KPG8 SHU D IRH T CARBINE G- I b X
5. BIERFICHIZ > THREREELZHE LD Z L,

(FFRE SUTEAYE DO AR B filfa Y o Xl (OVF AMERHaR B
Y o iR B AN Y o SBE TR AR SRR B A
Fa U >osplE) o B OSUTEREEOERME Y > 3fE  (Grade 3B))

3. [N TOBEBIEFIBHRD TROLNTWD Z Enn, BEERTER.
—EBOEFNANR DT —F DEMEIND ETOMIX, BIEHZ x5
WA R 2 T2 2 L Ic k0. AFIE BSOS iRy
T L &bz, RBOLZEEROHINEICET 2T — % % 5.4
WCEE U, ARF|ow#E EfE I LR EEZ B DL Z L,

fisi = 1.2025 42 A 20 B (3 UTEREHEOIERMEY > 3E (Grade 1
~3A)) OFELOHEOBINIFR 2 4G FHE— A AR & B,
2.2026 £ 9 H 16 HIZ (F53 XUFEEEPE DYt Y o~ 2 E  (Grade 1
~3A)) IZXFTBHIV VX ~T (BEFHE#EZ) FOLFU NI Rf
H#% 508546 O HIER OH BB NN AR D &G FTH 48 B KGR 4 AR

2,

Z5 T D g R

FiflEHE
S84S5 A 28 H

I NE ORE

Lo 11 EHRGSY 27 EHGEoOMEE] 111 2t HE] o [EERQRESNTY 27 &
L7-BEH | 12 M20-638 il =7 a2 ) ¥~748mg L VY F v ~7+1F U KI K (RY)
OFAEE (ArmA) K OYR2EE (Arm C) [281) D /L BMMETFHORBEIG 28T 5 &
EbiT, RHEMEIT o7,

2. EFRUEEFRTEM EEFERTAR) Z2GT L,

3. BEMITEM (=7F Vg —R) Z2WGET L7 (BMARER),

ST -

1.2, BRI UTEEEMEOJENaAME Y o 3E (Grade 1~3A) IZxT 5V VX <7 (Ex -k
Z) ROV R RFHESO%A O AER OHEBINI AR 2 AR FE— A HAGEO
=%,

3. EEBEOKRBAEFEO-D,




1.

EEm) R EEFEOME

T REMRANFE

HERFESNTY 27

FA NI A IHYEBREE

HERLBEINZY A7 L L7-#H

< FERME, EfTME, SUTEREMED B AIEME Y L oREBE 2 RS LAV VLA
ABR (GCT3013-01 iAER) O EILAK/S— b aNHL 227:— b (OVE AMERHIIRE B
AR Y oo, EEMERE B HERE Y o NBE, RS MERERR SR B MR Y N iE, E
fatke U o3[ (FL) Grade 3B BB MFLAAN HIVT) K OFIE SUTEREME B Mot
FERTF UV NERE ARG E U ENE VI FERER (GCT3013-04 #Ek) oM &
LR 3= F DLBCL (OVE AMERHIIRE B MY o 3ff) =h— MBI 594 b
A VHAHERERE (CRS) OFBLEIGIX, LTO@EY) Tholo,

% (%)
GCT3013-01 B GCT3013-04 Bk
HAEYERK/R— b aNHL Ztd-— b M &3 K/%— » DLBCL =2 — b
(157 1) (36 f51)
4 Grade Grade 3 HE 4 Grade Grade 3 HE
ULk Vi
CRS 79 5 46 30 3 7

(50.3%) (3.2%) (29.3%) (83.3%) (8.3%) (19.4%)

F7-. GCT3013-01 ;AR D HEHLARKX— b INHL =24 — b D FL Grade 1~3A HH& .

GCT3013-01 RER D FeE /S — b FL b =2 48— N Arm A & O GCT3013-04 75k
DFAEYER/S— F FL =24 — ~ (FL Grade 1~3A BBREDMHAAN D) I2BIT5
CRS OHBEIGIX, LTOHEY Tho7,

B (%)
GCT3013-01 5% GCT3013-04 7#5x
FHESLR/S— R INHL =R — |k @ AR /S—F FL 227k — k@
(128 #1 ) (21 1)
4= Grade Grade 3 HiE 4= Grade Grade 3 HE
Pl E Y
CRS 85 2 54 19 1 5
664%) | (1.6%) | @22%) | (90.5%) | @8% | (23.8%)
B (%)
GCT3013-01 #5x
BEfk,S— b FL foiifb =2 48— b
Arm A©
(86 f51)
4 Grade | Grade 3 UL E BHiE
CRS 42 0 24
(48.8%) (27.9%)

a) 28 HEIZ 1 ¥ A 270 LT, 1A 2Z/HIF1HBAIC1EO0.16mg, 8 HHIZ1E
0.8mg, 15 HHNXO 22 HHIZ 1[0 48 mg &/ P& 45, 2 Y1 7 )V HURRIZERG A7
Vo — VIRV, 1 [E 48 mg & T, 7235, AHD FL Grade 1~3A 1Zxf L TK
WENTHAEROHETHE, ISERIZIEZ 1 3mg 2K F#&57 5,

b) WHO 2% 4 iU (2008 45) X% WHO 43 HEGTH 4 il (2016 4F) (235 < FL_
Grade 1~3A LW s i B4,

