


 

 

 

7 9 17  

 

 

 

 

 

 

300 mg 1200 mg 

 

 

7 1 30  

 

 

7 8 8  

 

 

 

    

 

16 
18 

IgG  

g/L  

IgG  

mg/dL  

 

18 
20 

IgG  

g/L  

IgG  

mg/dL  
 

 

 



 
 

 
 

7 8 8  
 

 
 

 
 

 
 

300 mg 1200 mg 
 

 
7 1 30  

1 300 mg 1200 mg
 

1  
Fc FcRn

IgG1 H 1 N296A
CHO 446

H 2 216 L 2
 

Nipocalimab is a recombinant anti-neonatal Fc receptor (FcRn) monoclonal antibody derived 
from human IgG1, whose amino acid residue in the H-chain is substituted at 1 position (N296A). 
Nipocalimab is produced in CHO cells.Nipocalimab is a protein composed of 2 H- -
chains) consist -chains) consisting of 216 
amino acid residues each. 

  



2

L Q1 H K446
H C219 L 215 H C225 H C225 H C228 H C228

C6278H9746N1674O1994S46 4
H C2152H3348N576O664S17

L C987H1529N261O333S6

142,000

R3 522 3 10 1
1001 1



 

3 

 
 

 

 

 
 

 

 
 

 
12 30 mg/kg
1 15 mg/kg 2  

 
 

 
 

 
  



 
 

 

 
1  

 
7 7 17  

 

 
 

 
300 mg 1200 mg 

 
 

7 1 30  
1 300 mg 1200 mg

 
 

 
 

 
12 30 mg/kg

2 1 15 mg/kg 2
1 30 mg/kg 4  
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1.  
MG

26 10 21
393  11 MG MG

MG gMG MG 80% gMG
20% MG Clin Exp Neuroimmunol 2014; 5: 84-91 gMG 95%

IgG 85% AChR 8% MuSK Expert 
Rev Clin Immunol 2012; 8: 427-38 AChR MuSK double 
seronegative gMG gMG

2022
 

FcRn IgG1 FcRn IgG
IgG IgG

gMG  
gMG

2025 4
2024 9 2025 7  

3 10 1
R3 522 3 10 1

1001 1  
 
2.  
2.1  
2.1.1  

Fc
296

CHO MCB WCB  
MCB WCB EEPCB ICH Q5A R2 Q5B Q5D

 
MCB WCB MCB WCB

 
 
2.1.2  





 

4 

FcRn
 

 IgG
 

 
2.1.5.2  

2.1.5.1

 
 
2.1.5.3  

HCP DNA HCP DNA
HCP

 
 
2.1.6  

pH CE-SDS
SEC cIEF

 
 
2.1.7  

3  
 

3  
  a)    

 6   b) 
 

 
6  

 6   c) 
 6   d) 

a)  
b)   
c)  
d)  

 
 

 

 

 

*A *B

*C
*D *E *F
*A *B *C

*D
*D
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2.2  
2.2.1  

1 4.0 mL 10.0 mL 1.62 mL 6.5 mL 300 mg
1200 mg L- L- L-

L- 80
 

 
2.2.2  

 
 

 
 
2.2.3  

ICH Q5E
/

 
 
2.2.4  

pH
CE-SDS SEC cIEF

80
 

 
2.2.5  

4  
 

4  
   a)    

 300 mg 4 5  
 b) 

 
 

1200 mg 7  c) 

 300 mg 4 25  
60 5%RH 

 d) 
1200 mg 7  e) 

 300 mg 4 °C/ 
%RH 

 
1200 mg 7  

 300 mg 1 120 lux h
200 W h/m2  1200 mg 1 

a)  
b)  
c)  
d)  
e)  

 

 



 

6 

 

 
 

300 mg 1200 mg
2 12 18

 
 
2.3  

2.1.5.2 2.1.5.3  
 CQA  

CQA  
CQA pH

DNA HPC
L- L- L-

80

 
CQA  

 
  

CQA CPP
CPP CPP  

 
2.R  

 
 
3.  

 
 
3.1  
3.1.1 in vitro  
3.1.1.1 FcRn Fab X CTD 4.2.1.1.1  

FcRn Fab X
IgG FcRn Trp131

Fab FcRn  



 

7 

3.1.1.2 CTD 4.2.1.1.2  
HLA-A2 29% 48% HLA-A2

ELISA 1 1,000 μg/mL HLA-A2
protein BLAST MHC MHC

 
 
3.1.1.3 CTD 4.2.1.1.2  

FcRn

FcRn 80 88 129 139
 

 
3.1.1.4 FcRn CTD 4.2.1.1.2 4.2.1.1.4  

FcRn pH 6.0 0.2 5 nmol/L pH 7.4
0.6 15 nmol/L SPR 5 pH 6.0

pH 7.4 FcRn
FcRn 50 nmo/L

400 nmol/L FcRn  
 

5 FcRn  
   

pH 6.0 7.4 6.0 7.4 
KD pmol/L  31.7 57.8 26.2 58 

 
3.1.1.5 HAEC IgG CTD 4.2.1.1.6  

FcRn IgG
IgG FcRn
HAEC IgG HAEC 0.001 32 nmol/L

IgG B21M IgG1 0.032 1000 nmol/L ADM31 0.01
300 nmol/L 1 IgG 13.3 nmol/L 18
20 IgG
HAEC IgG IgG IC50

0.21 nmol/L IgG
 

FcRn
 

 
3.1.1.6 HAEC HVT FcRn IgG CTD 
4.2.1.1.7  

FcRn IgG HAEC HVT
FcRn IgG

IgG HAEC
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IC50 0.037 μg/mL
IgG IgG EC50

HVT IC50 0.029 μg/mL EC50 0.028 μg/mL  
 
3.1.1.7 CTD 4.2.1.1.5  

Fc FcRn
HEK293 ADCC ADCP

HEK293
CDC Fc M281 N021

ADCC ADCP CDC Fc
 

 
3.1.2 in vivo  
3.1.2.1 FcRn Tg32 FcRn

IgG CTD 4.2.1.1.8  
FcRn IgG Tg32

16 IgG 500 mg/kg 2 0.2 2 20 50
100 mg/kg PBS FcRn

2 168 FcRn
2 2 mg/kg FcRn 85%

FcRn 100 mg/kg 90% FcRn
72  

2 168 IgG
20 mg/kg 90% IgG 72

 
IgG FcRn  

 
3.2  

6  
 

6  
 .      CTD 

  
3   0 a) 20 100 306 mg/kg 1    4.2.3.2.2 

 

 
3  

PR QRS QT
 0 a) 20 100 306 mg/kg 1    4.2.3.2.2 

 
3  

PR QRS QT
 

0b) 20 100 300 mg/kg 1  
50 mg/kg 2    4.2.3.2.3 

  
3   0 a) 20 100 306 mg/kg 1    4.2.3.2.2 

a) 24.2 mmol/L  
b)  

 
3.R  
3.R.1  



 

9 

 
MG IgG IgG

Lancet Neurol 2015; 14: 1023-36
IgG pH 

6.5 IgG FcRn FcRn IgG
FcRn

IgG Nat Rev Immunol 2007; 7; 715-25  
FcRn IgG FcRn
IgG IgG IgG
IgG gMG  

pH 6.0 pH 7.4
FcRn 3.1.1.4 HAEC HVT IgG

3.1.1.5 3.1.1.6 FcRn MG

FcRn Tg32 IgG
IgG 3.1.2.1  

IgG gMG  
 

gMG

 
 
4.  

