


 
 

7 5 20  
 

 
 

 
 

 
 

3 mg 40 mg 
 

 
    6 11 20  
    1 1.5 1.0 mL 3 40 mg

 
1  

G C 5 D
GPRC5D CD3ε

GPRC5D-H CD3ε-H IgG4
GPRC5D-H 3 S226P F232A L233A CD3ε-
H 5 S233P F239A L240A F410L R414K

CHO 445
GPRC5D-H γ4 1 214

GPRC5D-L κ 1 452 CD3ε-H
γ4 1 215 CD3ε-L λ 1

147,000  
Talquetamab is a recombinant bispecific monoclonal antibody against G protein-coupled 
receptor class C group 5 member D (GPRC5D) and CD3ε chain, in which anti-GPRC5D H-
chain and anti-CD3ε H-chain are derived from human IgG4. In the anti-GPRC5D H-chain, 
the amino acid residues are substituted at 3 positions (S226P, F232A, L233A). In the anti-
CD3ε H-chain, the amino acid residues are substituted at 5 positions (S233P, F239A, L240A, 
F410L, R414K). Talquetamab is produced in CHO cells. Talquetamab is a glycoprotein 
(molecular weight: ca. 147,000) composed of an anti-GPRC5D H-chain (γ4-chain) consisting 
of 445 amino acid residues, an anti-GPRC5D L-chain (κ-chain) consisting of 214 amino acid 
residues, an anti-CD3ε H-chain (γ4-chain) consisting of 452 amino acid residues and an anti-
CD3ε L-chain (λ-chain) consisting of 215 amino acid residues each. 
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GPRC5D-H  

 
GPRC5D-L  
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CD3ε-H  

 
CD3ε-L  

 
 

GPRC5D-H C132 GPRC5D-L C214 CD3ε-H C139 CD3ε-
L C214 GPRC5D-H C224 CD3ε-H C231 GPRC5D-H C227

CD3ε-H C234 
GPRC5D-H Q1 

CD3ε-L Q1 
GPRC5D-H N295 CD3ε-H N302 

GPRC5D-H K445 CD3ε-H K452 
 

 
 



4 

 
Gal GlcNAc N- Man Fuc  

 
C6410H9912N1716O2009S45 4  

147,000 
 

R5 598 6 3 21
0321 1  

     
 

 

 

 
 

 

 
 

A B  
A 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg

0.4 mg/kg 1  
B 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg 0.8 mg/kg

0.8 mg/kg 2  
 

 
1.  
2. 

  



 
1  

 
7 4 10  

 

 
 

 
  3 mg 40 mg 
   
   
  6 11 20  
 1 1.5 1.0 mL 3

40 mg  
 

 
 

 
 

1
2 1  

 

    
1   1 0.01 mg/kg  

  2 0.06 mg/kg 2 4  
   0.4 mg/kg 2 4  
   0.4 mg/kg 1  
2 1   1 0.01 mg/kg  
  2 0.06 mg/kg 2 4  
  3 0.4 mg/kg 2 4  
   0.8 mg/kg 2 4  
   0.8 mg/kg 2  
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1.
1.1

GPRC5D 7 GPRC5D
MM

Eur J Clin Invest 2012; 42: 953-60 Blood 2020; 135: 1232-43
Janssen Pharmaceuticals Inc CD3 GPRC5D

T CD3 MM GPRC5D
GPRC5D T

1.2
Janssen Research & Development, LLC MM

1001 2018 1
EU 1001 2022 12 2023 1

2023 8 TALVEY is indicated for the treatment of adult patients with relapsed or 
refractory multiple myeloma who have received at least four prior lines of therapy, including a proteasome inhibitor, 
an immunomodulatory agent and an anti-CD38 monoclonal antibody. This indication is approved under accelerated 
approval based on response rate and durability of response. Continued approval for this indication may be contingent 
upon verification and description of clinical benefit in a confirmatory trial(s).

EU 2023 8 TALVEY is indicated as monotherapy for the treatment of adult patients with 
relapsed and refractory multiple myeloma, who have received at least 3 prior therapies, including an 
immunomodulatory agent, a proteasome inhibitor, and an anti-CD38 antibody and have demonstrated disease 
progression on the last therapy.

2025 2 MM 50

MM 1003
2021 5 1001 202

1001 1003

2024 3
R5 598

40 mg 3 mg
40 mg 3 mg
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GPRC5D 4 MM MM.1R OPM-2 H929 JIM-3 GPRC5D 5

Daudi B
NALM-6 GPRC5D

GPRC5D MM
GPRC5D  

MM
 

 
3.1.4 T CTD 4.2.1.1.2 4.2.1.1.9 4.2.1.1.15  

T GPRC5D 4 MM H929
MM.1R OPM-2 GPRC5D Daudi NALM-6

T T
48 CD3 T T

CD25 EC50 5  
 

5 T  
GPRC5D  EC50 nmol/L  

 
H929 0.082 0.009 

MM.1R 0.014 0.001 
OPM-2 0.288 0.047 

 
Daudi  

NALM-6  
n 6 T  

 
T MM

T T
48 CD8 T CD25

EC50 n 6 0.061 0.023 nmol/L  
 

T BCMA 6 BCMA 7 H929
8 T

T 72
CD3 T CD25

EC50 6  
 

 
4  GPRC5D MM.1R OPM-2 H929 JIM-3

GPRC5D 1,271 746 191 141  
5  GPRC5D Daudi NALM-6

GPRC5D 46 103  
6  BCMA  
7  BCMA BCMA CD3 Haematologica 2023; 108: 

958-68 BCMA MM T
 

8  BCMA CD3  
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6 BCMA H929  
T  

 BCMA EC50 nmol/L  

 
 0.233 0.178, 0.305  

 0.633 0.382, 1.050  

 
 0.334 0.250, 0.446  

  
n 4 95% CI T  

 
T GPRC5D

HEK-293 T
T HEK-293

48 CD3 T CD25
EC50 7  

 

7 GPRC5D HEK-293  
T  

 T  
EC50 nmol/L  

GPRC5D GPRC5D 

 
T  0.03 3.33 

T   1.85 

 
T  0.03 0.14 

T   0.19 
n 2 1 EC50  

 
T GPRC5D H929 4

ELISA T H929
48 7 IFN-γ TNF-α IL-2 IL-1β IL-6 IL-8 IL-

10 EC50 8  
 

8 H929  
 EC50 nmol/L  

IFN-γ 1.120 0.205 
TNF-α 1.545 0.123 
IL-2 1.962 0.094 

IL-1β 0.717 0.111 
IL-6 0.685 0.037 
IL-8 0.438 0.036 

IL-10 1.082 0.129 
n 6  

 
3.1.5 T CTD 4.2.1.1.2 4.2.1.1.9 4.2.1.1.15  

T GPRC5D 4 MM H929
MM.1R OPM-2 GPRC5D Daudi NALM-6

48
9 EC50 9  
 

 
9  CFSE CFSE  
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9  
GPRC5D  EC50 nmol/L  

 
H929 0.057 0.004 

MM.1R 0.015 0.001 
OPM-2 0.214 0.014 

 
Daudi  

NALM-6  
n 6  

 
T MM

48
10 EC50 n 6 0.124 0.068 nmol/L

 
 

T BCMA 6 BCMA 7 H929
72 8

9 EC50 10
 

 

10 BCMA BCMA H929  
 BCMA EC50 nmol/L  

 
 0.243 0.164, 0.360  

 0.761 0.538, 1.076  

 
 0.275 0.174, 0.433  

  
n 4 95% CI  

 
T GPRC5D

HEK-293 48
9

EC50 11  
 

11 GPRC5D HEK-293  
 

 T  
EC50 nmol/L  

GPRC5D GPRC5D 

 
T  0.03 3.41 

T   4.01 

 
T  0.04 0.07 

T   0.12 
n 2 1 EC50  

 

 
10  MM CD138  
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3.1.6
3.1.6.1 in vivo CTD 4.2.1.1.10

H929 NSG 11 10
H929 7 PBMC H929

0 0.005 0.05 0.5 mg/kg 0 3 5 7 10
19 PBS

1

1 H929 NSG
n 10 * p 0.05 Dunnett

MM MM.1S NSG 10
MM.1S 0 7

PBMC 75 mm3 15 0.005 0.05
0.5 2.5 mg/kg CD3 null12 0.5 mg/kg GPRC5D null13 0.5 mg/kg 15 18 22 24
29 32 36 36

PBS 0.05 0.5 2.5 mg/kg
2

11 NOD/SCID IL-2 γ
12 CD3

13 GPRC5D
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2 MM.1S NSG  

n 10 * p 0.05 Dunnett  

 
MM RPMI8226 NSG 10

RPMI8226 0 19 T
19 57 mm3 0.05 0.5 2.5 mg/kg

22 26 29 33 36 40 43
 

RPMI8226 NSG
MM.1.S

NSG
MM.1.S RPMI8226 GPRC5D 14

 
 
3.2  
3.2.1 GPRC5D CTD 4.2.1.2.1  

6,232 HEK293 GPRC5D
GPRC5D GPRC5D

 
 
3.3  
3.3.1  

6 4 5.2 3

 
14  GPRC5D MM1.S 635

RPMI-8226 216 
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10 30 mg/kg QW

 
 
3.R  

 
 
3.R.1  

MM  
GPRC5D 7 GPRC5D

3.1.1 MM
Eur J Clin Invest 2012; 42: 953-60 Blood 2020; 135: 1232-43  

GPRC5D CD3 T
CD3 MM GPRC5D 3.1.2 3.1.3

T 3.1.4 GPRC5D T
3.1.5 MM  

MM NSG
3.1.6.1 MM  

 
 

 
4.  

JNJ-64024701 3 PK  
ECL

0.16 μg/mL ADA ECL  
 
4.1  
4.1.1  

0.5 5 mg/kg 15 12  
ADA 6/8  

 

12 PK  
 

mg/kg  
Cmax 
μg/mL  

AUC0-last 

μg day/mL  
AUC0-inf 

μg day/mL  
t1/2 
day  

CL 
mL/day/kg  

Vz 
mL/kg  

0.5 12.7 1.76 51.2 11.8 54.7 11.5 11.9 2.22 9.53 2.46 161 35.9 
5 133 8.38 367 28.6 464 61.8 8.98 1.57 10.9 1.46 139 8.78 

n 4 

 

 
15  0.2 mg/mL  
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4.1.2  
10 30 mg/kg QW 4

13  
ADA 10/12  

 

13 PK 4  
 
 

 
mg/kg   Cmax 

μg/mL  
AUC*1 

μg day/mL  

1 
10 

 243 3.90 588 33.3 
 219 7.88 514 23.3 

30 
 682 24.3 1,761 118 
 646 99.6 1,746 271 

22 
10 

 194 37.7 52.2 7.99*2 
 200 67.6 314 458*3 

30 
 756 81.4 1,128 560 
 761 197 1,814 1,490 

n 3 *1 1 AUCday 1-8 22 AUCday 22-29 *2
24 AUCday 22-24

*3 1 23
AUCday 22-23  

 
4.2  

Vz 4.1.1
 

IgG
IgG4

 
 
4.3  

IgG4
24 3 23

0323 1
 

IgG IgG4
 

 
4.R  

 
 
5.  

