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1 2 4  

 
3  

1 15 mL 1,800 mg
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1.  
1.1  

Genmab Dara Halozyme Therapeutics
rHuPH20 Dara CD38 IgG1

rHuPH20
rHuPH20

rHuPH20
J Control Release 2006; 

114: 230-41 Dara CD38 CDC
ADCP ADCC  

2021 3 2021 8
AL  

 
1.2  

SMM Janssen Research & Development, LLC
SMM SMM3001 2017 11

 
EU SMM3001 2024 11 SMM

2025 7 DARZALEX as monotherapy is indicated for the treatment of adult patients with 
smouldering multiple myeloma at high risk of developing multiple myeloma.  

SMM3001 2024 11
 

2025 7 SMM EU
 

 
SMM3001 2018 6  

SMM3001 SMM
 

 
2.  

 
 
3.  

 
 
4.  
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5.  
 

 
6.  

 
rHuPH20 3

2 2 rHuPH20 PK
 

 
6.1  
6.1.1 CTD 5.3.5.1.1 SMM3001 2017 11

2022 6 24 1  
SMM 390 PK 193 ACTM

1
28 Dara 1,800 mg rHuPH20 30,000 U 1 2 QW

3 6 Q2W 7 Q4W 39
Dara  

Dara 1  
Dara 193 1 0.5% Dara

rHuPH20 193 18 9.3%
rHuPH20  

 

1 Dara  
  μg/mL  

1 1 4  174 138 57.9 
3 1  153 654 243 

3 1 4  146 789 271 
5 1  146 517 267 
7 1  161 530 299 

12 1  147 270 187 
24 1  101 280 193 

 

 
6.1.2 PPK  

MM 2 Dara-IV Dara PK
PPK 3 2 2

SMM3001 SMM2001 Dara
PK Dara-IV 122 1,201 193 1,451

 
1  PK  
2  MMY1008 MMY2040 MMY3012 MMY1004

2  
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PPK NONMEM Version 7.3 MM
SMM Dara PK 3  
 
6.1.3  

SMM3001 Dara
Dara PPK 6.1.2  

 
6.1.3.1  

Dara 3 1 Ctrough SMM3001
PFS 7.1.1.1 Dara PFS

 
 
6.1.3.2  

Dara Cmax Grade Grade 3

Dara Cmax Grade Grade 3 infusion 
reaction
Dara  
 
6.R  

 
 
7.  

2  
 

2  
 
 

 
       

 

  
SMM3001

 SMM  

390 
194 
196 

1 28 *1 1 2
QW 3 6 Q2W 7 39

Q4W  
ACTM  

 
 

PK 

  SMM2001
 

SMM  

123 
41 
41 
41 

1 56 Dara-IV 16 mg/kg
 

A 1 QW 2 3 Q2W
4 7 Q4W 8 20 Q8W

*2 
B 1 QW 2 20 Q8W

*2 
C 1 QW  

 
 

PK 

*1 Dara 1,800 mg rHuPH20 30,000 U *2 20
Dara 1,800 mg rHuPH20 30,000 U  

 

 
3  PPK CL V1
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7.3
PK 6.1  

 
7.1  
7.1.1  
7.1.1.1 CTD 5.3.5.1.1 SMM3001 2017 11

2024 5 1  
SMM 360 4 ACTM

23 124  
SMM5 Blood 2007; 

110: 2586-92 Blood 2008; 111: 785-89 1
 

 M 30 g/L  
 involved uninvolved FLC 8 100  
 BMPC 50% 60%  
 SMM IgA  
 IgA IgM IgG 2 uninvolved Ig  

 
1 28 Dara 1,800 mg rHuPH20 30,000 

U 1 2 QW 3 6 Q2W 7 Q4W
39 1 1

36  
6 390 194 ACTM 196 ITT

15 ACTM 13 ITT
1 389 193 ACTM 196

15 ACTM 13  
IRC PFS7 IMWG2014 Lancet 

Oncol 2014; 15: e538-48 MM

 
4  PFS ACTM 0.625 ACTM PFS

30 48
60% 1 log-rank α 0.025 85%

165 360 180
ACTM PFS SMM Ld

QuiRedex N Engl J Med 2013; 369: 438-47 PFS
2014 IMWG Lancet Oncol 2014; 15: e538-48 MM
SMM3001 QuiRedex PFS  