¢) 28HMZ 1Y A7 VELT, 1A 7/VHEIZT1IHAIZC1[FO016mg, 8 HHIZ 1A




0.8mg, 15 HHIZ 1[I 3mg, 22 HHIZ 1Bl 48 mg % FZ F#e 5, 2 %A 7V HLARR I
BHA Y 2 — e, 1R 48 mg & R T

- GCT3013-01 3B & O GCT3013-04 #kER D LA D 2R — b CRARIE)S & &
Fp) TIL., JELIZE 7= CRS 7 GCT3013-01 FABR T2 FlIZFBH H v, AANIKRSG- & D
RRBIRIIEE SN2 oTe, Flo, ARG & OREBMRNEE SN EH
BN EEGRE S,

C R UTEEE MO FL BE x5 & U2 ERE LR S 1 FEER (M20-638 5ER) o
AFER (VX <=T7+LF U RIR) FHEEY (ArmA) MO'R2EE (Arm C)
IBIFA CRS DEFEEF. UTFo®@Y Thor-,

Bl (%)
M20-638 #AHR
Arm A Arm C
(A F +R2 OF ) _(RY)
(243 f)
AHN3 AT TW| A2 2T v T
WL © WG
(131 1) (112 1) (238 Bl
CRS 4= Grade 32 (24.4%) 52 (46.4%) 2 (0.8%)
Grade 3 UL E 0 0 0
HEE 16 (12.2%) 29 (25.9%) 1 (0.4%)
B ERAAE| 4 Grade 0 1(0.89 %) 0
e Grade 3 VL E 0 0 0
HE 0 0 0
d) VYFRT <7337 mgm? % 1 A 7 VEHD 1, 8, 15, 22 HHIZ, 20°b 5% A7
JVEIE L HEICEIRNE S L7z, VY R R 1 H 1B120mg & 21 H [FFE O #

5. 2% 7 HEKREE 12 A 7 )V H £ Tl L7z,

/£ 1) Grade 1%, KIERBMEMIEEFS (ASTCT) 2B A DIZESWCHE LT,

TE2)CRS & LT, kD MedDRA EAZE (PT) #HE LT,

PT : A M A VIHERRERE, A FIA VA P—A, avyy, ~wrua7r7—EN
b, mEREAMEY o SHARERGE . BAIM S IR HEGERE, B S FZEIERN, A4 b h
AV VA DA U

« CRS 1%, F A THURZ AR EZ Ve T HIIREECMO T IS VER 3 2 3401
DIBFIZB W TR WIEBUBEE CRO AL, T Al W%#é%ﬁﬁpﬁﬁﬁéwﬁ
H (77A=7=7 k) ELTHLNTWD D, KENX, B E 725 THilR ED
CD3 K O B #lia ST BEEAIL_o> CD20 IC[RFRCH S L. T IO iEMEAL & O
EEIEVEEZTHE T 5 2 & T, CD20 ZFEHL L T\ 5 B flifln % 3k < & S 1EH T &
HLTWAZ LD, CRSIIAFIOIERFENOIBEINDLIFLTH D,

AHNOVERETF N ORESNLHFRTHY | KRR TR 2 Z e EE e CRS %
BB bbb, BERBESKIL) A7 L LTRELE,

1) Lee D. W, etal. : Biol Blood Marrow Transplant. 2019 ; 25 : 625-638.
2) Shimabukuro-Vornhagen A, Godel P, Subklewe M, et al. Cytokine release syndrome.
Journal for ImmunoTherapy of Cancer. 2018;6(1):56.




=K 2 A VERE TR B O N M OV DI IREBRH -

[H%]

« T OB 22 VR AR T E

BNOER L ZEEREE L LT, UT2EMT 5,
— A R A (B

[GaedR Bl ]

%Eﬁ@lﬁ%ﬁ%%% ZIFRO6NTEY , BOEIRFER OMEHFERE T
W HROFBURILZ — T A () SRV TR L,
%@ET%@JTét

IZBF24
BN 2 4%t

U A7 e/ METRBEBY DN K OV OFRIREE R

[NE]
cEEOY AT MBI E LT, LR EFERT D,
BWSCo M1, #8517, AR OHEICBEET 53R,
AREE] KO T ERZEWEH] OB CHEEMET S,
- BEREERGLTA RICX D EREL
BMOY A7 FAMETEEN E LT, LR EFET 5,
(1) EBRpEEHETEM GEEFERAY A K) OFER, Bifm
Q) BEMITEM (=% Vs —K) OER, Bl
(3) RSO E

(8. B K

[N ]
(1) EREFEAEIC
THELEDIZ
@)%%Xﬁ%@%ﬁ
ZB < T DISEIR LTz,
(3) BRABRIC % T& B EEMR BT, 1SS OGS % LT+
IR - BB A AT HERMO S & T, ARFNS K DRI E) & W D IERTI
DONWTDOHRFEEIND X HBIRLT,

X L CHEFRICHET D IE MR B 21TV W) B 51k & J5 g
« AFIDTEIERE BT 2 B2 2972 o (T EHR L 72,
BITEOREIER, REZ22ed 2 & TRIFHOERL

T T = 7K

— il el B e Ao T M (A

HERLBEINZY A7 L L-#H

- YESNE VILFRERER (GCT3013-01 385R) DM EILRK/S— K aNHL =24 — F R OEN
5 1 AREER  (GCT3013-04 3ER) OHEHLK/S— b DLBCL =24 — MIBIT 5 0%
T 7 = 72— EAR R M EEERE (ICANS) DORBEISIILITO®EY Th-o

