
 
 



 

 

 
 

3 7 14  
 

 
 

 
 

 
 

 
 

 
3 6 14  

1 15 mL 1,800 mg
30,000  

4 6  
R2 493 2 11 25

1125 9  
 

 
 

DCyBorD AL
 

 
 

 
1  
2 AL  

 
 

 
1  

1 15 mL
1,800 mg 30,000 2,000

/mL A B
 

A 1 2 4  



 

2 
 

B 1 3 4  
2 AL  

1 15 mL
1,800 mg 30,000 2,000 /mL

 
1 2 4  
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1  

 
3 6 21  

 

 
 

 
 

3 mg 
100 mg 500 mg 50 mg 

0.5 mg 4 mg 
 

 
 

 
 

 
 

 
 

 
3 6 14  
2 11 30  

2 12 18  
2 12 11  

 
1 15 mL 1,800 mg

30,000  
1 3 mg  
1 106.9 mg 534.5 mg 100 mg

500 mg  
1 53.45 mg 50 mg

 
1 0.5 mg 4 mg  
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1  
2 AL  

 
3 mg  

1  
2  
3  
4 AL  

 
100 mg 500 mg  

1  

 
 

 
2  

 
3  
4  

Fanconi Wiskott-Aldrich Hunter
 

5 T  
6 AL  
76  

 
 

 
1  

 
 

 

 
2 AL  
32  
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43

 
 

0.5 mg 4 mg  

ACTH  

 

 
 

 

 
 

 
 

 

 

 

 

 

 
 

 
 



 

4 
_ _  

 
 

 
 

 

IgA

Senear-Usher

 

 

 
 

 
AL  

 

 
 

 
 

 
1  
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1 15 mL
1,800 mg 30,000 2,000

/mL A B
 

A 1 2 4  
B 1 3 4  
2 AL  

1 1,800 mg
30,000 2,000 /mL

 
1 2 4  

 
3 mg  

1  
1 1 1.3 mg/m2 A B

72  
A  

2 2 1 4 8 11 10
12 21 3 1 2 8 3

9 1 2 1 8 13 9 21 3
1 18 1

 
B  

2 2 1 4 8 11 10 12 21 3 1
8

1 4 1 8 15 22 13
23 35 5 1  

2  
1 1 1.3 mg/m2

1 4 8 11 10 12 21 3 1
6 6 8

72
 

3  
1 1 1.3 mg/m2 1 4 8 11

10 12 21 3 1
72  

4 AL  



 

6 
_ _  

1 1 1.3 mg/m2 1
8 15 22 28 1 6

 
 

100 mg 500 mg  
1  

1  
1 1 100 mg

1 200 mg  
3,000 8,000 mg

2 3 1/2
 

300 500 mg 1 2  
 

1 200 1,000 mg
1 1,000 2,000 mg  

 
2  

 
1 1 750 mg/m2

 
 

 
2  

1
1 1 600 mg/m2 20

1 4  
 

2
1 1 600 mg/m2 20

1 4 6  
 

3
1 1 500 mg/m2

20 1 4 6  
 

 
3  
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1 1 750 mg/m2 20
1  

 
 
4  

1  
1 1 60 mg/kg 2 3

2  
2  

1 1 50 mg/kg 2 3
4  

3  
1 1 50 mg/kg 2 3

4  
4 Wiskott-Aldrich Hunter

 
1 1 50 mg/kg 2 3

4 1 1 60 mg/kg 2 3 2
Fanconi

40 mg/kg 5 10 mg/kg 4
 

 
5 T  

 
 

6 AL  
1 300 mg/m2

1 500 mg  
 
76  

1 1 500 1000 mg/m2

4  
1 1 500 mg/m2

4  
 

50 mg  
1  

1  
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1 100 200 mg
 

2  
 

 
2 AL  

1 300 mg/m2

1 500 mg  
 
32  

1 50 100 mg
 

 
43  

1 50 100 mg 8 12
 

1 2 3 mg/kg 8 12
1 100 mg

300 mg/kg  
 

0.5 mg 4 mg  
1 0.5 8 mg 1 4  

 
 

1 4 20 mg 1 2  
1 20 mg  

 
AL

1 40 mg 1 8 15 22 28 1 6
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1.  
AL M L

2018 2020 5 Blood 2017; 129: 2111-
9  

AL
AL 2010

ASCT
 

DAR CD38 IgG1
DAR CD38 CDC

ADCC MM
AL DAR

100 mg 400 mg 2017 9
2019 8

DAR rHuPH20 1 DAR-SC
2021 3

 
CPA CPA

DNA DNA
MM AL

 
BOR BOR 26S

26S
NF-κB MM AL

 
DEX DEX

MM
AL  

CPA BOR DEX CyBorD AL
1 NCCN v1.2020 Br J Haematol 

2015; 168: 186-206 CyBorD
2018 2020 5 Int J Hematol 

2015; 101: 133-9 AL III
CyBorD DAR-SC DCyBorD

 

                                                        
1 DAR  
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DAR-SC 2021 6 AL
CPA BOR DEX AL

3 mg AL 2 11 25
R2 493 R2 494  

 
2.  

 
 
3.  
3.1  

AL
DAR-SC CPA BOR DEX2 MM MM

AL Clin Exp Nephrol. 2012; 16: 659-71
 

 
4.  

 
 
5.  

CPA
50 mg BOR

3 mg
DAR-SC CPA BOR DEX

 
 
6.  
6.1  

DAR-SC DAR ECL
0.2 μg/mL DAR rHuPH20

ECL 24.42 ng/mL 1.4 ng/mL rHuPH20
52.4 53.2 ng/mL

DAR-SC
 

                                                        
2 DEX  
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DAR-SC rHuPH20
DAR-SC 3 2 2

rHuPH20  
CPA BOR DEX

DAR
CPA BOR DEX DAR

III AMY3001 CPA BOR DEX
 

 
6.2  
6.2.1 III CTD 5.3.5.1.1-1 AMY3001 2017 10 2020 2 14

 
AL DAR-SC DAR

 
DAR-SC 1 28 1 2 1 3

6 2 1 7 4 1
7.1  
DAR 1

 
 

1 AL DAR-SC DAR μg/mL  

 
  

 DAR   DAR  
1 4  159 149±58.7 11 159±64.9 

1 8  163 151±47.3 11 163±47.0 
2 1  155 412±149 11 492±177 
3 1  150 597±232 10 669±270 

3 4  129 708±280 10 839±329 
7 1  115 478±274 8 530±366 
12 1  69 273±183 3 303±205 

 
 

DAR-SC DAR 182 15
DAR DAR-SC rHuPH20

181 15 rHuPH20 11
0  

 
6.2.2 CTD 5.3.3.5.1  

III AMY3001 DAR 211 1,224

NONMEM Version 7.4 DAR 1
1-  
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DAR-SC 3 CL/F V/F
ALP

 
DAR-SC DAR t1/2

CV% 27.5 74.0%  
 
6.R  

 
 

7.  
III 1 2  

 
2  

    
   

 a)  

Ⅲ
 

AMY3001 
 AL

 

 
 
 

DAR-SC 
24  

CPA 
BOR 
DEX 

6  
 

1  
4  

 

Safety run-in  
DCyBorD  

28 0  
 

 
DCyBorD  

195 15  
CyBorD  

193 13  
 

DAR-SC DCyBorD  
=DAR 1,800 mg/  

rHuPH20 30,000 /  
1 2 1 /  
3 6 1 /2  
7 1 /4  

 
CPA b) 

300 mg/m2/ 1 /
 

 
BOR c) 

1.3 mg/m2/ 1 /  
 

DEX d) 
40 mg/ 1 /  

 

CR  e) %  

a DCyBorD Safety run-in  
b 500 mg/  
c  
d DAR-SC DAR-SC 20 mg DAR-SC

3 6 day8 day22 70 18.5

20 mg/ 1 /  
e FLC M

FLC involved iFLC FLC
Leukemia 2020; 34: 1472-5  

 

                                                        
3 ALP

ECOG rHuPH20 rHuPH20
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7.1 III CTD 5.3.5.1.1-1  AMY3001 2017 10 2020 2 14
4 2021 6  
AL 3 360 5 DCyBorD