5  IMWG2014 SMM  
6  SMM 3 3  
7   

  
 MM  
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5 2021 1 14
 

IRC PFS 8 Kaplan-Meier 3 1
ACTM  

 

3 PFS IRC ITT 2024 5 1  
  ACTM  

 194 196 
PFS MM  

%  67 34.5  99 50.5  

95%CI  NE 66.69, NE  41.46 26.41, 53.32  
*1 95%CI  0.49 0.36, 0.67  

p *2 0.0001 
*1 SMM 3 3 Cox *2 log rank

Cox 0.05 

 

 
1 PFS Kaplan-Meier  

IRC ITT 2024 5 1  
 

30 ACTM 30
ACTM 4/196 2.0%

1  
 

 
8  2 2018 9 19

6
3 ACTM 3  
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7.2
7.2.1
7.2.1.1 CTD 5.3.5.2.1-1 5.3.5.2.1-2 SMM2001 2015 6 2023 6

30 B 1/41 2.4%
1 9 A C

7.R
7.R.1

SMM SMM
SMM3001

19 9 28 0928010
3 12 10

30 6 12 0612 1
SMM3001

7.R.2
SMM3001 SMM

7.R.2.1
SMM3001

SMM3001 SMM NCCN v.3.2017
SMM 3 6

Category 110 SMM3001 ACTM

7.R.2.2
SMM3001

SMM
3.1 2024

2024 6 SMM MM CRAB

ECOG PS

9 5 Dara 16 mg/kg 843 16 1 844
Grade 5

10 NCCN
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Mayo Clin Proc 2016; 91: 101-19 MM
SMM SMM3001 PFS 7.1.1.1

SMM MM
SMM3001 IMWG2014 MM

PFS
SMM MM PD

PFS2  
 

 
SMM MM SMM3001

IMWG2014 MM PFS
SMM MM

 
SMM

MM CD38
Isa 3.1 2024

MM SMM
MM PFS2 OS

 
SMM SMM3001

PFS PFS2 OS
 

 
7.R.2.3  

SMM3001 IRC PFS ACTM
7.1.1.1 PFS IMWG2014 MM

62 32.0% ACTM 94 48.0%
5 2.6% 5 2.6%  

4 CRAB
SLiM 60% FLC 100 MRI

2 5 mm  
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4 IMWG2014 MM SMM3001  

 
%  

 
62  

ACTM  
94  

CRAB 
 

 0 2 2.1  
 0 0 

 2 3.2  14 14.9  
 10 16.1  18 19.1  

SLiM 
 

60%  5 8.1  16 17.0  
FLC 100  33 53.2  33 35.1  
MRI 2 5 mm

 12 19.4  16 17.0  

 
SLiM MM

CRAB SLiM MM
MM

2024 6
CRAB PFS 11

IRC PFS Kaplan-Meier 5 2
 

 

5 PFS IRC ITT 2024 5 1  
  ACTM  

 194 196 
PFS MM  

%  17 8.8  39 19.9  

95%CI  NE NE, NE  NE NE, NE  
* 95%CI  0.29 0.16, 0.52  

* SMM 3 3 Cox  

 

 
11  SLiM  
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2 PFS Kaplan-Meier  

IRC ITT 2024 5 1  
 

SMM3001 PFS
PFS2 OS

PFS2 OS PFS2
OS  

  
IMWG 12 6

 
 

 
12  IMWG

IMWG
IMWG PD
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6  
ITT 2024 5 1  