 
ELISA 150 ng/mL ADA ECLIA

 
 
4.1  
4.1.1  

7
CTD 4.2.2.2.1 CTD 4.2.2.2.2 ADA
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7  
 

mg/kg   AUC0-  
h/mL) 

t1/2 
(h) 

0.2 3   
2 3 345 46 3.9 1.1 

20 3 15600 3450 27.5 11.5 
50 3 42100 1920 29.6 4.6 
100 3 93800 3870 39.7 3.7 

340 a) 3 419000 60300 78.2 10.8 
 

 
a) 0.2 100 mg/kg  

 
4.1.2  

1 2 26
CTD 4.2.3.2.3 8

AUC0-t

28 300 mg/kg/ 3 25 ADA
 

 
8  

 
mg/kg/      AUC0-t

 a) 
( g h/mL) 

20 1  

 
3 1  22200 3380 
3 13  2740 3140 b), c) 
3 26  2090 3320 b), c) 

 
3 1  31000 14000 
3 13  4580 6280 b), d) 
3 26  4910 5780 b), d) 

50 2  

 
3 1  22800 1560 
3 13  13500 16400 
3 26  26500 10700 

 
3 1  21400 3450 
3 13  1390 25200 b), d) 
3 26  22600 23500 b), d) 

100 1  

 
3 1  125000 9180 
3 13  97700 84900 
3 26  105000 74900 

 
3 1  126000 4510 
3 13  107000 18600 
3 26  133000 5500 

300 1  

 
5 1  339000 17200 
4 13  384000 73300 
2 26  429000 453000 b) 

 
5 1  370000 28600 
5 13  391000 18000 
3 26  516000 54525 

 
a) 20 100 300 mg/kg/ 96 50 mg/kg/ 24

 
b) 2  
c) 3 1  
d) 3 1  
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4.2  
4.2.1  

Tg32 250 μg 144
CTD 4.2.2.3.1  

 
4.2.2  

100 300 mg/kg 45 1 100 140
300 mg/kg

140 1.5% 100
 

 
4.3  

IgG

 
 
4.R  

 
 
5.  

 
 
5.1  

4 5.2

306 mg/kg  
 
5.2  

4 26 9
IgG  

26 300 mg/kg
1) AUC0–7day 19333 gMG 15 mg/kg 2 1 30 mg/kg 4

1 2) AUC0–14day 918 AUC0–28day 2317 
33 42  

 

 
1) 300 mg 1 26 AUC0-96h 4.1.2 5 AUC0-7day

 
2) PPK 6.2.4 AUC  
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9  

  
 

 
 

 
(mg/kg)   

(mg/kg) CTD 

 

 
 4  

9  
0 a) 20 100 306

1  

20 IgG  b) 
100  b) 
 

 

306 4.2.3.2.2 

 

 c) 
 26  

8  

0 d), e) 20 100
300 e) 1  

50 2  

300 1/5  f)  
 

20 IgG
KLH IgG  c) 

300  c) 
 

 

300 4.2.3.2.3 

a) 24.2 mmol/L  
b) 

 
c) KLH T  
d)  
e) 300 mg/kg  
f) 1

IgG T
NK 5.7.1

 

 
5.3  

DNA  
 
5.4  

FcRn
 

 T NK Regul 
Toxicol Pharmacol 2016; 75: 72-80 T NK

5.7.1  
 IgG

5.7.1  
 5.2  

 
5.5  

ePPND
10  

300 mg/kg 3) AUC0–7day 11000 g h/mL gMG
15 mg/kg 2 1 30 mg/kg 4 1 2) AUC0–14day

918 AUC0–28day 2317 19 24
5.R.1  

26

 
3) AUC0-96h AUC0-7day  



 

13 

 
 

10  
 

   
   

(mg/kg)   
(mg/kg) CTD 

 
 

 

1  
45

100  
45 140  
45 a) 

0 b) 100
300 1  

 c)  
100 IgG ADA  

 
F1  c)  

IgG  
300 

4.2.3.5.3.1 

2  
45  

 
100 IgG

 d)

 e) ADA
 

 
F1  f)  
IgG  

F1
300 

a)  
b)  
c) ADA  
d) 0/12 100 mg/kg 2/14 300 mg/kg 2/11  
e) 100 mg/kg 1/2 300 mg/kg 2/2  
f) 6

KLH T
 

 
5.6  

11 26 5.2

 
 

11  

   CTD 

 
 

(NZW) 

100mg/kg 2 3.06 mg/kg
2

 
 4.2.3.6.1 

 
 

42 mg/kg
  4.2.2.2.3 

 
5.7  
5.7.1  

12 26
5.2 KLH IgG IgG

 
 

12  

   CTD 

 
 

0 a) 10 100 1 8

T NK
KLH IgG IgM  

10 KLH IgG IgG
 

 
 

4.2.3.7.2.1 

a)  
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5.7.2  

13 FcRn
 

 
13  

   CTD 

 
5 20 μg/mL

 

25  a)

 
20  b)

 

4.2.3.7.7.1 

a) 
 

b) 
 

 
5.7.3  

14  
 

14  
   CTD 

in vitro 0.153 1.53 15.3 mg/mL
1   4.2.3.7.7.2 

 
5.R  
5.R.1  

ePPND 2 45
 

 
ADA Toxicol Pathol, 2014; 42: 293-

300 ePPND ADA

American Registry of Pathology, eds. DW King, American Registry of Pathology, Washington DC 2004; 117-
62 ePPND

Best Pract Res Clin Obstet 
Gynaecol. 2010; 24: 339-52
ePPND

American Registry of Pathology, eds. DW King, American Registry of Pathology, Washington, DC. 
2004; 117-62

MAbs 2013; 5: 810-6
ePPND 2 100 300 mg/kg/

33.3% 6/18 38.9% 7/18 38.9% 7/18
ePPND 20.0
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42.9%  
 

4% 1/25
27% 3/11

 
 
6.  
6.1  

ELISA 0.150 μg/mL ECLIA 0.010 μg/mL
ECLIA

ECLIA
 

 
6.2  
6.2.1  
6.2.1.1 CTD 5.3.3.1.2: MOM-M281-010 2019 9 12  

18 24 10 30
60 mg/kg 15 IgG

16  
 

15  
 

mg/kg   AUC0-  
μg h/mL  

t1/2 
h  

10 6 6670 641 16.1 5.9 
30 6 38630 4510 24.2 7.5 
60 6 112400 13442 39.7 10.8 

 
 

16 IgG  

 

10 mg/kg 30 mg/kg 60 mg/kg 

IgG  
mg/dL  

 

%  

IgG  
mg/dL   

%  

IgG  
mg/dL   

%  
 1022.0 91.2  1263.2 243.9  1160.0 210.6  

Day 1 968.0 94.0 94.7 2.3 1234.6 218.6 a) 93.0 2.4 a) 1185.3 172.4 102.7 4.4 
Day 2 925.3 90.4 90.6 3.9 1088.7 243.1 85.8 3.8 1140.5 195.9 98.6 4.4 
Day 3 777.5 84.4 76.0 2.5 939.7 217.6 74.1 4.1 954.3 199.0 82.2 5.2 
Day 4 682.0 93.8 66.5 3.7 846.5 209.2 66.6 5.0 837.2 195.4 71.9 6.7 
Day 5 572.2 79.8 55.9 3.5 731.2 199.1 57.3 5.6 738.5 188.9 63.2 5.6 
Day 8 520.3 68.8 50.8 2.4 470.5 143.3 36.7 4.7 501.3 154.5 42.7 7.0 
Day 10 543.5 78.9 53.0 3.6 399.5 121.7 31.2 3.6 401.8 147.3 34.0 7.2 
Day 12 593.0 75.8 57.9 3.8 399.3 108.8 31.2 2.7 346.7 140.7 29.2 7.2 
Day 15 680.5 77.9 66.5 4.4 474.0 123.1 37.2 2.9 281.7 105.1 23.8 5.2 
Day 18 692.3 86.9 67.6 4.7 502.8 139.3 a) 41.8 6.1 a) 292.7 73.0 25.0 2.7 
Day 22 768.5 86.3 75.1 3.7 661.7 170.0 51.9 4.1 398.2 80.4 34.4 4.6 
Day 29 829.5 111.5 80.9 4.5 802.0 236.9 62.6 6.4 554.0 136.8 47.7 7.7 
Day 43 936.0 108.2 91.5 5.5 1041.5 355.0 80.8 11.6 744.7 163.8 64.3 9.1 