CD3 CD3
3.1.2 GPRC5D 3.1.3

GPRC5D in vitro T
GPRC5D 3.1.4 3.1.5
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CD3 GPRC5D GPRC5D in vitro
T JNJ-64024701 3

5.1
4

4
5.2

30 mg/kg

5.2
4

4 14
4

ADA 22

14  

mg/kg mg/kg
CTD

4 0*1 10 30
10 *2 *2

30 *2 30 4.2.3.2.3

4 0*1 0.5 3 10
30

3 *2 *3 30 4.2.3.2.1

*1  mmol/L % % 20 μg/mL pH 
*2

*3

5.3
DNA

5.4
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5.5
4

4
5.2

5.2
ADA

GPRC5D CD3
CRS

Regul Toxicol Pharmacol 2017; 90: 144-152 J Immunotoxicol 2020; 17: 67-85

Mol Reprod Dev 2021; 88: 321-
37 Int J Gynaecol Obstet 2023; 160: 516-25

7.5 IFN-γ TNF-α
J Immunol 1998; 160: 545-9

3 16

5.6
15

15  

CTD

NZW

0* 10mg/mL
72 4 4.2.3.6.1

* mmol/L % % 20
mg/mL pH

16 5 2 16 0216
1 0216 1 PPK 6.2.4

12.2 5
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5.7  
5.7.1  

16 CD3

 
16  

    
CTD 

 
 2 10 μg/mL

  

4.2.3.7.7.1 

 
5.7.2 in vitro  

in vitro 17
 

 

17 in vitro  

    
CTD 

 
0* 0.010 0.056 0.317 1.779 10 mg/mL

37 40 370 
nm  

 4.2.3.7.7.2 
 

* PBS 

 
5.7.3 in vitro  

in vitro 18  
 

18 in vitro  

    
CTD 

 
0* 0.010 0.056 0.316 1.778 10 mg/mL

37 40
 

 4.2.3.7.7.3 
 

* PBS 

 
5.7.4 in vitro  

in vitro 19 IL-1β IL-2 IL-4 IL-6 IL-
8 IL-10 IL-13 IFN-γ TNF-α  
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19 in vitro  

    
CTD 

 

0*1 0.010 0.030 0.091 0.274 0.823 2.469
7.407 22.222 66.667 200 μg/mL

48
 

IL-1β IL-2 IL-6 IL-8
IL-10 IL-13 IFN-γ TNF-α

 

4.2.3.7.7.4 
 

 

0*1 0.010 0.030 0.091 0.274 0.823 2.469
7.407 22.222 66.667 200 μg/mL

48
 

IL-1β IL-2 IL-4 IL-6 IL-8 IL-10
IL-13 IFN-γ TNF-α *2 

4.2.3.7.7.5 
 

*1 PBS *2 CD3 null CD3

T CD3
 

 
5.R  

 
 
6.  
6.1  

PK
20  

 

20  
  

 
10 mg/mL  

1003  
1001 A B 

 
90 mg/mL  1001  

 
2 40 mg/mL  

1003 *  
1001 A B C

 
* 40 mg/mL  

 
ECL 0.50 ng/mL

ADA 17 ECL
18  

 

 
17  ADA 6.1

80 148.0 μg/mL ADA
16 μg/mL ADA

 
18  ECL 1001 1003  
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6.2  
6.2.1  
6.2.1.1 CTD 5.3.5.2.2 1003 2021 5 2023

7 31 19  
MM 15 PK 15 PK

0.01 0.3 mg/kg
QW 21 Q2W 28 1 0.135 0.4 mg/kg
QW 0.8 mg/kg Q2W

1 1  
PK 21  

 

21 PK  

 
*1 

mg/kg  n Cmax 

ng/mL  
tmax*2 
day  

AUCtau 

ng h/mL  

1  
1  

0.01/0.045/0.135 3 338 143 2.82 1.90, 4.01  40,428 16,866 
0.01/0.06/0.4 4 1,632 701 3.45 1.96, 7.95  211,281 113,188 

0.01/0.06/0.3/0.8 6 1,220 574 3.45 1.88, 6.05  307,331 158,652 

3  
1  

0.01/0.045/0.135 3 454 96.3 1.73 0.97, 4.00  70,820 16,154 
0.01/0.06/0.4 3 2,517 949 1.95 1.81, 4.94  366,491 46,363 

0.01/0.06/0.3/0.8 6 2,534 1,398 2.93 0.92, 7.78  731,347 400,993 
*1 2 3 *2 ,  

 
6.2.2  
6.2.2.1 CTD 5.3.5.2.1-1 1001 2018 1

2022 4 22 20  
MM 236 PK 236 PK

QW 21 Q2W 28 1

1 1  
 1  

 0.0005 0.00338 mg/kg Q2W 0.0015 0.00225 mg/kg QW
 

 0.0015 0.06 mg/kg 0.00338 0.18 mg/kg
QW  

 0.0015 0.3 mg/kg 0.005 0.8 mg/kg QW
 

 0.005 0.4 mg/kg 0.8 1.2 mg/kg Q2W
 

 0.005 0.4 mg/kg 1.6 mg/kg Q4W
 

 

 
19  PK  
20  PK  
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2
0.01 0.06 mg/kg 0.405 mg/kg QW

0.01 0.06 0.3 mg/kg 0.8 mg/kg Q2W

1 QW Q2W PK
22 3 1 AUCtau BA 74%

22 PK
*1

mg/kg n Cmax

ng/mL
tmax*2

day
AUCtau

ng h/mL

1
1

*3 QW

0.0015/0.0038 12 69.6 14.6 0.01 0.00, 1.00 *4 4,378 1593
0.0015/0.005 11 95.0 25.5 0.00 0.00, 0.09 4,890 1976*3

0.0015/0.0075 8 144 35.2 0.01 0.00, 0.08 10,789 4886
0.0015/0.01125 6 197 25.1 0.01 0.00, 0.01 12,289 3,858

0.0015/0.0015/0.02 3 353 108 0.00 0.00, 0.08 23,802 16,582
0.0015/0.01/0.02 6 354 59.1 0.01 0.00, 0.08 23,344 9,436
0.0015/0.01/0.06 5 1,196 238 0.00 0.00, 0.01 85,916 23,576

0.0015/0.01/0.06/0.18 3 2,519 775 0.08 0.26 204,794 128,213

QW

0.0015/0.005 4 11.9 3.21 2.91 2.78, 4.99 1,519 407
0.005/0.015 4 46.2 35.7 3.85 2.84, 6.99 7,334 6,957
0.01/0.045 4 108 75.2 2.92 2.05, 5.09 9,529 6,700*5

0.01/0.045/0.135 5 499 221 2.75 1.01, 7.01 68,096 29,829
0.01/0.06/0.405 12 1,481 1,169 2.90 1.74, 6.97 160,032 135,730*6

0.01/0.06/0.3/0.8 10 2,976 3,262 4.77 1.52, 7.94 277,399 139,320*7

Q2W
0.01/0.06/0.3/0.8 11 2,415 1,564 2.84 1.79, 6.70 600,896 386,749*4

0.01/0.06/0.3/1.2 10 4,460 2,297 2.84 1.85, 8.00 1,089,755 478,260*6

0.005/0.02/0.08/0.4/1.2 6 2,567 1,627 2.91 1.93, 3.00 663,768 426,045

3
1

QW

0.0015/0.005 1 23.2 0.79 3,107
0.01/0.045 2 71.5 115 0.96 1.72 10,136 16,302

0.01/0.045/0.135 3 1,288 1,148 2.02 1.90, 2.03 8,9730 104,893
0.01/0.06/0.405 10 3,574 1,722 2.96 1.93, 6.78 622,194 332,322*8

0.01/0.06/0.3/0.8 6 7,521 5,822 2.44 1.96, 6.76 700,404 156,578*9

Q2W
0.01/0.06/0.3/0.8 7 3,911 1,381 2.87 1.93, 3.08 1,088,277 418,408
0.01/0.06/0.3/1.2 3 4,953 1,460 1.94 1.72, 2.66 1,270,053 408,946

0.005/0.02/0.08/0.4/1.2 5 5,906 2,692 2.45 1.83, 2.93 1,449,081 763,112*9

n 1 2 *1 1 4 *2 ,
*3 3 1 *4 n 10 *5 n 3

*6 n 9 *7 n 8 *8 n 7 *9 n 4

1001 A B 10 mg/mL
2 40 mg/mL 6.1 10 mg/mL

2 40 mg/mL
mmol/L mmol/L 1001

PK
1001 A B C 2 mg/mL

1 2 0.01 0.06 mg/kg 40 mg/mL 3
0.3 0.4 0.8 mg/kg
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 1001 10 mg/mL 2 mg/mL
23  

 

23 * 

 n 2  
ng/mL  n 3  

ng/mL  
10 mg/mL  31 16 11.7 32 104 65.1 

2 mg/mL  7 14 13.2 5 121 113 
* 0.01 0.06 0.3 mg/kg 0.8 mg/kg Q2W

0.06 mg/kg 2 0.3 mg/kg 3  

 
 1001 10 mg/mL 40 mg/mL

Cmax AUCtau 24  
 

24 PK *1 

 n Cmax 

ng/mL  
AUCtau 

ng h/mL  
10 mg/mL  32 2,602 1,393 677,346 357,395*2 

40 mg/mL  7 3,059 2,925 654,075 528,546 
*1 0.01 0.06 0.3 mg/kg 0.8 mg/kg Q2W

0.8 mg/kg PK *2 n 28 

 
6.2.3 QT/QTc  

1001 ΔQTcF
221 ΔQTcF

ΔQTcF  
QT/QTc

 
 
6.2.4 PPK  

1001 PK
492 5,354 21 PPK

NONMEM Version 7.4.3 PK 0 1
2-  

CL0 V1

CL0 V1 CLPCT KDES T
22 ISS Ig

Grade 2 CRS Grade 2 CRS
CL0 ISS

 
21  ,  

74.8 40.2, 143 kg 65 33.0, 86.0 T 405 12.3, 2,450 106/L 414
74 2 2 IgG 247 IgG 245 ISS 217

165 103 7 Ig 53 439 405 87
CRS Grade 1 403 Grade 2 89 60 432

424 43 11 2
12  

22  NCI-ODWG  
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ISS PK
 

 0.4 QW 0.8 Q2W 23 64 kg 64 kg 74 kg 74 kg
87.7 kg 87.7 kg 3 Cave, 4weeks

1.1 1.2
PK  

 0.4 QW 0.8 Q2W 23 ISS ISS
Cave, 4weeks 0.71 0.77 ISS

24 ISS PK
 

 0.4 QW 0.8 Q2W 23 IgG IgG
Cave, 4weeks 1.9 2.0 IgG IgG

25

PK  
 

PPK t1/2 7.56 26

12.2  
 
6.2.5  
6.2.5.1  

1001 A C
T cell redirection therapy 27

28 Cave, 4weeks

 
 

 
23  0.4 QW 0.01 0.06 mg/kg 0.4 QW  

0.8 Q2W 0.01 0.06 0.3 mg/kg 0.8 Q2W  
24  1001 T cell redirection therapy 27

3 ISS 107 137
95%CI % 77 68, 84 69 60, 76  

25  1001 A C IgG 0.4 0.405 mg/kg QW
76 0.8 Q2W 77 IgG 0.4 0.405 mg/kg QW 67 0.8 Q2W 68

95%CI % 67.1 55.4, 77.5 79.1 67.4, 88.1 51.9 40.3, 63.5 58.8 46.2, 70.6
IgG IgG % 0.4 0.405 mg/kg 

QW 0.8 Q2W 27.6 29.9 28.6 20.6 Grade 3
% 81.6 73.1 76.6 79.4  

26  PPK 6.2.4 16  
27   

 0.01 0.06 mg/kg 0.405 0.4 mg/kg QW  
 0.01 0.06 0.3 mg/kg 0.8 mg/kg Q2W  

28  PPK 6.2.4  
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6.2.5.2  
1001 A C

28 Cmax

4
Grade 3 29 30 Grade 2

1 2 4 Grade Grade 2
 

28 Cmax 4
Grade Grade 2 CRS
Grade Grade 2 CRS  

 
6.2.6 PK  

PK
PK

 
 IgG4  
 PPK 6.2.4 31 22

32  
 
6.2.7 PK  

PK  
1003 1001

25 PPK
IgG IgG 6.2.4

IgG
 

 

 
29   
30   
31  CLcr mL/min eGFR mL/min/1.73 m2 90 60 90 30 60

15 30  
32  0.4 QW 0.8 Q2W 23

Cave, 4weeks

0.83 0.98 0.87 0.97 0.4 QW 0.8 Q2W 23
Cave, 4weeks 0.83

0.84  
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25 PK  

 
*1 

mg/kg   n Cmax 

ng/mL  
AUCtau 

ng h/mL  

1  
1  

0.01/0.06/0.4  4*3 1,632 701 211,281 113,188 
0.01/0.06/0.405 *2 21*4 1,568 1,185 178,101 130,802*10 

0.01/0.06/0.3/0.8 
 6*5 1,220 574 307,331 158,652 

* 33*6 2,507 1,568 675,764 399,680*11 

3  
1  

0.01/0.06/0.4  3*7 2,517 949 366,491 46,363 
0.01/0.06/0.405 *2 13*8 3,799 2,411 607,297 371,399*12 

0.01/0.06/0.3/0.8 
 6*5 2,534 1,398 731,347 400,993 

*2 19*9 4,161 2,021 1,021,059 383,417*10 
*1 2 3 *2 1001 1
2 *3 3/4 IgG *4 9/21 IgG *5 6/6 IgG *6 12/33

IgG *7 3/3 IgG *8 5/13 IgG *9 6/19 IgG *10 n 17 *11 n 28 *12 n 10 

 
PPK 0.4 QW 33 PK 34

IgG IgG
5 95

26 2 6.2.5.1
PK  

 

26 PK  

  n Cmax, ss 

ng/mL  
Cave, ss 

ng/mL  
Ctrough, ss 

ng/mL  

IgG  
 33 2,420 1,140, 3,950  2,250 992, 3,750  2,030 729, 3,450  
 197 2,490 900, 4,660  2,320 723, 4,490  2,000 509, 4,120  

