
8 8 13

30 mg 153 mg

8 2 10
1 3.0 1.7 mL 30 153 mg

4 6
R5 576 5 6 22

0622 1

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1

1.5 mg/kg 1 24
2
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1 0.06 mg/kg 3
0.3 mg/kg 7 1.5 mg/kg 1

1 6 1.5 mg/kg 1 7 22 3 mg/kg
2 23 3 mg/kg 4

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 3 mg/kg

2 3mg/kg 2 23
4 15

4
8 6 19

1.
2.



1

8 7 22

30 mg 153 mg

8 2 10
1 3.0 1.7 mL 30
153 mg

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1.5 mg/kg 1

24
2 A

B
C

A

1 0.06 mg/kg
2 0.3 mg/kg 2 4
1 1.5 mg/kg 2 4
1 1.5 mg/kg 1 1

1 24 2

B

1 0.06 mg/kg
2 0.3 mg/kg 2 4
1 1.5 mg/kg 2 4
2 3 mg/kg 2 4

22
2 3 mg/kg 2 2

23 2 3 mg/kg 4
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2 15 4

C

1 0.06 mg/kg
2 0.3 mg/kg 2 7
1 1.5 mg/kg 2 7

6
1 1.5 mg/kg 1

7 22 2 3 mg/kg 2

23 2 3 mg/kg 4

1. ............................................................3 
2. ........................................................................................3 
3. ....................................................................4 
4. ............................................................5 
5. ................................................................................6 
6. .6 
7. ....................................7 
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1.
1.1

Tec Janssen Pharmaceuticals Inc. CD3 BCMA

Tec T CD3 MM BCMA
BCMA T

Tec 2024 12
2026 6

1.2
MM Tec/Dara-SC Janssen 

Research & Development, LLC. MM b
MMY1002 2020 3 Janssen Research & Development, LLC.

MM 3001 2021 10

Tec Dara-SC EU 3001 2025 12
2026 1 2026 3 TECVAYLI is a bispecific B-cell maturation 

antigen (BCMA)-directed CD3 T-cell engager indicated for the treatment of adult patients with relapsed or refractory 
multiple myeloma in combination with daratumumab hyaluronidase-fihj in patients who have received at least one 
prior line of therapy, including a proteasome inhibitor and an immunomodulatory agent.

EU

2026 5 MM Tec/Dara-SC 2

3001 2022 6
3001 MM Tec Dara-SC

Tec

Tec 2023 6
R5 576

2.
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3.
3.1
3.1.1 Tec/Dara T CTD 4.3; Clin Cancer Res 2020; 26: 2203-15

MM 8 Dara Tec
Dara Dara 1 2

Tec 48
Dara Dara

p 0.0004
MM RPMI-8226 Dara Tec

Dara Dara 1 2 MM
PBMC Tec 48 RPMI-8226

Dara Dara MM PBMC
p 0.0001

MM 8 Dara MM 10 Dara 2

MM 14 Tec 0.0064 0.032 0.16 Dara
10 Tec Dara 48 7-AAD

1 MM Dara
MM Tec/Dara Tec

Dara MM
Tec/Dara Tec

MM Dara MM Dara MM

Tec Dara 3 Student’s t-test

1 MM Tec Dara

1 Dara 16 mg/kg QW 8 Q2W 16 Q4W
3 1, 7

2 Dara 2
3 Tec % Dara % Tec

% Dara %
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3.R
Tec

3.R.1 MM Dara
MM Tec/Dara

BCMA B B
MM Clin 

Cancer Res 2020; 26: 2203-15 Immunotherapy 2015; 7: 1187-99 MM CD38
Am J Clin Pathol 2004; 121: 482-8 MM

Tec/Dara Tec Dara
MM Dara Dara

MM PBMC Tec
3.1.1

MM Tec Dara Tec Dara 48
Tec/Dara Dara

3.1.1 Dara
Tec/Dara Dara

in vivo

Dara T T T
Blood 2016; 128: 384-94 Dara T

Tec
Dara

Cytometry A 2019; 95: 279-89 Leukemia 2021; 35: 573-84

Dara Tec/Dara
Dara T T T

MM Tec/Dara Tec Dara
Tec Dara MM

4.
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5.

6.

Tec

6.1
6.1.1
6.1.1.1 CTD 5.3.5.1.1 3001 2021 10

2025 8 1
MM 587 Tec PK 275 Tec Dara-SC

Tec PK Tec Dara-SC
1 28 Dara-SC4 Tec 1 2

4 0.06 0.3 mg/kg 1 8 2 1.5 mg/kg QW 3
6 3 mg/kg Q2W 7 3 mg/kg Q4W

Tec 1

1 Tec
μg/mL

1 8 229 1.03 0.683
1 15 226 5.32 2.80
3 1 223 12.3 6.13
6 1 197 14.6 7.50
9 1 141 4.06 2.54

12 1 159 3.22 1.80

Tec 270 2
1

6.1.2
6.1.2.1 b CTD 5.3.5.2.1 MMY1002 RP2D 2020 3

2023 12 6 5

MM 61 Tec PK 60 Tec Dara-SC
Tec PK 1
28 Dara-SC4 Tec

1.5 mg/kg QW 0.06 0.3 mg/kg 1 8
1.5 mg/kg QW

4 Dara 1,800 mg rHuPH20 30,000 U 1 2 QW 3 6 Q2W 7 Q4W

5 PK
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3 mg/kg Q2W 0.06 0.3 1.5 mg/kg 1 15
3 mg/kg Q2W

1.5 mg/kg QW 4 Tec 1.5 mg/kg 1 8 Tec
Cmax AUCtau tmax , 9.50 5.99
1,245 761 μg h/mL 106 41.2, 166

1.5 mg/kg QW 3 mg/kg Q2W Tec 2

2 Tec
1.5 mg/kg QW 3 mg/kg Q2W

μg/mL μg/mL
1 15 10 6.61 5.43 19 7.52 3.60
2 1 15 10.6 6.64 31 9.75 6.99
3 1 12 12.9 10.5 27 12.1 7.25
4 1 14 15.8 8.00 21 14.3 6.38