22 140  
 

3  
 

AL 6

 
1 4  

AL  
18  

 
MM  

stage IIIb NT-proBNP>8500 pg/mL 5 NYHA
IIIB IV 6  

AL  
6  

 
4 NCCN  v.1 2016  

 
12 mm

NT-ProBNP
332 pg/mL  

 24 0.5 g/  

 total liver span 15 cm
1.5  

  
 

  

  
X  

 

 
 

 
 

 
 

 
 

5 Mayo Clinic Cardiac Staging System  
 

NT-proBNP > 332 pg/mL 
Hs-cTnT > 54 pg/mL 

  
Stage I NT-proBNP Hs-cTnT  
Stage II NT-proBNP Hs-cTnT  

Stage IIIa NT-proBNP Hs-cTnT  
NT-proBNP≤8,500 pg/mL 

Stage IIIb NT-proBNP Hs-cTnT  
NT-proBNP>8,500 pg/mL 

 
  

                                                        
4  
5 CyBorD CR 25% DCyBorD CR 40% 5%

85%  
6 M 5 g/L 50 mg/L κ/λ involved uninvolved dFLC

50 mg/L  
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6 NYHA  

   a) 

I 
 

 
 

II 

 
 

 

 

IIIA 
 

 
 

IIIB 

 
 

 

 

IV 

 
 

 
 

 

a X  
 

AL DCyBorD
Safety run-in 10 10 1

DCyBorD  
1 4 DCyBorD DAR-SC 1 2 1 /

3 6 1 /2 7 1 /4 5
6 1 CPA 300 mg/m2 BOR 1.3 mg/m2

DEX 40 mg CyBorD CPA BOR DEX
6 DCyBorD  

Safety run-in 28 0 28
388 DCyBorD 195 15 CyBorD 193 13

381 DCyBorD 193 CyBorD 188
388 Intent-to treat ITT ITT 381

ITT  
Safety run-in 46.4% 13/28

ASCT 32.1% 9 21.2 0.2
23.7 4

DCyBorD 26.9% 52/193 CyBorD 36.2% 68/188
DCyBorD 10.4% 20 CyBorD 7.3% 14 ASCT DCyBorD

2.6% 5 CyBorD 12.2% 23 DCyBorD 4.1% 8 CyBorD 4.3%
8 DCyBorD 9.6 0.03 21.2 CyBorD
5.3 0.03 7.3  4

DCyBorD 6.7% 1/15 CyBorD 30.8% 4/13
DCyBorD 6.7% 1 CyBorD 0% 0 MOD-PFS

DCyBorD 0% 0 CyBorD 7.7% 1
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CR 7 6
7 DCyBorD CR 53.3% CyBorD 18.1%

CyBorD DAR-SC DCyBorD
p 0.0001 α=0.04999 Cochran-Mantel-Haenszel

7.R.2.1  
 

7 ITT  
 DCyBorD 195  CyBorD 193  

CR   

95% a) 

53.3% 104  
46.1, 60.5  

18.1% 35  
13.0, 24.3  

95%  b) 5.13 3.22, 8.16  
p  b) 0.0001 

5% α=0.0001 α=0.04999 
a Clopper-Pearson  
b I II IIIa 60 mL/min

60 mL/min Cochran-Mantel-Haenszel  
 

30
Safety run-in

28 42.9% 12 96.4% 27
2 10.7% 3

7.1% 2 6 2
1 3

1  
DCyBorD 97.9% 189/193 CyBorD

98.4% 185/188 DCyBorD 100% 15/15
CyBorD 92.3% 12/13 10%

2 8   

                                                        
7 FLC M

FLC involved iFLC FLC Leukemia 
2020; 34: 1472-5  
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8 10% 2  
 

 
  

DCyBorD
193  

CyBorD
188  

DCyBorD
15  

CyBorD
13  

 97.9 189  98.4 185  100 15  92.3 12  
 35.8 69  36.2 68  13.3 2  15.4 2  

 35.8 69  30.3 57  33.3 5  38.5 5  
 34.2 66  28.7 54  60.0 9  38.5 5  

 31.1 60  19.7 37  6.7 1  0 0  
 26.9 52  28.2 53  0 0  15.4 2  
 26.9 52  27.7 52  20.0 3  23.1 3  

 25.9 50  11.2 21  6.7 1  0 0  
 24.4 47  23.4 44  6.7 1  15.4 2  

 23.8 46  25.0 47  33.3 5  15.4 2  
 22.8 44  17.0 32  0 0  7.7 1  

 18.7 36  14.9 28  40.0 6  46.2 6  
 17.1 33  11.7 22  13.3 2  7.7 1  

 16.6 32  10.1 19  0 0  7.7 1  
 16.1 31  10.6 20  0 0  0 0  

 15.0 29  13.8 26  0 0  0 0  
 14.0 27  11.2 21  0 0  0 0  

 13.5 26  11.2 21  33.3 5  7.7 1  
 13.0 25  8.5 16  33.3 5  15.4 2  
 13.0 25  9.6 18  0 0  0 0  

 12.4 24  14.9 28  13.3 2  7.7 1  
 11.9 23  5.9 11  6.7 1  0 0  

 10.9 21  6.4 12  6.7 1  7.7 1  
 10.9 21  6.4 12  20.0 3  7.7 1  

 10.4 20  4.8 9  13.3 2  0 0  
 9.8 19  12.2 23  20.0 3  30.8 4  
 9.8 19  5.9 11  26.7 4  7.7 1  

 9.3 18  11.2 21  20.0 3  23.1 3  
ALT  9.3 18  5.3 10  26.7 4  7.7 1  

 8.8 17  8.5 16  6.7 1  15.4 2  
 8.8 17  6.9 13  20.0 3  7.7 1  

 8.3 16  5.3 10  13.3 2  15.4 2  
AST  8.3 16  4.3 8  13.3 2  7.7 1  

γGTP  6.2 12  5.9 11  13.3 2  0 0  
 6.2 12  2.7 5  13.3 2  15.4 2  

 5.7 11  3.7 7  13.3 2  0 0  
 5.7 11  3.2 6  13.3 2  0 0  
 5.2 10  6.4 12  13.3 2  0 0  

 4.1 8  5.9 11  13.3 2  7.7 1  
 3.6 7  2.7 5  13.3 2  7.7 1  

 3.6 7  1.1 2  13.3 2  0 0  
 1.0 2  0 0  13.3 2  0 0  

 1.0 2  0 0  13.3 2  0 0  
%  

MedDRA/J ver.22.1 
 

DCyBorD 90.2% 174/193 CyBorD 89.9% 169/188
DAR-SC DCyBorD 57.0% 110 CPA DCyBorD 63.2%

122 CyBorD 69.7% 131 BOR DCyBorD 80.8% 156 CyBorD
78.7% 148 DEX DCyBorD 74.1% 143 CyBorD 69.1% 130

3% 9 DAR-SC
2% 10  

DCyBorD 100% 15/15 CyBorD 92.3% 12/13
DAR-SC DCyBorD 73.3% 11 CPA DCyBorD 53.3%

8 CyBorD 69.2% 9 BOR DCyBorD 86.7% 13 CyBorD
76.9% 10 DEX DCyBorD 73.3% 11 CyBorD 53.8% 7

2 9 DAR-SC 2
10  
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9 3% 2  

 

 
  

DCyBorD
193  

CyBorD
188  

DCyBorD
15  

CyBorD
13  

 90.2 174  89.9 169  100 15  92.3 12  
 27.5 53  18.1 34  6.7 1  0 0  

 20.7 40  14.4 27  33.3 5  15.4 2  
 20.2 39  19.7 37  0 0  15.4 2  
 19.7 38  19.1 36  6.7 1  15.4 2  