6  
a) 5  
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ADA 60 mg 1 ADA  
0 10 mg/kg 0 30 mg/kg 2

1 60 mg/kg 1

30 mg/kg 1
 

 
6.2.2 gMG  
6.2.2.1 CTD 5.3.5.1.2: MOM-M281-011 2021 7 2023 11

17 2024 3 31 2024 8 23
 

18 gMG 30 mg/kg
2 15 mg/kg 2 15 mg/kg Q2W

17 IgG 18  
 

17 18 gMG 011  

 

 
77  

 
21  

 
98  

 
 

 
μg/mL  

 
 

 
μg/mL  

 
 

 
μg/mL  

Day 1  76 0.0 0.0 21 0.0 0.0 97 0.0 0.0 
45  76 887.7 154.7 21 842.8 247.5 97 878.0 178.3 

Week 2 
 73 0.4 2.2 20 1.4 6.4 93 0.7 3.5 

45  73 443.9 81.5 20 458.2 98.6 93 446.9 85.1 

Week4 
 72 0.0 0.0 18 0.0 0.0 90 0.0 0.0 

45  72 450.7 91.1 19 460.1 95.4 91 452.7 91.6 

Week 8 
 68 0.0 0.1 15 0.0 0.0 83 0.0 0.0 

45  68 443.3 77.8 14 451.7 88.5 82 444.7 79.2 

Week 12  62 0.1 1.0 15 0.0 0.0 77 0.1 0.9 
45  60 441.8 90.5 15 459.3 62.4 75 445.3 85.5 

Week 16 
 59 6.2 47.5 14 3.2 8.1 73 5.6 42.8 

45  58 418.9 115.3 14 423.6 63.9 72 419.8 106.9 

Week 20 
 58 0.0 0.1 13 0.0 0.0 71 0.0 0.1 

45  58 424.4 88.9 13 456.2 68.7 71 430.3 86.0 
Week 24  54 0.0 0.0 11 42.0 131.2 65 7.1 54.2 

 
 

18 18 gMG IgG 011  

 

 
77  

 
20  

 
97  

 
 

 
IgG

g/L  

 
 

%  

 
 

 
IgG

g/L  

 
 

%  

 
 

 
IgG

g/L  

 
 

%  
 77 9.5 2.5  20 8.8 2.7  97 9.4 2.5  

Week 2 71 2.7 1.2 -72.9 7.5 19 2.1 0.9 -76.8 6.3 90 2.6 1.2 -73.7 7.4 
Week 4 71 3.2 1.3 -68.1 8.9 18 2.5 0.9 -71.4 9.6 89 3.0 1.3 -68.7 9.1 
Week 6 69 3.4 1.4 -65.4 10.6 15 2.5 0.9 -71.8 11.8 84 3.3 1.4 -66.5 11.0 
Week 8 69 3.3 1.4 -67.2 9.2 16 2.5 0.9 -70.9 12.8 85 3.1 1.4 -67.9 10.0 

Week 12 68 3.3 1.7 -67.0 12.1 17 2.5 1.1 -70.4 13.8 85 3.1 1.7 67.7 12.5 
Week 16 68 3.2 1.5 -67.3 11.5 16 2.4 0.9 -71.9 6.3 84 3.0 1.4 -68.2 10.8 
Week 20 68 3.5 1.6 -64.9 13.3 16 2.5 1.2 -70.7 14.9 84 3.3 1.6 -66.0 13.7 
Week 22 66 3.2 1.4 -67.4 10.5 17 2.4 1.2 -71.9 14.1 83 3.0 1.4 -68.3 11.4 
Week 24 68 3.4 1.7 -65.7 12.2 16 2.4 0.9 -71.4 10.3 84 3.2 1.6 -66.8 12.0 
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24 OLE 15 mg/kg Q2W 24
15 mg/kg Q2W 30 mg/kg 4 30 mg/kg Q4W 20 4)

OLE 15 mg/kg Q2W 30 mg/kg Q4W 20
15 mg/kg Q2W IgG 1

15 mg/kg Q2W 30 mg/kg Q4W IgG

15 mg/kg Q2W 30 mg/kg Q4W 30 mg/kg Q4W
15 mg/kg Q2W Visit

OLE 30 mg/kg Q4W Visit 1 20 , 55 14, 84
15 mg/kg Q2W 30 mg/kg Q4W Visit 12

1 18 gMG 30 mg/kg Q4W IgG 011 OLE

ADA 97 48 ADA
17 OLE Week 108 ADA 194 83

ADA 44

6.2.2.2 / CTD 5.3.5.2.2: 80202135MYG2001 2022 7 2023
12 15 2024 3 31

12 gMG 30 mg/kg 2
15 mg/kg 2 19 IgG

20

4) 30 mg/kg Q4W 25 IgG 20
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19 12 gMG 2001  

   
μg/mL  

Day 1 
 6 0.0 0.0 

45  6 826.7 204.2 

Week 2 
 5 0.0 0.0 

45  5 435.0 83.5 

Week4  5 0.0 0.0 
45  5 417.4 73.6 

Week 8 
 5 0.0 0.0 

45  5 434.2 126.4 

Week 12 
 5 0.0 0.0 

45  5 419.8 97.1 

Week 16 
 5 0.0 0.0 

45  5 419.0 107.2 

Week 20  5 0.0 0.0 
45  5 422.4 97.8 

Week 24  4 0.0 0.0 
 

 
20 12 gMG IgG 2001  

  IgG  
g/L  

 
%  

 5 9.8 3.5  
Week 2 5 2.8 1.2 -72.2 6.4 
Week 4 5 2.6 1.0 -73.6 9.3 
Week 6 5 2.7 1.1 -71.5 11.0 
Week 8 5 2.9 0.8 -69.4 6.7 

Week 12 5 3.1 0.7 -67.0 7.5 
Week 16 5 2.8 0.9 -68.5 12.8 
Week 20 5 3.3 1.4 -66.2 11.4 
Week 24 5 2.9 0.8 -69.0 7.6 

 

 
2023 12 15

5 ADA 1 ADA
 

 
6.2.3 CTD 5.3.2.2.1 5.3.2.2.2: MOM-M281-008 80202135EDI1003

2020 10 2021 3 2021 8 2022 5  
IgG

Fc
21  

 
21  

 
   

 
 

/  

 
90%CI  

/  
Cmax AUClast 

30 mg/kg  
 

 
 

225 mg  
 8/8 0.58 [0.44, 0.76] 0.35 [0.29, 0.42] 

15 mg/kg  
 

 
 

50 mg  
 13/13 0.91 [0.74, 1.12] 0.71 [0.61, 0.84] 

 



 