RP2D Tec 60

6.R
Tec

7.
3
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3

jRCT

3001
jRCT203

1210635 MM

587
291
296

Tec/Dara-SC
1 28 Dara-SC*1

Tec 1 0.06 0.3 mg/kg
2 4 1.5 mg/kg
8 15 22 2

1.5 mg/kg QW 3 6 3.0 mg/kg
Q2W 7 3.0 mg/kg Q4W

IC
DPd *2

DBd *3

PK

MMY1002
NCT0410
8195

b MM

61
21
40

1.5 mg/kg QW
1 28 Dara-SC*1 Tec

1.5 mg/kg QW

3.0 mg/kg Q2W
1 28 Dara-SC*1 Tec

3.0 mg/kg Q2W

PK

*1 1 28 Dara 1,800 mg rHuPH20 30,000 U 1 2 1
QW 3 6 Q2W 7 Q4W *2 1 28 Dara

1,800 mg rHuPH20 30,000 U 1 2 1 QW 3 6 Q2W 7
Q4W POM 4 mg 1 21 DEX 40 mg 75 BMI

18.5 20 mg 75 75 BMI 18.5 QW 1 IV
*3 8 1 21 9 1 28 Dara 1800 mg

rHuPH20 30,000 U 1 3 QW 4 8 Q3W 9 Q4W
1 BOR 1.3 mg/m2 8 1 4 8 11 DEX 20 mg 8

1 2 4 5 8 9 11 12 IV

7.2
PK 6.1
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7.1
7.1.1
7.1.1.1 CTD 5.3.5.1.1 3001 2021 10

2025 8 1
MM 6 560 7 Tec/Dara-SC 280 IC 280

Tec/Dara-SC IC
20 150

4
IC DPd DBd IC

4

Tec/Dara-SC

1 28 Tec 1 0.06 0.3 mg/kg 2 4
1.5 mg/kg 8 15 22 2 1.5 mg/kg QW 3

3.0 mg/kg Q2W Dara 1,800 mg rHuPH20 30,000 U
1 2 QW 3 6 Q2W 7 Q4W

1

DPd

1 28 Dara 1,800 mg rHuPH20 30,000 U 1 2
QW 3 6 Q2W 7 Q4W 1

POM 4 mg 1 21 DEX 40 mg 75 BMI 18.5
20 mg 75 75 BMI 18.5 QW 1

IV

DBd

8 1 21 9 1 28 Dara
1,800 mg rHuPH20 30,000 U 1 3 QW 4 8 Q3W 9

Q4W 1 BOR 1.3 mg/m2 8 1 4 8
11 DEX 20 mg 8 1 2 4 5 8 9 11 12
IV

3 2022 5 25
Tec/Dara-SC Tec 3 3 mg/kg Q2W 3
6 3 mg/kg Q2W 7 3 mg/kg Q4W 8

IC 60%

6 LEN PI 1 3 18 1
LEN CD38 12%

7 IMWG IRC PFS IC Tec/Dara-SC
0.70 Tec Dara-SC IC 18.6 13 Tec Dara-SC

IC 1 1 0.05 90%
335 560 IC PFS

MM APOLLO Lancet Oncol 2021; 22: 801-12
EQUULEUS Blood 2017; 130: 974-81 DPd CASTOR Haematologica 2018; 103: 2079-
87 DBd PFS

8 1001 7.R.5.1 3
Tec/Dara-SC 7 40
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9 587 Tec/Dara-SC 291 IC 296 DPd 269 DBd 
27 ITT Tec/Dara-SC 11 IC

13 DPd 13 ITT 14 Tec/Dara-SC 8
IC 6 DPd 6 573 Tec/Dara-SC 283 IC 290 DPd 263 DBd 27

Tec/Dara-SC 11 IC 13
IMWG Lancet Oncol 2016; 17: e328-46 IRC PFS10

PFS 218 PFS
65%

5 2023 1 30 251
75% 11

Lan-DeMets O’Brien-Fleming

IMWG IRC PFS 12 2025
8 1 5 2

5 PFS IRC ITT 2025 8 1
Tec/Dara-SC IC

291 296
% 44 15.1 187 63.2

95%CI NE NE, NE 18.10 14.55, 22.80
*1 95%CI 0.17 0.12, 0.23 *2

p *3 0.0001
*1 ISS 1 2 3 Cox

*2 98.61%CI 0.11, 0.26 *3 log-rank Cox
0.0139

9 IC DPd DBd ISS CD38
1 2 3

10 IRC
28 DBd IC 1 8

21

2.5

11 FDA PFS
2023 1 30

PFS Tec/Dara-SC 284 22 IC 287 55

12 2025 8 1 251
75% 231 69%
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2 PFS Kaplan-Meier IRC ITT 2025 8 1

30 Tec/Dara-SC 10/283
2

13 1 IC 15/290 14 3
2

15 1 Tec/Dara-SC
1 IC

1
30 IC

1/13 7.7% 1

13 7 1 8 Grade 4 ICANS Tec 77
8 Tec 72 Dara-SC

14 5 135 110 Dara-SC 118
POM 117 DEX

6 1,000 988 Dara-SC 999
POM 995 DEX

7 189 170 Dara-SC 162
POM 184 DEX

15 7 91 58 Dara-SC 62 POM
58 DEX
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7.1.2
7.1.2.1 b CTD 5.3.5.2.1 MMY1002 2020 3

2024 1 31
MM 16 b 17 1 30 2 40

Tec/Dara-SC Dara-SC PK
22 Dara-SC

Tec 1.5 mg QW 3.0 mg Q2W Tec/Dara-SC RP2D

Tec/Dara-SC RP2D
1.5 mg/kg QW 5

PR Tec Q2W
9 VGPR Tec Q4W

Dara-SC 1 1 Tec 1
2 2

4

1.5 mg/kg QW
1 28 Tec 1.5 mg/kg QW Dara 1,800 mg
rHuPH20 30,000 U 1 2 QW 3 6 Q2W 7

Q4W

3.0 mg/kg Q2W
1 28 Tec 3.0 mg/kg Q2W Dara 1,800 mg
rHuPH20 30,000 U 1 2 QW 3 6 Q2W 7

Q4W

Tec/Dara-SC RP2D 61 1.5 mg/kg QW 21 3.0 mg/kg Q2W 40

IMWG 6

16 IMiDs PI 3 MM PI IMiDs
MM

17 1 6 3 DLT
DLT

1 RP2D 2 RP2D 40
1 RP2D PK
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6 Tec/Dara-SC RP2D 2024 1 31

%
1.5 mg/kg QW

21
3.0 mg/kg Q2W

40
sCR 2 9.5 8 20.0
CR 5 23.8 12 30.0

VGPR 7 33.3 5 12.5
PR 2 9.5 1 2.5
MR 0 0
SD 1 4.8 9 22.5
PD 3 14.3 5 12.5
NE 0 0
NA 1 4.8 0

sCR CR VGPR PR
95%CI * %

16
76.2 52.8, 91.8

26
65.0 48.3, 79.4

* Clopper-Pearson

30 1.5 mg/kg QW 2/21
1 3.0 mg/kg Q2W 4/40 2 COVID-19

1

7.R
7.R.1

MM Tec/Dara-SC
MM

3001
19 9 28

0928010
3 12 10

30 6 12
0612 1 3001

7.R.2
LEN PI 1

MM Tec/Dara-SC

7.R.2.1
3001

3001 20 CASTOR
Haematologica 2018; 103: 2079-87 LEN PI

DBd NCCN v.3.2021
2020 5

APOLLO Lancet Oncol 2021; 22: 801-12 LEN PI
DPd NCCN v.3.2021 ESMO



14

Ann Oncol. 2021; 32: 309-22 DPd
EU EMA EU

3001
LEN PI MM

DBd DPd
3001 IC DPd DBd

60%
EU 3001 DPd

DPd
3 2022 5 25

IC
Tec/Dara-SC

7.R.2.3

7.R.2.2
3001

MM
3.1 2024

PFS
3001 PFS

Tec/Dara-SC
OS Tec/Dara-SC

3001 IMWG IRC PFS
OS

7.R.2.3
3001 1 IMWG
IRC PFS 2 OS 3

1 IMWG IRC PFS
IMWG IRC PFS IC Tec/Dara-

SC Tec/Dara-SC 7.1.1.1 MySIm-
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Q 18 Tec/Dara-SC IC
39.89 IC Tec/Dara-SC 95%CI 0.50 0.34, 0.72