 18.1 35  19.7 37  26.7 4  0 0  
 16.6 32  16.5 31  0 0  15.4 2  

 16.1 31  13.3 25  40.0 6  46.2 6  
 15.5 30  10.6 20  13.3 2  7.7 1  

 15.0 29  20.7 39  0 0  23.1 3  
 14.5 28  20.2 38  6.7 1  7.7 1  

 10.4 20  5.3 10  20.0 3  7.7 1  
 9.3 18  11.2 21  20.0 3  23.1 3  

 9.3 18  2.1 4  0 0  0 0  
 7.8 15  4.8 9  0 0  0 0  

 7.3 14  6.9 13  0 0  7.7 1  
 7.3 14  4.8 9  0 0  0 0  

 5.7 11  2.1 4  0 0  0 0  
 5.7 11  0.5 1  26.7 4  0 0  

 5.2 10  5.3 10  0 0  0 0  
 5.2 10  2.7 5  6.7 1  7.7 1  

 5.2 10  2.7 5  0 0  0 0  
ALT  5.2 10  2.1 4  20.0 3  0 0  

 4.7 9  3.2 6  6.7 1  0 0  
 4.7 9  2.7 5  13.3 2  0 0  

 4.1 8  8.5 16  0 0  23.1 3  
 4.1 8  5.9 11  6.7 1  0 0  
 4.1 8  4.8 9  0 0  0 0  
 4.1 8  4.3 8  0 0  0 0  

 4.1 8  3.2 6  0 0  0 0  
 4.1 8  0.5 1  0 0  0 0  

 3.6 7  4.8 9  0 0  0 0  
 3.6 7  4.3 8  0 0  0 0  

 3.6 7  3.2 6  0 0  0 0  
 3.6 7  2.7 5  0 0  0 0  

 3.6 7  2.1 4  6.7 1  0 0  
 3.6 7  2.1 4  0 0  0 0  
 3.6 7  1.6 3  0 0  0 0  

 3.1 6  2.7 5  0 0  0 0  
γGTP  3.1 6  2.7 5  6.7 1  0 0  

 3.1 6  2.1 4  6.7 1  7.7 1  
AST  3.1 6  2.1 4  6.7 1  0 0  

 3.1 6  2.1 4  0 0  0 0  
 3.1 6  2.1 4  0 0  0 0  

 3.1 6  1.6 3  0 0  0 0  
 3.1 6  1.1 2  0 0  0 0  

 3.1 6  1.1 2  0 0  0 0  
 3.1 6  1.1 2  0 0  0 0  

 3.1 6  0 0  0 0  0 0  
 2.6 5  0.5 1  13.3 2  0 0  

 1.6 3  3.2 6  0 0  0 0  
 1.6 3  3.2 6  6.7 1  0 0  

 1.0 2  3.7 7  0 0  0 0  
 0 0  3.7 7  0 0  0 0  

%  
MedDRA/J ver.22.1 
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10 2% 2 DAR-SC  
 

 
DAR-SC a  

 
DAR-SC a  

 
193  

 
15  

 
193  

 
15  

 57.0 110  73.3 11   3.1 6  6.7 1  
 13.5 26  40.0 6   3.1 6  0 0  

 10.9 21  0 0   3.1 6  0 0  
 9.3 18  0 0   3.1 6  0 0  

 8.3 16  13.3 2   2.6 5  6.7 1  
 8.3 16  0 0   2.1 4  0 0  

 7.8 15  0 0   2.1 4  0 0  
 5.2 10  0 0   2.1 4  0 0  

 4.7 9  20.0 3   2.1 4  6.7 1  
 4.7 9  0 0   2.1 4  0 0  
 3.6 7  0 0   2.1 4  0 0  

 3.6 7  13.3 2  γGTP  2.1 4  0 0  
 3.6 7  0 0   2.1 4  0 0  

 3.1 6  0 0  LDH  2.1 4  0 0  
 3.1 6  6.7 1  HBD  2.1 4  0 0  

%  
MedDRA/J ver.22.1 
a DCyBorD  

 

DCyBorD 14.0% 27/193 23 2
2 AL 1

CyBorD 14.9% 28/188 14 9 5
AL AL Mayo Clinical 

Cardiac Staging System stage IIIa 1
DCyBorD 0.5% 1 DAR-SC

 
DCyBorD 6.7% 1/15 CyBorD

23.1% 3/13 1 1 1 8

1 DCyBorD CyBorD
DAR-SC  

DCyBorD 43.0% 83/193 CyBorD 36.2% 68/188
2% 11

DCyBorD DAR-SC 3.1% 6
1.0% 2

A 0.5% 1
1 1  

DCyBorD 26.7% 4/15 CyBorD 53.8% 7/13
10% DCyBorD 13.3% 2

CyBorD 15.4% 2 2  
  

                                                        
8 30  
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11 2% 10%  
 

 
DCyBorD  CyBorD  
 

193  
 

15  
 

188  
 

13  
 43.0 83  26.7 4  36.2 68  53.8 7  

 7.3 14  0 0  4.8 9  7.7 1  
 6.2 12  13.3 2  4.3 8  15.4 2  
 3.6 7  0 0  1.6 3  0 0  
 3.1 6  0 0  1.6 3  0 0  
 3.1 6  0 0  0 0  0 0  
 2.1 4  0 0  1.6 3  7.7 1  
 2.1 4  0 0  1.1 2  0 0  

 2.1 4  0 0  0.5 1  0 0  
 1.6 3  6.7 1  3.2 6  0 0  
 1.6 3  0 0  2.1 4  7.7 1  

 0.5 1  0 0  2.7 5  0 0  
%  

MedDRA/J ver.22.1 
 

6 DCyBorD 4.1%
8/193 CyBorD 4.3% 8/188 DAR-SC DCyBorD

4.7% 9 2 CPA
DCyBorD 5.7% 11 CyBorD 6.4% 12

2 DCyBorD 0.5% 1 CyBorD 1.1% 2
DCyBorD 0% 0 CyBorD 1.1% 2 CyBorD 2

CPA BOR
DCyBorD 6.2% 12 CyBorD 7.4% 14 2

DCyBorD 1.6% 3 CyBorD 0.5% 1
DCyBorD 0.5% 1 CyBorD 1.6% 3 DCyBorD 0% 0 CyBorD

1.1% 2 4 DCyBorD 3 CyBorD 1
1 CyBorD BOR CyBorD 1

DEX
DCyBorD 6.2% 12 CyBorD 6.9% 13

2 DCyBorD 1.0% 2 CyBorD 0% 0
DCyBorD 0.5% 1 CyBorD 1.6% 3 DCyBorD 0.5% 1

CyBorD 1.1% 2 DCyBorD 0% 0 CyBorD 1.1% 2
1 DCyBorD 4 DCyBorD 1 CyBorD 3 2 CyBorD
DEX CyBorD 1

 
6 DCyBorD 6.7%

1/15 CyBorD 0% 0/13 DAR-SC DCyBorD
6.7% 1 CPA DCyBorD 13.3% 2 CyBorD 0% 0

BOR DCyBorD 6.7% 1 CyBorD 7.7% 1 DEX
DCyBorD 6.7% 1 CyBorD 0% 0

2  
 
7.R  
7.R.1 III  
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AL DCyBorD
III  

III AL 3 CyBorD
CyBorD CPA BOR

DEX AL
III

NCCN v1.2017 Br J Haematol 2015; 168: 186-206
CyBorD BOR

 2013
2010

CyBorD III DAR-
SC 15 mL 1 2 mL

Infusion reaction

 
 

III CyBorD
 

 
7.R.2  

7.R.2.1 7.R.2.2 AL DCyBorD
 

 
7.R.2.1 AL  

AL DCyBorD
 

III AL
III CR Leukemia 2012; 

26: 2317-25 III
CR CyBorD

4.1 Blood 2012; 119: 4387-90 CyBorD
Haematologica 2014; 99: 1479-85 Blood 2012; 119: 4391-

4 6  
III 6

CR 7 CyBorD
DAR-SC DCyBorD  

CR 95%
DCyBorD 60.0 32.3, 83.7 % CyBorD 0% DCyBorD CR CyBorD

12  
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12 ITT  

 
  

DCyBorD  
195  

CyBorD  
193  

DCyBorD  
15  

CyBorD  
13  

CR  95% a) 53.3 46.1, 60.5 % 
104  

18.1 13.0, 24.3 % 
35  

60.0 32.3, 83.7 % 
9  

0 NE, NE %
0  

 b) 5.13 3.22, 8.16  NE [NE, NE] 
NE  
a Clopper-Pearson  
b CyBorD DCyBorD I II IIIa

60 mL/min 60 mL/min Cochran-Mantel-Haenszel
 

 
9 MOD-PFS

10 MOD-EFS OS 6 CR Very good partial response11

VGPR
 

MOD-PFS 95% 0.58 0.36, 0.93 MOD-PFS
13 1 MOD-PFS DCyBorD

10.3 CyBorD 12.9 95% 0.22 0.02, 2.02 MOD-
PFS  

 
13 MOD-PFS ITT  

 
 