7
Bl (%)
GCT3013-01 75x GCT3013-04 #5x

AEILRK/3— b aNHL =27hR— b AEJLRK/3— F DLBCL 24— b

(157 f51)) (36 #1)
4= Grade Grade 3 B 4= Grade Grade 3 BHE
2Lk Pk
ICANS 10 1 4 1 0 1
(6.4%) (0.6%) ¥ (2.5%) (2.8%) (2.8%)

a) HTIZE-ST-HSR (Grade5) TH Y. AL & OREBMRITIEE IR o7,




F 72, GCT3013-01 #BR DO H &K 3X— b iINHL Z278— k@ FL Grade 1~3A 5,
GCT3013-01 R D fAciifl/~— b FL iiE{b 23— b Arm A 2 O GCT3013-04 3R
DOAEIEK/S— K FL 28— bk (FL Grade 1~3A BEBNHAANHNTZ) (ZBIT D
ICANS OB EIGIL, LFO@Y) ThoT,

Bt (%)

GCT3013-01 35 GCT3013-04 35
YLK /R— F INHL 2R — | D AR /S— F FL 2tk — K D
(128 1 @) (21 1)
4> Grade Grade 3 HE 4> Grade Grade 3 HE
= PLE
ICANS 8 0 3 0 0 0
(6.3%) (2.3%)
B (%)
GCT3013-01 Er
fifl/3— b FL &iEfk 23— F ArmA 9
(86 1)
4> Grade Grade 3 UL |k HE
ICANS 0 0 0
b) 28 A &Z 1A 270 L T, 1A 27T BRICTIEO016mg, 8 HHIZ 1A

08mg. 15 HHK&WU22 HHEIZ1[E48 mg % TG, 294 7 /LA LIBIEIHRG 27
Vo — /LI, 1R 48 mg & 7 NG, 7eds. AH|D FL Grade 1~3A (ZxF L T/K
BENT-HEEROCHETIE, 15 HBIKIZ1E3mg 2E M 5925,

c) WHO %% 4 it (2008 4E) X WHO 3 3EETH 4 il (2016 4E) (25 < FL_
Grade 1~3A EZWrS =B,
d) 28HRZ 1V A7 LT, 1A 27/VHIZ1TIBAIC1EO0.16 mg, 8 HHEIZ 1 [A]

08mg. 15 HHIZ1[E3mg, 22 HHIZ1[E48 mg &/ F445, 2 ¥+ 7 /v B LRI
BeH- 2P 2 — Ve, 1 18] 48 mg & B F &5,

- [EBS I I AERER (M20-638 iABR) OAAIE R2 (U YF~T+LF U K3
K) o gFHEE (ArmA) M O'R2EE (Arm C) I8 5 ICANS OFRBEISIF, LLTD
B Thol,

B (%)
M20-638 Bk
Arm A Arm C
(EHNI+REBETD (R%)
(243 1 ©) (238 #i))
4> Grade Grade 3 HE 4 Grade Grade 3 HE
LAk Lk
ICANS 1 0 0 0 0 0
(0.4%)
e) VYR <7133 mgm?* 2 1A 7 VED 1, 8, 15, 2 HBEIZ. 2065947

JVHIZ 1 B BIZERIRNER G Lz,

VY R RiIF1 A 1H20mg & 21 AM&EAE

5. 2% 7 HEKREE 12 A 7 )V H £ Tl L7z,

0D 22T v A3 AT v it TG L BEE SR L CHEHZITo72, 72

B. AHK|D FL Grade 1 ~3A IZ%f L CARINTZHELOCHEIZI AT v 7HlilETH

60

¥Grade IX. ASTCT =2 &P AZHSWTHE LT,

« [CANS OFRBUMEFIXARE TR WD, F A THUFESZ AR Z V- T Mg Eefho




T A VER I 2 AN L DI WD CTHBR S EVEE THRE SN TE
V. ICANS X T fIfUC/ER T 21RIED Y A7 27 hELTHMBN TS EH
BTHDH Y,

AHNIOVERBETF N ORESNDFERTH Y . FARHER T ICANS OHEFIFED S
N, EEICEST b oloZ &b, BERRFESNLZY X7 & LTRE LT,

1) Salvaris R, Ong J, Gregory GP. Bispecific Antibodies: A Review of Development,
Clinical Efficacy and Toxicity in B-Cell Lymphomas. J Pers Med. 2021;11(5).

B3 2 MRS O N o OV D RIRBEH -

[H%]

- OEHRK L VAR TR E)

CBMOERSZEMEREE L LT UT2E/T 5,
- IRBHAGEIA (REFE )

GE 2Nz TaE)|

AR O ENBRRHABR T — 2 IR 6TV | BUERGER O HERTICBIT 5
ZBFRROFEIIRDL 2 — ARG E (BOFRE) SRV TR L. BI04t
ROBERZRFST D720,

U A7 f/METEBY DN K OV O IR L

[NAE]
CEEOV AT MR ENE LT, L EFET S,
- ETEXo NS 17 BELAOHEICEET 2FE), 18, HEERAE
APERE)] KO 1.1 ERZEWER) OB CHEEMLT 5,
- BEMERSLYA NI L EREL
BNV 27 AMEIREN E LT, LT EFERT S,
(1) BEEREEETEM GEEFRAT A R) OER, Bl
Q) BEMTEM (7% VR —F) OERk. BAh