 
%  

 
194  

ACTM  
196  

sCR  5 2.6  0 
CR 12 6.2  0 

VGPR  41 21.1   2 1.0  
PR  65 33.5   2 1.0  
SD  67 34.5  180 91.8  

 PD*1 0  4 2.0  
NE  4 2.1   8 4.1  

sCR CR VGPR PR  
95%CI %  

123 
63.4 56.2, 70.2  

4 
2.0 0.6, 5.1  

95%CI *2,3 83.80 29.69, 236.54  
*1 PD 60% FLC 100 MRI
2 1

*2 SMM 3 3 Mantel-Haenszel
*3 Wilson 95%CI % 61.4 53.7, 67.9  

 
 PFS2  

PFS2 SMM MM PD
Kaplan-Meier

7 3  
 

7 PFS2 ITT 2024 5 1  
  ACTM  

 194 196 
PFS  

%  25 12.9  38 19.4  

95%CI  NE NE, NE  NE NE, NE  
* 95%CI  0.58 0.35, 0.96  

* SMM 3 3 Cox  
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3 PFS2 Kaplan-Meier ITT 2024 5 1  

 
 OS  
OS Kaplan-Meier 8 4  

 

8 OS ITT 2024 5 1  
  ACTM  

 194 196 
%  15 7.7  26 13.3  

95%CI  NE NE, NE  NE NE, NE  
* 95%CI  0.52 0.27, 0.98  

* SMM 3 3 Cox  
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4 OS Kaplan-Meier  

SMM3001 2024 5 1  
 

 
SMM3001 IRC PFS Kaplan-Meier

9 5  
 

9 PFS IRC ITT 2024 5 1  
  ACTM  

 15 13 
PFS MM  

%  7 46.7  12 92.3  

95%CI  59.14 35.75, NE  24.8 11.4, 47.01  
* 95%CI  0.25 0.10, 0.65  

* Cox  
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5 PFS Kaplan-Meier  

IRC ITT 2024 5 1  
 

SMM3001 SMM
 

 SMM3001 IRC PFS ACTM
SMM MM

 SMM3001 OS
ACTM

 SMM3001
SMM3001

IRC PFS
MM

PK 3 2 2
 

SMM3001 PFS2 SMM3001 SMM
MM

SMM3001 PFS2  
MM 9 12 MM

3.1
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2024 SMM MM
CD38

SMM3001
MM

 
 

SMM3001 SMM3001

7.R.4.1

 SMM3001 OS  
 SMM MM

3.1 2024  
 SMM3001 ACTM 6  
 SMM SMM3001

Mayo2018 Blood Cancer J 2018; 8: 59 IMWG2020 Blood Cancer J 2020; 
10: 102  

 
7.R.3 7.3

 
SMM

13  

SMM  
 
7.R.3.1  

SMM3001
 

SMM3001 10  
 

 
13  infusion reaction TLS HBV 3 2 2
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10 *1 SMM3001  

 
%  

 
193  

ACTM  
196  

 187 96.9 162 82.7
 138 71.5  *2 

Grade 3   78 40.4  60 30.6
  2 1.0  4 2.0  

  56 29.0  38 19.4
 11 5.7 *3

 90 46.6 *3

*1 30 SMM MM
ACTM 30 SMM MM

*2
*3

 
SMM3001 11

2%  
 

11 *1 SMM3001  

PT 

MedDRA ver.26.1  

%  
 

193  
ACTM  

196  
   

  66 34.2   26 13.3  
  58 30.1  15 7.7  

  53 27.5  10 5.1  
  52 26.9   35 17.9  

  49 25.4   23 11.7  
  46 23.8   38 19.4  
  43 22.3   5 2.6  

Grade 3    
 11 5.7   9 4.6  

  9 4.7   2 1.0  
  8 4.1   4 2.0  

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

   
  7 3.6   1 0.5  

   
 14 7.3  *2 

 11 5.7  *2 
COVID-19 10 5.2  *2 

*1 20% 5% Grade 3
3% 2%

*2  

 
SMM3001

MM MMY3012
 

SMM3001 MMY3012
12  
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12 SMM3001 MMY3012  

 

%  
SMM3001  

 
193  

MMY3012  
 

260  
 187 96.9  238 91.5  

Grade 3   78 40.4  133 51.2  
  2 1.0  16 6.2  

  56 29.0   83 31.9  
 11 5.7  19 7.3  

  90 46.6   78 30.0  

 
MMY3012 SMM3001 13

COVID-19 SMM3001 COVID-19
MMY3012 SMM3001

5% Grade 3
 

 