  
DCyBorD  

195  
CyBorD  

193  
DCyBorD  

15  
CyBorD  

13  
 17.4 34  27.5 53  6.7 1  30.8 4  

 12.8 25  10.9 21  6.7 1  7.7 1  
 0.5 1  3.6 7  0 0  0 0  

 4.1 8  13.0 25  0 0  23.1 3  
95%  0.58 0.36, 0.93 a) 0.22 0.02, 2.02 b) 

%  
a IPCW Cox  
b IRC Cox  

                                                        
9  

a  
b  

 
 

c  
10 MOD-PFS IRC  
11 VGPR involved uninvolved dFLC 50 mg/L

dFLC 40 mg/L dFLC 50 mg/L M 90%
M 100 mg/24
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1 IRC MOD-PFS Kaplan-Meier  

 

MOD-PFS 14 MOD-EFS 95%
DCyBorD CyBorD 8.80 7.39, 14.59 95%

0.39 0.27, 0.56 DCyBorD MOD-EFS  
DCyBorD 13.8% 27/195 CyBorD 15.0% 29/193 OS

 
6 CR 95% DCyBorD 49.7 42.5, 57.0 % 97/195

CyBorD 14.0 9.4, 19.7 % 27/193 6.09 3.70, 10.0  
VGPR 95% DCyBorD 78.5 72.0, 

84.0 % 153/195 CyBorD 49.2 42.0, 56.5 % 95/193 95% 3.75
2.40, 5.85 DCyBorD  

CR DCyBorD 104
179 CyBorD 35 148 CR

DCyBorD 60.0 8.0 299.0 CyBorD 85.0 14.0
340.0 DCyBorD VGPR

DCyBorD 17.0 5.0 336.0 CyBorD 25.0 8.0 171.0  
CR

DCyBorD 100% CyBorD 94.3%
 

MOD-EFS 95% DCyBorD CyBorD
7.29 3.75, 95% 0.11 0.01, 0.92 OS

 
  

0

25

50

75

100

%

DCyBorD

CyBorD

MOD-PFS
DCyBorD 195      178     166     147     114      86       60       44       27       10        1         0  
CyBorD 193      163     134     111      65       44       29       20       10        7         1         0       

At risk
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14 MOD-PFS ITT  
 
 

  
DCyBorD  

195  
CyBorD  

193  
DCyBorD  

15  
CyBorD  

13  
MOD-EFS a) 

95%  NE 8.80  
7.39, 14.59  NE 7.29  

3.75, NE  
OS  a) 95%  NE NE, NE  NE NE, NE  NE NE, NE  NE 12.65, NE  

6 CR  
95%  

49.7 
42.5, 57.0 % 

14.0 
9.4, 19.7 % 

60.0 
32.3, 83.7 % 0% 0  

VGPR  
95%  

78.5 
72.0, 84.0 % 

49.2 
42.0, 56.5 % 

100 
78.2, 100 % 

53.8 
75.3, 100 % 

CR  104  35  9  0  

CR  60.0 
8.0 299.0  

85.0 
14.0 340.0  

31.00 
8.0 114.0  0  

CR  NE NE NE NE 
NE  
a Kaplan-Meier  
 

III
CR CyBorD DCyBorD

AL DCyBorD

DCyBorD  
 
7.R.2.2  

DAR-SC  
III CR

15  
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15 CR ITT  
 DCyBorD  CyBorD  95%  

 53.3 104/195  18.1 35/193  5.13 3.22, 8.16  

  55.6 60/108  13.7 16/117  7.89 4.12, 15.1  
 50.6 44/87  25.0 19/76  3.07 1.57, 5.99  

 65  56.5 61/108  20.6 20/97  5.00 2.68, 9.31  
65  49.4 43/87  15.6 15/96  5.28 2.64, 10.6  

 
65 kg  54.8 34/62  10.8 8/74  10.0 4.12, 24.4  

65 kg 85 kg  52.1 50/96  18.9 14/74  4.66 2.30, 9.44  
85 kg  54.1 20/37  28.9 13/45  2.90 1.16, 7.22  

 
 53.0 80/151  19.6 28/143  4.63 2.75, 7.80  

 60.0 18/30  8.8 3/34  15.5 3.85, 62.4  
 42.9 6/14  25.0 4/16  2.25 0.48, 10.6  

 
 a) 

I 44.7 21/47  27.9 12/43  2.09 0.87, 5.03  
II 53.9 41/76  20.0 16/80  4.69 2.30, 9.53  

IIIa/IIIb 58.3 42/72  10.0 7/70  12.6 5.07, 31.3  
 

 b) 
List A 52.4 77/147  17.8 26/146  5.08 2.98, 8.65  
List B 56.3 27/48  19.1 9/47  5.43 2.16, 13.7  

 
CrCl  

60 mL/min  50.7 35/69  16.1 10/62  5.35 2.35, 12.2  
60 mL/min  54.8 69/126  19.1 25/131  5.13 2.93, 8.98  

 
 

 57.1 80/140  16.1 22/137  6.97 3.96, 12.3  
 43.6 24/55  23.2 13/56  2.56 1.13, 5.80  

 
 c) 

I 51.3 20/39  13.9 5/36  6.53 2.10, 20.3  
II 71.4 40/56  23.3 14/60  8.21 3.57, 18.9  
III 31.6 6/19  27.8 5/18  1.20 0.29, 4.94  

 
ALP 

 45.5 5/11  0 0/15  NE NE, NE  
 53.8 99/184  19.7 35/178  4.76 2.98, 7.61  

 
ECOG PS 

0 50.0 45/90  19.7 14/71  4.07 1.99, 8.33  
1 2 56.2 59/105  17.2 21/122  6.17 3.36, 11.3  

 
 d) 

 47.1 8/17  0 0/19  NE NE, NE  
 53.6 74/138  21.1 31/147  4.33 2.58, 7.27  

FISH  
t (11:14) 

 54.9 28/51  12.7 7/55  8.35 3.18, 21.9  
 52.3 23/44  25.0 13/52  3.29 1.39, 7.78  

% NE  
a Mayo Clinic Cardiac Staging System  
b List A ASCT List B ASCT  
c eGFR  
d 1. 2. 1. FISH t(4; 14) t(14; 16) 17p 2. 

t(4; 14), 17p . 
 

CyBorD DCyBorD CR
 

 
7.R.3  

7.R.3.1 7.R.3.5 AL
DAR-SC DCyBorD

Infusion reaction

 
 
7.R.3.1  

AL DCyBorD
 

III 30

DCyBorD CyBorD DCyBorD 9.6 CyBorD
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5.3 100
 

16
/100 CyBorD 217.92 DCyBorD

154.23  

/100 DCyBorD 351.20 CyBorD 156.76 3.36
18.46 0.69 1.66 DCyBorD

 
 

16  
 DCyBorD  CyBorD  

 
193  

 
15  

 
188  

 
13  

 97.9 189  100 15  98.4 185  92.3 12  
/100  154.23 351.20 217.92 156.76 

 90.2 174  100 15  89.9 169  92.3 12  
/100  66.10 330.84 93.32 107.11 

 11.4 22  6.7 1  8.0 15  7.7 1  
/100  1.17 0.69 1.82 1.66 

 43.0 83  26.7 4  36.2 68  53.8 7  
/100  5.59 3.36 9.95 18.46 

 4.1 8  6.7 1  4.3 8  0 0  
DAR-SC  4.7 9  6.7 1  0 0  0 0  
CPA  5.7 11  13.3 2  6.4 12  0 0  
BOR  6.2 12  6.7 1  7.4 14  7.7 1  
DEX  6.2 12  6.7 1  6.9 13  0 0  

%  
 

DCyBorD 14.0% 27/193 CyBorD 14.9% 28/188
2% DCyBorD 3.1% 6 CyBorD

1.6% 3 DCyBorD 3.1% 6 CyBorD 1.6% 3 DCyBorD
2.6% 5 CyBorD 0.5% 1

1 DAR-SC
1 1

 
DCyBorD 6.7% 1/15 CyBorD 23.1% 3/13

1 DCyBorD CyBorD
DAR-SC  

2% 11 5
DCyBorD 14 CyBorD 9 DCyBorD 6 CyBorD

0 DCyBorD DAR-SC 3.1% 6
1.0% 2

A 0.5% 1
1 1

 
10% DCyBorD 13.3%
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2 CyBorD 15.4% 2 2
11  