DPd DBd
PFS 7.1.1.1

IC DPd DBd
IC DPd DBd 263/290 90.7% 27/290 9.3%

DPd IC PFS DPd DBd 20.7
9.2 IC PFS

DPd DBd
19

PFS

65% 20 IMWG
IRC PFS Kaplan-Meier 7 3

7 65% PFS
IRC ITT 20

Tec/Dara-SC IC
291 296

% 44 15.1 174 58.8
95%CI NE NE, NE 18.10 14.55, 23.00

*1 95%CI 0.19 0.13, 0.26
p *2 0.0001

*1 ISS 1 2 3 Cox
*2 log-rank Cox 0.0109

18

anchor-based approach PGI-S 4 1
PGI-S 2 MySIm-Q 3001 0.42

19 3001 IC DPd DBd PFS
IC Tec/Dara-SC PFS DPd PFS

Tec/Dara-SC 267 DPd 269 20.7 Tec/Dara-SC
PFS 0.18 95% CI 0.13, 0.26 DBd PFS

Tec/Dara-SC 24 DBd 27 9.2 Tec/Dara-SC PFS
0.05 95% CI 0.01, 0.24
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3 65% PFS Kaplan-Meier
IRC ITT 20

MM Tec/Dara-SC

2 OS
OS 1 20 Kaplan-Meier 8

4

8 OS 1 ITT 2025 8 1
Tec/Dara-SC IC

291 296
% 46 15.8 98 33.1

95%CI NE NE, NE NE 41.4, NE
* 95%CI 0.46 0.32, 0.65

* ISS 1 2 3 Cox

20 OS 2 PFS
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4 OS 1 Kaplan-Meier ITT 2025 8 1

3001 OS Tec/Dara-SC OS Kaplan-Meier
10 IC 10 IC Tec/Dara-SC
OS OS Tec/Dara-SC

10 IC Tec/Dara-SC

3001 OS Kaplan-Meier 10
9 IC Tec/Dara-

SC 13 4.5%
IC 10 2 0.7%

10 Tec/Dara-SC
IC 0 2 0.7%
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9 10
ITT 2025 8 1

PT
MedDRA ver.28.0

%
Tec/Dara-SC

291
IC
296

29 10.0 29 9.8
5 1.7 20 6.8

*1 18 6.2 8 2.7
3 1.0 1 0.3

COVID-19 2 0.7 0
2 0.7 0
2 0.7 0
2 0.7 0
1 0.3 2 0.7

COVID-19 1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0
1 0.3 0

0 1 0.3
0 1 0.3
0 1 0.3
0 1 0.3
0 1 0.3
0 1 0.3

*2 6 2.1 1 0.3
*1 1 *2 30

OS Kaplan-Meier
Tec/Dara-SC

3
3001 IMWG IRC

PFS Kaplan-Meier 10 5

10 PFS IRC 2025 8 1
Tec/Dara-SC IC

11 13
% 2 18.2 6 46.2

95%CI NE 24.57, NE 34.50 4.63, NE
*1 95%CI 0.38 0.07, 1.95

*1 Cox
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5 PFS Kaplan-Meier IRC 2025 8 1

3001 Tec/Dara-SC

3001 IMWG IRC PFS IC
Tec/Dara-SC

IC
Tec/Dara-SC DPd DBd PFS

PFS

PFS PFS
95%CI 0.19 0.13, 0.26

3001 OS IC Tec/Dara-SC

3001 PFS 10
MM Tec/Dara-SC

MM

IC
Tec/Dara-SC

Number at risk

IC

Tec/Dara-SC
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Tec Dara-SC PK 6 11 26
30 mg 153 mg 3 2 2

3001 Tec/Dara-SC

7.R.3.2

7.R.3 7.2

Tec/Dara-SC Tec Dara-
SC 21

Tec/Dara-SC

Tec/Dara-SC

7.R.3.1
3001 Tec/Dara-SC

3001 11

11 3001 2025 11 10
%

Tec/Dara-SC
283

IC
290

283 100 290 100
Grade 3 268 94.7 280 96.6

22 7.8 19 6.6
203 71.7 182 62.8

27 9.5 63 21.7
Tec 20 7.1
Dara-SC 23 8.1 19 6.6

269 95.1 256 88.3
Tec 267 94.3
Dara-SC 267 94.3 249 85.9

* 81 28.6 232 80.0
Tec 81 28.6

* Tec Dara-SC Tec

Tec/Dara-SC 12

21 Tec CRS ICANS PML TLS ILD 6
11 26 30 mg 153 mg Dara-SC infusion reaction

TLS HBV ILD 3 2 2



21

12 Tec/Dara-SC *1

3001 2025 11 10

PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC
290

225 79.5 240 82.8
195 68.9 107 36.9

CRS 170 60.1 0
152 53.7 89 30.7
137 48.4 66 22.8

COVID-19 125 44.2 97 33.4
121 42.8 88 30.3
112 39.6 103 35.5
105 37.1 55 19.0
102 36.0 126 43.4

Grade 3
216 76.3 228 78.6

60 21.2 32 11.0
58 20.5 50 17.2
55 19.4 68 23.4
49 17.3 44 15.2

COVID-19 32 11.3 7 2.4
31 11.0 46 15.9
24 8.5 16 5.5
21 7.4 17 5.9

COVID-19 18 6.4 6 2.1
17 6.0 4 1.4

3 1.1 2 0.7
2 0.7 1 0.3
2 0.7 1 0.3
2 0.7 1 0.3

COVID-19 2 0.7 0
2 0.7 0

49 17.3 39 13.4
COVID-19 32 11.3 8 2.8
CRS 27 9.5 0
COVID-19 19 6.7 6 2.1

4 1.4 2 0.7
4 1.4 0
2 0.7 0
2 0.7 0

161 56.9 157 54.1
COVID-19 99 35.0 69 23.8

62 21.9 34 11.7
53 18.7 39 13.4
40 14.1 58 20.0
39 13.8 0

COVID-19 32 11.3 11 3.8
29 10.2 7 2.4
26 9.2 16 5.5
26 9.2 17 5.9
24 8.5 32 11.0
23 8.1 1 0.3
17 6.0 9 3.1
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PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC
290

16 5.7 12 4.1
*2

18 6.4 145 50.0
*1 30% Grade 3

5%
2 *2 Tec Dara-SC

Tec

3001 Tec/Dara-SC

3001 13

13 3001 2025 11 10
%

11 272
11 100 272 100

Grade 3 11 100 257 94.5
0 22 8.1

8 72.7 195 71.7
0 27 9.9

Tec 0 20 7.4
Dara-SC 0 23 8.5

11 100 258 94.9
Tec 11 100 256 94.1
Dara-SC 11 100 256 94.1

*

Tec 3 27.3 78 28.7
* Tec Dara-SC Tec

3001 Tec/Dara-SC 2
14
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14 2 *1

3001 Tec/Dara-SC 2025 11 10

PT
MedDRA ver.28.0

%

11 272

11 100.0 214 78.7
7 63.6 98 36.0
5 45.5 58 21.3
3 27.3 18 6.6
3 27.3 12 4.4
3 27.3 10 3.7
3 27.3 10 3.7
3 27.3 7 2.6

CMV 3 27.3 2 0.7
Grade 3

11 100.0 205 75.4
4 36.4 27 9.9
3 27.3 52 19.1
3 27.3 18 6.6
3 27.3 8 2.9

3 27.3 6 2.2
*2

9 81.8 152 55.9
3 27.3 13 4.8
3 27.3 8 2.9
3 27.3 6 2.2

CMV 3 27.3 0
2 18.2 10 3.7
2 18.2 7 2.6

CMV 2 18.2 5 1.8
*1 20% Grade 3 5%

10% *2 Tec Dara-SC
1 Tec Dara-SC Tec

3001 Tec/Dara-SC
Tec/Dara-SC Tec/Dara-SC

Tec Dara-SC Tec/Dara-SC

Tec/Dara-SC
3001 Tec/Dara-SC 7.R.2.3

Tec/Dara-SC
Tec Dara-SC

3001 CRS
ICANS infusion reaction
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Tec CRS 0.06 mg/kg 2 0.3 mg/kg
3 1.5 mg/kg 48