IgG   18 2,600 1,720, 10,700  2,460 1,610, 10,400  2,290 1,410, 10,100  
 195 3,910 1,820, 13,200  3,700 1,650, 12,800  3,400 1,460, 11,900  

5 , 95  

 

  
3 PK  

 
6.R  

 
 

 
33  0.01 0.06 mg/kg 0.4 QW  
34  PK PPK 6.2.4 PK 1001

1003 PK 51 510 PPK
6.2.4  
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6.R.1  
ADA 1003 1001

0.4 QW 0.8 Q2W ADA
ADA 27 1001 A
B C ADA ADA 35

147.0 114.5 149.0 92.0 183.0 414.0 147.5 85.0
 

 

27 ADA  

   
 ADA %  %  

1001 

 A 0.4 QW*1 42/117 35.9  22/117 18.8  
 B 0.4 QW*1 18/61 29.5  10/61 16.4  
 C 0.8 Q2W*2 50/111 45.0  22/111 19.8  

  0.4 QW*1 14/34 41.2  6/34 17.6  

1003 
2 0.4 QW*1 3/4 75.0  0 0  
3 0.8 Q2W*2 4/6 66.7  1/6 16.7  

*1 0.01 0.06 mg/kg 0.4 QW *2 0.01 0.06 0.3 mg/kg
0.8 Q2W  

 
ADA PK  

1001 A B C ADA
PK 36 ADA ADA

28 ADA ADA
ADA PK

 
1001 C ADA

PK 1 BLQ
1 ADA BLQ

 
 

28 ADA ng/mL  

  
  n ADA  n ADA  n  

 

A B
 0.4 QW*1 

4 1  24 2,434 940 8 2,093 999 3 2,163 951 
6 1  15 3,011 945 7 2,019 1,072 4 2,727 535 
7 1  10 3,944 1,256 5 2,134 1,713 4 2,667 1,420 

10 1  3 3,001 1,638 4 2,029 1,523 2 1,885 2,635 

C 0.8 Q2W*2 

4 1  27 1,501 532 7 1,401 504 6 1,251 339 
6 1  18 2,199 1,338 7 1,845 669 4 1,963 780 
7 1  15 1,890 609 12 1,849 945 6 2,052 1,154 

10 1  8 1,826 424 13 2,068 741 5 2,337 286 
n 2 *1 0.01 0.06 mg/kg 0.4 QW

*2 0.01 0.06 0.3 mg/kg 0.8 Q2W  

 

 
35  ADA 1 ADA

10/42 7/18 10/50 2/14  
36   
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ADA 29 1001
ADA ADA

ADA  
 

29 ADA IRC 2024 9 10 *  

 

 
A B C  

ADA 
 

75  

ADA 
 

42  

 
 

22  

ADA 
 

43  

ADA 
 

18  

 
 

10  

ADA 
 

61  

ADA 
 

50  

 
 

22  

ADA 
 

20  

ADA 
 

14  

 
 

6  
sCR CR

VGPR PR  
%  

53 
70.7  

38 
90.5  

21 
95.5  

28 
65.1  

16 
88.9  

9 
90.0  

36 
59.0  

46 
92.0  

22 
100  

15 
75.0  

13 
92.9  

6 
100  

* 2024 5 6  

 
ADA 37

30  
 

30 ADA  
IRC 2024 9 10 *  

 

 
A B C  

ADA 
 

75  

ADA 
 

42  

 
 

22  

ADA 
 

43  

ADA 
 

18  

 
 

10  

ADA 
 

61  

ADA 
 

50  

 
 

22  

ADA 
 

20  

ADA 
 

14  

 
 

6  

 32 
42.7  

21 
50.0  

12 
54.5  

16 
37.2  

9 
50.0  

5 
50.0  

19 
31.1  

12 
24.0  

5 
22.7  

10 
50.0  

8 
57.1  

4 
66.7  

* 2024 5 6  

 
 

ADA
ADA BLQ

ADA PK
ADA ADA

BLQ ADA

 
 
6.R.2  

 
IL-6 4 IL-6

CYP Drug Metab Dispos 2011; 39: 1415-22
PBPK 38 IL-6 CYP PK

 
37  MedDRA SMQ PT  
38  IL-6 minimal PBPK non-mechanistic CYP

IL-6 Indmax IndC50 Drug Metab Dispos 2011; 39: 1415-22
CYP Simcyp Drug Metab 

Pharmacokinet 2010; 25: 367-78 Eur J Clin Pharmacol 2004; 60: 165-71  
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Simcyp version 21 1001 IL-6
0.4 QW 0.8 Q2W IL-6 CYP

Cmax AUC0-inf 39 IL-6 IL-6 Cmax

CYP Cmax AUC0-inf 31
IL-6 31 0.4 

QW 7 0.8 Q2W 9
CYP 80%

31 IL-6 Cmax PK IL-6
*1 0.4 QW 0.8 Q2W

*2 *3 *2 *3

S-
CYP2C9

Cmax 1.00 1.01 1.00 1.02
AUC0-inf 1.03 1.21 1.02 1.46

CYP2C19
Cmax 1.07 1.43 1.04 1.68

AUC0-inf 1.13 2.14 1.08 3.41

CYP3A
Cmax 1.07 1.43 1.04 1.66

AUC0-inf 1.11 1.82 1.07 2.49

CYP3A
Cmax 1.11 1.80 1.07 2.35

AUC0-inf 1.13 2.00 1.08 2.84
*1 IL-6 IL-6 Cmax *2 1001 IL-6 Cmax

*3 1001 IL-6 Cmax

9 CRS
CYP

CYP

4 1001 TCZ * IL-6
0.4 QW 0.8 Q2W

1 0.01 mg/kg 2 0.06 mg/kg 3 0.3 mg/kg 1 0.4 0.8 mg/kg
* IL-6 Cmax TCZ TCZ

39 0.4 QW 0.8 Q2W 23 IL-6 CYP2C9 2C19 3A
CYP



30 

 
CYP

IL-6 CYP
0.4 0.8 mg/kg 14

CRS CYP
CRS

CYP  
14 CRS

CYP
 

 
7.  

32  
 

32  

      
   

 

 

 1003 
  MM

 

1 4 
2 5 
3 6 

0.01 0.045 mg/kg 1
21 0.135 mg/kg QW  

0.01 0.06 mg/kg 1
21 0.4 mg/kg QW  
0.01 0.06 0.3 mg/kg 1

28 0.8 mg/kg Q2W  

 
PK 

 

 
1001 

  MM
 

 

102 
134 

 
 

A*1

122 
B*2  

34 
C*1

109 

*1 36 

1  
 

0.0005 0.00338 mg/kg Q2W 0.0015
0.180 mg/kg QW  

 
 

0.005 0.8 mg/kg QW 0.8 1.2 mg/kg Q2W
1.6 mg/kg Q4W  

 
2  

 0.01 0.06 mg/kg 1
21 0.405 mg/kg QW

 
 0.01 0.06 0.3 mg/kg 1

28 0.8 mg/kg Q2W
 

 

3  
 

0.01 0.06 mg/kg 1
28 0.4 mg/kg QW *3 

 
 

0.01 0.06 0.3 mg/kg 1
28 0.8 mg/kg Q2W

 

 
 

PK 

*1  T cell redirection therapy *2  T cell redirection therapy *3
CR sCR 6 0.8 Q2W  
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7.2
PK 6.2

7.1
7.1.1
7.1.1.1 CTD 5.3.5.2.2 1003 2021 5 2024

2 9
MM 40 3

6

41 1 1
2 4

1
0.01 0.045 mg/kg 1 21 0.135 mg/kg QW

2
0.01 0.06 mg/kg 1 21 0.4 mg/kg QW

0.4 QW
3

0.01 0.06 0.3 mg/kg 1 28 0.8 mg/kg Q2W
0.8 Q2W

15 1 4 2 5 3 6
14 42 DLT

DLT 1 1 2
28 3 38 DLT

IMWG Lancet Oncol 2016; 17: e328-46
1 25.0% 1/4 2 60.0% 3/5 3 83.3% 5/6

30

40 IMiDs PI CD38
15 IMiDs PI CD38

41 1 2 1001 0.8 Q2W RP2D
3 20 0.8 Q2W 3

42 1 1 75% DLT
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7.1.2
7.1.2.1 CTD 5.3.5.2.1-1 5.3.5.2.1-2 5.3.5.2.1-3 1001 2018 1

43 2022 5 16 2023 1 17 2024 5 6

MM 44 260 1
1 2 0.405 mg/kg QW 0.8 Q2W 40

45 A T cell redirection therapy 120 46

B T cell redirection therapy 60 47 C T cell redirection 
therapy 100 48 49 T cell redirection therapy

34 50

43 A B C 2022 5 16
2023 1 17 2024 5 6

44 IMiDs PI CD38
3

A C T cell redirection therapy
B T cell redirection therapy

45 11 20 IMiDs
PI CD38 3 T 
cell redirection therapy A T cell redirection therapy

B 0.8 Q2W RP2D
13 20 C T cell redirection therapy

15 1 20
T cell 

redirection therapy
46 MM selinexor belantamab mafodotin

IMiDs PI CD38 19
31% Leukemia 2017; 31: 107-14 N Engl J Med 2019; 381: 727-38 Lancet Oncol 2020; 21: 207-21

30% 15% 45%
0.025 90% 120

47 MM selinexor belantamab mafodotin
10 15% N Engl J Med 2019; 381: 727-38 Lancet Oncol 2020; 21: 207-21
15% 35% 0.025 80%

34 10% 38
2 1 21 3

B
15 20

60 100
48 MM selinexor belantamab mafodotin

IMiDs PI CD38 19
31% Leukemia 2017; 31: 107-14 N Engl J Med 2019; 381: 727-38 Lancet Oncol 2020; 21: 207-21

45% 95%CI 30% 43
15 20

30% 15% 45%
0.025 85% 100

49 1001 20 A
20 1003 RP2D

20 A

50 15 1 20 34
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A B C 9 53
13 51

1 1
52 QW Q2W

2 4
53

1 1 QW 21 Q2W Q4W 28
1

0.0005 0.001 0.0015 0.00225 0.00338 mg/kg Q2W
0.00225 0.0015 mg/kg QW

33 0.0015 0.06 mg/kg 0.00338 0.18 mg/kg
QW 54

33 0.0015 0.3 mg/kg 0.005 0.8 mg/kg
QW

33 0.005 0.4 mg/kg 0.8 1.2 mg/kg Q2W

33 0.005 0.4 mg/kg 1.6 mg/kg Q4W

2
QW 33 0.01 0.06 mg/kg 1
21 0.405 mg/kg QW
Q2W 33 0.01 0.06 0.3 mg/kg 1

28 0.8 mg/kg Q2W 0.8 Q2W

51 12 20
52 PR 4 QW

Q2W A B 6 CR
sCR 0.4 QW 0.8 Q2W

53

54 0.18 mg/kg QW



34

33 1001
mg/kg

mg/kg
2 3 4

1

0.0015 0.00338 QW
0.0015 0.005 QW
0.0015 0.0075 QW
0.0015 0.01125 QW
0.0015 0.0015 0.02 QW
0.0015 0.01 0.02 QW
0.0015 0.01 0.06 QW
0.0015 0.01 0.06 0.18 QW
0.0015 0.005 QW
0.005 0.015 QW
0.01 0.045 QW
0.01 0.045 0.135 QW
0.01 0.06 0.405 QW
0.01 0.06 0.3 0.8 QW
0.01 0.06 0.3 0.8 Q2W
0.01 0.06 0.3 1.2 Q2W

0.005 0.02 0.08 0.4 1.2 Q2W
0.005 0.02 0.08 0.4 1.6 Q4W

2 0.01 0.06 0.405 QW
0.01 0.06 0.3 0.8 Q2W

A B
0.01 0.06 mg/kg 1 28 0.4 mg/kg

QW 0.4 QW
C

0.01 0.06 0.3 mg/kg 1 28 0.8 mg/kg
Q2W 0.8 Q2W

236 1 194 102
92 2 42 0.405 mg/kg QW 18 0.8 Q2W 24

301 A 122 B 34 C 109
36 1

DLT
DLT 1 DLT 1
55 4 56 MTD

A B IMWG Lancet Oncol 2016; 17: 
e328-46 IRC 34

55 Grade 4 6 0.0075 mg/kg QW 22
56 Grade 3 3 7 0.8 mg/kg QW 17 5 1.6 mg/kg 

Q4W 18 6 0.135 mg/kg QW 18
Grade 3 1 6 0.8 mg/kg Q2W 21



35 

34 A B IRC 2022 5 16  

 