DCyBorD 4.1% 8/193 CyBorD 4.3% 8/188
2

DCyBorD 0% 0 CyBorD 1.1% 2 DCyBorD 0% 0 CyBorD
1.1% 2 Grade 3/4 DCyBorD 3.1% 6

1 CyBorD 2.7% 5
1

 
DCyBorD 1

1 Grade 3
 

DCyBorD 10.4% 20/193 CyBorD 9.0%
17/188 2

17 DAR-SC 2
CyBorD DCyBorD

 
DCyBorD 13.3% 2

1 1 1 1 CyBorD
7.7% 1 Grade 3/4  

 
17  

 DCyBorD 193  CyBorD 188  
All Grades Grade 3/ 4 All Grades Grade 3/4 

 10.4 20  5.2 10  9.0 17  7.4 14  

2  
 1.6 3  1.0 2  0.5 1  0 0  

 1.0 2  0.5 1  0 0  0 0  
 0.5 1  0.5 1  1.6 3  1.1 2  

 0.5 1  0 0  1.6 3  1.1 2  
 0 0  0 0  1.1 2  0.5 1  
 0 0  0 0  1.1 2  0.5 1  
 0 0  0 0  1.1 2  0.5 1  

%  
MedDRA/J ver.22.1 

 
10% 8 DCyBorD

CyBorD 5% DCyBorD 35.8% CyBorD 30.3%
34.2% 28.7% 31.1% 19.7% 25.9%

11.2% 22.8% 17.0% 17.1% 11.7% 16.6% 10.1%
16.1% 10.6 % 11.9% 5.9% 10.4% 4.8% 8.8%

3.7% 6.2% 0.6% /100
5.26 8.87 5.07 8.45 4.40 5.14 3.40

2.74 2.81 4.28 1.99 2.82 1.99 2.42
1.92 2.62 1.38 1.37 1.15 1.11 1.00 0.87

0.68 0.12 CyBorD DCyBorD
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3% 2% DAR-SC
9 10  

2 18
DCyBorD 100% 15/15 CyBorD 92.3% 12/13

DCyBorD CyBorD 20%
DCyBorD 60.0% CyBorD 38.5% DCyBorD 33.3% CyBorD

7.7%  
 

18 2  
 DCyBorD

15  
CyBorD

13   DCyBorD
15  

CyBorD
13  

 100 15  92.3 12   
 60.0 9  38.5 5   13.3 2  7.7 1  

 40.0 6  46.2 6   13.3 2  7.7 1  
 33.3 5  38.5 5  AST  13.3 2  7.7 1  
 33.3 5  15.4 2   13.3 2  7.7 1  

 33.3 5  15.4 2   13.3 2  7.7 1  
 33.3 5  7.7 1   13.3 2  0 0  

 26.7 4  7.7 1   13.3 2  0 0  
ALT  26.7 4  7.7 1   13.3 2  0 0  

 20.0 3  30.8 4   13.3 2  0 0  
 20.0 3  23.1 3   13.3 2  0 0  

 20.0 3  23.1 3  γGTP  13.3 2  0 0  
 20.0 3  7.7 1   13.3 2  0 0  

 20.0 3  7.7 1   13.3 2  0 0  
 13.3 2  15.4 2   6.7 1  15.4 2  

 13.3 2  15.4 2   6.7 1  15.4 2  
 13.3 2  15.4 2   0 0  15.4 2  

%  
MedDRA/J ver.22.1 

 

AL III
DCyBorD CyBorD

DCyBorD CyBorD
DAR CPA BOR DEX

 
 
7.R.3.2  

DCyBorD  
Ⅲ 19  
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19  
 
 

DCyBorD  CyBorD  
Any Grades Grade 3/4 Any Grades Grade 3/4 

 97.9 189/193  58.5 113/193  98.4 185/188  57.4 108/188  

  97.2 103/106  64.2 68/106  98.3 113/115  54.8 63/115  
 98.9 86/87  51.7 45/87  98.6 72/73  61.6 45/73  

 65  98.1 104/106  50.9 54/106  98.9 91/92  50.0 46/92  
65  97.7 85/87  67.8 59/87  97.9 94/96  64.6 62/96  

 
 97.3 145/149  55.7 83/149  98.6 137/139  53.2 74/139  

 100 30/30  66.7 20/30  97.1 33/34  76.5 26/34  
 100 14/14  71.4 10/14  100 15/15  53.3 8/15  

 
65 kg  98.4 61/62  50.0 31/62  100 72/72  59.7 43/72  

65 kg 85 kg  97.9 93/95  61.1 58/95  97.2 69/71  54.9 39/71  
85 kg  97.2 35/36  66.7 24/36  97.8 44/45  57.8 26/45  

 
 

 98.6 138/140  62.1 87/140  99.2 132/133  60.9 81/133  
 96.2 51/53  49.1 26/53  96.4 53/55  49.1 27/55  

 
CrCl  

60 mL/min  98.5 66/67  64.2 43/67  98.4 60/61  65.6 39/61  
60 mL/min  97.6 123/126  55.6 70/126  98.4 125/127  53.5 68/127  

 
 

 100 39/39  66.7 26/39  94.9 37/39  59.0 23/39  
 97.4 150/154  56.5 87/154  99.3 148/149  57.0 85/149  

%  
 
7.R.3.2.1  

DAR-SC MM

3 2 2 AL

DCyBorD 65 kg
5% Grade 3/4 2%

CyBorD 20  

20  
 DCyBorD  CyBorD  

Any Grades Grade 3/4 Any Grades Grade 3/4 

 
65 kg  19.4 12/62  9.7 6/62  8.3 6/72  2.8 2/72  

65 kg 85 kg  9.5 9/95  4.2 4/95  2.8 2/71  1.4 1/71  
85 kg  0 0/36  0 0/36  8.9 4/45  4.4 2/45  

 
65 kg  24.2 15/62  21.0 13/62  15.3 11/72  12.5 9/72  

65 kg 85 kg  16.8 16/95  9.5 9/95  11.3 8/71  8.5 6/71  
85 kg  13.9 5/36  8.3 3/36  20.0 9/45  8.9 4/45  

 
65 kg  21.0 13/62  6.5 4/62  9.7 7/72  4.2 3/72  

65 kg 85 kg  15.8 15/95  2.1 2/95  11.3 8/71  1.4 1/71  
85 kg  13.9 5/36  0 0/36  15.6 7/45  2.2 1/45  

%  
MedDRA/J ver.22.1 

 
65 kg DCyBorD 98.4% 61/62 CyBorD 88.9%

64/72 65 kg 85 kg 85.3% 81/95 87.3% 62/71 85 kg 88.9%
32/36 95.6% 43/45 65 kg DCyBorD 40.3% 25/62 CyBorD
43.1% 31/72 65 kg 85 kg 46.3% 44/95 31.0% 22/71 85 kg
38.9% 14/36 33.3% 15/45 65 kg DCyBorD
1.6% 1/62 CyBorD 4.2% 3/72 65 kg 85 kg 6.3% 6/95 2.8%

2/71 85 kg 2.8% 1/36 6.7% 3/45
 

65 kg 50 kg 50 kg 65 kg
50 kg DCyBorD 100% 9/9 CyBorD 100% 11/11
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50 kg 65 kg 98.1% 52/53 100% 61/61 50 kg 100%
9/9 100% 11/11 50 kg 65 kg 98.1% 52/53 86.9% 53/61

50 kg 33.3% 3/9 45.5% 5/11 50 kg 65 kg 41.5% 22/53 42.6%
26/61 50 kg 11.1% 1/9 0% 0/11

50 kg 65 kg 0% 0/53 4.9% 3/61
 

 
65 kg 65 kg DAR-SC MM

54767414MMY2040 54767414MMY3012
65 kg AL

 
 

CyBorD DCyBorD 65 kg
DAR-SC 65 kg

DCyBorD
65 kg 1 65 kg 85 kg

1 DAR-SC 4.7%
9/193 DAR-SC 2.1% 4/193

AL MM

MM
AL

 
 