(QERSTRSEEIEED |

(1) EBEEFHZ TR L THZFRICET 2t 217V U228 #5152 J8
T 5 & &bz, AR O IEM HICBE T 22 LT 7-DIGRIR Lz,

Q) BEXLEZORBICRER ORI A, RMIZ2 4T 2 & TEHEMZE D
(IR LT,

ol
2
[5:57

&

BUERKFESNTY A7 & L2 ¢

- VRSN VI FREER  (GCT3013-01 386R) O HEILRK/S— k aNHL 22— s K OYEWN
5 UILFERBR (GCT3013-04 iABR) @ &3k Y— b DLBCL =4 — M) 5y
JERFHE SRS (W N T 5% E) ORBFESIZILLTOMmY Tho7-,
Bl (%)

GCT3013-01 7Bk GCT3013-04 7B

FHEAERS— K R S— Tk

aNHL =t — k DLBCL =/— k
(157 1) (36 )




4 Grade Grade 3 L | 4 Grade Grade 3 LA |
Y [t 2 83 (52.9%) | 39 (24.8%) 9 16 (44.4%) 8 (22.2%)
COVID-19 21 (13.4%) 13 (8.3%) 1(2.8%) 1(2.8%)
Tz 12 (7.6%) 5 (3.2%) 2 (5.6%) 1(2.8%)
TR R 10 (6.4%) 0 5 (13.9%) 3 (8:3%)
- ROE R 8 (5.1%) 3 (1.9%) 0 0
B e 5 (3.2%) 5 (3.2%) 2 (5.6%) 1(2.8%)
B 2 (1.3%) 1(0.6%) 2 (5.6%) 1(2.8%)
B~ /L2 A 3 (1.9%) 1(0.6%) 2 (5.6%) 0

a) ZDOIH 68 3.8%) IHLEICEST-FHLHTHY ., ZONFRIT COVID-19 73 3 4,
COVID-19 Jitize 73 2 i, #EATHES B A MIEN 1 Bl TH - 7=,
by ZDO9H36] (1.9%) IFIHTCICE-TFLThHoT,

F 72, GCT3013-01 FBR DO H &K 3X— b iINHL =278 — k@ FL Grade 1~3A 5,
GCT3013-01 FRER D fAciifb./~— b FL fei@Efb 23— b Arm A 2 OV GCT3013-04 35k
DOHAEYLK/S— F FL =248 — bk (FL Grade 1~3A BEBSHAANSNTZ) (ZBIT S
JERYUERBEFLR (W TN T 5%LLE) ORBEESIX, LTFO#EY Tho7-,

% (%)

GCT3013-01 7R GCT3013-04 #XBR
FEYERKS— K R S— R
iNHL =278 — | © FL 274/—h 9
(128 f51] 9) (21 1)
4 Grade Grade 3 VL | 4 Grade Grade 3 UL |
Y B 99 (77.3%) | 47 (36.7%)° | 12 (57.1%) 6 (28.6%)
COVID-19 40 (31.3%) | 15(11.7%) 9 3 (14.3%) 1 (4.8%)
R ARGE R 17 (13.3%) 0 1 (4.8%) 0
PR i F 13 (10.2%) 5(3.9%) 0 0
COVID-19 fitiZs 11 (8.6%) 9 (7.0%) © 2 (9.5%) 1 (4.8%)
Jili ¢ 10 (7.8%) 7 (5.5%) © 1 (4.8%) 1 (4.8%)
- HEEE 28 9 (7.0%) 0 0 0
Il gm e g% 7 (5.5%) 2 (1.6%) 2 (9.5%) 1 (4.8%)
HRIEE 6 (4.7%) 1 (0.8%) 2 (9.5%) 2 (9.5%)
Ae o B hE 4 (3.1%) 0 0 0
B2 3(2.3%) 0 2 (9.5%) 0
TA A ARG 1 (0.8%) 0 0 0
R Al 2 0 0 2 (9.5%) 1 (4.8%)
B (%)
GCT3013-01 AR
i b S— b FL fgi b =2 A — b
ArmA?D
(86 i)
4> Grade Grade 3 VA k-
RYLIE B 5 48 (55.8%) 15 (17.4%)
COVID-19 16 (18.6%) 4 (4.7%)
RGE R 4 (4.7%) 0
PRI S g 4 (4.7%) 1(1.2%)
COVID-19 fitiZ¢ 2 (2.3%) 1 (1.2%)




Jifig& 4 (4.7%) 1(1.2%)
mREE 1(1.2%) 0
Bl e % 0 0
R Z 1(1.2%) 1 (1.2%)
AfED v ¥ HIE 5 (5.8%) 0
% 3 (3.5%) 0
FA )AL ARG 5 (5.8%) 1(1.2%)
T i 2% 0 0