19 

6.2.4 PPK  
MOM-M281-001 5) MOM-M281-007 6) MOM-M281-010

80202135EDI1001 7) 80202135EDI1002 8) gMG MOM-
M281-004 9) 011 277 3429

10) PPK NONMEM 
Version 7.4.3 FcRn

2-  
CL Vc FcRn

20% IgG MG-ADL
 

 
6.R  
6.R.1 gMG  

gMG
 

gMG 011 30 mg/kg
2 15 mg/kg 2 2

IgG IgG IgG1 4 22
 

 
5) 0.3 3 10 30 60 mg/kg 15

30 mg/kg 1 4  
6) 30 60 mg/kg 30 mg/kg 7.5 30

60 mg 15  
7) 1 300 1200 mg 150 300 600 1200 1875

3750 mg 2 810 mg 1 4 1200 mg 2 1
 

8) 15 30 45 mg/kg  
9) gMG 2 1 5 5

60 mg/kg 60 mg 2 1 5 30 mg/kg 4 1  
10) ,  

73.3 41, 188 kg 44 18, 81 IgG 10 3.08, 19.4 g/L 45 31.0, 52.0 g/L ALT
17 2.00, 163 U/L AST 21 4.00, 97.0 U/L ALP 92 19.0, 3.420 U/L 119 158
146 79 24 49 6 195
3 176 89 12 263 12 2 ADA
102 175  
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Day 1 Week 2 Week 4 Week 8 Week 12 Week 16 Week 20 Week 24

78 75 69 71 69 64 59 54 54 50 52 50 57 56 56
97 97 93 93 90 91 83 82 77 75 73 72 71 71 65
10 10 10 10 10 10 8 8 7 7 7 7 8 8 9
6 6 6 6 5 5 5 5 5 5 5 5 4 4 3

45

2 gMG
011

22 gMG IgG
011

Week 2 Week 24 Week 2 Week 24

% % % %
IgG 6 -71.3 6.6 4 -65.8 11.8 84 -73.9 7.5 80 -66.8 2.1

IgG

IgG1 6 -74.9 7.1 4 -63.6 10.5 71 -75.6 8.1 65 -63.6 16.1
IgG2 6 -72.6 5.1 4 -71.3 11.8 70 -70.1 7.8 65 -66.3 13.3
IgG3 6 -76.8 9.2 4 -55.5 9.4 70 -75.7 8.3 63 -54.8 15.7
IgG4 6 -65.6 8.6 4 -46.0 4.8 69 -66.9 7.2 65 -52.0 19.0

6.R.2
ADA ADA
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gMG 004 MOM-M281-005 11) 011 2001
193 004 54 005 35 011 97 2001

7 ADA 36 40.9% 79/193 004
25 005 5 011 48 2001 1 ADA ADA

79 29.1% 23/79 004 5 005 1 011
17 2001 0  
004 011 2001 ADA

004 005 011 2001 ADA
IgG  

011 ADA Week 24 MG-
ADL ADA

4.98 3.45 43 ADA 3.98 3.70 44 ADA MG-
ADL ADA

Week 24 MG-ADL 2
ADA 75.0% 36/48 ADA 59.2% 29/49 ADA

011 ADA
Week 24 MG-ADL

5.80 3.963 15
4.54 3.127 28 MG-ADL

011 OLE
2023 11 17 MG-ADL

ADA ADA
ADA  

011 ADA
ADA 12.5% 6/48 ADA 8.2% 4/49 ADA

538 9 ADA
526 5 ADA

011 ADA
ADA 4.2% 2/48 ADA 0% 0/49

 
ADA

 
 

 
 

 
11) 004 30 mg/kg 4 1 8

2 1 4 1 1
2020 4 COVID-19 12  





 

23 

24 OLE OLE
COVID-19 004 005

 
30 mg/kg 2

15 mg/kg 2 OLE
15 mg/kg 2 15 mg/kg Q2W

OLE 24 15 mg/kg Q2W
30 mg/kg 4 30 mg/kg Q4W 20

30 mg/kg Q4W 30 mg/kg Q4W
15 mg/kg Q2W  

196 98 98
Full Analysis Set FAS FAS

153 76 77 3 Estimand
Estimand 1 Estimand 2 AChR Estimand 3

27 16 11
11 7 4 4 2 2  

2024 3 31 OLE 195
88 88

19
OLE 36 11 6 3 2

10 3 7 0 10 2 7 1  
Week 22 23 24 MG-ADL

24  
 

24 Week 22 23 24 MG-ADL  

  Week 22 Week 23 Week 24  a) 
 b) 

95%CI  p  b), c) 

Estimand 1  
 

76  
8.98 1.97 

76  
5.75 3.00 

59  
5.54 2.93 

59  
6.16 2.90 

61  -3.25 0.34   

 
77  

9.40 2.73 
77  

4.26 3.39 
62  

4.14 3.44 
65  

4.43 3.81 
63  -4.70 0.33 -1.45 

[-2.38, -0.52] 0.002 

AChR Estimand 2  
 

71  
8.97 1.93 

71  
5.54 2.85 

54  
5.38 2.73 

55  
6.04 2.85 

56  -3.44 0.34   

 
63  

9.22 2.62 
63  

3.94 3.21 
52  

3.78 3.21 
54  

4.15 3.67 
52  -4.95 0.35 -1.51 

[-2.48, -0.54] 0.003 

FAS Estimand 3  
 

98  
9.27 2.01 

98  
5.75 3.26 

77  
5.63 3.10 

78  
6.39 3.28 

79  -3.28 0.30   

 
98  

9.51 2.69 
98  

4.62 3.34 
79  

4.54 3.57 
82  

4.93 3.93 
80  -4.45 0.30 -1.17 

[-2.01, -0.33] 0.007 

 
a)  
b) AChR MuSK AChR MuSK

MG-ADL
Kenward-Roger MMRM  

c) Estimand 1 2 5% Estimand 3
5%  

 



 

24 

5%
25  

 
25 5%  

 
  

 
98  

 
98  

 
11  

 
6  

 81 (82.7) 80 (81.6) 11 (100) 6 (100) 
 2 (2.0) 1 (1.0) 0 0 

 
 12 (12.2) 9 (9.2) 2 (18.2) 3 (50.0) 

 
 7 (7.1) 5 (5.1) 0 0 

5%  
 17 (17.3) 14 (14.3) 2 (18.2) 0 

 12 (12.2) 12 (12.2) 2 (18.2) 2 (33.3) 
 3 (3.1) 12 (12.2) 0 1 (16.7) 

COVID-19 10 (10.2) 11 (11.2) 0 1 (16.7) 
 0 10 (10.2) 0 0 

 10 (10.2) 9 (9.2) 1 (9.1) 0 
 5 5.1) 8 (8.2) 0 0 

 3 (3.1) 7 (7.1) 0 1 (16.7) 
 3 (3.1) 7 (7.1) 0 0 
 1 (1.0) 7 (7.1) 0 0 

 8 (8.2) 6 (6.1) 0 0 
 3 (3.1) 5 (5.1) 0 0 
 2 (2.0) 5 (5.1) 1 (9.1) 0 

 2 (2.0) 5 (5.1) 0 0 
 1 (1.0) 5 (5.1) 1 (9.1) 0 

 0 5 (5.1) 0 0 
 5 (5.1) 2 (2.0) 2 (18.2) 0 

%  

 
2 1 1 19)

26  
 

26  

 
12.2% 12/98  

3  a)

COVID-19  b)

 b) 1  
 

9.2% 9/98  
 b) 2  a)  b)  b)

1  
a)  
b) 1  

 
7 2

COVID-19 1 5
2 1

1
 

 
OLE 2024 3 31

 
19) 7 22 35

 



 

25 

5% 27  
 

27 5%  
OLE 2024 3 31  

 

  
 
 

88  

 
 

88  

 
 

19  

 
195  

 
 

10  

 
 

5  

 
15  

 52.38 51.10 96.83 56.13 46.46 68.09 53.67 
 77 (87.5) 75 (85.2) 18 (94.7) 170 (87.2) 10 (100.0) 5 (100.0) 15 (100.0) 

 2 (2.3) 1 (1.1) 1 (5.3) 4 (2.1) 1 (10.0) 0 1 (6.7) 
 