7.R.3.2.2  

Grade 3/4
DCyBorD CyBorD

19 DCyBorD 50.0% 70/140 CyBorD
42.9% 57/133 DCyBorD 24.5% 13/53 CyBorD 20.0% 11/55

DCyBorD 15.0% 21/140 CyBorD 11.3% 15/133
DCyBorD 1.9% 1/53 CyBorD 0% 0/55

DCyBorD CyBorD  
SOC DCyBorD CyBorD

21 SOC
DCyBorD 10.0% 14/140 CyBorD 5.3% 7/133 DCyBorD 0% 0/53

CyBorD 0% 0/55 DCyBorD CyBorD
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21  
 DCyBorD  CyBorD  

Any Grades Grade 3/4 Any Grades Grade 3/4 
 

 
 41.4 58/140  15.7 22/140  28.6 38/133  12.0 16/133  
 9.4 5/53  0 0/53  5.5 3/55  3.6 2/55  

%  

 
SOC DCyBorD CyBorD

22  

22  
 DCyBorD  CyBorD  

Any Grades Grade 3/4 Any Grades Grade 3/4 
 

 
 32.9 46/140  6.4 9/140  24.8 33/133  4.5 6/133  
 13.2 7/53  1.9 1/53  18.2 10/55  3.6 2/55  

%  
 

CyBorD 5.3 0.03 7.33 DCyBorD
9.6 0.03 21.2

/100 DCyBorD 5.59 CyBorD 9.95 DCyBorD
1.17 CyBorD 1.82 SOC DCyBorD 4.07 CyBorD 5.47 Grade 

3/4 DCyBorD 1.23 CyBorD 2.25 DCyBorD
60

DCyBorD 6.2% 12/193 CyBorD 6.4% 12/188
DCyBorD CyBorD

DAR-SC  

DCyBorD 100% 14/14 CyBorD 100% 7/7
DCyBorD 100% 30/30 CyBorD 96.0% 24/25

AL
 

III DCyBorD
CyBorD DAR-SC

AL

AL
 

7.R.3.2.3  
CrCl 60 mL/min 60 mL/min

DCyBorD CyBorD
19 Grade 3/4

CrCl 60 mL/min 60 mL/min DCyBorD
CrCl 60 mL/min 60 mL/min



 

32 
_ _  

19 23 DCyBorD CrCl 60 mL/min
12 8 4 3

1 2 DCyBorD CrCl
60 mL/min 10 6

2 1 4 1
 

23  

 
DCyBorD  CyBorD  
 

 
 

 
 

 
 

 
 

CrCl  
60 mL/min  37.3 47/126  7.9 10/126  30.7 39/127  7.9 10/127  
60 mL/min  53.7 36/67  17.9 12/67  47.5 29/61  8.2 5/61  

%  
 

III

 
 
7.R.3.2.4  

 
65 65 Grade 

3/4 SOC DCyBorD 65
65 2% Grade 3/4 65

5.7% 6/106 65 10.3% 9/87 65 0% 0/106 65
2.3% 2/87  

Grade 3/4
SOC

24
DCyBorD 1  

24 Grade 3/4  

 
DCyBorD  CyBorD  

 
149  

 
30  

 
14  

 
139  

 
34  

 
15  

 12.8 19  40.0 12  28.6 4  10.8 15  38.2 13  33.3 5  

 8.1 12  33.3 10  21.4 3  5.0 7  29.4 10  13.3 2  
 4.0 6  10.0 3  7.1 1  1.4 2  2.9 1  13.3 2  

 4.0 6  3.3 1  7.1 1  2.9 4  8.8 3  13.3 2  
 2.7 4  3.3 1  7.1 1  1.4 2  5.9 2  6.7 1  

 0.7 1  3.3 1  0 0  0 0  0 0  0 0  
 0 0  6.7 2  0 0  0.7 1  2.9 1  0 0  

 0 0  0 0  0 0  0.7 1  0 0  0 0  
%  

MedDRA/J ver.22.1 
 

Grade 3/4 SOC
AL
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7.R.3.3  
7.R.3.3.1 Infusion reaction 

DAR Infusion reaction
Grade 3 III Infusion 

reaction Infusion reaction
PT Infusion reaction 12 DAR-SC

 
DAR-SC 5% Infusion reaction 25

2.6% 5/193 4.7% 9/193
DAR-SC

 
 

25 5% Infusion reaction  
 DCyBorD 193  

Any Grades Grade 3/4 
 97.9 189  58.5 113  

Infusion reaction
 74.6 144  6.7 13  

 16.6 32  2.1 4  
 14.0 27  0 0  
 11.4 22  0.5 1  

 9.8 19  1.0 2  
 9.8 19  0.5 1  

 9.3 18  0 0  
 9.3 18  0 0  

 8.8 17  0.5 1  
 7.8 15  0 0  

 6.7 13  0 0  
 6.7 13  0 0  

 6.2 12  0 0  
 5.7 11  0 0  

 5.7 11  0 0  
 5.7 11  0 0  

 5.2 10  0 0  
%  

MedDRA/J ver.23.0 
 

III MM MMY2040 MMY3012
Infusion reaction 26

                                                        
12

QT
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infusion reaction III MMY3012
Infusion reaction DAR-SC Infusion reaction

AL MM  
 

26 Infusion reaction  
 AL 

 MM 

 AMY3001  MMY2040  MMY3012  

 DCyBorD  
193  

DVRd  a) 
67  

DVMP  b) 
67  

DRd  c) 
65  

DAR-SC  d) 
260  

Infusion reaction Any Grades 74.6 144  70.1 47  65.7 44  75.4 49  53.8 140  
Grade3 or 4 6.7 13  0 0  3.0 2  7.7 5  8.1 21  

%  
a DAR-SC BOR DEX  
b DAR-SC BOR  
c DAR-SC DEX  
d DAR-SC  

 
7.R.3.3.2  

III DAR-SC 27

4.7% 9 1.0% 2 2 7.3% 14
3 3.5 3.0 2

 
 

27 DAR-SC  
 DCyBorD 193  

Any Grades Grade 3/4 
 97.9 189  58.5 113  

 
 10.9 21  0 0  

 5.2 10  0 0  
 3.1 6  0 0  
 1.0 2  0 0  

 0.5 1  0 0  
 0.5 1  0 0  

 0.5 1  0 0  
 0.5 1  0 0  

 0.5 1  0 0  
 0.5 1  0 0  

 0.5 1  0 0  
 0.5 1  0 0  

 0.5 1  0 0  
 0.5 1  0 0  

%  
MedDRA/J ver.22.1 

 
III MM MMY2040 MMY3012

28

DAR-SC AL MM
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28  
 AL 

 MM 

 AMY3001  MMY2040  MMY3012  

 DCyBorD  
193  

DVRd  a) 
67  

DVMP  b) 
67  

DRd  c) 
65  

DAR-SC  d) 
260  

 Any Grades 10.9 21  13.4 9  6.0 4  3.1 2  6.9 18  
Grade3 or 4 0 0  0 0  0 0  0 0  0 0  

%  
a DAR-SC BOR DEX  
b DAR-SC BOR  
c DAR-SC DEX  
d DAR-SC  

 
7.R.3.3.3  

DAR 40
50% 10% Grade 3

III
 

III 29  
 

29  
 DCyBorD  

193  
CyBorD  

188  
 10.9 21  6.4 12  

/100  1.22 1.54 
Grade 3/4  5.2 10  2.7 5  
Grade 3/4 /100  0.55 0.62 

 24.4 47  23.4 44  
/100  3.16 6.42 

Grade 3/4  4.1 8  4.8 9  
Grade 3/4 /100  0.44 1.13 

 17.1 33  11.7 22  
/100  1.99 2.82 

Grade 3/4  3.1 6  2.7 5  
Grade 3/4 /100  0.32 0.61 

 29.5 57  13.8 26  
Grade 3  2.1 4  0.5 1  

 18.7 36  14.9 28  
/100  2.24 3.74 

 5.7 11  3.7 7  
/100  0.61 0.88 

%  
MedDRA/J ver.22.1 

 
DCyBorD 1

DCyBorD 5.7% 11/193 CyBorD 3.2% 6/188
7 6 DCyBorD

 
DCyBorD CyBorD

DCyBorD 2.1% 4/193 CyBorD 1.1% 2/188  
DCyBorD CyBorD CyBorD 0.5%

1/188 7 6
DCyBorD DCyBorD

Grade 1 Grade 4 DCyBorD
1 Grade 5  
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DCyBorD CyBorD
DCyBorD 1