¢) 28HMIZ 1Y A 7L LT, 1A 27/LHIZ1BHEICIEO016mg. 8 HHIZ 1A
0.8mg., 15 HHMON22 HHIZ 1[0 48 mg & F#& 5, 2 V1 7 /VHURII&R G A7
Vo —UIZHEV, 1 (A 48 mg &R R, 728, AFKID FL Grade 1~3A (Z%f L Tk
WEINTZHELOCHETIE, ISHBRIZIX 1B 3mg 2% F&57T 5,

d) WHO OYEEES 4 B (2008 4F) i% WHO 23 EMET 45 4 L (2016 4E) |
Grade 1~3A L 2rsni-HE,

e) ZDIH 8B (63%) IFLLICEST-FHLETHY ., ZONRIL COVID-19 Ak 5
B (3.9%). COVID-19 23 1 5l (0.8%). Wiz 1 6] (0.8%). ¥ = — NEF AR
JEZN 1651 (0.8%) Tdh 7=,

f) 28HEZ 1A 27 LELT, 1A 27/HIF1 HAIC1EO0.16mg, 8 HHEIZ1H
08mg. 15 HHIZ1[E3mg, 22 HHIZ1[E48 mg &/ F#45, 2 %1 7 /v B LRI
PG A 2 — ZHEV, 1 [E] 48 mg % 2 T #EH-

ZHAS < FL_

- [EBS I I AHERBR  (M20-638 FABR) 0)2&%! L R2
K)o OFHREE (ArmA) R OR*EE (Arm C) |

U Yxyv~=T+1F Y K3
B BIUEREER (PO

BET 5% E) ORBEIE T, uTODJE@T&)oto
BiE (%)
M20-638 R
Arm A Arm C
(AF|+R2OFH) _(R»)
_Q43 B M) (238 fi))
4= Grade Grade 3 UL E 4= Grade Grade 3 UL E
YL B 5 174 (71.6%) | 71(29.2%) 116 (48.7%) | 33(13.9%)
COVID-19 50 (20.6%) 6 (2.5%) 29 (12.2%) 3 (1.3%)
- ARGE R 44 (18.1%) 4 (1.6 %) 25 (10.5%) 0
JiliE 39 (16.0%) 21 (8.6%) 19 (8.0%) 11 (4.6%)
UGB Y 16 (6.6%) 3(1.2%) 7(2.9%) 0
] g A 15 (6.2%) 2 (0.8%) 3 (1.3%) 0
g I <~ 35mgm? x> 1V A 7 ED 1, 8 15, 2 HHIZ, 2265947
VB HEICEIRNEE S Ls, VY R R 1 H 1 20mg 2 21 B D&

D% 7 AR EZ 12 A4 7V H £ ik LT,
h) 227 v 7HHEE N3 AT v 7B CREG LIZBE 2 AR L CEHEITo 1, &2
B. AHKID FL Grade 1 ~3A IZx L TARINIZHERVCHEZI AT v 7 TH D,

¥Grade 1%, AEFFRILEHT

FEBi%E  (Common Terminology Criteria for Adverse Events,
CTCAE) 5.0 fICEESWTHIE L7z,

CRYWET, KR T H D EMEER K OV OIERICERT 20 ALY, B
FULENERESE e O DIRIRICB T 2/ b —fRREGIHED —>TH D5, £/o. KAl
1% B MAE—T MR AAEH. B U o REROMBE MK y 71 7' U IEIC K 5 5%
A 2o S I AREERH D,




BAIFR T A VA (HBV) KOV A M AT A LA (CMV) IR LTAZ Y —
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WL, EFAICEE 255 IS, JL7 A LV AR R EIEO TR G- 03 #E
TN, EEEICHBV, CMV, =2 —F Y RAF R « £ a_XF A | KEHREZ 7 A
IV RITHET D TR GEDM ThT,

AHRNOVEREFENORBEESINDIEFRLTH Y . KRR T LEH %2 E T Grade 3 DL 1
DEYIE DB ZRD 5N TNWDHZ End, BERKESNZU A7 & LTHRE
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HEE] LT ERZEWEH] OB THEEMET S,
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BIMO Y AT FMEEENE LT, LR A2 ET 5,
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(1) ERWEEEICH L TYUEFELRO U A7 1T AR 21T B sy
EEEAmMT L L EBIC, AR OwEEMEFICRET 2T - OIER L,

RS R SR (i

HERLBEINZY A7 L L-#H

< VAN ES VI FEER  (GCT3013-01 3856R) O HAEILRK/S— k aNHL 22— s K OEWN
% VI AHRRBR (GCT3013-04 #tBk) & HEJLK/S— ks DLBCL 2274 — MZB T 25 JEE
FRAEEMRE (TLS) ORBLEISIZILL T O@EY ThoT-,

Bl (%)
GCT3013-01 #5r GCT3013-04 #5r
HEPLNR/I— b aNHL 22—k HEJLK/3— F DLBCL =24/ — K
(157 1)) (36 1)
4= Grade Grade 3 UL E 4= Grade Grade 3 L E
TLS 2 (1.3%) 2(1.3%) " 0 0

a) CTLS EflfrSiv, AFIE L & OREBRIIEE S hoTz,




F 72, GCT3013-01 #BR DO H &K 3X— b iINHL Z278— k@ FL Grade 1~3A 5,
GCT3013-01 R D fAciifl/~— b FL iiE{b 23— b Arm A 2 O GCT3013-04 3R
DOAEIEK/S— K FL 28— bk (FL Grade 1~3A BEBNHAANHNTZ) (ZBIT D
TLS O3EBEIGIL, LLFO@EY Tho7o,

Bt (%)

GCT3013-04 7R
MESLR/N— F FL 22— »