13 MMY3012 SMM3001 * 

PT 

MedDRA ver.26.1  

%  
SMM3001  

 
193  

MMY3012  
 

260  
   

  58 30.1   44 16.9  
  53 27.5   41 15.8  

  52 26.9   40 15.4  
  66 34.2   33 12.7  

  49 25.4   28 10.8  
  46 23.8   31 11.9  

  35 18.1  15 5.8  
  43 22.3  14 5.4  

  31 16.1   4 1.5  
   

COVID-19 10 5.2  0 
* 10% 5%

 

 
 

SMM3001 14  
 

14 SMM3001  

 

%  
  

 ACTM   ACTM  
15  13  178  183  

 15 100  10 76.9  172 96.6  152 83.1  
Grade 3   5 33.3   3 23.1   73 41.0   57 31.1  

 0 0  2 1.1   4 2.2  
  7 46.7   3 23.1   49 27.5   35 19.1  

 0 * 11 6.2  * 
  5 33.3  *  85 47.8  * 

*  
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15
10% Grade 3

 
 

15 * SMM3001  

PT 

MedDRA ver.26.1  

%  
 

15  
 

178  
   
 7 46.7  42 23.6  

 5 33.3  26 14.6  
 4 26.7  5 2.8  

 3 20.0  1 0.6  
   

 3 20.0  3 1.7  
* 15% 10%

 

 
SMM3001 28 15 ACTM 13

SMM3001
14  

 
 

SMM3001 11 13 15
SMM3001

SMM
 

 
SMM MMY3012
SMM3001 infusion reaction

13
infusion reaction  

 
7.R.3.2 infusion reaction 

  
infusion reaction  

Infusion reaction
196 MedDRA PT MedDRA ver.26.1 3 2 2

 

 
14  

1 Grade 1
Grade 4 Grade 3 1  
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SMM3001 infusion reaction 16

16 5% infusion reaction SMM3001

MedDRA PT
MedDRA ver.26.1

%
193

Grade Grade 3
infusion reaction 134 69.4 9 4.7

35 18.1 1 0.5
29 15.0 0
16 8.3 1 0.5
11 5.7 0
19 9.8 0
14 7.3 0
21 10.9 0
13 6.7 0
18 9.3 0
12 6.2 0
10 5.2 5 2.6

infusion reaction 1 0.5%
infusion reaction

1 0.5% 1
infusion reaction 1 0.5%

infusion reaction
SMM3001 infusion reaction 17

17 infusion reaction SMM3001
MedDRA PT

MedDRA ver.26.1 Grade Infusion reaction

4
1 1 2 DEX
2 1 1 DEX

7 2 1 2 PSL

infusion reaction SMM3001
infusion reaction 18 infusion reaction

206 0 1,263 15

18 infusion reaction SMM3001
%

Grade Grade 3 Grade
1 193 96 49.7 5 2.6 96 49.7
2 189 43 22.8 0 10 5.3
3 188 26 13.8 0 5 2.7
4 188 24 12.8 1 0.5 8 4.3
5 187 16 8.6 0 2 1.1
6 185 16 8.6 1 0.5 4 2.2

7 185 73 39.5 2 1.1 9 4.9

15 50 1 2
1,440 2,880 134 1,440 0 2,880
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SMM3001 MM
MMY3012 infusion reaction

 
SMM3001 MMY3012 infusion reaction

19  
 

19 SMM3001 MMY3012  

 

%  
SMM3001  

 
193  

MMY3012  
 

260  
Grade infusion reaction 134 69.4  140 53.8  

Grade 3 infusion reaction  9 4.7  21 8.1  
infusion reaction 0 0 

infusion reaction  2 1.0   5 1.9  
infusion reaction  3 1.6  0 

infusion reaction  2 1.0  0 

 
MMY3012 SMM3001 infusion reaction

20 MMY3012 SMM3001
1% infusion reaction infusion reaction

infusion reaction  
 

20 MMY3012 SMM3001 infusion reaction* 

PT 

MedDRA ver.26.1  

%  
SMM3001  

 
193  

MMY3012  
 

260  
Grade infusion reaction   

 35 18.1  17 6.5  
 29 15.0   4 1.5  

Grade 3 infusion reaction   
 5 2.6   4 1.5  

* Grade 10% Grade 3 1%  

 
  