Tec ICANS
ICANS
Tec Tec

48

Dara-SC infusion reaction Dara-SC

Tec/Dara-SC 2

7.R.3.2
Tec/Dara-SC

Tec/Dara-SC
MedDRA SOC PT

3001 B 15 16
3001 Tec/Dara-SC IC

45.0 1 883 63.0 1 1,085
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15 * 3001 2025 11 10

PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC

290

Grade Grade 3 Grade Grade 3

273 96.5 156 55.1 245 84.5 127 43.8
COVID-19 125 44.2 18 6.4 97 33.4 6 2.1

121 42.8 14 4.9 88 30.3 7 2.4
68 24.0 49 17.3 55 19.0 44 15.2
63 22.3 0 57 19.7 0
55 19.4 5 1.8 17 5.9 3 1.0
44 15.5 5 1.8 10 3.4 1 0.3
42 14.8 2 0.7 32 11.0 6 2.1
39 13.8 8 2.8 46 15.9 10 3.4

COVID-19 34 12.0 32 11.3 12 4.1 7 2.4
31 11.0 5 1.8 27 9.3 1 0.3
24 8.5 3 1.1 11 3.8 0
23 8.1 4 1.4 7 2.4 1 0.3
23 8.1 0 7 2.4 0
23 8.1 0 4 1.4 0
21 7.4 2 0.7 7 2.4 1 0.3
16 5.7 1 0.4 11 3.8 2 0.7

RS 15 5.3 3 1.1 12 4.1 6 2.1
CMV 14 4.9 6 2.1 3 1.0 0

13 4.6 2 0.7 8 2.8 4 1.4
13 4.6 11 3.9 7 2.4 5 1.7
13 4.6 1 0.4 5 1.7 0
11 3.9 0 8 2.8 1 0.3
11 3.9 0 8 2.8 0
11 3.9 3 1.1 6 2.1 1 0.3
10 3.5 2 0.7 7 2.4 1 0.3
10 3.5 2 0.7 0 0
10 3.5 0 0 0

9 3.2 1 0.4 1 0.3 0
* Grade 3%

16 *1 3001 2025 11 10

PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC
290

13 4.6 5 1.7
3 1.1 2 0.7

COVID-19 2 0.7 0
2 0.7 1 0.3
2 0.7 1 0.3

COVID-19 1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 0

0 1 0.3
0 1 0.3

8 2.8 3 1.0
3 1.1 2 0.7
2 0.7 0

COVID-19 1 0.4 0
COVID-19 1 0.4 0
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5 2023 1 30
17

17 5
6.5
6.5.3 *1 4 2022 11 11

IVIg Tec step-up 48
CRS IVIg

IgG 4 g/L 400 mg/dL IVIg
IgG 4 g/L 400 mg/dL

3 6 IVIg 0.4 g/kg IgG
3

6.12
6.12.1

RS
SARS CoV-2

CRS

6.12.2
6.12.2.1

MM

3001 6 2023 2 15
7 2023 5 11

may be followed
should be considered

COVID-19 1
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3001 13 12
7 1

7 18
Tec/Dara-SC

18 7
6.5
6.5.3

Tec RP2D 1 CD19 B 3

IVIg Tec step-up
48 CRS IVIg

IgG 4 g/L 400 mg/dL
3 6 IVIg 0.4 g/kg IgG

3

6.5.4
MM

BCMA B
Tec

6.5.4.1
MM

6.5.4.1.1
RS 

SARS CoV-2 Tec

CRS

6.5.4.2
Tec Dara-SC

6.12
6.12.2
6.12.2.1

6.5.4.1
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3001 Tec/Dara-SC
13 12 6

IgG

Tec/Dara-SC 19

19 Tec/Dara-SC 3001

PT MedDRA 
ver.25.0 PS

IgG
IVIg 

IgG *

6 0 116 158 180

8 2 19 542 49
7 COVID-19 1 99 456 129
5 0 1 5,840 15
6 1 63 282 154

7 COVID-19 1 1 3,043 129

7 1 106 2,050 164

6 0 114 268 145

6 1 31 543 56

6 COVID-19 0 1 815 95

5 0 771 263 807

6 0 85 416 172

7 1 16 3,192 96

*

6 12
IgG

IgG 400 mg/dL 4/13 3001
6

IgG 13 IgG
MM IgG MM IgG

Ann Hematol 2022; 101:825-9 Cancers 2022; 14 1-9
6 2023 2

15 7 2023 5 11
Tec/Dara-SC
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3001 Tec/Dara-SC OS Kaplan-Meier
10 IC

Tec/Dara-SC
7 Tec/Dara-SC

Tec
3001

Tec/Dara-SC

Tec/Dara-SC 10

7

Tec/Dara-SC IgG
400 mg/dL Tec Dara-SC

Tec/Dara-SC
7

IgG 4 g/L
IgG

MM IgG
IgG

IgG
MM IgG 4 g/L

IgG MM IgG M-spike

3001 30
1 IgG

Tec

Tec/Dara-SC
7.R.7
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7.R.3.3 CRS
Tec Tec CRS

48
2

48

3001 Tec/Dara-SC 48 30
14/283 4.9%

CRS 7 Grade 1 6 Grade 2 1 3

NCCN

CRS Tec

30 CRS 58 18 Grade 
1 13 Grade 2 4 Grade 4 1 18 JCO 
Oncl Pract 2025; 21 :702-9

1 CRS 25 15
14 CRS J Clin Oncl 2024: 42: 11146

CRS CRS
Tec CRS 22 6 11

26 30 mg 153 mg 8 5 14
30 mg 153 mg

CRS CRS
48

7.R.3.4 ICANS
Tec ICANS Tec

ICANS
Tec

3001
9 PBRER

22 3001 Tec/Dara-SC 1 2 1 CRS
96/281 34.2% 83/274 30.3% 42/251 16.7%
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ICANS MedDRA PT
MedDRA SOC PT

3001 ICANS 20 21 IC
Tec/Dara-SC

20 ICANS * 3001 2025 11 10

PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC

290

Grade Grade 3 Grade Grade 3

ICANS 165 58.3 22 7.8 176 60.7 33 11.4
74 26.1 4 1.4 35 12.1 0
41 14.5 0 63 21.7 10 3.4
29 10.2 0 29 10.0 0
20 7.1 2 0.7 43 14.8 0
17 6.0 0 20 6.9 0
13 4.6 0 12 4.1 0
12 4.2 0 17 5.9 0

9 3.2 8 2.8 13 4.5 12 4.1
8 2.8 2 0.7 0 0
7 2.5 0 32 11.0 1 0.3
6 2.1 0 4 1.4 0
2 0.7 0 17 5.9 0

0 0 12 4.1 0
* Grade 2%
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21 ICANS *1 3001 2025 11 10

PT
MedDRA ver.28.0

%
Tec/Dara-SC

283
IC
290

ICANS 1 0.4 2 0.7
1 0.4 0

0 1 0.3
0 1 0.3

ICANS 9 3.2 12 4.1
1 0.4 0

ICANS 1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 0
1 0.4 2 0.7
1 0.4 0