DCyBorD 1.0% 2/193 CyBorD
1.6% 3/188  

 
7.R.3.3.4  

DAR Grade 3
2018 9 13 DAR

HBV 15 III
HBV  

CyBorD DCyBorD /100
DCyBorD CyBorD 30 10%

Grade 3
DCyBorD 2 CyBorD 1 DCyBorD
1  

DCyBorD
6 7  

 
30  

 DCyBorD  
193  

CyBorD  
188  

 65.8 127  53.7 101  
/100  14.31 17.92 

Grade3 4  16.6 32  10.1 19  
Grade3 4 /100  1.84 2.40 

 25.9 50  11.2 21  
/100  3.40 2.74 

 10.9 21  6.4 12  
/100  1.18 1.49 

Grade3 4  7.8 15  4.3 8  
Grade3 4 /100  0.83 0.99 

 1.6 3  0.5 1  
 9.71 8.14 

%  
MedDRA/J ver.22.1 

 
III HBV DCyBorD 13.0% 25/193

CyBorD 14.4% 27/188 HBV DCyBorD 19.2% 37/193
CyBorD 19.7% 37/188 HBV

DAR-SC HBV
III  

DAR BOR VZV VZV
III VZV  

DCyBorD 5.2% 10/193 CyBorD 6.4% 12/188 VZV Grade 
3/4 CyBorD 1.1% 2  

III DCyBorD 11.9% 23/193 CyBorD 8.5% 16/188
DCyBorD 1.6% 3

1 CyBorD 1.1 % 2 VZV 2 Grade 3/4 DAR-SC
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7.R.3.3.5  
III CyBorD DCyBorD

Grade 3 4 DAR-SC
3 6 7 31  

 
31  

 DCyBorD  
193  

CyBorD  
188  

 16.4 32  12.4 24  
 33.7 65  21.3 40  

Grade3 4  3.1 6  2.7 5  
%  

MedDRA/J ver.22.1 
 

7.R.3.3.6  
III CyBorD DCyBorD

7.R.3.3.2 5% 13

DCyBorD 8.8% 17/193 CyBorD 7.4% 14/188 DCyBorD 5.7% 11/193
CyBorD 3.2% 6/188 DCyBorD 5.7% 11/193 CyBorD 2.1%

4/188 DCyBorD 100% 30/30
CyBorD 96.0% 24/25

 
 

III CyBorD DCyBorD

AL CyBorD
DCyBorD

DAR CPA BOR DEX
DCyBorD Infusion reaction

BOR
 

 
AL III

DAR
DAR-SC

DCyBorD

 
 
                                                        

13 PT  
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7.R.4  
DCyBorD  

DAR CD38 IgG1κ CD38
MM DAR CD38

DAR MM
2017 infusion reaction

rHuPH20 DAR-SC
2021 3 MM  

AL MM MM CD38
AL

DAR AL  
III CyBorD AL

NCCN
v1.2020 Br J Haematol 2015; 168: 186-206 CyBorD

2018 2020 4 Int J Hematol 2015; 101: 133-
9  

III DCyBorD CR CyBorD CR
AL CyBorD

DAR-SC 7.R.2 CyBorD CR
25% Blood 2015; 126: 612-5 DAR-SC
15% DCyBorD

DCyBorD
 

DCyBorD CyBorD
7.R.3  

III AL
 

AL

AL DCyBorD
AL  

 
 

AL III DCyBorD
DAR-SC CPA BOR DEX 4

AL
DCyBorD
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7.R.5  
7.R.5.1 DAR-SC 

DAR-SC  
III MM Ib

54767414MMY1004 DAR 1,800 mg MM
I

DAR 1,800 mg MM
3012 DAR-SC

 
DCyBorD DAR-SC III

 
 

 
1 1,800 mg

30,000 2,000 /mL  
1 2 4  

 
DAR-SC DAR-SC

 
 

III 7.R.2
7.R.3

DAR-SC
DAR-SC

 
 

 
1 15 mL

1,800 mg 30,000 2,000 /mL
 

1 2 4  
 
7.R.5.2 CPA BOR DEX 

CPA BOR DEX  
III AL CyBorD

Blood 2012; 119: 4387-90 Blood 
2012; 119: 4391-4  

DCyBorD CPA BOR DEX III
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 CPA 

100 mg 500 mg  
1

300 mg/m2 1 500 mg  
50 mg  

1
300 mg/m2 1 500 mg  

 BOR 
1 1 1.3 mg/m2

1 8 15 22 28 1 6
 

 DEX 
1 40 mg 1 8 15 22

28 1 6  
 

III 7.R.2 7.R.3 

 
 
7.R.6  

DAR-SC BOR 32
DAR-SC BOR CPA DEX

DAR-SC BOR
 

 
32  

 AL DAR-SC CPA BOR DEX
 

  
 AL  

 120  
 52  

 
AL DAR-SC BOR

AL DAR-SC BOR
 

 
DAR-SC MM

MM
AL
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8.  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.1.1-1 GCP
 

 
9. 1  

DCyBorD AL
DCyBorD AL
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2  
 

3 7 14  
 

 
  

3 mg 
100 mg 500 mg 50 mg 

0.5 mg 4 mg 
 

 
 

 
 

  
 

 
 3 6 14  

2 11 30  
2 12 18  

2 12 11  
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2 7.R.3
7.R.4 7.R.5 

DCyBorD

 
 

  
 

1  
2 AL  
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17.
 

AL  
17.

 
 

 
 

1  
1 15 mL

1,800 mg 30,000 2,000
/mL A B

 
A 1 2 4  
B 1 3 4  
2 AL  

1 15 mL
1,800 mg 30,000 2,000

/mL  
1 2 4  

 
 

 
 

  
 17.

 
 

 
 infusion reaction 1 3

infusion reaction
 

 Infusion reaction
Grade NCI-CTCAE v4.0  

Grade 3 infusion reaction 3  
Grade 4 infusion reaction  
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 17.

 
 

 
AL  

 17.
 

 
 
 3 mg  

 
1  
2  
3  
4 AL  

 
 

 
AL  

17. 
 

 
 

 
1  

1 1 1.3 mg/m2 A B
72  

A  
2 2 1 4 8 11 10

12 21 3 1 2 8 3
9 1 2 1 8 13 9 21

3 1 18 1
 

B  
2 2 1 4 8 11 10 12 21 3

1 8
1 4 1 8 15 22 13

23 35 5 1  
2  
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1 1 1.3 mg/m2

1 4 8 11 10 12 21 3 1
6 6 8

72
 

3  
1 1 1.3 mg/m2 1 4 8 11

10 12 21 3 1
72  

4 AL  
1 1 1.3 mg/m2

1 8 15 22 28 1 6
 

 
 

 
 

 AL
 

 
 1 17. 

 
AL  

 17.  
 

 17. 
 

  
 

 
AL

 
Grade 3/4  

Grade 3 Grade 4

0.7 mg/m2
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Grade 3/4  
 

  

1.3 mg/m2 1.0 mg/m2 

1.0 mg/m2 0.7 mg/m2 

0.7 mg/m2  

 
 

 
 

NCI-CTCAE Grade   
Grade 1 

 
 

Grade 1 Grade 2
 

1.3 mg/m2 1.0 mg/m2

1.0 mg/m2 0.7 mg/m2  

Grade 2 Grade 3 

 
0.7 mg/m2

1  

Grade 4   

 
 

 
100,000/μL 1,500/μL 8g/dL

 
Grade 1  

 

  

Grade 3
7

Grade 4
10,000/μL

 

750/μL 25,000/μL
2  

 

1 1.3 mg/m2

1.0 mg/m2 1.0 mg/m2 0.7 mg/m2  

1
25,000/μL

750/μL  

2 2
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Grade 3

 

Grade 2
1

1.3 mg/m2 1.0 mg/m2 1.0 mg/m2

0.7 mg/m2  

  

NCI-CTCAE v4.0 
 

 
 100 mg 500 mg 50 mg  

100 mg 500 mg  
 

1  

 
 