%  
A 

0.4 QW  
122  

B 
0.4 QW  
34  

sCR  19 15.6   5 14.7  
CR  15 12.3   4 11.8  

VGPR  35 28.7   5 14.7  
PR  20 16.4   8 23.5  
MR  2 1.6   0 
SD  20 16.4   8 23.5  
PD  6 4.9  3 8.8  
NE  5 4.1  1 2.9  

sCR CR VGPR PR  
95%CI * %  

89 
73.0 64.2, 80.6  

22 
64.7 46.5, 80.3  

* Exact  

 
C IMWG Lancet Oncol 2016; 17: e328-46

IRC 35 2023 1 17 57  
 

35 C IRC 2023 1 17  

 
C 

0.8 Q2W  
109  

sCR  34 31.2  
CR 10 9.2  

VGPR  24 22.0  
PR  11 10.1  
MR  0 
SD  17 15.6  
PD  8 7.3  
NE  5 4.6  

sCR CR VGPR PR  
95%CI * %  

79 
72.5 63.1, 80.6  

* Exact  

 
IMWG Lancet Oncol 2016; 17: e328-46

IRC 36  
 

 
57  C 2022 5 16

4.6 2023 1 17
12.0 95%CI % 50.5 55/109 40.7, 60.2
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36 IRC 2024 5 6

36
sCR 14 38.9
CR 3 8.3

VGPR 9 25.0
PR 2 5.6
MR 0
SD 5 13.9
PD 0
NE 3 8.3

sCR CR VGPR PR
95%CI * %

28
77.8 60.8, 89.9

* Exact

30
30 1

2/102 2.0% 1 5/92 5.4% 2
0.405 mg/kg QW 1/18 5.6% 2 0.8 Q2W 1/24 4.2%

1 1 1 2
58 1 1 59 1

30 A 8/122
6.6% B 1/34 2.9% C 8/109 7.3% 3/36 8.3%

A 4 B 1 C 5
A COVID-19 1 C COVID-

19 1 2 ILD 1
1

7.R
7.R.1

MM
1001 A B C

1001

7.R.2
IMiDs PI CD38

3 MM

58 1 7 0.045 mg/kg 43 2 8 7
66 2 5 1.6 mg/kg 39

2 1 13 PET-CT
62

59 5 0.405 mg/kg 26 2 1 13
50
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7.R.2.1  
1001

 
  
1001 IMiDs PI CD38

3 MM OS
MM M

4
IMWG M

M M

 
 

  
1001 A B C IMWG
IRC 95%CI % 73.0 64.2, 80.6 64.7 46.5, 80.3 72.5

63.1, 80.6 95%CI A B C 30
15 30% 7.1.2.1  

1001 IMWG
IRC 95%CI 77.8 60.8, 89.9 7.1.2.1  

 
1001 A B C
M M FLC 5 6

7 1001 A B C
95%CI 8.3 6.5, 4.8, 

, 10.2, A B 2022
5 16 C 2023 1 17 2024

5 6 60  

 
60  1001 A B C 1 11

1 14 1 14 1 19  
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5 M 1001 *

A B C
* M

42 16 31 9

6 M 1001 *

A B C
* M

60 15 62 23



39

7 FLC 1001 *

A B C
* FLC

16 0 5 3

IMiDs PI CD38 3
MM

1001 IMWG IRC
A B

1001 C
48 IMWG IRC

95%CI
A B

1001

IMWG IRC
A MM
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MM
 

 
7.R.3 7.2

 
CRS

ICANS

 
 
7.R.3.1  

1001 1003 2
3

 
1001 1003 2 3 37 38

1001 B C 2022
5 16 2024 9 10

61  
 

37 1001 2024 9 10 *  

 
%  

A B C  
122  61  118  36  

 122 100  61 100  118 100  36 100  
Grade 3   95 77.9  50 82.0   96 81.4  26 72.2  

  5 4.1  0  5 4.2   3 8.3  
  71 58.2   32 52.5   70 59.3   14 38.9  

  8 6.6   3 4.9   12 10.2   1 2.8  
  82 67.2   46 75.4   74 62.7   23 63.9  
  16 13.1    9 14.8   8 6.8  0

* 2024 5 6  
 

 
61  A B C
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38 1003 2024 2 9  

 
%  

2 
5  

3 
6  

 5 100  6 100  
Grade 3  5 100  5 83.3  

 0 0 
 1 20.0  0 

 0 0 
 3 60.0  5 83.3  
 0 0 

 
1001 1003 39 40

 
 

39 1001 2024 9 10 *1  

PT 

MedDRA ver.27.1  

%  
A B C  

122  61  118  36  
*2 122 100  61 100  118 100  36 100  

CRS 96 78.7  45 73.8   87 73.7  27 75.0  
 57 46.7  37 60.7   56 47.5  23 63.9  

 53 43.4  28 45.9   49 41.5  10 27.8  
 51 41.8  24 39.3   47 39.8   8 22.2  

 50 41.0  20 32.8   35 29.7  17 47.2  
 36 29.5  29 47.5   30 25.4  14 38.9  

 33 27.0  25 41.0   38 32.2  12 33.3  
 32 26.2  30 49.2   47 39.8  10 27.8  
 32 26.2  26 42.6   38 32.2   7 19.4  

 29 23.8  14 23.0   29 24.6  16 44.4  
Grade 3 *3     

  39 32.0   17 27.9   29 24.6    8 22.2  
  32 26.2   27 44.3   22 18.6   10 27.8  

  26 21.3   12 19.7   24 20.3   16 44.4  
  25 20.5   18 29.5   24 20.3    7 19.4  
 5 4.1   10 16.4  11 9.3  3 8.3  
*4     

CRS  23 18.9   6 9.8   13 11.0  2 5.6  
*4 

CRS  23 18.9   6 9.8   13 11.0  2 5.6  
*4     

CRS  17 13.9   8 13.1  18 15.3   6 16.7  
  14 11.5  4 6.6  9 7.6  3 8.3  

  13 10.7  6 9.8  7 5.9  2 5.6  
 6 4.9  11 18.0  3 2.5  0 

COVID-19 10 8.2   9 14.8  23 19.5  3 8.3  
*1 2024 5 6 *2 40%

*3 15% *4 10%
10%
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40 1003 2024 2 9  

PT 

MedDRA ver.27.1  

%  
2 3 

5  6  
*1 5 100   6 100  

 3 60.0   1 16.7  
 3 60.0   3 50.0  

 2 40.0   5 83.3  
 2 40.0   1 16.7  

 2 40.0   4 66.7  
 0  3 50.0  

 3 60.0   1 16.7  
CRS 2 40.0   5 83.3  

 2 40.0   1 16.7  
 2 40.0   2 33.3  

 2 40.0  0 
 2 40.0   2 33.3  

Grade 3 *2   
 3 60.0   3 50.0  

 2 40.0   5 83.3  
 2 40.0   1 16.7  

*2   
 1 20.0   4 66.7  

*1 40% *2 30%

 

 
1001 A

 
A

41 10%

 
 

41 10%  
1001 A *  

PT 

MedDRA ver.27.1  

%  
  

36  122  
Grade    

 23 63.9   57 46.7  
 16 44.4   29 23.8  

C  10 27.8   13 10.7  
  7 19.4  11 9.0  

  6 16.7   8 6.6  
  5 13.9   4 3.3  

  5 13.9  0 
Grade 3    

 16 44.4   26 21.3  
   

C   6 16.7   4 3.3  
* A 2024 9 10 2024 5 6  
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Grade Grade 3
20% Grade 3

86.1%
105/122 80.6% 29/36

 
 

 
1001 Grade 3

 

 
 

1001
Grade 3

 
 
7.R.3.2 CRS 

CRS  
 CRS  
CRS 8 MedDRA PT62  
CRS Grade 1001 Lee Blood 2014; 124: 188-

95 1001 1003 ASTCT Biol Blood Marrow Transplant 2019; 25: 625-
38 CRS Grade 42 Lee 1001

0.405 mg/kg QW 0.8 Q2W ASTCT
 

 
62  

 



44 

42 CRS  

 Lee
Blood 2014; 124: 188-95  

ASTCT
Biol Blood Marrow Transplant 2019; 25: 625-38  

*1 *2 *2 
Grade 1 38.0℃   

Grade 2  40%
 

 Grade 2

38.0℃  6 L

Grade 3  40%
  
 Grade 3 Grade 4

 

38.0℃  1

6 L

Grade 4 

 
  
 Grade 4

 

38.0℃  2
 

Grade 5 CRS  
*1 38.0℃ TCZ

*2 Grade
 

 
0.4 QW 1001

A B 0.8 Q2W 1001 C
 

1001 CRS 43 44
CRS  

 

43 CRS 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

CRS * 141 77.0  3 1.6  87 73.7  1 0.8  27 75.0  0 
CRS 141 77.0  3 1.6  87 73.7  1 0.8  27 75.0  0 
HLH  1 0.5  0 0 0 0 0 

*  
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44 CRS 1001

PT
MedDRA ver.27.1

%
0.4 QW 0.8 Q2W

183 118 36
CRS* 29 15.8 13 11.0 2 5.6

CRS 29 15.8 13 11.0 2 5.6
HLH 1 0.5 0 0

CRS 0 1 0.8 0
CRS 0 1 0.8 0

CRS 26 14.2 18 15.3 6 16.7
CRS 25 13.7 18 15.3 6 16.7
HLH 1 0.5 0 0

CRS 1 0.5 1 0.8 0
CRS 1 0.5 1 0.8 0

*

1001 CRS Grade 3 CRS
45 46

45 5% CRS
1001

PT
MedDRA ver.27.1

% *

0.4 QW 0.8 Q2W
183 118 36

CRS 141 77.0 87 73.7 27 75.0
141 100 85 97.7 27 100
19 13.5 15 17.2 0
26 18.4 14 16.1 4 14.8
17 12.1 7 8.0 2 7.4

7 5.0 6 6.9 0
* CRS

46 Grade 3 CRS 1001

Grade *2
*3 CRS

A
8 *1 2 4 2 1 TCZ

3 7 1/1 2
4 3 14 1/8 3 TCZ
7 3 5 2 *4 TCZ

C 4 3 10 3 4 TCZ
*1 Grade 2 CRS *2 *3 CRS

1 1 2 0.06 mg/kg
3 0.3 mg/kg *4 23
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1001 2 CRS  
1001 2 0.405 mg/kg QW CRS CRS

 
1001 2 0.8 Q2W CRS
CRS 1 4.2% CRS 1  

 
1001 CRS
CRS 0.4 QW 0.8 Q2W

4.0 1 30 4.0 1 235 3.0 2 115  
1001 CRS 47 48

49  
 

47 CRS 1001 0.4 QW  

 

CRS %  
1  2  

 
0.4 mg/kg  

1 
0.01 mg/kg  

2 
0.06 mg/kg  

1  
0.4 mg/kg  

8  
0.4 mg/kg  

15  
0.4 mg/kg  

22  
0.4 mg/kg  

Grade 57/183 31.1  89/182 48.9  52/179 29.1  9/148 6.1  2/145 1.4  6/151 4.0  7/167 4.2  
Grade 1 44/183 24.0  72/182 39.6  42/179 23.5  8/148 5.4  2/145 1.4  6/151 4.0  7/167 4.2  
Grade 2 13/183 7.1  16/182 8.8  9/179 5.0  0 0 0 0 
Grade 3 0 1/182 0.5  1/179 0.6  1/148 0.7  0 0 0 
Grade 4 0 0 0 0 0 0 0 

 
48 CRS 1001 0.8 Q2W  

 

CRS %  
1  2  

 
0.8 mg/kg  

1 
0.01 mg/kg  

2 
0.06 mg/kg  

3 
0.3 mg/kg  

1  
0.8 mg/kg  

15  
0.8 mg/kg  

Grade 30/118 25.4  53/116 45.7  43/114 37.7  19/113 16.8  4/97 4.1  6/103 5.8  
Grade 1 26/118 22.0  44/116 37.9  39/114 34.2  16/113 14.2  4/97 4.1  6/103 5.8  
Grade 2 4/118 3.4  9/116 7.8  3/114 2.6  3/113 2.7  0 0 
Grade 3 0 0 1/114 0.9  0 0 0 
Grade 4 0 0 0 0 0 0 

 
49 CRS 1001  

 