 12 (13.6) 20 (22.7) 7 (36.8) 39 (20.0) 1 (10.0) 2 (40.0) 3 (20.0) 

 
 8 (9.1) 2 (2.3) 3 (15.8) 13 (6.7) 2 (20.0) 0 2 (13.3) 

5%  
 17 (19.3) 17 (19.3) 5 (26.3) 39 (20.0) 1 (10.0) 0 1 (6.7) 

 18 (20.5) 13 (14.8) 3 (15.8) 34 (17.4) 5 (50.0) 1 (20.0) 6 (40.0) 
 9 (10.2) 16 (18.2) 5 (26.3) 30 (15.4) 0 2 (40.0) 2 (13.3) 

COVID-19 9 (10.2) 10 (11.4) 5 (26.3) 24 (12.3) 0 1 (20.0) 1 (6.7) 
 16 (18.2) 6 (6.8) 2 (10.5) 24 (12.3) 0 0 0 

 10 (11.4) 8 (9.1) 3 (15.8) 21 (10.8) 1 (10.0) 0 1 (6.7) 
 9 (10.2) 7 (8.0) 3 (15.8) 19 (9.7) 3 (30.0) 0 3 (20.0) 

 4 (4.5) 11 (12.5) 2 (10.5) 17 (8.7) 0 3 (60.0) 3 (20.0) 
 6 (6.8) 6 (6.8) 3 (15.8) 15 (7.7) 0 1 (20.0) 1 (6.7) 

 3 (3.4)  6 (6.8) 4 (21.1) 13 (6.7) 0 0 0 
 3 (3.4) 7 (8.0) 2 (10.5) 12 (6.2) 0 0 0 

 6 (6.8) 4 (4.5) 2 (10.5) 12 (6.2) 0 0 0 
 4 (4.5) 4 (4.5) 3 (15.8) 11 (5.6) 0 0 0 
 5 (5.7) 3 (3.4) 2 (10.5) 10 (5.1) 0 0 0 

 5 (5.7) 5 (5.7) 0 10 (5.1) 2 (20.0) 0 2 (13.3) 
 6 (6.8) 2 (2.3) 2 (10.5) 10 (5.1) 2 (20.0) 0 2 (13.3) 

 2 (2.3) 4 (4.5) 4 (21.1) 10 (5.1) 0 0 0 
%  

 
4 20) 21) 22) 23) 1

28  
 

28 OLE 2024 3 31  

 
13.6% 12/88  

2  a), b)

 a) COVID-19
1  

 
22.7% 20/88  

 b) 5  a)

 b)

1  
 

36.8% 7/19  1  
a)  
b) 1  

 
8 2

 
20) 7 168

 
21) 7 2

 
22) 6 24 4 EBV

EBV
 

23) 8 17
 





 

27 

7.R  
7.R.1  

 
  
18 gMG 011 3 Estimand

Week 22 23 24 MG-ADL
24

Estimand 1 95%CI 1.45 2.38, 0.52
011 1.7 011 3.25

MG-ADL 011
MG-ADL gMG

Week 22 23 24 3 MG-ADL

 
MG-ADL

 
MG-ADL MG MG-ADL

2 Muscle Nerve 2011; 
44: 727-31 Neurology 1999; 52: 1487-9 Week 22 23 24 MG-ADL

2 Estimand 
1 52.6% 40/76 68.8% 53/77 Week 4 Week 24

MG-ADL 2
Estimand 1 26.3% 20/76 55.8% 43/77

Week 22 24 QMG
28) 30 Estimand 1 3

MG-ADL
QMG

Neurology 1999; 52: 
1487-9 Ann N Y Acad Sci 1998; 841: 769-72  

 

 
28) 2 1 2 4 1 50

6 1 1
13 0 3 4  



 

28 

30 Week 22 24 QMG 011  

  Week 22 Week 24  a) 
 b) 

95%CI  
Estimand 1  

 

 
76  

15.72 4.93 
76  

13.47 5.98 
60  

13.50 5.91
60  -2.05 0.50  

 
77  

15.10 4.78 
73  

10.48 5.52 
62  

10.64 6.06 
61  -4.86 0.50 -2.81 

[-4.22, -1.41] 

 

 
9  

16.94 4.76 
9  

13.50 5.48 
8  

14.88 5.69 
8  -1.93 1.05  

 
3  

14.33 1.76 
3  

11.33 5.86 
3  

11.0, 18.0 d) 
2  -1.99 1.82 -0.06 

[-5.14; 5.01] 
AChR Estimand 2  

 

 
71  

15.58 4.93 
71  

13.25 5.98 
55  

13.31 5.97 
55  -2.14 0.52  

 
63  

15.07 4.62 
60  

10.37 5.09 
52  

10.72 5.96 
50  -4.93 0.56 -2.79 

[-4.30, -1.28] 

 

 
8  

17.44 4.84 
8  

14.00 5.72 
7  

15.00 6.14 
7  -1.45 0.76  

 
2  

12.5, 14.5 c) 
2  

7.0, 9.0 c) 
2  

11.0 
1  -3.08 1.53 -1.63 

[-5.92, 2.66] 
FAS Estimand 3  

 

 
98  

15.62 4.71 
98  

13.19 5.75 
79  

13.33 5.81 
78  -2.06 0.42  

 
98  

15.05 4.80 
94  

10.90 5.67 
79  

10.88 6.02 
78  -4.19 0.43 -2.12 

[-3.32, -0.93] 

 

 
11  

16.82 4.77 
11  

13.00 5.34 
9  

13.89 6.09 
9  -2.24 0.84  

 
6  

15.25 3.52 
6  

12.40 5.23 
5  

14.00 4.08 
4  -1.29 1.13 0.95 

[-2.23, 4.13] 
 

a)  
b) AChR MuSK AChR MuSK

MG-ADL
Kenward-Roger MMRM  

c) 2  

 
12 18 gMG 2001 5 Week 24

MG-ADL Week 24 QMG
2.40 0.418 3.80

2.683  
 

  
011 Week 22 23 24 MG-ADL

Week 22 24 QMG
31

Week 4 Week 24 MG-ADL 2
Estimand 1 26.3% 20/76

55.8% 43/77 31.8% 7/22
52.4% 11/21

IgG
18

 
 





 

30 

32 Week 22 23 24 MG-ADL 011  

  Week 22 Week 23 Week 24  a) 
 b) 

95%CI  
Estimand 1  

 

 
76  

8.98 1.97 
76  

5.75 3.00 
59  

5.54 2.93 
59  

6.16 2.90 
61  -3.25 0.34  

 
77  

9.40 2.73 
77  

4.26 3.39 
62  

4.14 3.44 
65  

4.43 3.81 
63  -4.70 0.33 -1.45 

[-2.38, -0.52] 

 

 
9  

9.33 1.80 
9  

5.38 2.13 
8  

5.50 2.27 
8  

6.00 2.62 
8  

-3.17 0.95  

 
3  

10.67 1.53 
3  

8.00 4.58 
3  

8.00 4.58 
3  

9.33 5.51 
3  

-2.86 1.61 0.31 
[-3.87; 4.48] 

AChR Estimand 2  

 

 
71  

8.97 1.93 
71  

5.54 2.85 
54  

5.38 2.73 
55  

6.04 2.85 
56  -3.44 0.34  

 
63  

9.22 2.62 
63  

3.94 3.21 
52  

3.78 3.21 
54  

4.15 3.67 
52  -4.95 0.35 -1.51 

[-2.48, -0.54] 

 

 
8  

9.31 1.93 
8  

5.57 2.23 
7  

5.71 2.36 
7  

6.29 2.69 
7  

-3.07 0.80  

 
2  

9.0, 12.0 c) 