0 1 0.3
0 1 0.3
0 2 0.7
0 2 0.7
0 4 1.4
0 1 0.3

ICANS 1 0.4 2 0.7

ICANS 1 0.4 0
0 2 0.7

ICANS *2 4 1.4 17 5.9
1 0.4 6 2.1

ICANS *2 27 9.5 19 6.6
9 3.2 2 0.7
4 1.4 2 0.7

0 4 1.4
ICANS *2 4 1.4 73 25.2

1 0.4 11 3.8
0 26 9.0
0 10 3.4
0 9 3.1
0 9 3.1
0 6 2.1
0 3 1.0
0 3 1.0
0 3 1.0
0 3 1.0
0 3 1.0

*1
1%

*2 Tec Dara-SC
Tec
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9 23 ICANS
24 ICANS Tec

PBRER

ICANS
3001 ICANS

1 48 48

ICANS
Tec ICANS 3001 Tec/Dara-SC IC

Tec/Dara
IC Tec

IC 90.7% 263/290
DPd POM DPd

DBd DEX
1 mg 2 mg 3

mg 4 mg 2 mg 4 mg
IC Tec ICANS

3001
Tec ICANS

Tec

Tec 1001 1 2 ICANS
6 11 26 30 mg 153 mg

25

23 Tec 1001 1002 Tal 1003 Dara-SC MMY1002
9 1274

24 ICANS ICANS Grade3 4 0.5% 6/1274 8.4%
107/1274 1.1% 14/1274 7.3% 93/1274 0% 0/1274
0.5% 6/1274 ICANS 2 Tec

25 ICANS 14 1 1,287
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7.R.3.5 infusion reaction
Dara-SC Dara-SC infusion reaction

Dara-SC infusion reaction Dara-SC 1 3
3001 MM

Dara-SC b PAVO Part 3
2 1 8 sARR

Leuk Lymphoma 2023; 64: 468-472 3001
3 1 15

3001 Tec/Dara-SC infusion reaction26 22 23

26

QT
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22 infusion reaction * 3001 2025 11 10

PT
MedDRA ver.28.0

%
283

Grade Grade 3
infusion reaction 270 95.4 51 18.0

CRS 136 48.1 0
70 24.7 0
67 23.7 19 6.7
64 22.6 0
62 21.9 0
61 21.6 15 5.3
42 14.8 2 0.7
42 14.8 1 0.4
36 12.7 2 0.7
35 12.4 0
28 9.9 1 0.4
28 9.9 0
26 9.2 1 0.4
24 8.5 0
24 8.5 0
19 6.7 9 3.2
17 6.0 0
16 5.7 0

* Grade 5%

23 infusion reaction *1 3001 2025 11 10
PT

MedDRA ver.28.0
%

283
infusion reaction 0

infusion reaction 29 10.2
CRS 18 6.4

5 1.8
infusion reaction 26 9.2

CRS 18 6.4
4 1.4

infusion reaction*2 2 0.7
infusion reaction*2 55 19.4

CRS 27 9.5
6 2.1
5 1.8
4 1.4
4 1.4
3 1.1
3 1.1

infusion reaction*2 6 2.1
3 1.1

*1 *2 Tec Dara-SC 1
Tec Dara-SC Tec

3001 Tec/Dara-SC infusion reaction 24
infusion reaction 3 1 1,048
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24 infusion reaction infusion reaction 3001

Dara-SC *1
%

Grade Grade 3 Grade

1

283 238 84.1 41 14.5 238 84.1
1 283 105 37.1 24 8.5 105 37.1
8 251 63 25.1 4 1.6 14 5.6

15 241 46 19.1 1 0.4 4 1.7
22 223 45 20.2 2 0.9 9 4.0

2 267 98 36.7 9 3.4 16 6.0
3 259 50 19.3 3 1.2 2 0.8
4 253 39 15.4 2 0.8 3 1.2
5 249 41 16.5 1 0.4 0
6 243 27 11.1 0 1 0.4

7 241 156 64.7 9 3.7 10 4.1

infusion reaction Tec CRS Dara-SC
infusion reaction Dara-SC

sARR Dara-SC
sARR 22 Grade 3 2

MM QOL
3001 Tec/Dara-SC Tec/Dara-SC

Dara-SC 2 1 8
3001 Dara-SC Dara-SC

Tec Dara-SC

Tec/Dara-SC 8 Tec Dara-SC 48.1% CRS
CRS infusion reaction

Tec CRS Dara-SC infusion reaction
infusion reaction Dara-SC sARR

3001 Dara-SC infusion 
reaction

3001 Tec/Dara-SC 1 2 3 1
15 infusion reaction

infusion reaction infusion reaction
3001 Dara-SC 3

Dara-SC 2 1 8

Dara-SC b PAVO Part 3
Dara-SC Dara-SC 3

Dara-SC 2 1 8
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Dara-SC Dara-SC 2
3 Tec

Tec

7.R.4
Tec

Tec CD38
31

Tec

7.R.2 7.R.3
Tec

7.R.4.1 Tec/Dara-SC
27 MM Tec/Dara-SC

28

NCCN v.5.2026 Tec/Dara-SC LEN PI 1
MM Category 129

Tec/Dara-SC
3001 LEN PI 1 MM

Tec/Dara-SC 7.R.2 7.R.3 CD38
30

Tec/Dara-SC LEN PI

27 3.1 2024 2024 6
NCCN v.5.2026 EHA-EMN Nat Rev Clin Oncol 2025; 22: 680-700

NCI-PDQ Plasma Cell Neoplasms (Including Multiple Myeloma) Treatment 2025 4 25
28 4 2023 7 2024

Williams Hematology 10th Edition McGraw Hill Medical 2021 USA Cancer: Principles & Practice of Oncology 12th

Edition Wolters Kluwer 2023 USA Wintrobe's Clinical Hematology 15th Edition Wolters Kluwer 2018 USA
29 NCCN
30 CD38 PFS Tec/Dara-SC 15 IC

16 7.4 IC Tec/Dara-SC 0.19 95% CI 0.05, 0.67 CD38
PFS Tec/Dara-SC 276 IC 280

18.5 IC Tec/Dara-SC 0.17 95% CI 0.12, 0.23
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1 MM

Tec/Dara-SC MM
LEN PI 1 MM
CD38 IMiDs

PI DEX 3 3
Tec/Dara-SC QOL

Blood 2017; 129 : 2359-67 Clin J Oncol Nurs 2008; 12: 53-63
Tec/Dara-SC

CAR-T
CAR-T

CAR-T Tec/Dara-SC
Tec MM

Tec

6 11 26
30 mg 153 mg Tec

Tec

Tec CD38
31

Tec

Tec/Dara-SC DPd DBd
3001 IC Tec/Dara-SC PFS

OS
OS Tec/Dara-SC

DPd DBd
MM Tec/Dara-SC
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3001

3001 Tec Tal 1001
1002 1003

7.R.5
Tec

31

1 0.06 mg/kg
2 0.3 mg/kg 2 7
1 1.5 mg/kg 2 7

6 1 1.5 mg/kg 1

7 22 2 3 mg/kg 2
23 2 3 mg/kg 4

Tec CRS Tec 1 3

5 Tec
Tec Tec

31 8 6 19 Tal/Tec
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Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec
Grade 2 CRS Tec