GCT3013-01 7
&K /S— K INHL 22—k

(128 1 @) (21 1)
4 Grade Grade 3 VL E 4= Grade Grade 3 UL E
TLS 0 0 0 0
B (%)
GCT3013-01 #kBx
il S— b FL fifk 28— b
ArmA 9
(86 i)
4 Grade Grade 3 UL E
TLS 1 (1.2%) 0
b) 28HMAZ 1A 27 1E LT, 1A Z/LEIZ1IHEIZ1IE0.16 mg, 8 HEIZ 1A
0.8mg, 15 HHKW22 HHIZ 1\ 48 mg & /2 F#% 5, 2 %A 7 VB UREIT#G A 7
Vo —UIZHEV, 1 (A 48 mg &R R, 728, AFKID FL Grade 1~3A (2% L Tk
WEINTZHELOCHETIE, ISHBBIZIX 1B 3mg 2% F&57T 5,
) WHO SYFATE 4 IR (2008 4F) LI WHO 43 3ECKRT 26 4 i (2016 4F) 12253 < FL_
Grade 1~3A L2 n/-#4,
d 28HZ1H A2 LT, I ¥AZHIZ1IBHEIC1IEO016mg, 8 HHIZ 1A
08mg. 15 HHIZ1[E3mg, 22 HHIZ1[H48 mg &/ F445, 2 ¥ 7 /v B LRI
B H5A Y a— e, 1Bl 48 mg & 2 TS
+ GCT3013-01 7Bk & OY GCT3013-04 ikBR D EFebish o a7k — b (GRAGRIE)G & &

Tp) Tix, AARE L OREEIRNEE TE 220 Grade 3 BLED TLS 73,

%1 BlERE Sz,

[T e
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D ThHhoi,
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o) U VUXI~7F375mgm? A 1 A 7 /VED 1, 8, 15, 22 AHIZ, 202 b 5 %A

VB 1 HBIZEIRN&EG LT,

VY FIRIZ1 H1E20mg & 21 HREREO#%

5. Z0% 7 AEKEZ 12 %1 7V H £ THlkie L 7=,

N 2AT v FWMB NI AT v THHE TR LEZAEEZAE L CE

HEiTol, 72
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c TLS 1Z. FEHR TV U\ EEE T g G 4 O B 1BV T, LSRR E
72 EOJFRIRNC L D EEEOZGR M ARED - OICRBLT 5 Z Enmbind,

AHNOIEREF N ORESNLHFRTH Y | KRR TAFIR G & ORERBIRD G
TE S 720 Grade 3 L EDOFBBFINGBDO BN TWD Z b, WWUIRTHHFE 21T
IMBEMEND D Z EHFEEBE L, HERRESNIZY A7 & LTRE LK,

1) Coiffier B et al.: J Clin Oncol 2008; 26: 2767-2778.
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ISR LT-
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BUERKFESNTY A7 & LIZBEA ¢

- WS VI FARRBR  (GCT3013-01 #8BR) DM EHLRK/S— bk aNHL =2 4R— s L OEN
5 I FHEER  (GCT3013-04 3A5R) O HENLZAK/N— k DLBCL =24 — MZBIT 5 IMmER
WABEES (T Ts% U E) ORBEISIILLTO®EY THho7-,
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GCT3013-01 B GCT3013-04 B
FEYE R S— K FHEJERS— |k
aNHL =14 — b DLBCL =t7x— h
(157 f31) (36 1))
4 Grade Grade 3 VL E 4 Grade Grade 3 VL E
i Bk ek e i 5 69 (43.9%) 52 (33.1%) 26 (72.2%) 24 (66.7%)
i FRERID 34 (21.7%) 23 (14.6%) 1 (2.8%) 1 (2.8%)
E=giil 28 (17.8%) 16 (10.2%) 4 (11.1%) 3 (8.3%)
I/ N D S 21 (13.4%) 9 (5.7%) 1(2.8%) 1 (2.8%)
A HRER AR 10 (6.4%) 10 (6.4%) 13 (36.1%) 13 (36.1%)
U o SEREOR D 3 (1.9%) 3 (1.9%) 9 (25.0%) 9 (25.0%)
I/ N R R 3 (1.9%) 2 (1.3%) 8 (22.2%) 5 (13.9%)
H i BRE R 2 (1.3%) 2 (1.3%) 7 (19.4%) 5 (13.9%)

F7-. GCT3013-01 ABRDHEHLEK/S— b INHL =275— b @ FL Grade 1~3A B3,
GCT3013-01 FRER D Aciifb./~— b FL i@k 23— b Arm A 2 OV GCT3013-04 35k
DOHAEBEBYLR/R— F FL =2/ — b (FL Grade 1 ~3A BENHAANSBILTE) 2B
MERPAD B G (W T 5% L) OFRBEIEIE, LLFO@EY Tholz,

Bk (%)

GCT3013-01 7B
MEJERS— b

GCT3013-04 75k
MEHER = b

iNHL =2 7x— | @ FL 24—k @
(128 #1 ) (21 1)
4 Grade Grade 3 UL E 4= Grade Grade 3 UL E

1 Bk ek B e 60 (46.9%) 48 (37.5%) 10 (47.6%) 8 (38.1%)

U HRER A E 26 (20.3%) 22 (17.2%) 1 (4.8%) 1 (4.8%)

2 1. 19 (14.8%) 8 (6.3%) 0 0

A P ER AR 13 (10.2%) 12 (9.4%) 7 (33.3%) 5(23.8%)