2  
3.0, 9.0 c) 

2  
3.0, 9.0 c) 

2  
3.0, 12.0 c) 

2  
-7.35, -0.90 c) -1.05 

[-4.74; 2.64] 
FAS Estimand 3  

 

 
98  

9.27 2.01 
98  

5.75 3.26 
77  

5.63 3.10 
78  

6.39 3.28 
79  -3.28 0.30  

 
98  

9.51 2.69 
98  

4.62 3.34 
79  

4.54 3.57 
82  

4.93 3.93 
80  -4.45 0.30 -1.17 

[-2.01, -0.33] 

 

 
11  

9.32 1.79 
11  

5.00 2.29 
9  

5.00 2.60 
9  

5.78 2.54 
9  

-3.20 0.79  

 
6  

10.17 1.44 
6  

7.60 4.83 
5  

7.60 4.83 
5  

8.60 5.60 
5  

-2.27 1.08 0.93 
[-1.94; 3.80] 

 
a)  
b) AChR MuSK AChR MuSK

MG-ADL
Kenward-Roger MMRM  

c) 2  
 

33 011  

  
   Week 22 Week 23 Week 24 Week 22 24  

 

MG-ADL 
 

A AChR  12 9 9 12 10 
B AChR  9 3 3 3 3 
C MuSK  11 12 12 13 12.3 
D  10.5     
E  8 2 2 2 2 
F  10.5 12 12 13 12.3 

QMG 
 

A AChR  12.5 9  11 10 
B AChR  14.5 7    
C MuSK  16 18  18 18 
D  21.5     
E  11.5 10  10 10 
F  15.5 18  17 17.5 

 
  
011

OLE MG-ADL 34
 

 



 

31 

34 MG-ADL 011 Estimand 3 2023 11 17  

 

   
 

98  
 

15  
 

98  
 

6  
 

19  
 
 

MG-ADL 
 

 
 

MG-ADL 
 

 
 

MG-ADL 
 

 
 

MG-ADL 
 

 
 

MG-ADL 
 

 98 9.27 2.01 11 9.32 1.79 98 9.51 2.69 6 10.17 1.44 19 8.26 4.16 

 

DB Week4 91 6.96 2.99 11 8.00 2.65 95 6.01 3.47 6 9.00 4.69   
DB Week 8 93 6.47 3.47 11 7.27 3.17 92 5.57 3.38 5 7.80 4.09   

DB Week 12 89 6.22 3.36 9 5.11 2.76 89 4.83 3.41 6 7.50 3.39   
DB Week 16 88 5.95 3.26 10 5.70 2.75 89 5.27 3.54 5 8.40 4.72   
DB Week 20 84 6.18 3.64 9 5.33 2.18 88 4.92 3.62 5 8.20 5.12   
DB Week 24 82 6.38 3.33 9 5.78 2.54 87 5.02 3.90 5 8.60 5.60   

OLE  

OL Week 4 82 4.52 3.49 10 3.90 3.14 80 4.44 3.64 5 7.20 5.26 19 4.63 3.64 
OL Week 8 77 4.22 3.39 10 4.30 4.06 77 4.34 3.39 5 7.40 5.08 19 4.37 3.45 

OL Week 12 67 3.90 3.28 8 3.13 3.04 71 4.21 3.38 4 7.25 5.32 18 4.06 3.83 
OL Week 16 69 4.06 3.38 8 3.13 3.14 63 4.43 3.61 5 7.80 6.06 19 4.16 3.52 
OL Week 20 63 3.95 3.92 7 3.71 4.23 58 4.07 3.24 5 7.20 5.31 19 4.16 3.82 
OL Week 24 59 3.88 3.84 7 3.57 4.20 52 4.21 3.36 4 6.00 5.29 18 4.67 3.82 

 

 
 

011 Week 22 23 24 MG-ADL
24

011
Week 22 23 24 MG-ADL 2

Week 22 24 QMG

gMG 2001
Week 24 MG-ADL Week 24 QMG

5
12 18 gMG  

2022 AChR MuSK
double seronegative gMG AChR gMG

IgG
AChR MuSK gMG

AChR gMG
JAMA Neurol 2016; 73: 1099-104 Lancet Neurol 2015; 14: 1023-

36 011 Week 22 23 24 MG-ADL
Week 22 24 QMG

Week 4
Week 24 MG-ADL 2

IgG IgG
22  



 

32 

gMG 011 Week 22 23 24
MG-ADL

011
1

Week 22 24 MG-
ADL 5 3 QMG 4 2

MG-ADL QMG
gMG  

 
gMG  

 
7.R.2  
7.R.2.1  

 
011 25

2
011 2024 3 31

OLE 27 011
2001 2024 3 31

29
011 011
2001

 
011 OLE

35 36

 
 

35 011  

 

 
4  4 8  8 12  

 
98  

 
98  

 
97  

 
97  

 
96  

 
97  

 46 (46.9) 50 (51.0) 36 (37.1) 34 (35.1) 27 (28.1) 30 (30.9) 
 4 (4.1) 3 (3.1) 4 (4.1) 2 (2.1) 2 (2.1) 2 (2.1) 

 2 (2.0) 0 3 (3.1) 2 (2.1) 0 3 (3.1) 

 

 
12 16  16 20  20  

 
95  

 
95  

 
94  

 
92  

 
93  

 
90  

 28(29.5) 22 (23.2) 26 (27.7) 28 (30.4) 22 (23.7) 33 (36.7) 
 2 (2.1) 2 (2.1) 3 (3.2) 1 (1.1) 3 (3.2) 1 (1.1) 

 1 (1.1) 1 (1.1) 0 0 2 (2.2) 0 
%  

 



 

33 

36 011 OLE 15 mg/kg Q2W 2023 11 17  

 

 a) 

4  4  
8  

8  
12  

12  
16  

16  
24  

24  
32  

 
195  

 
185  

 
176  

 
165  

 
157  

 
140  

 74 (37.9) 69 (37.3) 51 (29.0) 51 (30.9) 69 (43.9) 48 (34.3) 
 3 (1.5) 4 (2.2) 4 (2.3) 1 (0.6) 8 (5.1) 4 (2.9) 

 0 1 (0.5) 0 0 1 (0.6) 1 (0.7) 
%  

a) OLE  

011 37
 

 
37 011  

 
  

 
76  

 
77  

 
22  

 
21  

 62 (81.6) 64 (83.1) 20 (90.9) 18 (85.7) 
 11 (14.5) 5 (6.5) 3 (13.6) 4 (19.0) 

 6 (7.9) 4 (5.2) 1 (4.5) 1 (4.8) 
%  

 
011

2001 011

7.R.2.2  
 
7.R.2.2  

 
 
7.R.2.2.1  

 
011 2001 29) 38 011

011 2024
3 31 OLE

100 patient-year
164.4 OLE 152.5

OLE 2%

 
29) MedDRA SOC  



 

34 

2001
011  

 
38 011 2001 2024 3 31  

 

011  2001  
 OLE    

 
98  

 
98  

 
195  

 
7  

 
4  

 22.29 22.29 56.13 21.14 39.93 
 42 (42.9) 42 (42.9) 133 (68.2) 5 (71.4) 2 (50.0) 

 4 (4.1) 3 (3.1) 10 (5.1) 0 0 
 

 2 (2.0) 0 2 (1.0) 0 0 

011 OLE 2%  
COVID-19 10 (10.2) 12 (12.2) 24 (12.3) 2 (28.6) 0 

 10 (10.2) 9 (9.2) 34 (17.4) 3 (42.9) 0 
 8 (8.2) 6 (6.1) 39 (20.0) 1 (14.3) 1 (25.0) 