1 3 CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1.5 mg/kg

9 63 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

Tec 1 3

Dara-SC
5 Tec Tec Dara-SC

20 Tec 1 0.06 mg/kg
1 1.5 mg/kg Dara-SC 3

Dara-SC 15
Dara-SC Infusion Reaction 2 1 3

Dara-SC 1 3
1 1.5 mg/kg

4 6
Tec Tec
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Tec

CRS

Grade 1 2 Tec

Grade 3 Tec 48
Tec

Grade 3 Grade 4 Tec

ICANS
Grade 1 2 3 Tec
Grade 3 Grade 4 Tec

5 Tec
Tec

8 g/dL 8 g/dL Tec

Tec
Grade Tec

Grade 3 4 Tec

Grade 3 4 Grade 2 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec
Grade 2 CRS Tec

1 3 CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1
1.5 mg

2
3 mg/kg

9 63
9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg

Tec 1 3

Tal
Tal

Tal
Tec Tec
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Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec
Grade 2 CRS Tec

1 3 CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 3 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

3
1.5 mg/kg

5 35 3 mg/kg
5 35 8 56 2 0.3 mg/kg
8 56 1 0.06 mg/kg

3 mg/kg

6 42 3 mg/kg
6 42 10 70 2 0.3 mg/kg
10 70 1 0.06 mg/kg

Tec 1 3

7.R.2 7.R.3
Tec

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1
1.5 mg/kg 1 24

2

1 0.06 mg/kg 3 0.3 mg/kg
7 1.5 mg/kg 1
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1 6 1.5 mg/kg 1 7 22 3 mg/kg 2 23
3 mg/kg 4

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 3 mg/kg 2

3mg/kg 2 23
4 15

4

Tec CRS Tec 1 3

5 Tec
Tec Tec

Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3
Grade 1 CRS Grade 2

CRS
CRS
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1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1.5 mg/kg

9 63 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

Tec 1 3

Dara-SC
Tec Dara-SC 20 Tec
1 0.06 mg/kg 1 1.5 mg/kg Dara-SC

3 Dara-SC 15

1 1.5 mg 5 2 3 mg 12 Tec

Tec Tec

Tec

CRS

Grade 1 2 Tec

Grade 3 Tec 48
Tec

Grade 3 Grade 4 Tec

ICANS
Grade 1 2 3 Tec
Grade 3 Grade 4 Tec

Tec

Tec

8 g/dL 8 g/dL Tec

Tec

Grade Tec

Grade 3 4 Grade 1 Tec

Grade 3 4 Grade 2 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3 Grade 1 CRS
Grade 2 CRS
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1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg

4 28 1 0.06 mg/kg

1
1.5 mg/kg

9 63 1 1.5 mg/kg

9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg

2
3 mg/kg

9 63 2 3 mg/kg
9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg
Tec 1 3

Tal
Tal

Tal
Tec Tec

Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3
CRS
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1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 3 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

3
1.5 mg/kg

5 35 3 mg/kg
5 35 8 56 2 0.3 mg/kg
8 56 1 0.06 mg/kg

3 mg/kg

6 42 3 mg/kg
6 42 10 70 2 0.3 mg/kg
10 70 1 0.06 mg/kg

Tec 1 3

7.R.5.1 Tec/Dara-SC
Tec

3001 1 28 Dara-SC Tec
1 2 4 0.06 0.3 mg/kg 1 8 2

1.5 mg/kg QW PR 3.0 mg/kg
3 6 Q2W 7 Q4W

MMY1002 Dara-SC Tec 3.0 mg Q2W

Tec 3.0 mgQ2W Tec 1.5 mg/kg QW

Dara-SC

Tec PR 24 1.5 mg Q2W
3.0 mg Q4W MM
Tec 1001 90% 7
VGPR 1.5 mg/kg Q2W

3001 Tec/Dara-SC
7.R.2 7.R.3 3001

3001 Tec 2 3.0 mg 12
Tec 6.0 mg QW 6 11 26

30 mg 153 mg 5
3001

2 3.0 mg 12
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Tec/Dara-SC Tec

Tec 2 7 Q2W
3001

1 1 2 3 1 4 7 1
8

Dara-SC infusion reaction Tec
Dara-SC 7.R.3.5

Dara-SC Tec 3.0 mg 5
2 3.0 mg 12

Tec

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1
1.5 mg/kg 1 24

2

1 0.06 mg/kg 3 0.3 mg/kg
7 1.5 mg/kg 1

1 6 1.5 mg/kg 1 7 22 3 mg/kg 2 23
3 mg/kg 4

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 3 mg/kg 2

3mg/kg 2 23
4 15

4
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Tec CRS Tec 1 3

Dara-SC
Tec Dara-SC 20 Tec
1 0.06 mg/kg 1 1.5 mg/kg Dara-SC

3 Dara-SC 15

1 1.5 mg 5 2 3 mg 12 Tec

7.R.5.2 Tec
Tec

3001 Tec
Tec/Dara-SC

3001 Tec
32

1,000/μL
1,000/μL Tec

500/μL Dara-SC Tec 1,000/μL
Tec/Dara-SC Tec

33 500/μL
Grade 3 Grade 4

34

3001 Grade 1
3

2022 5 25 Grade 2

32 Dara-SC Tec

33 3001 Grade Tec/Dara-SC 78.4% 222/283 IC 82.8%
240/290 Grade 3 Tec/Dara-SC 75.6% 214/283 IC 78.6% 228/290 Tec

Grade
71.4% 165/231 Grade 3 66.2% 153/231 6 11 26

30 mg 153 mg
34 Tec Tal Grade 1 6 11

26 30 mg 153 mg 8 5 14
30 mg 153 mg
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Grade 2

Grade 1

Tec

Tec Dara-SC

3001 Grade 3 35 Tec/Dara-SC

1,000/μL
Grade 2

3001 Tec 1,000/μL
Tec

Tec 3001 Tec/Dara-SC
3001

Tec
Tec/Dara-SC Grade 1

MM Tec/Dara-SC Tec

Tec Tec

35 3001 Tec/Dara-SC 78.4% 222 IC 82.8% 240 Grade 3
Tec/Dara-SC 75.6% 214 IC 78.6% 228

Tec/Dara-SC 74.6% 211 IC 81.0% 235
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Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Dara-SC
Tec Tec

Tec

CRS

Grade 1 2 Tec

Grade 3 Tec 48
Tec

Grade 3 Grade 4 Tec

ICANS
Grade 1 2 3 Tec
Grade 3 Grade 4 Tec

Tec

Tec

8 g/dL 8 g/dL Tec

Tec
Grade Tec

Grade 3 4 Grade 1 Tec

Grade 3 4 Grade 2

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tal
Tec Tec

Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0
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7.R.5.3 Tec
Tec