 
2  

 
3  
4  

Fanconi Wiskott-Aldrich Hunter
 

5 T  
6 AL  
76  
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1  
1  

1 1 100 mg
1 200 mg  

3,000 8,000 mg
2 3 1/2

 
300 500 mg 1 2  

 
1 200 1,000 mg

1 1,000 2,000 mg  
 

2  
 

1 1
750 mg/m2  

 
 
2

 
1

1 1 600 mg/m2 20
1 4  

 
2

1 1 600 mg/m2 20
1 4 6  

 
3

1 1 500 mg/m2

20 1 4 6  
 

 
3  

1 1 750 mg/m2 20
1  

 
 
4  
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1  
1 1 60 mg/kg 2 3

2  
2  

1 1 50 mg/kg 2 3
4  

3  
1 1 50 mg/kg 2 3

4  
4 Wiskott-Aldrich Hunter

 
1 1 50 mg/kg 2 3

4 1 1 60 mg/kg 2 3 2
Fanconi

40 mg/kg 5 10 mg/kg 4
 

 
5 T  

 
 

6 AL  
1

300 mg/m2 1 500 mg  
 
76  

1 1 500 1000 mg/m2

4  
1 1 500 mg/m2

4  
 
 

 
 

 
 

 24 150mL/
1 3L
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α  

 
 

 
 

 
50 mg  

 
1  

 
 

 

 
2 AL  
32  

 
43

 
 

 
 

 
 
 

 
 

1  
1  

1 100 200 mg
 

2  
 

 
2 AL  
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1
300 mg/m2 1 500 mg  
 
32  

1 50 100 mg
 

 
43  

1 50 100 mg 8 12
 

1 2 3 mg/kg 8 12
1 100 mg

300 mg/kg  
 

 
 

 
 

 
 
 0.5 mg 4 mg 

 

ACTH  
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IgA

Senear-Usher
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AL  

 

 
 

 
 

 
 

 
1 0.5 8 mg 1 4  

 
 

1 4 20 mg 1 2  
1 20 mg  

 
AL
1 40 mg 1 8 15 22 28 1 6

 
 

 
 

 
 
1.2  

1 7.R.6 
DAR-SC BOR

33 35
34 36

37 CPA DEX

RMP DAR-SC
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BOR CPA DEX
 

 
  

 
33  

 
   

Infusion reaction 
 

 
 

 

 
 

 

 
 

RMP  
 

34  
  

 
 

AL  
AL a  

 
 

 

a DCyBorD III AMY3001
 

 
 

 3 mg 
 

35  
 

   
 

 
 

 
 
 

 
 

 
 

 
 

Stevens-
Johnson

Toxic Epidermal 
 Necrolysis TEN  

 
 

 

 
 

RMP  
 

36  
  

 
AL  

 
 

 
 

 3 mg  
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37  

 AL DAR-SC CPA BOR DEX
 

  
 AL  

 120  
 52  

 
AL DAR-SC BOR

AL DAR-SC BOR
 

 

2.  

3 mg
10  

 
  

 
1  
2 AL  

 
 

 
1  

1 15 mL
1,800 mg 30,000 2,000

/mL A B
 

A 1 2 4  
B 1 3 4  
2 AL  

1 15 mL
1,800 mg 30,000 2,000 /mL

 
1 2 4  

 
 

 
 

 
 3 mg 

 
1  
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2  
3  
4 AL  

 
 

 
1  

1 1 1.3 mg/m2 A B
72  

A  
2 2 1 4 8 11 10

12 21 3 1 2 8 3
9 1 2 1 8 13 9 21 3

1 18 1
 

B  
2 2 1 4 8 11 10 12 21 3 1

8
1 4 1 8 15 22 13

23 35 5 1  
2  

1 1 1.3 mg/m2

1 4 8 11 10 12 21 3 1
6 6 8

72
 

3  
1 1 1.3 mg/m2 1 4 8 11

10 12 21 3 1
72  

4 AL  
1 1 1.3 mg/m2 1

8 15 22 28 1 6
 

 
 

 
 

 
 100 mg 500 mg 
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1  

 
 

 
2  

 
3  
4  

Fanconi Wiskott-Aldrich Hunter
 

5 T  
6 AL  
76  

 
 

 
 

1  
1  

1 1 100 mg
1 200 mg  

3,000 8,000 mg
2 3 1/2

 
300 500 mg 1 2  

 
1 200 1,000 mg

1 1,000 2,000 mg  
 

2  
 

1 1 750 mg/m2
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2  

1
1 1 600 mg/m2 20

1 4  
 

2
1 1 600 mg/m2 20

1 4 6  
 

3
1 1 500 mg/m2

20 1 4 6  
 

 
3  

1 1 750 mg/m2 20
1  

 
 
4  

1  
1 1 60 mg/kg 2 3

2  
2  

1 1 50 mg/kg 2 3
4  

3  
1 1 50 mg/kg 2 3

4  
4 Wiskott-Aldrich Hunter

 
1 1 50 mg/kg 2 3

4 1 1 60 mg/kg 2 3 2
Fanconi

40 mg/kg 5 10 mg/kg 4
 

 
5 T  
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6 AL  
1 300 mg/m2

1 500 mg  
 
76  

1 1 500 1000 mg/m2

4  
1 1 500 mg/m2

4  
 

 
 50 mg 

 
1  

 
 

 

 
2 AL  
32  

 
43

 
 

 
 

1  
1  

1 100 200 mg
 

2  
 

 
2 AL  
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1 300 mg/m2

1 500 mg  
 
32  

1 50 100 mg
 

 
43  

1 50 100 mg 8 12
 

1 2 3 mg/kg 8 12
1 100 mg

300 mg/kg  
 

 
 0.5 mg 4 mg 

 

ACTH  
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IgA

Senear-Usher
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AL  

 

 
 

 
 

1 0.5 8 mg 1 4  
 

 

1 4 20 mg 1 2  
1 20 mg  

 
AL

1 40 mg 1 8 15 22 28 1 6
 

 
 
 



 

i 
_ _  

 
 

 
   

ADCC Antibody-dependent cellular cytotoxicity  
AL Amyloid light chain  
ALP Alkaline phosphatase  
ALT Alanine aminotransferase  
ASCT Autologous stem cell transplantation  

AST Aspartate aminotransferase  
BOR Bortezomib  
CDC Complement-dependent cytotoxicity  
CL/F Apparent clearance  
CPA Cyclophosphamide  
CR Complete response  
CrCl Creatinine clearance  
CV Coefficient of variation  

CyBorD Cyclophosphamide, bortezomib and 
dexamethasone  

DAR Daratumumab genetical 
recombination   

DAR-SC  rHuPH20 DAR
 

DCyBorD Daratumumab, cyclophosphamide, 
bortezomib and dexamethasone  

DEX Dexamethasone  
DNA Deoxyribonucleic acid  
ECL Electrochemiluminescence  
ECOG Eastern Cooperative Oncology Group  
FISH Fluorescence in situ hybridization in situ  
FLC Free light chains  
γ-GTP Gamma glutamyltransfesase γ  

HBD Alpha hydroxybutyric acid 
dehydrogenase α  

HBV Hepatitis B virus B  
Hs-cTnT High sensitivity cardiac troponin T T 
IgG Immunoglobulin G G 
IPCW Inverse probability of censoring weights  
IRC Independent Review Committee  
L  Light chain  
LDH Lactate dehydrogenase  

MedDRA Medical dictionary for regulatory 
activities ICH  

MedDRA/J Medical dictionary for regulatory 
activities Japanese version ICH  

MM Multiple myeloma  

MOD-EFS Major organ deterioration-event-free 
survival  



 

 
_ _  

ii 

MOD-PFS Major organ deterioration-progression-
free survival  

NCCN National Comprehensive Cancer Network  

NCCN
 

National Comprehensive Cancer Network 
Clinical Practice Guidelines in Oncology, 
Systemic Light Chain Amyloidosis 

 

NF-κB Nuclear Factor-kappa B κB 
NT-proBNP N-terminal pro-brain natriuretic peptide N  
NYHA New York Heart Association  
OS Overall survival  
PS Performance status  
PT Preferred term  

rHuPH20 Recombinant human hyaluronidase PH20  
SOC System organ class  
t1/2 Elimination half life  
V/F Apparent volume of distribution  
VGPR Very good partial response  
VZV Varicella Zoster virus  

    

III
  

AL
DCyBorD

III CTD 5.3.5.1.1-1
AMY3001  

 