[/ S 11 (8.6%) 5(3.9%) 0 0

U o SERIBAE 9 (7.0%) 8 (6.3%) 0 0

U eSO 7 (5.5%) 6 (4.7%) 3 (14.3%) 3 (14.3%)

Bk (%)
GCT3013-01 7Bk
Bt/ S — bk
FL it =4/ — K ArmA©
(86 #1)
4 Grade Grade 3 UL |
1 BRPEA B 52 35 (40.7%) 29 (33.7%)
A P ER IR 15 (17.4%) 14 (16.3%)
2 if. 10 (11.6%) 2 (2.3%)
A TP ERE A 3 (3.5%) 3 (3.5%)
iR iE 8 (9.3%) 2 (2.3%)
U BRI E 4 (4.7%) 4 (4.7%)
U > RERER D 7 (8.1%) 6 (7.0%)

8 HMZ 1Y A 70 LT, 1A 27/VEIFT 1T HAEICTEO016mg, 8 HHIZ1IH

08mg. 15 HH K22 HHEIZ1[E48 mg 2 TG, 294 7 /LA LIBIEIHRG 27
Vo — /LI, 1R 48 mg & NG, 7eds. AH|D FL Grade 1~3A (ZxF L TK

SN HIEAOCHETIE,

15 HEIZIZ 1A 3mg 2% T 595,




b) WHO 7345 4 it (2008 4F) 1L WHO 23 3EKRT 5 4 iU (2016 42) 1285 < FL_
Grade 1~3A L WS-,
c) 28I Z 1V A7 LT, 1A Z7/VEIZ1I BAIC1E0.16mg, 8 HHIZ 1A

0.8mg, 15 AHIZ1[E3mg, 22 HHIZ 1 [E48 mg & F#H& 5., 2 %1 7 L HEREIT
B[ 2D 2 — eV, 1Al 48 mg & % TG,

- [EESIE RS I AREER  (M20-638 345k 0)2&%! R (UYFL~7+LFU RS
F) 9 DFHEE (ArmA) RO'R EE (Arm C) IZBIT 5 mEkED RS (O 3Fhn
DORET 5% E) ORBEIEIE, uTODJE@T&th

B (%)
M20-638 Fh5k
Arm A Arm C
(KF+R2BHH) _(RY)
(243 f3i] @) (238 #i)
4= Grade Grade 3 2L E 4= Grade Grade 3 UL E
1 BR D B 5 190 (78.2%) | 171(70.4%) | 135 (56.7%) 104 (43.7%)
A P BRI 119 (49.0%) | 112(46.1%) | 72(30.3%) 59 (24.8%)
Z i 61 (25.1%) 16 (6.6 %) 38 (16.0%) 11 (4.6%)
A P ER AR 58(23.9%) | 53(21.8%) | 45(18.9%) 32 (13.4%)
i/ M SiE 33 (13.6%) 17 (7.0%) 30 (12.6%) 13 (5.5%)
i/ RE R 32 (13.2%) 7.(2.9%) 9 (3.8%) 2 (0.8%)
F ifn BRE > 26 (10.7%) 6 (2.5%) 23 (9.7%) 9 (3.8%)
U o ER B 21 (8.6%) 15 (6.2%) 15 (6.3%) 6 (2.5%)
U o BRI E 18 (7.4%) 14 (5.8%) 8 (3.4%) 4 (1.7%)
FEEME AT TP BRI iE 15 (6.2%) 15 (6.2%) 5(2.1%) 52.1%)
1 if BRI E 13 (5.3%) 5(2.1%) 10 (4.2%) 3 (1.3%)
d VYX~71335mgm? & 1 A ZLHD 1, 8, 15, 22 HHIZ, 2654~
VBT BEICERNES- Lz, LU R RiE 1 H1E20mg %2 21 HFEE O

5., 01t 7 BREREE 12 94 7 )V H £ ThHkke L7,

€ 2AT Vv TMIKR NI AT v T THE G L -RBEEZEH L U ZITo72, 72
. AAID FL Grade 1~3A 2k L TAGBREINZAEEOCHEIZI I AT v 7HETH
60

$¥Grade 1%, CTCAE 5.0 fiUICHASWTHE LT,

AFNOEGIRFBRIZ BT Grade 3 DL E O MERBD BHEELAREBLL TWD Z &0
5, BEREBEINTZIV AT ELTERE L,

[ L 22 VAR BN O INE K OV OB -
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- —IREHRGERE (SRR

t

=

[ 4R P )
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SFROFIVRDL 2 — M iR A (2B

(CBWTHER L, B0 25t
ROBERE AT D720

U A7 e/ METRBEBY DN K OV OFRIBE D

[M%]
CEFEOY AT FMETEENE LT, LT AR ET 5,
- EFRo 18 HERAARREE]. KO N1 BRZREIWEMR] OB THE
EMake U, 17, HELK O EICEE T 2 ER ) i/ MR, B
S OFE B ff- R i 38 Bl D IRSE R E 2GR E T D
BE M EIE T A NI X 5 IEHRIEE