SMM3001 MM MMY3012

infusion reaction 16

17

SMM3001 1 1 1 3

 
16  1 3

 
 2

3 infusion reaction
 

 80%
2 β2

4 infusion reaction
 

17  MMY3012 1 1
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10 mg 18

1 3
SMM 1

1  
 

infusion reaction
SMM3001 MM MMY3012

 
 

 
SMM3001 infusion reaction

SMM infusion reaction
infusion reaction

infusion reaction
infusion reaction

SMM
 

 
7.R.4  

 
 

 
 

 
7.R.2 7.R.3

SMM
 

 
 

 
 

 
18  SMM3001 infusion reation

15.6% 19/122 1 8
1 18.3% 13/71  
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7.R.4.1  

  
19 20

SMM  
 

 
 NCCN v.2.2026 Mayo2018 Blood Cancer J 2018; 8: 59 IMWG2020

Blood Cancer J 2020; 10: 102 SMM
preferred 3 Dara Category 121  

 NCI-PDQ Multiple Myeloma and Other Plasma Cell Neoplasms 2025 4 25 SMM3001
MM

SMM
MM OS  

 
 

SMM MM
SMM 2 50% MM

Lancet Oncol 2016; 17: 1127-36 3.1 2024
SMM MM

SMM
 

SMM Ld
observation group MM

N Engl J Med 2013; 369:438-47
SMM

22  

 
19  3.1 2024 NCCN v.2.2026 ESMO

Ann Oncol 2021; 32: 309-22 NCI-PDQ 2025 4 25  
20  4 2023 2024 6

7 2024 Williams Hematology, 10th Edition McGraw Hill Medical, 
2021, USA Wintrobe's Clinical Hematology, 15th Edition Wolters Kluwer, 2024, USA Cancer: Principles & Practice 
of Oncology, 12th Edition Wolters Kluwer, 2023, Netherlands  

21  NCCN  
22  3.1 2024 SMM

3
NCCN v.2.2026 Mayo2018 Blood Cancer J 2018; 8: 59 IMWG2020

Blood Cancer J 2020; 10: 102 SMM
Category 1 Category 2A  
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SMM SMM3001 ACTM
7.R.2 7.R.3 SMM

 
 

  
 

SMM3001 SMM
Blood 2007; 110: 2586-92 Blood 2008; 111: 785-89 SMM3001 21

5 1 7.1.1.1
SMM3001 NCCN v.2.2026

Mayo2018 Blood Cancer J 2018; 8: 59 IMWG2020 Blood Cancer J 2020; 10: 102
21  

 

21 SMM3001 SMM  
 SMM3001  Mayo2018 IMWG2020  

 1
 

2
 

3
 

M  30 g/L  20 g/L  20 g/L  
FLC  8 100  20  20  

BMPC  50% 60%
 

20%  20%  

SMM  IgA    

 
IgA IgM IgG 2

uninvolved Ig
 

  

 
FISH  

  t(4;14) t(14;16) gain1q del (13q) 
/monosomy 13

 

 
SMM3001 Mayo2018 IMWG2020 23

SMM 72/194 37.1% ACTM 86/196 43.9%
13/194 6.7% ACTM 9/196 4.6% IRC
PFS Kaplan-Meier 22 6  

 

 
23  SMM3001 IMWG2020 del (13q) 21 FISH

del (13q)  
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22 Mayo2018 IMWG2020 PFS  
SMM3001 IRC 2024 5 1  

 
Mayo2018  IMWG2020  

 ACTM   ACTM  
 72 86 13 9 

PFS MM  
%  27 37.5  54 62.8  6 46.2  5 55.6  

95%CI  NE 55.33, NE  22.11 18.69, 26.41  66.69 5.55, NE  12.02 5.82, NE  
* 95%CI  0.36 0.23, 0.58  0.39 0.11, 1.38  

* Cox  

 
6 Mayo2018 IMWG2020  

SMM PFS Kaplan-Meier  
SMM3001 IRC 2024 5 1  

 
SMM3001 5 23 24

ACTM SMM
 

 