CRS %  
1  2  

 
0.4 mg/kg  

1 
0.01 mg/kg  

2 
0.06 mg/kg  

1  
0.4 mg/kg  

8  
0.4 mg/kg  

15  
0.4 mg/kg  

22  
0.4 mg/kg  

Grade 14/36 38.9  13/34 38.2  10/34 29.4  1/30 3.3  2/29 6.9  1/25 4.0  2/31 6.5  
Grade 1 12/36 33.3  11/34 32.4  9/34 26.5  1/30 3.3  2/29 6.9  1/25 4.0  1/31 3.2  
Grade 2 2/36 5.6  2/34 5.9  1/34 2.9  0 0 0 1/31 3.2  
Grade 3 0 0 0 0 0 0 0 
Grade 4 0 0 0 0 0 0 0 

 
1001 CRS CRS

50 51 52  
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50 CRS CRS  
1001 0.4 QW  

 
 *1 CRS *2 %  

 24  24 48  48 72  72  

1

 

1 0.01 mg/kg  52 24 46.2  28 53.8  0 0 
2 0.06 mg/kg  86 37 43.0  43 50.0  6 7.0  0 

1 0.4 mg/kg  48 19 39.6  25 52.1  2 4.2  2 4.2  
8 0.4 mg/kg  6  2 33.3   3 50.0  0  1 16.7  

15 0.4 mg/kg  2 0  1 50.0  0  1 50.0  
22 0.4 mg/kg  2  1 50.0   1 50.0  0 0 

2 0.4 mg/kg  3 0  1 33.3  1 3.3   1 33.3  
*1 *2 CRS

 

 
51 CRS CRS  

1001 0.8 Q2W  
 

 *1 CRS *2 %  
 24  24 48  48 72  72  

1

 

1 0.01 mg/kg  29 13 44.8  14 48.3  2 6.9  0 
2 0.06 mg/kg  51 25 49.0  24 47.1  2 3.9  0 
3 0.3 mg/kg  43 11 25.6  27 62.8   5 11.6  0 

1 0.8 mg/kg  17  5 29.4  11 64.7  1 5.9  0 
15 0.8 mg/kg  4  1 25.0   3 75.0  0 0 

2 0.8 mg/kg  5  1 20.0   1 20.0   1 20.0  2 40.0  
*1 *2 CRS

 

 
52 CRS CRS  

1001  
 

 *1 CRS *2 %  
 24  24 48  48 72  72  

1

 

1 0.01 mg/kg  14 3 21.4  11 78.6  0 0 
2 0.06 mg/kg  13 2 15.4  11 84.6  0 0 

1 0.4 mg/kg  10 2 20.0   6 60.0  1 10.0  1 10.0  
8 0.4 mg/kg  1 0 0 1 100  0 

15 0.4 mg/kg  2 0 2 100  0 0 
22 0.4 mg/kg  1 0 0 1 100  0 

2 0.4 mg/kg  2 0  1 50.0  1 50.0  0 
*1 *2 CRS

 

 
 CRS  
1001 CRS  

0.4 QW 0.01 mg/kg 2 0.06 mg/kg 3 0.4 mg/kg
0.8 Q2W 0.01 mg/kg 2 0.06 mg/kg 3 0.3 

mg/kg 4 0.8 mg/kg  
 DEX 16 mg 3 1  
 50 mg 60 15

 
 650 1,000 mg 30 15
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1001 CRS 53 CRS
 

 

53 1001 CRS  
ASTCT  TCZ  

Grade 1   

Grade 2 

TCZ 8 mg/kg 800 
mg  

 

TCZ 24
 

Grade 3 mPSL 1 mg/kg 1 2 DEX Grade 1
3  

Grade 4 

mPSL 1 mg/kg 1 2 DEX Grade 1
3 3 mPSL 1,000 

mg/
 

 
  
1001

48 CRS
Grade 3 CRS 48

Grade 1 Grade 2 CRS 2
36 63  

 
CRS  

7.R.6.1 CRS

CRS CRS

CRS 7.R.7
 

1001
48 Grade 2 CRS

48 CRS
Grade 1 2

 
 

 
CRS 1001

CRS 0.4 QW 0.8 Q2W
77.0 73.7 75.0%

CRS CRS CRS
Grade

 
63  CRS Grade 3 infusion reaction Grade 2 ICANS 2

36  
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CRS

 
1001

48
 

 1001 48
CRS Grade 1 2

 
 1001 CRS

CRS CRS 48 64

 
 

48 2
CRS 48

CRS

 
 
7.R.3.3 ICANS  

ICANS
 

 ICANS  
ICANS MedDRA PT

PT MedDRA SOC PT
1001 1003 54 ASTCT Biol Blood Marrow Transplant 

2019; 25: 625-38 ICANS Grade 65  
 

 
64  48 CRS 1001 0.4 QW

100 100% 2 93.0 100% 3 91.7 80.0%
0.8 Q2W 93.1% 2 96.1% 3

88.4% 4 94.1%  
65  1001 ASTCT ICANS Grade ICANS
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54 ICANS Grade  
 Grade 1 Grade 2 Grade 3 Grade 4 

ICE * 7 9 3 6 0 2 0 

    
 

   

 

5

 

     

    
VI

 
* 4 3 3

1 1 100 10 1
10  

 
1001 ICANS 55 56

 
 

55 10% ICANS 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

ICANS  159 86.9  9 4.9   103 87.3  11 9.3  30 83.3  0 
  94 51.4  0   56 47.5  0 23 63.9  0 

 36 19.7  0   31 26.3  0 0 0 
 32 17.5  0   20 16.9   1 0.8   4 11.1  0 

18 9.8  1 0.5    20 16.9   1 0.8  3 8.3  0 
ICANS 15 8.2  2 1.1    12 10.2   4 3.4  0 0 

 



51 

56 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
 13 7.1  11 9.3  0 

ICANS  6 3.3   4 3.4  0 
  2 1.1   1 0.8  0 

  1 0.5  0 0 
  1 0.5  0 0 
  1 0.5  0 0 

  1 0.5  0 0 
  1 0.5  0 0 
 0  1 0.8  0 

 0  1 0.8  0 
 0  2 1.7  0 

 0  1 0.8  0 
 0  1 0.8  0 

 0  1 0.8  0 

  6 3.3   8 6.8  0 

ICANS  6 3.3   4 3.4  0 
 0  1 0.8  0 

 0  2 1.7  0 
 0  1 0.8  0 

 0  1 0.8  0 
*  2 1.1   5 4.2  0 

ICANS  2 1.1   1 0.8  0 
 0  3 2.5  0 

* 16 8.7   14 11.9   1 2.8  
  5 2.7   4 3.4  0 
  2 1.1   2 1.7  0 

ICANS  2 1.1   2 1.7  0 
  1 0.5   4 3.4  0 

*  9 4.9   3 2.5  0 
  3 1.6  0 0 
  3 1.6   2 1.7  0 
  2 1.1  0 0 

*  

 
1001 Grade 3 ICANS

57  
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57 Grade 3 ICANS 1001

*1 *2 ICANS
1 1 1 0.01 mg/kg

3 0.3 mg/kg *3 Grade 1 CRS CRS ICANS 6
*4 Grade 2

1001 1003 ICANS

1001 1 ICANS
ICANS 2 2.0% 1

1001 1 ICANS
ICANS 9 9.7% 3 2

1 1

1001 2 0.405 mg/kg QW ICANS
ICANS

1001 2 0.8 Q2W ICANS 1
4.2% 1 ICANS

2 8.3% 1

1003 ICANS ICANS

1001 0.4 QW 0.8 Q2W ICANS
ICANS 5.0 1 33

4.0 2 24 ICANS ICANS
58 59 1001

ICANS

PT Grade *1 *2

A

8
3 378 14/8 1
3 714 26/8 2

6 3 55 2/15 59

7 ICANS*3 3 2 1 5 TCZ

B 6 3 65 2/15 4

C

7 3 62 2/15 8
4 3 148 4/15 10
7 ICANS*4 3 24 3 1
7 3 214 7/1 2
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58 ICANS ICANS
1001 0.4 QW

*1 ICANS *2 %
24 24 48 48 72 72

1
1 0.01 mg/kg 5 3 60.0 1 20.0 1 20.0 0
2 0.06 mg/kg 2 1 50.0 1 50.0 0 0

1 0.4 mg/kg 3 1 33.3 1 33.3 0 1 33.3
8 0.4 mg/kg 0 0 0 0 0

15 0.4 mg/kg 1 0 0 1 100 0
22 0.4 mg/kg 0 0 0 0 0

2 0.4 mg/kg 1 0 0 0 1 100
*1 *2 ICANS

59 ICANS ICANS
1001 0.8 Q2W

*1 ICANS *2 %
24 24 48 48 72 72

1
1 0.01 mg/kg 3 2 66.7 1 33.3 0 0
2 0.06 mg/kg 4 4 100 0 0 0
3 0.3 mg/kg 2 0 0 1 50.0 1 50.0

1 0.8 mg/kg 3 0 2 66.7 1 33.3 0
15 0.8 mg/kg 0 0 0 0 0

2 0.8 mg/kg 0 0 0 0 0
*1 *2 ICANS

66 ICANS 61
ICANS

ICANS
1001 ICANS 60 ICANS

60 1001 ICANS *
ASTCT CRS CRS

Grade 1

Grade 2
CRS TCZ

DEX 10 mg 6
DEX 10 mg 6

Grade 3 CRS TCZ DEX 10 mg
6

Grade 4

CRS TCZ DEX 10 mg
6 CRS

TCZ mPSL 1,000 mg/ 3
DEX 10 mg 6
mPSL 1,000 mg/ 3

* CRS CRS Grade

66 20 20
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ICANS  
ICANS

ICANS
 

1001 Grade 2 ICANS
2 36

1 48

ICANS
ICANS 2

 
 

 
1001 ICANS

ICANS ICANS ICANS

ICANS ICANS

ICANS
 

ICANS ICANS
7.R.3.4  

 
7.R.3.4  

 
20 MedDRA PT67  

1001 61 62
 

 

 
67  MedDRA PT
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61 1% 1001

PT
MedDRA ver.27.1

%
0.4 QW 0.8 Q2W

183 118 36
Grade Grade 3 Grade Grade 3 Grade Grade 3

16 8.7 1 0.5 9 7.6 2 1.7 2 5.6 0
7 3.8 1 0.5 1 0.8 0 1 2.8 0
1 0.5 0 0 0 1 2.8 0
3 1.6 0 1 0.8 0 0 0
2 1.1 0 2 1.7 0 0 0
3 1.6 0 4 3.4 1 0.8 0 0

62 1001

PT
MedDRA ver.27.1

%
0.4 QW 0.8 Q2W

183 118 36
2 1.1 3 2.5 1 2.8
1 0.5 0 0

0 0 1 2.8
1 0.5 1 0.8 0

0 1 0.8 0
0 1 0.8 0
0 2 1.7 0
0 1 0.8 0
0 1 0.8 0
0 1 0.8 0
0 1 0.8 0

3 1.6 3 2.5 1 2.8
2 1.1 0 1 2.8
1 0.5 2 1.7 0

0 1 0.8 0

1001 63

63 1001

*1 *2 ICANS
*3 Grade 1 *4 141

187 *5 4 2 0.06 mg/kg
Grade 2 ICANS

PT Grade *1 *2
ICANS

ICANS
CT/MRI

A 7 3 894 30/15 2
B 5 2 463 17/1 4

C

6
*3

1 184 7/1 60
2 243 9/1

4 3 148 4/15 10 *4

6 3 337 11/1 *5

5 2 28 1/15 4
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1001 0.4 QW 0.8 Q2W

343.5 8 883 148.0 6 442 16.5 5 28

1003 2 1
20.0% 1

1001 1 2 1003

66 64

64

*1 *2

68

7.R.3.3 ICANS
ICANS

ICANS
ICANS

ICANS

68 GPRC5D 3.1.1

PT Grade *1
*2

ICANS

ICANS
4 2 145 13
6 10 4

6 2 290
2 290
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7.R.3.5
 

MedDRA SOC PT
 

1001 65 66 2%
 

 

65 10% 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 125 68.3  47 25.7  90 76.3  32 27.1  19 52.8  5 13.9  
  36 19.7  2 1.1  16 13.6  1 0.8  3 8.3  0 

COVID-19  22 12.0  3 1.6  36 30.5  4 3.4  3 8.3  0 
  21 11.5  0 7 5.9  1 0.8  2 5.6  0 
  20 10.9  0 11 9.3  0 3 8.3  0 

 
66 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
   3 1.6  2 1.7  1 2.8  

COVID-19    1 0.5  1 0.8  0 
   1 0.5  0 0 

   1 0.5  0 0 
 0 1 0.8  0 
 0 0 1 2.8  

 0 0 1 2.8  

 0 0 1 2.8  
*1  41 22.4  29 24.6  3 8.3  

  7 3.8  4 3.4  2 5.6  
  3 1.6  1 0.8  1 2.8  

COVID-19  2 1.1  6 5.1  0 
COVID-19   2 1.1  4 3.4  0 

*1 16 8.7  7 5.9  2 5.6  

  3 1.6  0 1 2.8  
  2 1.1  1 0.8  2 5.6  

*2  70 38.3  54 45.8  11 30.6  
COVID-19  19 10.4  23 19.5  3 8.3  

  19 10.4  7 5.9  2 5.6  
  5 2.7  5 4.2  2 5.6  

  3 1.6  4 3.4  2 5.6  
*1 2% *2 5%  

 
 