 2 (2.0) 5 (5.1) 21 (10.8) 0 0 
 1 (1.0) 3 (3.1) 8 (4.1) 0 0 

 1 (1.0) 2 (2.0) 13 (6.7) 0 0 
 0 2 (2.0) 2 (1.0) 0 0 

 0 2 (2.0) 2 (1.0) 0 0 
 0 2 (2.0) 5 (2.6) 0 0 

 0 2 (2.0) 6 (3.1) 0 0 
 1 (1.0) 2 (2.0) 12 (6.2) 0 0 

 2 (2.0) 1 (1.0) 7 (3.6) 0 0 
 2 (2.0) 0 1 (0.5) 0 0 

 2 (2.0) 0 4 (2.1) 0 0 
 1 (1.0) 1 (1.0) 10 (5.1) 1 (14.3) 2 (50.0) 

 0 0 7 (3.6) 0 0 
 0 0 5 (2.6) 0 0 

%  

 
011 2001 IgG

IgG 30) 39
IgG 1 g/L 1 g/L 1 g/L

IgG 3 g/L
3 g/L  

 

 
30) IgG 011 2001 2 1 4 1 011

OLE 2001 4 24 1 IgG
IgG

IgG  



 

35 

39 IgG  a)  
011 2001 2024 3 31  

 
011  2001  

 
 

OLE  
 

 
 

 
 

 
IgG  

3 g/L  
74  

3 g/L  
22  

3 g/L  
133  

3 g/L  
62  

3 g/L  
6  

3 g/L  
1  

3 g/L  
1  

3 g/L  
3  

 20 (27.0) 9 (40.9) 80 (60.2) 31 (50.0) 4 (66.7) 0 0 0 
 2 (2.7) 0 6 (4.5) 2 (3.2) 0 0 0 0 

 
 0 0 2 (1.5) 0 0 0 0 0 

 
IgG  

1 g/L  
8  

1 g/L  
88  

1 g/L  
20  

1 g/L  
175  

1 g/L  
1  

1 g/L  
6  

1 g/L  
0  

1 g/L  
4  

 4 (50.0) 25 (28.4) 16 (80.0) 95 (54.3) 1 (100) 3 (50.0)  0 
 1 (12.5) 1 (1.1) 2 (10.0) 6 (3.4) 0 0  0 

 
 0 0 1 (5.0) 1 (0.6) 0 0  0 

%  
a) IgG  

 

IgG
 

 
 

011
011 OLE

2001 011
IgG

 
 
7.R.2.2.2  

011
gMG  

 
011 6

40  
 



 

36 

40 2024 8 23  

    
     

 

011   
 7  AChR  

 

Stage 3
2  

Day 57, 79  NOT 
RELATED 

011  
OLE  

 
 

7  AChR  
 2  

Day 29 a), 306  NOT 
RELATED 

011   
 8  AChR  

 

1

 

Day 27  NOT 
RELATED 

011  OLE  
 2

 b) AChR  
  Day 421  NOT 

RELATED 

011  
OLE  

 
 

6  AChR  
 

2  

Day 451  NOT 
RELATED 

011  
OLE  

 
 

6  AChR  
  Day 674  NOT 

RELATED 

a)  
b) 2024 3 31  

 
011 100 patient-year

4.6 /100 patient-year 0.046 /patient-year OLE 1.3 /100 patient-year 0.013
/patient-year  

2022
gMG

3.1% 0.04 /patient-year 4 /100 patient-year
American Association of Neuromuscular & Electrodiagnostic Medicine (AANEM) Annual Meeting 2024

100 patient-cycle 0.6

9 3.48 /100 patient-year
011

 
1

MuSK
2022

gMG
gMG

 



 

37 

 
 

 

gMG

 
 
7.R.2.2.3  

011 gMG
 

 
MACE 31) MACE
MOM-M281-004 011

MACE 011 2024 8 23 OLE 4
MACE 1

4 4 2
2 1 76.75

MACE  
gMG MACE

ARGX-113-1704
4.8% 4/84 ARGX-113-1705 7.2% 10/139

MG0003 MG0007 24.5% 46/188 32)

2 MACE
MACE

 
 

MACE
 

 
7.R.2.2.4  

 

 
31) 

5  
32) MG0003 MG0007  



 

38 

011 33) 7.1% 7/98
8.2% 8/98 1
2 0 2

3 1 011 2023 11 17
OLE 11.3% 22/195

2001
14.3% 1/7 25.0% 1/4  

011 2023 11 17 OLE
29

12 6.8% 14/205 12 84
1.5 2.9% 12

2.0% 4/205 1.5% 3/205

 
34)

13.3% 25/188 32) 011 2023 11 17
OLE 11.3%

22/195  
011 2001

011 30
Monitor the patient for 30 minutes after each infusion

30  
 

011 2001
30

 
 
7.R.2.2.5  

 
011 35) 11.2% 11/98

11.2% 11/98 2
7 3 011 2024 3 31

OLE 9.7% 19/195
2001

 
33) MedDRA SMQ  
34) MedDRA SMQ

011 OLE 41.85
Pool S2 260.1 37  

35) MedDRA 
HLT  



 

39 

25.0% 1/4
 

011 2001
 

 
011 2001

 
 
7.R.2.2.6  

 
 

011 1.0% 1/98 1.0% 1/98
OLE 1.5% 3/195 2 1

2001  
445.8 /100,000 patient-year 0.4458 /100 patient-year

National Cancer Institute (NIH) Cancer Statistics. 2025 2025 5 9 gMG
gMG 1.38 2.97

Brain Behav 2025; 15: e70143 gMG
0.62 1.32 /100 patient-year 011

2.3 /100 patient-year OLE 1.3 /100 patient-year
OLE gMG

2022
MG

MG
 

gMG

 
 

011 2001
 

 
7.R.3  

 
18)

gMG 011 2001



 

40 

7.R.1 7.R.2 IVIg
FcRn

gMG

 
 

011 2001 7.R.1
7.R.2 gMG

 
 
7.R.4  
7.R.4.1  

 
011 2001 gMG

MOM-M281-001 004 MOM-M281-007 MOM-M281-010 80202135EDI1001
80202135EDI1002 FcRn IgG MG-ADL

IgG
70% 36) 15 mg/kg Q2W 011 OLE 24

30 mg/kg Q4W
MOM-M281-007 4 mg/kg/ 60 mg/kg 15

30 mg/kg 7.5
011 30 mg/kg 30 1 mg/kg/

15 mg/kg 15 1 mg/kg/ 2001
30 30 mg/kg 1 mg/kg/ 15 mg/kg

0.5 mg/kg/  
011 2001 7.R.1 7.R.2

011 2001 IgG 70%
18 20  

011 OLE 30 mg/kg Q4W 20
30 mg/kg Q4W 30 mg/kg Q4W 15 mg/kg Q2W

011 30 mg/kg Q4W
30 mg/kg Q4W

 
 011 OLE 30 mg/kg Q4W 25 MG-ADL

20 MG-ADL OLE 24 12
OLE 30 mg/kg Q4W

 
36) gMG MOM-M281-004 IgG MG-ADL

MG-ADL IgG
1 IgG 30 70%

 



 

41 

30 mg/kg Q4W MG-ADL 30 mg/kg Q4W Visit 1
Visit Visit 1 20 Visit 2 11 Visit 3 7 Visit 4

2 Visit 3 MG-ADL 30 mg/kg Q4W
MG-ADL QMG 41

30 mg/kg Q4W 30 mg/kg Q4W
MG-ADL , 55 14, 84

Visit 2 MG-ADL 15 mg/kg Q2W
30 mg/kg Q4W  

 
41 30 mg/kg Q4W MG-ADL QMG  

011 2024 3 31  

 
30 mg/kg Q4W 15 mg/kg Q2W 30 mg/kg Q4W  

Visit -3 
20  

Visit -2 
20  

Visit -1 
20  

Visit 1 
20  

Visit 2 
11  

Visit 3 
7  

Visit 4 
2  

MG-ADL
 -3.10 3.38 -3.20 3.72 -3.45 3.95 -2.80 3.49 -3.00 3.28 -2.93 3.06 -2.0, 1.0 a) 