23 SMM3001 SMM  

SMM  
%  

 
194  

ACTM  
196  

M 30 g/L   34 17.5   40 20.4  
IgA SMM  55 28.4   42 21.4  
IgA IgM IgG 2 uninvolved

Ig  116 59.8  116 59.2  

FLC 8 100  135 69.6  147 75.0  
BMPC 50% 60%

  6 3.1   4 2.0  
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24 SMM3001 SMM  

 
%  

 
194  

ACTM  
196  

SMM    
0 5* 2.6  0 
1 72 37.1  81 41.3  
2 80 41.2  80 40.8  
3 34 17.5  32 16.3  
4 3 1.5  3 1.5  
5 0 0 

*
 

 
SMM3001 7.R.2 7.R.3 Mayo2018

IWMG2020 SMM
SMM ACTM PFS

SMM3001 SMM  
SMM SMM3001

SMM3001

 
 

 
 

 
 

SMM3001 PFS ACTM
SMM MM PFS 7.1.1.1

MM 7.R.2.3
SMM MM

 
SMM3001 SMM

SMM
SMM3001

PFS ACTM 7.1.1.1
SMM3001 SMM

 
 SMM3001
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 2 MM 50% Lancet Oncol 2016; 17: 1127-
36 SMM3001 SMM 50% 2

MM 24  
 SMM3001 ACTM 7.R.2.3  

 
SMM3001

SMM
7.R.3

 
 SMM3001 SMM MM

SMM3001 PFS2
7.R.2.3  

 SMM3001 OS ACTM
OS 7.R.2.3  

 
SMM3001

SMM Lancet Oncol 2016; 17: 1127-36 Lancet 
Haematol 2023; 10: e203-12

3.1 2024
SMM3001

SMM
SMM3001

 
 

 
 

 
 

SMM3001 NCCN v.2.2026
Mayo2018 IMWG2020 SMM

 
24  SMM3001 ACTM 24 36 PFS 95%CI % 63.3 55.5, 

70.0 54.3 46.4, 61.6  
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SMM3001 PFS2 OS SMM3001

SMM MM MM
SMM

SMM MM
SMM MM

 
 
7.R.5  

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

1 2 4
SMM

 
 

 
 Infusion reaction  
 Infusion reaction  
 

 
 3  

 
7.R.2 7.R.3

SMM

 
 

1 15 mL 1,800 mg
30,000 2,000 /mL 28 1

1 2 1 4 1 8 15 22 3 6 2
2 1 15 7 4 1 1

3  
 

 
 infusion reaction 1 3

infusion reaction
 

 Infusion reaction
Grade NCI-CTCAE v4.0  
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 Grade 3 infusion reaction 3  
 Grade 4 infusion reaction  

 
7.R.5.1  

 
SMM3001 MM b
MMY1004 Dara 1,800 mg rHuPH20 30,000 U Dara-

IV 16 mg/kg
 Dara rHuPH20 1,800 mg

30,000 U
SMM3001 SMM

2 50% MM Lancet Oncol 2016; 
17: 1127-36 SMM MM

MM 39 1
28 1 1 36  

SMM3001 7.R.2 7.R.3
SMM3001

SMM
 

 
 

 3  
 

 
SMM3001 SMM3001

SMM
MM

SMM3001
SMM  

 
SMM

 
 

 
1 15 mL 1,800 mg

30,000 2,000 /mL 28 1
1 2 1 4 1 8 15 22 3 6 2

2 1 15 7 4 1 1
3  
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7.R.6 RMP  
RMP25  

7.R.2 7.R.3
RMP 25

 
25 RMP  

 
   

 Infusion reaction 
  
  
  
  

  
  

  

 
 SMM MM  

 
 
7.R.7  

SMM

 
 SMM3001

7.R.3  
 SMM3001 26

 
 

 

SMM MM

7.R.2.3 7.R.4.1  
SMM

 
 
7.3  

7.1
7.2  

 