1001

 



58 

7.R.3.6  
 

MedDRA SMQ
PT  

1001 67 68

 
 

67 10% 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 123 67.2  111 60.7  79 66.9  60 50.8  24 66.7  21 58.3  
 81 44.3  56 30.6  49 41.5  29 24.6  10 27.8  8 22.2  

 65 35.5  59 32.2  30 25.4  22 18.6  14 38.9  10 27.8  
 54 29.5  43 23.5  39 33.1  24 20.3  9 25.0  7 19.4  

 43 23.5  38 20.8  29 24.6  24 20.3  16 44.4  16 44.4  
 27 14.8  15 8.2  21 17.8  11 9.3  3 8.3  3 8.3  

 
68 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
  9 4.9  3 2.5  0 

  3 1.6  1 0.8  0 
  2 1.1  1 0.8  0 

  2 1.1  1 0.8  0 
  1 0.5  0 0 

  1 0.5  0 0 

  4 2.2  2 1.7  0 

  2 1.1  1 0.8  0 
  1 0.5  0 0 

  1 0.5  0 0 
 0 1 0.8  0 

  29 15.8  7 5.9  1 2.8  
 17 9.3  3 2.5  0 
  9 4.9  3 2.5  1 2.8  

  5 2.7  2 1.7  0 
  4 2.2  1 0.8  0 

 
1001 69
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69 1001  
 

  
%  

 1 2 
 

3 4 
 

5 6 
* 

 
A 

 36/122 29.5  13/122 10.7  17/118 14.4  4/105 3.8  1/87 1.1  
 3/122 2.5  1/122 0.8  1/118 0.8  1/105 1.0  0 

 30/122 24.6  14/122 11.5  15/118 12.7  0 0 

 
B 

 29/61 47.5  13/61 21.3  13/61 21.3  0 2/40 5.0  
 2/61 3.3  0 0 0 0 

 24/61 39.3  13/61 21.3  7/61 11.5  0 0 

 
C 

 30/118 25.4  14/118 11.9  12/113 10.6  3/95 3.2  0 
 1/118 0.8  0 1/113 0.9  0 0 

 39/118 33.1  25/118 21.2  9/113 8.0  1/95 1.1  1/80 1.3  

 
 

 14/36 38.9  3/36 8.3  9/34 26.5  1/31 3.2  0 
 0 0 0 0 0 

 9/36 25.0  5/36 13.9  3/34 8.8  1/31 3.2  0 
* 7 0 2  

 
Grade 3 4 3

A B C 13 10.7% 10
16.4% 6 5.1% 2 5.6% Grade 3 4

7.0 1 30 7.0 1 36 8.5 2 71 6.5 2 19
 

2
3 Grade 3 4 Grade 

3 4 7
8 10

 
 

 
1001 Grade 3

 
 
7.R.3.7

 
MedDRA SOC

PT  
1001 70 71
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70 10% 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 156 85.2  3 1.6   98 83.1  2 1.7  33 91.7  3 8.3  
  62 33.9  0  47 39.8  0 10 27.8  0 
  58 31.7  0  38 32.2  0 12 33.3  0 
  41 22.4  0  27 22.9  0 10 27.8  0 
  40 21.9  0  27 22.9  0 0 0 

  37 20.2  1 0.5   17 14.4  1 0.8   8 22.2  0 
  24 13.1  0 10 8.5  0  5 13.9  0 

  20 10.9  0  22 18.6  0 3 8.3  0 

 
17 9.3  0  12 10.2  0 3 8.3  0 

 15 8.2  0 10 8.5  0  5 13.9  0 
 14 7.7  0  6 5.1  0  4 11.1  0 
  7 3.8  0  2 1.7  0  4 11.1  0 

 
71 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
  2 1.1  0 1 2.8  

  2 1.1  0 0 
 0 0 1 2.8  

  2 1.1  0 0 

  2 1.1  0 0 
  2 1.1  2 1.7  0 

  2 1.1  0 0 
 0 1 0.8  0 

 0 1 0.8  0 
*  20 10.9  3 2.5  3 8.3  

  6 3.3  1 0.8  0 
  3 1.6  0 0 

  3 1.6  1 0.8  0 
  3 1.6  0 1 2.8  

  3 1.6  0 1 2.8  
  3 1.6  2 1.7  1 2.8  

  2 1.1  0 0 
*  6 3.3  1 0.8  0 

  2 1.1  0 0 
*  

 
1001 0.4 QW 0.8 Q2W

19.0 1 663 21.0 1 310 15.0 1 106
 

 
1001 1 2 2.2%

1
1001 1



61 

2 1003
 

66 44
42 69

 
 

 
GPRC5D

3.1 J Invest Dermatol. 2004;122: 565-73
 

 

 
 2

 
 

Grade 2

 
 

 
1001

 
 
7.R.3.8

 
MedDRA PT

MedDRA SMQ
 

 
69  42 9 8

7 6 5 4 3
2

1  
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1001 72 73
2%  

 

72 10% 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 152 83.1  3 1.6  99 83.9  5 4.2  31 86.1  0 
 94 51.4  0 56 47.5  0 23 63.9  0 
 36 19.7  0 31 26.3  0 0 0 
 9 4.9  0 5 4.2  0  6 16.7  0 
 58 31.7  0 38 32.2  0  7 19.4  0 
 39 21.3  0 25 21.2  3 2.5   6 16.7  0 

 30 16.4  1 0.5  8 6.8  0 3 8.3  0 
 21 11.5  0 16 13.6  0  5 13.9  0 

 
73 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
  2 1.1   1 0.8  0 

  1 0.5  0 0 
  1 0.5  0 0 

 0  1 0.8  0 

 
 1 0.5  0 0 

  1 0.5  0 0 
  1 0.5  0 0 

  1 0.5   3 2.5  0 
  1 0.5  0 0 
 0  3 2.5  0 

* 16 8.7  10 8.5   1 2.8  
  6 3.3   1 0.8  0 

  5 2.7   4 3.4   1 2.8  
  1 0.5   3 2.5  0 

* 2%  

 
1001 0.4 QW 0.8 Q2W

12.0 1 168 14.0 1 350 10.0 2 44
 

 
 

GPRC5D
1001

1001
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1001

 
 
7.R.3.9

 
MedDRA PT FTT

 
1001 0.4 QW 0.8 Q2W

75 41.0% Grade 3 4 2.2% 47 39.8%
Grade 3 7 5.9% 8 22.2% Grade 3 3

8.3%  
74

 
 

74 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
 2 1.1  1 0.8  0 

 2 1.1  1 0.8  0 
 5 2.7  3 2.5  0 

 5 2.7  3 2.5  0 
 7 3.8  2 1.7  0 

 7 3.8  2 1.7  0 

 
1001 0.4 QW 0.8 Q2W

48.0 3 540 54.0 6 576 64.5 7 128  
 

1001 Grade 3 14 6
42.9%  

 
 

 
1001 40%
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7.R.3.10  
γ

 
 

MedDRA SMQ

PT  
1001 75 76

 
 

75 5% 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

  35 19.1  14 7.7   15 12.7  6 5.1  3 8.3  1 2.8  
ALT   20 10.9   3 1.6  10 8.5  3 2.5  2 5.6  0 
GGT  17 9.3  11 6.0   8 6.8  3 2.5  0 0 
AST  16 8.7   4 2.2   9 7.6  2 1.7  2 5.6  0 

76 1001  

PT 

MedDRA ver.27.1  

%  
0.4 QW  0.8 Q2W   

183  118  36  
  2 1.1  0 0 

  2 1.1  0 0 
ALT   1 0.5  0 0 

  1 0.5  0 0 

  1 0.5  0 0 
  6 3.3  1 0.8  1 2.8  

ALT   3 1.6  1 0.8  0 
GGT   3 1.6  1 0.8  0 
AST   2 1.1  1 0.8  0 

  2 1.1  0 0 
  1 0.5  0 0 

 0 0  1 2.8  

1001 1003 Hy's law Guidance for industry, Drug-Induced Liver Injury: 
premarketing Clinical Evaluation, U.S. Department of Health and Human Services, Food and Drug Administration 
July 2009 Hy's law

1 1001 C
 

 
 γ

γ MedDRA PT γ
G
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γ 1001 0.4 QW 0.8 Q2W
10 5.5% γ Grade 3 0

6 5.1% γ Grade 3 0 3 8.3% γ
Grade 3 1 2.8% γ

γ γ γ
γ 1 0.5%

1001 0.4 QW 0.8 Q2W
IgG 500 mg/dL γ

5 6.3% 2 5.0% 1 6.7% IgG 500
mg/dL γ 9 7.5% 5

6.8% 3 15.8%

γ
γ γ

Ig Clin Lymphoma Myeloma Leuk 2021; 21: 
e470-6 1001 18 4 20

Ig Ig

1001

γ 1001
γ γ

7.R.4

CD38
3
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7.R.2 7.R.3

 
 

 
 CD38

3  
 

 
 
7.R.4.1  

70 71

MM  
 

 
 NCCN v.1.2025 CD38 PI IMiDs

4 MM 0.4 QW 0.8 Q2W
Category 2A72  

 NCI-PDQ 2024 11 26 MM
 

 
 

 Cancer: Principles & Practice of Oncology, 12th Edition PI IMiDs CD38
MM BCMA

 
 

 
IMiDs PI CD38 2

3.1 2024
IMiDs PI CD38

 
70  3.1 2024 2024 6

NCCN v.1.2025 ESMO Ann Oncol 2021; 32: 309-22 NCI-PDQ 
Plasma Cell Neoplasms (Including Multiple Myeloma) Treatment 2024 11 26

ESMO  
71  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

Williams Hematology  
72  NCCN
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MM
BCMA  

BCMA
 

IMiDs PI CD38 3
MM 1001 A

B C 7.R.2 7.R.3
1001 IMiDs PI CD38

3 MM
 

 
MM

 
IMiDs PI CD38 MM

CAR-T
BCMA

BCMA
T

GPRC5D BCMA T
MM

 
 

 

 
 
7.R.4.2  

 
1001 A IMiDs PI CD38

3 MM
7.R.2 7.R.3  

1001 B IMiDs PI CD38
T cell redirection therapy MM

7.R.2.1 A B
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73 T cell redirection therapy
 

T cell redirection therapy MM
74

MM  
 1001 A

7.R.2 7.R.3  
 T cell redirection therapy

 
 MM  

 

 
 

 
 CD38

3  
 

 
 

 
IMiDs PI CD38 3

MM
7.R.4.1 1001 A

B C

MM

MM
 

 
73  A B 10% Grade 3

32/122 26.2% 27/61 44.3% 5/122 4.1% 10/61
16.4% 10%
6/122 4.9% 11/61 18.0% 10%

 
74  1003 2 CAR-T 1  



69 

 
 

 
 CD38

3  
 

 
 

T cell redirection therapy
 

 
7.R.5  

 
 

 
1 2

1  
 

    

1  
 

1 0.01 mg/kg  
2 0.06 mg/kg 2 4  
 0.4 mg/kg 2 4  

  0.4 mg/kg 1  

 
    

2 1  
 

1 0.01 mg/kg  
2 0.06 mg/kg 2 4  
3 0.4 mg/kg 2 4  
 0.8 mg/kg 2 4  

  0.8 mg/kg 2  

 
 

  
 7

1 6 2 1 12
 

 CRS 1 3
 

 CRS ICANS  
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7.R.2 7.R.3

 
 

 
A B

 
A 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg

0.4 mg/kg 1  
B 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg 0.8 mg/kg

0.8 mg/kg 2  
 

 
  
 CRS 1 3

 
  

 

 
   

CRS 

Grade 1 2  

Grade 3  48
 

Grade 3 Grade 4  

ICANS 
Grade 1 2 3   
Grade 3 Grade 4  

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

 
 Grade  

 Grade 3 4 Grade 1  

 

500/μL  500/μL  

 1,000/μL
 

8 g/dL  8 g/dL  
25,000/μL  

25,000/μL
50,000/μL

 

25,000/μL
 

 Grade 1 2 1 2 1
4 1  

 Grade 3 4 Grade 1
 

CRS ICANS Grade ASTCT2019 CRS ICANS Grade NCI-CTCAE v4.03
 

 
 