QMG
 -2.24 4.60 b) -3.34 4.05 b) -2.71 4.23 b) -2.39 4.00 b) -3.95 3.86 c) -3.42 2.69 d) 1.0 e) 

±  
a) 2 b) 19 c) 10 d) 6 e) 1  

 
 30 mg/kg Q4W 25

 
 004 4 60 mg/kg 60 mg 2 1

5 60 mg/kg Q2W 5 mg/kg 4 1 3 30 mg/kg
4 1 3 30 mg/kg Q4W Day 57 MG-ADL

30 mg/kg Q4W 95%CI
1.3 3.5, 0.9 60 mg/kg Q2W 95%CI 1.3 3.4, 0.8
30 mg/kg Q4W 60 mg/kg Q2W 004

MG-ADL
 

 2 4
 

 
 

011 2001 7.R.1
7.R.2 011 2001 30 mg/kg

2 15 mg/kg 2  
011 OLE 30 mg/kg Q4W 25 MG-

ADL 20 30 mg/kg Q4W
3 52.0% 13/25 3 6 16.0% 4/25 6 12 32.0% 8/25

3 30 mg/kg Q4W
30 mg/kg Q4W 15 mg/kg Q2W 30 mg/kg Q4W

IgG 1



 

42 

IgG 30 mg/kg Q4W Visit 2 11
Visit 3 7 MG-ADL QMG

30 mg/kg Q4W
011 OLE

30 mg/kg Q4W 30 mg/kg Q4W

 
 
7.R.4.2  

 
MG

Neurology 2016; 87: 419-25 011
FAS Estimand 3

MG-ADL 2 QMG 3
37) OLE

42 30 OLE 6
 

 
42 MG-ADL 2 QMG 3  

011 FAS  

 

 a) 
98  

MG-ADL
2  

QMG
3  

 

DB Week 2 61 (62.2) 41 (41.8) 
DB Week4 74 (75.5) 53 (54.1) 
DB Week 8 81 (82.7) 62 (63.3) 

DB Week 12 84 (85.7) 65 (66.3) 
DB Week 16 86 (87.8) 68 (69.4) 
DB Week 20 87 (88.8) 68 (69.4) 
DB Week 24 89 (90.8) 69 (70.4) 

OLE  

OL Week 4 91 (92.9) 71 (72.4) 
OL Week 8 92 (93.9) 72 (73.5) 

OL Week 12 92 (93.9) 73 (74.5) 
OL Week 16 92 (93.9) 73 (74.5) 
OL Week 20 92 (93.9) 74 (75.5) 
OL Week 24 92 (93.9) 74 (75.5) 

%  
a)  

 
 

011 FAS Estimand 3 24
MG-ADL 2 QMG 3

90.8% 89/98 70.4% 69/98

011 24
 

37) MG MGFA Postintervention Status QMG 3
2022

 





 

44 

 

 
 

 



 

45 

2  
 

7 8 7  
 

 
 300 mg 1200 mg 
  
  
 7 1 30  

 
 

 
 
1.  

20 12 25 20 8  
 

1
 

 
1.1  

1 7.R.4
 

 011 OLE 30 mg/kg Q4W
30 mg/kg Q4W 3 30 mg/kg Q4W

30 mg/kg Q4W 15 mg/kg Q2W IgG

30 mg/kg Q4W  
 

011 011
24  

 
7.R. 4

 
 

 
12 30 mg/kg



 

46 

1 15 mg/kg 2  
 

 
 24

 
 
1.2  

1 7.R.5
 

 

43 44
45  

 
43  
 

   
    

 
 

 
44  

  
  
  

  
  
  

 
45  

  
  
 gMG  
 52  
 150  

 

 gMG  
 gMG  
 gMG  
  
 IgG  
  
  

 
2.  

10  
 

 

 
 



 

47 

 
12 30 mg/kg
1 15 mg/kg 2  

 
 

 
 

 
 
 



 
 

i 

 
 

 
   

AChR Acetylcholine receptor  
ADA Anti-Drug Antibody  
ADCC Antibody-dependent cell-mediated 

cytotoxicity 
 

ADCP Antibody-dependent cellular 
phagocytosis 

 

ALT Alanine aminotransferase  
AST Aspartate aminotransferase  
AUC Area under the serum 

concentration-time curve 
 

AUC0-t AUC from time zero to time t 0 t AUC 
BLAST Basic local alignment search tool  
BMI Body mass index  
CDC Complement-dependent 

cytotoxicity 
 

CE-SDS Capillary electrophoresis sodium 
dodecyl sulphate 

SDS  

CHO Chinese hamster ovary  
CI Confidence interval  
cIEF Capillary isoelectric focusing  
CQA Critical Quality Attribute  
CPP Critical process parameter  
DNA Deoxyribonucleic acid  
ECLIA Electrochemiluminescence 

immunoassay 
 

EBV Epstein-Barr Virus  
EEPCB Extended end of production cell 

bank  
ELISA Enzyme-linked immunosorbent 

assay 
 

ePPND Enhanced pre- and postnatal 
development 

 

Fab Antigen-binding fragment  
FAS Full analysis set  
Fc  Fragment crystallizable region  
FcRn Neonatal Fc receptor Fc  

   
gMG Generalized myasthenia gravis  
HAEC Human aortic endothelial cell  
HCP Host cell protein  
HEK293  Human embryonic kidney cells 293 293 
HLA Human leukocyte antigen  
HPLC High performance liquid 

chromatography 
 

HVT Human villous trophoblast  



 

ii 

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  

IgG Immunoglobulin G G 
IVIg Intravenous immunoglobulin  
KD Equilibrium dissociation constant  
KLH Keyhole limpet hemocyanin  
MACE Major Adverse Cardiovascular 

Events 
 

MCB Master cell bank  
MedDRA/J Medical Dictionary for Regulatory 

Activities Japanese version 
ICH  

MG Myasthenia gravis  
MG-ADL Myasthenia Gravis  Activities of 

Daily Living 
 

MGFA Myasthenia Gravis Foundation of 
America 

 

MHC Major histocompatibility complex  
MuSK Muscle-specific tyrosine kinase  
OLE  Open-label extension MOM-M281-011

 
PBS Phosphate buffered saline  
PPK Population pharmacokinetics  
PR Measure of the time between the 

start of the Pwave to the start of the 
QRS complex in the heart's 
electrical cycle 

P QRS
 

QMG Quantitative Myasthenia Gravis  
QRS Measure of the time between the 

start of the Qwave and the end 
of the S wave in the heart's 
electrical cycle 

Q S
 

QT Measure of the time between the 
start of the Q wave and the end 
of the T wave in the heart's 
electrical cycle 

Q T
 

SEC Size exclusion chromatography  
SPR Surface plasmon resonance  
t1/2 Half-life  
Tg32  Human FcRn transgenic mice FcRn  



 

iii 

WCB Working cell bank  
    

004   MOM-M281-004  
005   MOM-M281-005  
011   MOM-M281-011  
15 mg/kg Q2W  15 mg/kg 2 1  
30 mg/kg Q4W  30 mg/kg 4 1  
60 mg/kg Q2W  60 mg/kg 2 1  
2001   / 80202135MYG2001  

 
 011 OLE

 

 
 011 OLE MOM-

M281-004 MOM-M281-005
 

   

 
 011 OLE

 
   

 