3001 Tec 25

25 3001

1 1 7 2
1 7 1

2
1 7 1
1 7 4 28 2
4 28 1

1
1.5 mg/kg

9 63 1
9 63 16 112 2
16 112 1

2
3.0 mg/kg

9 63 2
9 63 16 112 2
16 112 1

3001 Tec 0.06 0.3 1.5 3 mg/kg
Tec CRS 26

26 3001 Tec
Tec CRS

Tec Tec CRS *

0.06 mg/kg
1

7 28 0.3 mg/kg 28 5 5

7 12 0.06 mg/kg 11 2 2
0.3 mg/kg 1

0.3 mg/kg
2

7 16 0.75 mg/kg 1
1.5 mg/kg 15 2 1 1

7 28 13
0.3 mg/kg 11 2 2
1.5 mg/kg 2 1 1

28 8 0.06 mg/kg 6
0.3 mg/kg 2

0.75 mg/kg
63 10 0.75 mg/kg 10
63 112 0 0
112 3 0.06 mg/kg 3 1 1

1.5 mg/kg
1

63 317

0.3 mg/kg 18 1 1
0.75 mg/kg 2
1.5 mg/kg 224 1 1
3.0 mg/kg 73

63 112 18
0.06 mg/kg 3
0.3 mg/kg 13
1.5 mg/kg 2

112 15
0.06 mg/kg 12
0.3 mg/kg 3

3.0 mg/kg
2

63 811
0.3 mg/kg 44 1 1
1.5 mg/kg 7
3.0 mg/kg 760

63 112 49

0.06 mg/kg 16
0.3 mg/kg 27
1.5mg/kg 1
3.0 mg/kg 5

112 28 0.06 mg/kg 27



53

Tec Tec CRS *

0.3 mg/kg 1
* Grade 1 Grade 2

1 2 7
CRS CRS

CRS CRS

CRS

CRS CRS
Tec Tal

3001 1 Grade 2
CRS

CRS 3001
Tec Tal Grade 1 CRS

3001 Dara-SC infusion reaction
Dara-SC

Tec Grade 1 CRS
Tec 135 Dara-SC Tec 13

13 Tec 1.5 mg
Grade 1 CRS 1.5 mg 3.0 mg Tec 3.0mg

Grade 1 CRS Tec 3.0 mg 13 5 Grade 
1 CRS

Tec 1.5 mg Grade 1 CRS 1.5 mg
3 mg 7 1

7 CRS Tec 3.0mg Grade 1
CRS Tec 3.0 mg

Tec
Tec 3001 Grade 1 CRS Tec

Tec CRS Tec
CRS Grade

CRS Tal Tal
CRS Grade
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Tec

Tec Tec
CRS Tec

1 3
Grade 1 CRS Grade 2

CRS
CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1.5 mg/kg

9 63 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

Tec 1 3

Dara-SC
Tec Tec

CRS Tec
1 3 Grade 1 CRS

Grade 2 CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg

4 28 1 0.06 mg/kg

1
1.5 mg/kg

9 63 1 1.5 mg/kg

9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg

2
3 mg/kg

9 63 2 3 mg/kg
9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg
Tec 1 3
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Tal
Tec Tec

CRS Tec
1 3

CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 3 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

3
1.5 mg/kg

5 35 3 mg/kg
5 35 8 56 2 0.3 mg/kg
8 56 1 0.06 mg/kg

3 mg/kg

6 42 3 mg/kg
6 42 10 70 2 0.3 mg/kg
10 70 1 0.06 mg/kg

Tec 1 3

7.R.5.4 Dara-SC
Dar-SC

3001 Dara-SC 27
Tec/Dara-SC Tec/Dara-SC

Dara-SC 3001
Dara-SC

27 Dara-SC

CRS

Dara-SC

12 

ICANS 24

Dara-SC

Grade 4 Grade 3 Dara-SC
Dara-SC
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Tec Grade1 2 Dara-SC

Grade 1 Dara-SC

Grade 2 6
Dara-SC

Grade 2 Dara-SC

sARR Grade1 2 Dara-SC
Grade 3 24 Grade 1
Grade 3 24
Grade 4 Dara-SC

Grade 3 Dara-SC

HBV HV-DNA

HBV Dara-
SC

Grade 3

Grade 3 Grade 2

Tec/Dara-SC Dara-SC 3001

Dara-SC Tec 3001
Dara-SC Dara-SC

3001 Tec/Dara-SC
Dara-SC Tec Tec Grade

Dara-SC Tec Grade3 4
Grade 1 Dara-SC

7.R.6 RMP
Tec RMP

7.R.3 Tec RMP
28 RMP
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28 RMP *

CRS
ICANS

PML

TLS

ILD

*

7.R.7

Tec Dara-SC
7.R.3

MM Tec/Dara-SC

Tec MM ICANS
36

Tec/Dara-SC ICANS Tec
Dara-SC ICANS

Tec/Dara-SC ICANS
Tec

Tec/Dara-SC Tec Dara-SC
Tec/Dara-SC

Tec/Dara-
SC 7

Tec/Dara-SC

Tec Tec Tec/Dara-SC
ICANS 7.R.3

Tec/Dara SC Tec Tec/Dara-SC

100 2026 5 8 14 1
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7.2
7.1

7.2.1 3001
Tec/Dara-SC 283/283 100% IC 290/290 100%

Tec/Dara-SC 282/283 99.6% IC 287/290

99.0% 11

Tec/Dara-SC

12

7.2.2 b MMY1002 RP2D
1.5 mg/kg QW 21/21 100% 3.0 mg/kg Q2W 40/40 100%

21/21 100% 40/40 100%
30% 16 76.2% CRS 14 66.7%

13 61.9% 10 47.6% 8 38.1%
7 33.3% CRS 31 77.5% 27 67.5% 24 60.0%

COVID-19 20 50.0% 18 45.0% 17 42.5% 16
40.0% 15 37.5% 13 32.5% 12 30.0%

18 85.7% 29 72.5% 10%
CRS 3 14.3% COVID-19 CRS 8 20.0%

5 12.5% COVID-19 4 10.0%
CRS 3 1 CRS 8 3 COVID-19 2 COVID-19

1

6 28.6% 9 22.5% 2

2 9.5% COVID-19 2 5.0% 2

1 COVID-19 1

8.
8.1
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8.2 GCP

CTD 5.3.5.1.1 GCP

9. 1
Tec/Dara-SC
Tec/Dara-SC
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2

8 8 13

30 mg 153 mg

8 2 10

1.

20 12 25 20 8

1.1
1 7.R.2 3001

IMWG IRC PFS IC Tec/Dara-SC
3001

Tec/Dara-SC

1.2
1 7.R.3 Tec/Dara-SC

Tec Dara-SC
21

Tec/Dara-SC

Tec/Dara-SC

Tec 3001
Tec/Dara-SC

IgG
IgG MM
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IgG 400 mg/dL
IgG MM IgG M-spike

Tec

Tec/Dara-SC

IgG IgG

3001 CMV
CMV

5 2024 9

CRS
48

CRS

48

Tec
CMV

1.3
1 7.R.4

Tec
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CD38
31

1.4
1 7.R.5 Tec

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1
1.5 mg/kg 1 24

2

1 0.06 mg/kg 3 0.3 mg/kg
7 1.5 mg/kg 1

1 6 1.5 mg/kg 1 7 22 3 mg/kg 2 23
3 mg/kg 4

1 0.06mg/kg 2
4 0.3mg/kg 1.5mg/kg 3mg/kg 2

3mg/kg 2 23
4 15

4

Tec CRS Tec 1 3
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5 Tec
Tec Tec

Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3
Grade 1 CRS Grade 2

CRS
CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1.5 mg/kg

9 63 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

1 3

Dara-SC
Tec Dara-SC 20 Tec
1 0.06 mg/kg 1 1.5 mg/kg Dara-SC

3 Dara-SC 15

1 1.5 mg 5 2 3 mg 12 Tec

Tec Tec

Tec

CRS

Grade 1 2 Tec

Grade 3 Tec 48
Tec

Grade 3 Grade 4 Tec
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ICANS
Grade 1 2 3 Tec
Grade 3 Grade 4 Tec