CRS 1 3
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CRS
 

 

 
    

A  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

 
0.4 mg/kg  

5 35  0.4 mg/kg  
5 35 8 56

 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

B  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  3 0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

3 
0.4 mg/kg  

 

1 7  0.8 mg/kg  
1 7 5 35

 3 0.4 mg/kg  

5 35 8 56
 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

 
0.8 mg/kg  

5 35  0.8 mg/kg  
5 35 8 56

 3 0.4 mg/kg  

8 56  1 0.01 mg/kg  
1 3  

 
7.R.5.1  

 
 0.4 QW  
1001 A B

0.01 0.06 mg/kg 1 28 0.4 mg/kg
QW 0.4 QW  

 0.4 mg/kg  
 1001 0.405 mg/kg QW 19 DLT

 
 1001 75

76

77  

 
75  1 0.135 0.405 mg/kg QW 14 50%  
76  2 0.405 0.8 mg/kg QW 71.4 69.4%  
77  1 0.405 0.8 mg/kg QW 26.7 54.5%

20.0 45.5%  



72 

 1001 0.405 
mg/kg 0.4 mg/kg  

 0.01 mg/kg 2 4 0.06 0.4 mg/kg  
 CRS  
 1001 0.0015 mg/kg 0.01 mg/kg

CRS 0.01 mg/kg
 

 1001 0.01 mg/kg 2 0.045 mg/kg
CRS 1 0.01 mg/kg

2 0.06 mg/kg  
 1001 0.01 0.06 mg/kg 0.405 mg/kg QW

 
 CRS 2.0 CRS

2 4
 

 
1001 A B

0.4 QW 7.R.2 7.R.3 0.4 QW
 

 
 0.8 Q2W  
0.4 QW 1001

C 0.01 0.06 0.3 mg/kg
1 28 0.8 mg/kg Q2W 0.8 Q2W

 
 0.8 mg/kg  

 1001 0.8 Q2W 15 0.405 mg/kg 
QW 0.8 Q2W 1
DLT Grade 3

 
 1001 0.8 1.2 mg/kg Q2W

78

79  
 0.01 mg/kg 2 4 0.06 0.3 0.8 mg/kg  

 1001 0.405 mg/kg QW 0.8 QW
2 0.06 mg/kg 0.8 mg/kg

 
78  1 0.8 1.2 mg/kg Q2W 63.6 75.0%  
79  1 0.8 1.2 mg/kg Q2W 18.2

25.0%  
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CRS 0.06 mg/kg 6
80 0.3 mg/kg 3  

 1001 3 0.3 mg/kg
0.8 mg/kg QW 1.2 mg/kg Q2W  

 
1001 C 0.8 Q2W

7.R.2 7.R.3  
 

3 1001 C
1003 3 0.3 mg/kg

0.4 QW 3 0.4 mg/kg  
 PPK 3 0.3 0.4 mg/kg

CRS Cmax

CRS
 

 0.01 0.06 mg/kg 3 0.4 mg/kg
1001 A B

 
 

1001 C 3 0.4 mg/kg
0.8 Q2W  

1001 0.8 Q2W
0.4 QW 0.8 Q2W 81 82

0.8 Q2W 1003
3 0.8 Q2W 7.1.1.1 7.R.3.1

0.8 Q2W  
 

 0.4 QW 0.8 Q2W 2  
0.4 QW 0.8 Q2W 2

2

 
 

80  6 CRS
 

81  A 0.4 QW 0.8 Q2W 101 C
95%CI % 69.3 59.3, 78.1 69.5 60.3, 77.6  

82  A 0.4 QW 0.8 Q2W 101 C
10% COVID-19 7/101 6.9% 23/118

19.5% 10% Grade 3
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1001 0.4 QW 5
0.8 Q2W 10 16 4

20 1003 0.4 QW
5 0.8 Q2W 12 4

20
0.4 QW 1001 A B 1003 2

37/188 5 6 5
0.8 Q2W 1001

C 1003 3 16/124 10 11
12 13 10 11

0.4 QW 0.8 Q2W 6 12
0.4 QW

6 0.8 Q2W 12

1001 1003 0.4 Q4W 0.01 mg/kg
2 0.06 mg/kg 3 0.4 mg/kg 0.8 Q2W 0.01 mg/kg 2

0.06 mg/kg 3 0.3 mg/kg 4 0.8 mg/kg
7.R.3.2

1 3

A 6 B
12 1 2

7

A B

A 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg
0.4 mg/kg 1



75 

B 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg 0.8 mg/kg
0.8 mg/kg 2  

 
 

  
 CRS 1 3

 
 
7.R.5.2  

83  
1001

 
 1001 Grade 

3 Grade 1
Grade Grade 

 
 1001 Grade 4

8 g/dL Grade 3  
 1001

Grade 3
Grade 1

7.R.3.8 Grade
1 2 1

2 1 4 1 84  
 1001

Grade 1

Grade 3 Grade 1
 

 ICANS 1001 Grade 2 Grade 3 ICANS

 
83  Grade 2 Grade 3 CRS ICANS

 
84  1001

10 13 5 3 2
QW Q2W 7 Q2W Q4W 4 5
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Grade ICANS MedDRA PT
85

Grade 3 Grade 1  
 1001 Grade 4

Grade 3
1001

Grade 3
Grade 1  

 
7.R.3.4  

 Grade 1 2 3 ICANS

 
 

 
 1001

86

1001
87  

 
 

 

 
 

 
  

 

 
85  1001 ICANS Grade 3 0.4 QW 7 3.8%

3 1 0.8 Q2W 7 5.9% 2
1  

86  0.405 mg/kg QW 5/30 0.8 mg/kg Q2W 1/25
 

87  1001 A 1/122 0.8% B 0
C 3/109 2.8% 0  
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CRS

Grade 1 2

Grade 3 48

Grade 3 Grade 4

ICANS
Grade 1 2 3
Grade 3 Grade 4

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

Grade
Grade 3 4 Grade 1

500/μL 500/μL
1,000/μL

8 g/dL 8 g/dL
25,000/μL
25,000/μL 50,000/μL 25,000/μL

Grade
1

2 1 2 1 4 1

Grade 3 4 Grade 1

CRS ICANS Grade ASTCT2019 CRS ICANS Grade NCI-CTCAE v4.03

7.R.5.3

1001

1 0.01 mg/kg 7
0.01 mg/kg 2 0.06 mg/kg 8 28

2 0.06 mg/kg 1001
28

1001 35
16 20

1001 0.4 QW A B
0.8 Q2W C 0.01 0.06 0.4 mg/kg

0.01 0.06 0.3 0.8 mg/kg
CRS 77 78 79
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77 1001 0.4 QW  
CRS  

   CRS * 

0.01 mg/kg 
2 7  9  0.06 mg/kg 9  5 5 0 0  
7  0     

0.06 mg/kg 
2 7  40  0.4 mg/kg 40  12 10 2 0  
7 28  3  0.4 mg/kg 3  1 1 0 0  
28  4  0.06 mg/kg 4  0  

0.4 mg/kg 

7 35   362   

0.06 mg/kg 5  0  
0.2 mg/kg 1  1 1 0 0  
0.4 mg/kg 347  4 4 0 0  
0.8 mg/kg 9  0  

35 56  8  0.06 mg/kg 4  0  
0.4 mg/kg 4  0  

56  2  0.01 mg/kg 1  0  
0.06 mg/kg 1  0  

* Grade 1 Grade 2 Grade 3  

 
78 1001 0.4 QW  

CRS  
   CRS * 

0.01 mg/kg 
2 7  4  0.06 mg/kg 4  1 1 0 0  
7  0     

0.06 mg/kg 

2 7  4  0.4 mg/kg 4  1 1 0 0  

7 28   3   
0.06 mg/kg 1  0  
0.4 mg/kg 2  2 2 0 0  

28  0     

0.4 mg/kg 
7 35   48   0.4 mg/kg 2  2 2 0 0  
35 56  1  0.06 mg/kg 1  0  
56  0     

* Grade 1 Grade 2 Grade 3  

 



79 

79 1001 0.8 Q2W  
CRS  

   CRS * 

0.01 mg/kg 
2 7  2  0.06 mg/kg 2  2 1 1 0  
7  0     

0.06 mg/kg 
2 7  10  0.3 mg/kg 8  2 2 0 0  

0.4 mg/kg 2  0  
7 28  2  0.06 mg/kg 2  1 1 0 0  
28  0     

0.3 mg/kg 
7 35   4   

0.3 mg/kg 1  0  
0.8 mg/kg 3  0  

35 56  1  0.3 mg/kg 1  0  
56  1  0.01 mg/kg 1  0  

0.8 mg/kg 

14 35   172   

0.06 mg/kg 1  0  
0.3 mg/kg 1  0  
0.4 mg/kg 1  0  
0.8 mg/kg 169  5 5 0 0  

35 56  7   

0.06 mg/kg 3  0  
0.3 mg/kg 1  0  
0.4 mg/kg 1  0  
0.8 mg/kg 2  0  

56  4  
0.06 mg/kg 2  0  
0.3 mg/kg 1  0  
0.8 mg/kg 1  1  

 
1001 CRS

Grade 1 2
 

 

0.4 QW  
   

1 
0.01 mg/kg  7  1 0.01 mg/kg  

2 
0.06 mg/kg  

8 28  2 0.06 mg/kg  
28  1 0.01 mg/kg  

 
0.4 mg/kg  

8 35  0.4 mg/kg  
36 56  2 0.06 mg/kg  

56  1 0.01 mg/kg  

 
0.8 Q2W  

   
1 

0.01 mg/kg  7  1 0.01 mg/kg  

2 
0.06 mg/kg  

8 28  2 0.06 mg/kg  
28  1 0.01 mg/kg  

3 
0.4 mg/kg  

8 35  3 0.4 mg/kg  
36 56  2 0.06 mg/kg  

56  1 0.01 mg/kg  

 
0.8 mg/kg  

14 35  0.8 mg/kg  
36 56  3 0.4 mg/kg  

56  1 0.01 mg/kg  
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1001 Grade 1 CRS
Grade 2 CRS

2
Grade 1 CRS CRS

CRS Grade
1 8

Grade 2 CRS Grade 2 CRS
 

CRS
 

 
 

 
 

 
 

CRS 1 3
CRS
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A  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

 
0.4 mg/kg  

5 35  0.4 mg/kg  
5 35 8 56

 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

B  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  3 0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

3 
0.4 mg/kg  

 

1 7  0.8 mg/kg  
1 7 5 35

 3 0.4 mg/kg  

5 35 8 56
 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

 
0.8 mg/kg  

5 35  0.8 mg/kg  
5 35 8 56

 3 0.4 mg/kg  

8 56  1 0.01 mg/kg  
1 3  

 
7.R.5.4

 

 
 

 
 
7.R.6 RMP  

24 4 11 0411 1
0411 2 4 3 18

0318 2 0318 1 RMP  
6.R.1 7.R.3

RMP 80
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80 RMP  
 

   
 CRS 
 ICANS  
  
  

  
  

 

 
 

 
7.R.7  

  
 

 
 

  
CRS

ICANS 7.R.3  
CRS ICANS

CRS
88

CRS ICANS
 

 
 

  
7.R.3

 
 ICANS

 
 ICANS ICANS

ICANS
 

 
88  24  



83 

 
  
CRS ICANS

CRS
ICANS

CRS ICANS CRS
ICANS

RMP  
 
7.2  

7.1
89  

 
7.2.1 1003  

1 4/4 100%
2 5/5 100% 3 6/6 100%

30% 2
50.0% 3 60.0%

CRS 2 40.0% CRS
5 83.3% 4 66.7% 3 50.0%

2 33.3%  
1/4 25.0% 1/5 20.0%

1 25.0% 1 20.0%
1  

 
 
7.2.2 1001  
7.2.2.1 1  

97/102
95.1% 88/93 94.6% 30%

59 57.8% 54 52.9% CRS 50 49.0% 47
46.1% 39 38.2% 38 37.3% 37 36.3%

36 35.3% 34 33.3% 32 31.4% CRS
68 73.1% 56 60.2% 50 53.8% 45 48.4%

43 46.2% 38 40.9% 33 35.5%
 

89  1001 A B C 2024 9 10
2024 5 6  
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32 34.4% 30 32.3% 29 31.2%
28 30.1%  

38/102 37.3% 48/93 51.6%
CRS 8 7.8% 4 3.9%

3 2.9% 2 2.0%
CRS 11 11.8% 6 6.5% 4 4.3%

3 3.2%
2 2.2% CRS 8 2 1 CRS 11

4 1  
4/102 3.9% 8/93 8.6%

 
 