 
25  2025 6 16 RMP  
26  AL 196

2024 11 34 2024 11  
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7.3.1 SMM3001  
187/193 96.9% ACTM 162/196 82.7%

138/193 71.5%
10

11  
 
7.3.2 SMM2001  

A 41/41 100% B 41/41 100% C 37/40 92.5%
A 34/41 82.9% B 34/41 82.9%

C 28/40 70.0% 15% 26
 

 

26 15%  

SOC 
PT 

MedDRA ver.25.1  

%  
A  
41  

B  
41  

C  
40  

Grade Grade 3  Grade Grade 3  Grade Grade 3  
 41 100  27 65.9  41 100  18 43.9  37 92.5  6 15.0  

 
 20 48.8  0 15 36.6  0  4 10.0  0 

 11 26.8  0  8 19.5  0 2 5.0  0 
  8 19.5  3 7.3  1 2.4  1 2.4  1 2.5  1 2.5  

  8 19.5  0 4 9.8  0 1 2.5  0 
COVID-19  5 12.2  0  7 17.1  1 2.4  0 0 

 
 19 46.3  0 25 61.0  0  9 22.5  0 

 10 24.4  1 2.4  4 9.8  0 1 2.5  0 
  8 19.5  0 4 9.8  0 3 7.5  0 

 
 14 34.1  1 2.4  14 34.1  2 4.9   4 10.0  0 
 10 24.4  0 11 26.8  0 3 7.5  0 
  9 22.0  0  6 14.6  1 2.4  1 2.5  0 
  8 19.5  0  6 14.6  0 2 5.0  0 

 
 15 36.6  1 2.4  19 46.3  2 4.9  1 2.5  0 
 11 26.8  1 2.4  12 29.3  0  4 10.0  0 
 10 24.4  1 2.4  10 24.4  0 2 5.0  0 
  8 19.5  0 4 9.8  0 2 5.0  0 

 2 4.9  0  7 17.1  0  4 10.0  0 
 

 18 43.9  0 15 36.6  0 11 27.5  1 2.5  
 12 29.3  1 2.4   8 19.5  0 3 7.5  0 

  9 22.0  0 4 9.8  0  6 15.0  0 
  6 14.6  0 10 24.4  0  4 10.0  0 

 
 13 31.7  0 10 24.4  0 13 32.5  0 

 
 11 26.8   6 14.6  4 9.8  4 9.8  2 5.0  1 2.5  
 

13 31.7  0 14 34.1  0  5 12.5  0 
 

 10 24.4  0 3 7.3  0 2 5.0  0 
 

  7 17.1  0 2 4.9  0 0 0 
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A 20/41 48.8% B 14/41 34.1% C 4/40 10.0%
3% A 4 9.8% B

2 4.9% C A 1
 

A 3/41 7.3% B 1/41 2.4% C 2/40
5.0% A

1 2.4% B 1 2.4% C 1 2.5%
A 1 C 1
 

 
8.  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.1.1 GCP
 

 
9. 1  

SMM
SMM
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2  
 

7 10 8  
 

 
  
 

 
  
 7 2 14  

 
 

 
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2
SMM3001 IRC PFS ACTM

SMM3001
SMM SMM

MM CD38

SMM MM
SMM MM

 
 

 
 
1.2  

1 7.R.3 SMM

SMM
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1.3  
1 7.R.4

 
 

 
 

 
 

 
 

 
 
1.4  

1 7.R.5 SMM

 
 

 
1 15 mL 1,800 mg

30,000 2,000 /mL 28 1
1 2 1 4 1 8 15 22 3 6 2

2 1 15 7 4 1 1
3  

 
 

 
 infusion reaction 1 3

infusion reaction
 

 Infusion reaction
Grade NCI-CTCAE v4.0  

 Grade 3 infusion reaction 3  
 Grade 4 infusion reaction  

 
 

 



35 

 
 
1.5 RMP  

1 7.R.6 RMP
RMP 27

 
 

27 RMP  
 

   
 Infusion reaction 
  
  
  
  

  
  

  

 
 SMM MM  

 
 

1 7.R.7
SMM

 
SMM MM

 
 

SMM MM

 
 

RMP 28
 

 

28 RMP  
 

   
 MM  
 AL

 

  
 

  
 

 
2.  
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11 3 22  
 

 
1  
2 AL  
3  

 
 

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  

1 15 mL 1,800 mg
30,000 2,000 mL 28

1 1 2 1 4 1 8 15 22 3 6
2 2 1 15 7 4 1 1

3  
 

    

 
 

AL
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1. 