Tec

Tec

8 g/dL 8 g/dL Tec

Tec
Grade Tec

Grade 3 4 Grade 1 Tec

Grade 3 4 Grade 2 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3 Grade 1 CRS
Grade 2 CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1
1.5 mg/kg

9 63 1 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

2
3 mg/kg

9 63 2 3 mg/kg
9 63 16 112 2 0.3 mg/kg
16 112 1 0.06 mg/kg

Tec 1 3

Tal
Tal

Tal
Tec Tec
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Tec

CRS
ICANS

Grade Tec

Grade 3 4 Grade 1 Tec

CRS ICANS Grade ASTCT2019 Grade NCI-CTCAE Version 
5.0

Tec Tec
CRS Tec

1 3
CRS

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 3 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

3
1.5 mg/kg

5 35 3 mg/kg
5 35 8 56 2 0.3 mg/kg
8 56 1 0.06 mg/kg

3 mg/kg

6 42 3 mg/kg
6 42 10 70 2 0.3 mg/kg
10 70 1 0.06 mg/kg

Tec 1 3

Dara-SC Grade 1 CRS

Dara-SC Tal

Tec
1

Tec Tec
CRS Tec
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1 3 Grade 1 CRS
Grade 2 CRS

Grade 1 CRS

Dara-SC
Tec Tec

CRS Tec
1 3 Grade 1 CRS

Grade 2 CRS
Grade 1 CRS

2
Dara-SC

1

Dara-SC
2 1 1.5 mg 5 2 3 mg

12 Tec

1.5 RMP
1 7.R.6 RMP

Tec RMP RMP
29
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29 RMP *

CRS
ICANS

PML

TLS

ILD

*

1 7.R.7
MM Tec/Dara-SC

Tec/Dara-SC 7
Tec/Dara-SC

Tec/Dara-SC

Tec RMP 30

30 RMP

MM

2.

Tec

16 12 26



68

8 6 29

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 1

1.5 mg/kg 1 24
2

1 0.06 mg/kg 3
0.3 mg/kg 7 1.5 mg/kg 1

1 6 1.5 mg/kg 1 7 22 3 mg/kg
2 23 3 mg/kg 4

1 0.06 mg/kg 2
4 0.3 mg/kg 1.5 mg/kg 3 mg/kg

2 3mg/kg 2 23
4 15

4

1.
2.

1.

2.

3.
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1. CD38
31

2.

8 6 19

1.

12.
1 3

23. 5
34.

Grade 1 2

Grade 3 48

Grade 3 Grade 4
Grade 1 2 3

Grade 3 Grade 4

8 g/dL 8 g/dL

Grade

Grade 3 4 Grade 1

Grade 3 4 Grade 2

Grade ASTCT2019
Grade NCI-CTCAE Version 5.0
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45.

1 3
Grade 1

Grade 2

Grade 1

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

1.5 mg/kg

9 63 1.5 mg/kg
9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg

1 3

6.
20 1

0.06 mg/kg 1 1.5 mg/kg

3
15

7. 2 1 1.5 mg 5 2 3 mg
12

8.

Grade 1 2

Grade 3 48

Grade 3 Grade 4
Grade 1 2 3

Grade 3 Grade 4
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8 g/dL 8 g/dL

Grade

Grade 3 4 Grade 1

Grade 3 4 Grade 2

Grade ASTCT2019
Grade NCI-CTCAE Version 5.0

9.

1 3 Grade 1
Grade 2

Grade 1

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 1 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg

4 28 1 0.06 mg/kg

1
1.5 mg/kg

9 63 1 1.5 mg/kg

9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg

2
3 mg/kg

9 63 2 3 mg/kg
9 63 16 112 2 0.3 mg/kg

16 112 1 0.06 mg/kg
1 3

510.

6.

711.
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Grade 1 2

Grade 3 48

Grade 3 Grade 4
Grade 1 2 3

Grade 3 Grade 4

8 g/dL 8 g/dL

Grade

Grade 3 4 Grade 1

Grade 3 4 Grade 1

Grade ASTCT2019
Grade NCI-CTCAE Version 5.0

812.

1 3

1
0.06 mg/kg

1 7 2 0.3 mg/kg
1 7 1 0.06 mg/kg

2
0.3 mg/kg

1 7 3 1.5 mg/kg
1 7 4 28 2 0.3 mg/kg
4 28 1 0.06 mg/kg

3
1.5 mg/kg

5 35 3 mg/kg
5 35 8 56 2 0.3 mg/kg
8 56 1 0.06 mg/kg

3 mg/kg

6 42 3 mg/kg
6 42 10 70 2 0.3 mg/kg
10 70 1 0.06 mg/kg

1 3



i

7-AAD 7-amino-actinomycinD 7- D
ASTCT American Society for 

Transplantation and Cellular 
Therapy

AUC area under concentration-time 
curve

AUCtau AUC over the dosing interval AUC
BCMA B-cell maturation antigen B
BMI body mass index
BOR bortezomib
CAR-T chimeric antigen receptor T-cell T
CD cluster of differentiation
CI confidence interval
COVID-19 coronavirus disease SARS-CoV-2
Cmax maximum concentration
CMV cytomegalovirus
CR complete response
CRS cytokine release syndrome
Dara
Dara-SC Dara rHuPH20
DEX dexamethasone
DLT dose limiting toxicity
DBd Dara-SC BOR DEX
DPd Dara-SC POM DEX
EHA European Hematology 

Association
EMD extramedullary disease
EMN European myeloma network
ESMO European Society for Medical 

Oncology
HBV hepatitis B Virus B
IC investigator’s choice
ICANS immune effector cell-associated 

neurotoxicity syndrome
IDMC independent data monitoring 

committee
Ig Immunoglobulin
ILD interstitial lung disease
IMWG International Myeloma Working 

Group
IMiDs immunomodulatory drugs
IRC Independent Review Committee
ISS International Staging System
IV
LEN lenalidomide hydrate



ii

MedDRA Medical Dictionary for 
Regulatory Activities

ICH

MM multiple myeloma
MMY1002 64407564MMY1002
MR minimal response
MySIm-Q Multiple Myeloma Symptom 

and Impact Questionnaire
NA no assessment
NCCN National Comprehensive Cancer 

Network
NCCN National Comprehensive Cancer 

Network Clinical Practice 
Guidelines in Oncology, 
Multiple Myeloma

NCI-CTCAE National Cancer Institute 
Common Terminology Criteria 
for Adverse Events

NCI-PDQ National Cancer Institute-
Physician Data Query

NE not evaluable
OS overall survival
PBMC peripheral blood mononuclear 

cell
PD progressive disease
PFS progression free survival
PGI-S Patient Global Impression of 

Severity
PI proteasome inhibitor
PK pharmacokinetics
POM pomalidomide
PML progressive multifocal 

leukoencephalopathy
PR partial response
PT preferred term
QW quaque 1 week 1 1
Q2W quaque 2 weeks 2 1
Q4W quaque 4 weeks 4 1
rHuPH20
RP2D recommended Phase 2 dose
RS respiratory syncytial virus
sARR systemic reaction related to study 

drug administration
sCR stringent complete response
SD stable disease
SOC system organ class
tmax time to reach maximum 

concentration
Tal
Tal/Tec Tal Tec
Tec
Tec/Dara Tec Dara



iii

Tec/Dara-SC Tec Dara-SC

TLS tumor lysis syndrome
VGPR very good partial response

1001 64007957MMY1001
1002 64007957MMY1002
1003 64007957MMY1003
3001 64007957MMY3001