7.2.2.2 2  

0.405 mg/kg QW 18/18
100% 0.8 Q2W 24/24 100% 30%

CRS 13 72.2% 11 61.1%
9 50.0% 8 44.4% 7 38.9%

6 33.3% CRS 19 79.2% 15 62.5%
13 54.2% 11 45.8%

10 41.7% ALT 9 37.5%
8 33.3%  

8/18 44.4% 11/24 45.8%
 

1/24 4.2%
1 4.2%  

 
7.2.2.2  

A 122/122
100% B 60/61 98.4% C 116/118 98.3%

36/36 100%  
20% CRS 96 78.7% 57 46.7%

53 43.4% 51 41.8% 50 41.0% 39 32.0%
36 29.5% 33 27.0% 32 26.2%

30 24.6% 29 23.8% 28 23.0%
27 22.1% 26 21.3% 25 20.5%

CRS 45 73.8% 37 60.7% 30 49.2% 29
47.5% 28 45.9% 26 42.6% 25 41.0%

24 39.3% 20 32.8% 19 31.1% 18
29.5% 17 27.9% 16 26.2% 15

24.6% 14 23.0% 13 21.3%



85 

CRS 87 73.7% 56 47.5% 49 41.5% 47
39.8% 39 33.1% 38 32.2% COVID-19 36

30.5% 35 29.7% 34 28.8% 33 28.0% 32 27.1%
31 26.3% 30 25.4% 29 24.6% 28

23.7% 27 22.9% 26 22.0% 25 21.2%
24 20.3% CRS 27 75.0% 23 63.9% 17 47.2%

16 44.4% 14 38.9% 12 33.3%
C- 10 27.8% 9 25.0%

8 22.2%  
71/122 58.2% 32/61 52.5% 70/118 59.3%

14/36 38.9% CRS 23
18.9% 8 6.6% ICANS 5 4.1% 3 2.5%

COVID-19
2 1.6% CRS 6 9.8% 2 3.3% CRS 13 11.0%
7 5.9% COVID-19 6 5.1% COVID-19 ICANS 4 3.4% RS

2 1.7%
3 8.3% CRS 2 5.6%
CRS 23 ICANS 5 2 1 CRS 6 1 CRS 13
ICANS 4 2 COVID-19 RS 1

CRS 2  
8/122 6.6% 3/61 4.9% 12/118

10.2% 1/36 2.8%
ICANS 2 1.6% 3 2.5%

ICANS 2 3
 

 
8.  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.2.1-3 GCP
 

 
9. 1  

MM



86 

T CD3 MM
GPRC5D GPRC5D

T
MM

 

 
 

 
  



87 

2  
 

7 5 19  
 

 
 3 mg 40 mg 
  
  
 6 11 20  

 
 

 
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2 IMiDs
PI CD38 3

MM  
 MM 1001

IMWG IRC 95%CI %
A B 73.0 64.2, 80.6 89/122 64.7 46.5, 80.3 22/34

 
 1001 C IMWG IRC

95%CI % 72.5 63.1, 80.6 79/109
95%CI

A B  
 1001 IMWG IRC

95%CI % 77.8 60.8, 89.9 28/36
A

MM
MM  
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1.2  
1 7.R.3
CRS ICANS

 

 
 

 
 
1.3  

1 7.R.4

 
 

 
 CD38

3  
 

 
 

 
 

 
 
1.4  

1 7.R.5
 

 
A B  

A 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg
0.4 mg/kg 1  

B 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg 0.8 mg/kg
0.8 mg/kg 2  
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 CRS 1 3
 

  
 

 
   

CRS 

Grade 1 2  

Grade 3  48
 

Grade 3 Grade 4  

ICANS 
Grade 1 2 3   
Grade 3 Grade 4  

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

 
 Grade  

 Grade 3 4 Grade 1  

 

500/μL  500/μL  

 1,000/μL
 

8 g/dL  8 g/dL  
25,000/μL  

25,000/μL
50,000/μL

 

25,000/μL
 

 Grade 1 2 1 2 1 4
1  

 Grade 3 4 Grade 1
 

CRS ICANS Grade ASTCT2019 CRS ICANS Grade NCI-CTCAE v4.03
 

 
 

CRS 1 3
CRS
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A  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

 
0.4 mg/kg  

5 35  0.4 mg/kg  
5 35 8 56

 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

B  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  3 0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

3 
0.4 mg/kg  

 

1 7  0.8 mg/kg  
1 7 5 35

 3 0.4 mg/kg  

5 35 8 56
 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

 
0.8 mg/kg  

5 35  0.8 mg/kg  
5 35 8 56

 3 0.4 mg/kg  

8 56  1 0.01 mg/kg  
1 3  

 
 

 

 
 
1.5 RMP  

1 7.R.6 RMP
RMP 81

 
 

81 RMP  
 

      
 CRS 
 ICANS  
  
  

  
  

 

  
  

 
1 7.R.7

MM
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CRS ICANS

CRS ICANS
CRS ICANS

1 7.R.7  
 

 
 

 
 

 
 1001

100 52  
 

 

 
RMP 82 83

 
 

82 RMP  
 

   
  
 MM
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83  

  
  
 MM  
 52  

 100  

 
 

 

 
2.  

10  
 

 

 
 

A B  
A 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg

0.4 mg/kg 1  
B 1 0.01 mg/kg 2 4 0.06 mg/kg 0.4 mg/kg 0.8 mg/kg

0.8 mg/kg 2  
 

    
1.  
2. 

 
1. 

 
2. 
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3. 

 
 

 
 

 
 

1. CD38
3  

2. 
 

 
 

1.  
2. CRS 1 3

 
3.  

 

 
   

CRS 

Grade 1 2  

Grade 3  48
 

Grade 3 Grade 4  

ICANS 
Grade 1 2 3   
Grade 3 Grade 4  

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

  Grade  
 Grade 3 4 Grade 1  

 

500/μL  500/μL  

 1,000/μL
 

8 g/dL  8 g/dL  
25,000/μL  

25,000/μL
50,000/μL

 

25,000/μL
 

 Grade 1 2 1 2 1
4 1  

 Grade 3 4 Grade 1
 

CRS ICANS Grade ASTCT2019 CRS ICANS Grade NCI-CTCAE v4.03
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4. 
CRS 1

3 CRS
 

 

 
    

A  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

 
0.4 mg/kg  

5 35  0.4 mg/kg  
5 35 8 56

 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

B  

1 
0.01 mg/kg  

1 7  2 0.06 mg/kg  
1 7  1 0.01 mg/kg  

2 
0.06 mg/kg  

1 7  3 0.4 mg/kg  
1 7 4 28

 2 0.06 mg/kg  

4 28  1 0.01 mg/kg  

3 
0.4 mg/kg  

 

1 7  0.8 mg/kg  
1 7 5 35

 3 0.4 mg/kg  

5 35 8 56
 2 0.06 mg/kg  

8 56  1 0.01 mg/kg  

 
0.8 mg/kg  

5 35  0.8 mg/kg  
5 35 8 56

 3 0.4 mg/kg  

8 56  1 0.01 mg/kg  
1 3  

 
 



i 

 
 

 
   

ADA anti-drug antibody  
ALT alanine aminotransferase  
AST aspartate aminotransferase 

 
ASTCT American Society for Transplantation and 

Cellular Therapy 
 

AUC area under concentration-time curve  
AUCday 1-8 AUC from day 1 to day 8 1 8 AUC
AUCday 22-23 AUC from day 22 to day 23 22 23 AUC
AUCday 22-24 AUC from day 22 to day 24 22 24 AUC
AUCday 22-29 AUC from day 22 to day 29 22 29 AUC
AUC0-inf AUC from time zero to infinity 0

AUC 
AUC0-last AUC from time zero to the last measureable 

time 
0

AUC 
AUCtau AUC over the dosing interval AUC 
BA bioavailability  
BCMA B-cell maturation antigen B  
BLQ below the lower limit of quantification  
Cave average serum concentration  
Cave, ss average serum concentration at steady state Cave 
Cave, 4weeks average concentration during the dosing 

period of 4 weeks 
4  

CAR-T chimeric antigen receptor T-cell T  
CD cluster of differentiation  
CE-SDS Capillary electrophoresis sodium 

dodecyl sulphate 
SDS  

CFSE carboxyfluorescein succinimidyl ester 
 

CHO  chinese hamster ovary cells  
CI confidence interval  
CL total body clearance  
CL0 clearance at time 0  
CLcr creatinine clearance  
CLPCT fraction clearance at steady state described 

by the time-independent clearance 
component  

Cmax maximum concentration  
Cmax, ss maximum concentration at steady state Cmax 
COVID-19 coronavirus disease SARS-CoV-2  
CPP critical process parameter  
CQA Critical quality attribute  
CR complete response  
CRS cytokine release syndrome  
Ctrough trough concentration  
Ctrough, ss trough concentration at steady state Ctrough 



ii 

   
CYP cytochrome P450 P450 
DEX dexamethasone  
DLT dose limiting toxicity  
DNA deoxyribonucleic acid  
ECL electrochemiluminescence  
EEPCB Extended end of production cell bank 

 
eGFR estimated glomerular filtration rate  
ELISA enzyme-linked immunosorbent assay  
ESMO European Society for Medical Oncology  
FcRn neonatal Fc receptor Fc  
FcγR Fcγ receptor Fcγ  
FLC free light chain L  
GGT gamma-glutamyltransferase γ-  
GPRC5D  G C 

5 D 
HCP Host cell protein  
HLH hemophagocytic lymphohistiocytosis  
ICANS immune effector cell-associated 

neurotoxicity syndrome  
ICH International Council for Harmonisation of 

Technical Requirements of Pharmaceuticals 
for Human Use 

 

ICH Q5A R2
 

 

7 1
9 0109 3  

ICH Q5B
 

 DNA

10 1 6
3  

ICH-Q5D
 

 

12 7 14 873
 

ICH-Q5E
 

 

17 4 26
0426001  

IEC Ion exchange chromatography  
IFN-γ interferon gamma -γ 
Ig Immunoglobulin  
IHC immunohistochemistry  
IL interleukin  
ILD interstitial lung disease  
IMiDs immunomodulatory drugs  



iii 

   
IMWG International Myeloma Working Group  
IRC Independent Review Committee  
ISH in situ hybridization in situ  
ISS International Staging System  
KD dissociation constant  
KDES first-order rate coefficient of the time-

dependent clearance  
MCB Master cell bank  
2-MEA 2-mercaptoethylamine 2-  
MedDRA Medical Dictionary for Regulatory Activities ICH  
MM multiple myeloma  
mPSL methylprednisolone  
MR minimal response  
MTD maximum tolerated dose  
NCCN National Comprehensive Cancer Network  
NCCN

 
National Comprehensive Cancer Network 
Clinical Practice Guidelines in Oncology, 
Multiple Myeloma 

 

NCI-ODWG National Cancer Institute Organ Dysfunction 
Working Group 

 

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

 

NCI-PDQ National Cancer Institute-Physician Data 
Query 

 

NE not evaluable  
NFAT nuclear factor of activated T cells T  
NK  natural killer cell  
NK T  natural killer T cell T  
NOD/SCID

 
non-obese diabetic/severe combined 
immunodeficiency mouse 

/
 

NZW New Zealand White  
OS overall survival  
PBMC peripheral blood mononuclear cell  
PBPK physiologically based pharmacokinetics  
PBS phosphate buffered saline  
PD progressive disease  
PI proteasome inhibitor  
PK pharmacokinetics  
PPK population pharmacokinetics  
PR partial response  
PT preferred term  
QT QT interval QT  
QTc QT interval corrected QT  
QTcF Fridericia-corrected QT interval Fridericia QT  
ΔQTcF change in Fridericia-corrected QT interval Fridericia QT

 
QW quaque 1 week 1 1  
0.4 QW  0.4 mg/kg QW 
Q2W quaque 2 weeks 2 1  
0.8 Q2W  0.8 mg/kg Q2W 



iv 

   
Q4W quaque 4 weeks 4 1  
RMP Risk Management Plan  

RP-HPLC Reversed phase-high performance liquid 
chromatography  

sCR stringent complete response  
SD stable disease  
SEC Size exclusion chromatography  
SMQ Standardised MedDRA Queries MedDRA  
SOC system organ class  
t1/2 elimination half-life  
T cell redirection 
therapy  CAR-T T

 
TCR T cell receptor T  
tmax time to reach maximum concentration  
TNF-α tumor necrosis factor-α -α 
V1 central volume of distribution  
Vz volume of distribution in the terminal phase  
VGPR very good partial response  
WCB Working cell bank  

   
    

1001   64407564MMY1001  
1003   64407564MMY1003  

   
   

TCZ   
   

 