 
AL  

2. 
 

 
3. 

 
 

 
 

1.  
21. infusion reaction 1 3

infusion reaction
 

32. Infusion reaction
Grade NCI-CTCAE v4.0  

 Grade 3 infusion reaction 3  
 Grade 4 infusion reaction  

 
3.  
4.

 
5.

 
6.
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Grade 4 Grade 4  
Grade 3 50,000/μL  

 
Grade  
 
Grade  

Grade 2
 

Grade NCI-CTCAE v5.0  

 
7.

 
1 1 25mg

21 7 1  
1 1 10mg 12

1 1 15mg
 

8.

 
 

 
 

 25 mg 
1  20 mg 
2  15 mg 
3  10 mg 
4  5 mg 
5   

 
 

 
   

 1 1 10 mg  1 1 15 mg  
1  1 1 5 mg  1 1 10 mg  

2  1 1 5 mg 21
7  1 1 5 mg  

3   1 1 5 mg 21
7  
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Grade 3 4
1,000/μL  

Grade 2
 

1  
1  

Grade 3 50,000/μL
 

1
 

Grade 3
50,000/μL  

 
Grade 4 25,000/μL

 

Grade 2
 

1  

Grade NCI-CTCAE v5.0  

 
AL  

9.  
910.

 
 

 



i 

 
 

 
   

ACTM active monitoring  
ADCC antibody dependent cell mediated 

cytotoxicity 
 

ADCP antibody dependent cellular phagocytosis  
BMPC bone marrow plasma cell  
CDC complement dependent cytotoxicity  
CI confidence interval  
CL total body clearance  
Cmax maximum concentration  
COVID-19 coronavirus disease SARS-CoV-2  
CR complete response  
CRAB calcium elevation, renal insufficiency, 

anemia, and bone abnormalities  
Ctrough trough concentration  
Dara daratumumab genetical recombination   
Dara-IV  

 
DEX dexamethasone  
ECOG Eastern Cooperative Oncology Group  
ESMO European Society of Medical Oncology  
FISH fluorescence in situ hybridization in situ  
FLC free-light chain  
HBV hepatitis B Virus B  
Ig immunoglobulin  
IMWG International Myeloma Working Group  
IRC Independent Review Committee  
Isa isatuximab genetical recombination   
ITT intent-to-treat  
Ld  DEX  
MedDRA Medical Dictionary for Regulatory 

Activities 
ICH  

MM multiple myeloma  
MRI magnetic resonance imaging  
NCCN National Comprehensive Cancer 

Network 
 

NCI-PDQ National Cancer Institute Physician Data 
Query 

 

NE not evaluable  
OS overall survival 
PD progressive disease 
PFS progression-free survival 
PFS2 progression-free survival on first-line 

treatment for MM 
MM PD

 
PK pharmacokinetics  
PPK population pharmacokinetics  
PR partial response  



ii 

   
PS performance status  
PT preferred term  
QW quaque 1 week 1 1  
Q2W quaque 2 weeks 2 1  
Q4W quaque 4 weeks 4 1  
Q8W quaque 8 week 8 1  
rHuPH20  

 
RMP Risk Management Plan  
sCR stringent complete response  
SD stable disease  
SLiM  

100 MRI  
SMM smoldering multiple myeloma  
SOC system organ class  
TLS tumor lysis syndrome  
VGPR very good partial response  
U unit  
V1 central volume of distribution  

   
    

MMY1004   54767414MMY1004  
MMY1008   54767414MMY1008  
MMY2040   54767414MMY2040  
MMY3012   54767414MMY3012  
SMM2001   54767414SMM2001  
SMM3001   54767414SMM3001  

  

 
 