BN Y 27 g/METEE E LT, UUTF 23T 5,
(1) BEFREFEMTEN GEIEERAT A F) OfFEk, Bt

(a4 B ]
() BERMEHEEZITH L THEERICET IR At 2170,

W) 728 PTG 1A % A
T5 & &b, AAIOEIEMHIZET 2B AR 720

(IR L 7=,

HEATVES BNE B NE

HERLBEINZY A7 L L-#H

- VEANES VI FEER  (GCT3013-01 385R) DA EILRK/S— k aNHL 22— s K OEWN
% VI FREER (GCT3013-04 36R) O HEPL K N— k DLBCL 24— MZBIT 5T
”Ir%% MEEEAMAE (PML) ORIBEISIILLTFO@BY Th-o 7=,

Bl (%)

GCT3013-01 38R GCT3013-04 35k
FAEALR/3— b aNHL =27 — b FAEEK3— F DLBCL 2278— k
(157 1) (36 f51)
4= Grade Grade 3 ULk 4= Grade Grade 3 UL I
PML 2 (1.3%) 2 (1.3%)9 0 0

a) ZDIb1FIIHTEICES>T-FL (Grade5) TH-oT-,

F 72, GCT3013-01 FBR DO H &K /3X— b iINHL =78 — k@ FL Grade 1~3A 5,
GCT3013-01 R D Aciifl/~— b FL ik =" — b Arm A 2 O GCT3013-04 3R
DB /S— K FL 28— bk (FL Grade 1~3A BEBNHAANSNTZ) (ZBIT S
PML OFBREIAIL. LTOEY Tho7-,

Bk (%)

GCT3013-01 B
JAEYLR/S— F INHL 24— | )
(128 1] ©)

GCT3013-04 Bk
FAEHLR/%— F FL 2tk — kD

(21 1)

4= Grade

Grade 3 L E

4= Grade

Grade 3 VL E

PML

0

0

2(9.5%) 9

0

% (%)

GCT3013-01 i&ABx
Eoft R — b~ FL fodfb = s — b
ArmA®)

(86 1))

4= Grade |

Grade 3 UL E




[pPML | 0 | 0 |

b) 28 HMZ 1 ¥ A 27 LT, 1A 27X 1HEIC1IEO016mg, 8 HHIZ1[H
0.8mg. 15 HHKO22 HHEIZ 1\ 48 mg & [ F#%¢5, 2 %A 7L HUUREITHG 2 7
Ta—/VIZEV, 1148 mg & KRR G, 7RIS, AHID FL Grade 1~3A (2% L TK
RENT-HELROCHETIE, 1ISHBIZIZ 1B 3mg 25 #5325,

¢) WHO 2% 4 il (2008 4F) Xix WHO 4V HELET 45 4 il (2016 4F) (2H:-3< FL_
Grade 1~3A L 2 s iz,

d) WINbARAES L OREBEGHEE IR0 o7, FETIZE 572 PML IFFEO S
2o T,

e) 28 HRZ1HA 7L LT, 1 ¥4 27HIZ1IHBHEIC1IEO0.16mg, 8 HHIZ1[A
08mg. 15 HHIZ1[E3mg, 22 HHIZ1[E48 mg &/ F#45, 2 ¥+ 7 /LB LRI
PG A 2 — ZHEV, 1 [E] 48 mg % 2 T #E5-

lﬂhﬂ%mmﬁ%(MN@S%%)ﬁﬁkW(J/#/v7+v%)b‘
) D OFHAEE (ArmA) KO R2EE (Arm Q) I2BIF 5 PML OFRREIE L, L FOiA
D CThot-,
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Arm A Arm C
(R&I+R20FH) _(RY)
(243 {51 ©) (238 #i])
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PML 0 0 0 0

) UYFRL <1337 mgm*Z 1 A Z7/VHAD 1, 8, 15, 2 HEIZ, 22 b 5% A7
JVEIZ 1 B EIZEARNZ S Lz, VU K Rkl B 1[0120me 2 21 BRERO#E
b 0% 7 BEWARA 12 4 7 VH F TRkl L=,

Q) 2AT TR NI AT v M CHREG LR EEZEH L UER 2T, 72
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HT 5,
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(TLS) . M OMEATVES BN EIME (PML) OFRBURIL 2R 5,

EIRHA 1 : CRS OFRHLRFH 2 iedd 95,

B HA 2 : CRS O PRHEBLOZITREZMERT D,

IR E 3 : CRS KON ICANS ORI A X 2 ANESER I & 3 5,

IR B 4 : fFFEET CRE L2 TCOREERES K ORIWEHORBLR A 2
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[ Sk 5t ]

TR T EWIM - 2023 4F 11 H 22 H~20254 11 A 30 H

BgkTEHAR - 2023 £ 11 H 22 H~20254E 11 H 30 H
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AR S NI RIEGIE 5% LT 5.
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FEh 75 - R ER T U K D e plE A
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< HEERE £ >

LBEERFIEED S L, BENH Y, o, KLEHAEE DK > - HEHEGIL,
GCT3013-01 RERIZF 1T 5 TLS X O'PML (1.3%) Th oz, AFAEIZEIT S TLS &
O PML O ELEIA 23 GCT3013-01 3R & [FIFRE CThH 5 ERE LI A. 95% L Lok
KT L 1 HIORBIER ZET 572012, 229 BlOERBRLEL D, Zh
WG 2 B8 L, ARE O TEEREE 250 # & 5E LT,

Flo 229 BIAERMTHZ LI L0, BEMEMREFEE TH D CRS, ICANS, EIE K
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ETH D ERGE LTeSE. 95%LL EOfESE L 103-181 fil, 3-9 fil. 89-109 Hi
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L7,
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