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Introduction
	● Generalized myasthenia gravis (gMG) is an autoantibody-driven disorder characterized by disruption of neurotransmission that severely affects daily functioning and quality of life in patients1,2

	● Nipocalimab is the first approved neonatal Fc receptor (FcRn) blocker for the treatment of gMG in adult and adolescent (≥12 years of age) patients who are anti-acetylcholine receptor (anti-AChR) 
or anti‑muscle‑specific tyrosine kinase (anti-MuSK) antibody positive3,4

	● Nipocalimab added to standard-of-care (SOC) demonstrated rapid and substantial IgG reduction and clinical improvement within 2‑weeks of treatment and sustained disease control through 
24-weeks in the majority of autoantibody-positive (anti-AChR+/anti-MuSK+/anti-low-density lipoprotein receptor-related protein 4 [anti-LRP4]+) patients with gMG in the Vivacity-MG3 
(NCT04951622) study5

	● However, the response characteristics among those who did not respond within the first 2 weeks has not been previously reported

Objective
To evaluate the efficacy of nipocalimab+SOC treatment in patients who demonstrated initial clinical response after first 2‑weeks of treatment initiation in the double-blind (DB) phase
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Overall, 92% of 
nipocalimab‑treated  
patients achieved meaningful 
clinical improvement during the 
24‑week study; most patients 
demonstrated rapid response

The majority of patients who 
had not achieved an early 
response before week-2, 
subsequently improved after 
week-2

Among patients who 
responded after week-2, 
once response was achieved, 
improvement was sustained for 
up to 20-weeks in a substantial 
proportion of patients; these 
findings are limited by the 
small sample size and post hoc 
nature of analysis
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Results

	● By week-24 of the study, 71/77 (92%) patients in the nipocalimab+SOC group 
achieved clinical response.

	● 48/77 (62%) achieved clinical response at week-1 or week-2 of treatment 
	● Of the remaining 29 patients, 23 demonstrated initial response after week-2 of 

the treatment
	● Amongst 23 patients, mean age was 52.9 years (range 24–79); 60.9% were 

female (Table 1)

Baseline characteristics MCI-2 from week-3 to week-24

Sustained MCI-2 from week-3 to week-24

MCI-3 from week-3 to week-24

  Nipocalimab+SOC  
(N=23)

Analysis Set

Age, mean (range), years 52.9 (24–79)

Female, n (%) 14 (60.9)

Race, n (%)

Asian 7 (30.4)

Black/African American 1 (4.3)

White 15 (65.2)

BMI, mean (SD), kg/m2 28.1 (5.89)

Age at onset, mean (SD), years 44.3 (18.09)

Duration of MG, mean (SD), years 8.8 (10.93)

MGFA class, n (%)  

IIa 1 (4.3)

IIb 8 (34.8)

IIIa 11 (47.8)

IIIb 1 (4.3)

IVa 1 (4.3)

IVb 1 (4.3)

Baseline MG-ADL total score, mean (SD) 8.9 (2.31)

Baseline QMG total score, mean (SD) 15.0 (5.23)

Seropositive, n (%) 23 (100.0)

Anti-AChR+ 16 (69.6)

Anti-MuSK+ 6 (26.1)

Anti-LRP4+ 1 (4.3)

Table 1. Baseline demographics and characteristics of patients who 
demonstrated initial response  after 2 weeks

AChR+=acetylcholine receptor antibody positive, BMI=body mass index, LRP4+=low density lipoprotein receptor-related protein 4 positive, 
MG-ADL=Myasthenia Gravis-Activities of Daily Living, MuSK+=muscle-specific kinase antibody positive, NIPO=nipocalimab, QMG=Quantitative Myasthenia 
Gravis, SD=standard deviation, SOC=standard-of-care.

	● Of the remaining 29 patients in the nipocalimab+SOC group, 23 (79.3%) 
demonstrated initial response after week-2 of treatment (by week 24)

	— 17 (73.9%) patients achieved MCI-2 in first 8 weeks
	— 20 (87.0%) patients achieved MCI-2 in first 12 weeks
	— 21 (91.3%) patients achieved MCI-2 in first 16 weeks
	— 21 (91.3%) patients achieved MCI-2 in first 20 weeks (Figure 2)

	● Mean (SD) earliest week MCI-2 occurred at 7.7 (5.80) weeks

	● During the DB phase, of the 23 nipocalimab-treated patients who demonstrated 
initial response after week-2 of the treatment with nipocalimab+SOC

	— 12 (52.2%), sustained MCI-2 for at least 8-weeks
	— 12 (52.2%), sustained MCI-2 for at least 12-weeks
	— 11 (47.8%) sustained MCI-2 for at least 16-weeks
	— 7 (30.4%) sustained MCI-2 for at least 20-weeks (Figure 3)

	● During the DB phase, of the 23 nipocalimab-treated patients who demonstrated initial 
response after week-2 of treatment with nipocalimab+SOC

	— 12 (52.2%) patients achieved MCI-3 in first 8 weeks
	— 16 (69.6%) achieved MCI-3 in first 12 weeks 
	— 16 (69.6%) achieved MCI-3 in first 16 weeks
	— 16 (69.6%) achieved MCI-3 in first 20 weeks (Figure 4)
	— 19 (82.6%) achieved MCI-3 by week 24

	● Mean (SD) earliest week MCI-3 occurred at 9.3 (6.86) weeks

Figure 4. Proportion of patients who achieved MCI-3 from week-3 to week-24

 MCI-3 defined as meaningful clinical improvement in MG-ADL total score of at least 3 points from baseline. MCI=meaningful clinical improvement, 
MG-ADL=Myasthenia Gravis_Activities of Daily Living.

Methods
Assessments

	● The proportion of patients achieving meaningful 
clinical improvement (MCI)  in MG-ADL (MCI-2 
and MCI-3) and the duration of sustained MCI 
(defined as the longest uninterrupted period of 
improvement) were assessed

	● MCI-2 is meaningful improvement in  
MG-ADL total score of at least 2 points.  
MCI-3 is substantial improvement in MG-ADL 
total score of at least 3 points from baseline 
during week-3 to week-24

Population
	● This post-hoc analysis 

utilized data from the 
Vivacity-MG3 study, 
specifically evaluating 
patients with gMG who 
did not achieve a ≥2-point 
improvement in Myasthenia 
Gravis-Activities of Daily 
Living (MG‑ADL) score at 
week-1 or week-2  during 
DB phase

Study Design
	● Vivacity-MG3  

(NCT04951622) 
was a multicenter, 
randomized, DB, 
placebo-controlled study 
evaluating efficacy, 
safety, pharmacokinetics, 
and pharmacodynamics of 
nipocalimab in adults with 
gMG5

aRandomization was stratified by autoantibody status (anti-AChR+ and/or anti-MuSK+, anti-AChR negative and anti-MuSK negative), Day 1 MG-ADL total score (≤9, >9), and region (East Asia, US, and rest of world). bSOC includes 
acetylcholinesterase inhibitor, glucocorticosteroid, and/or immunosuppressant. cDue to the COVID-19 pandemic, some patients from the phase 2 study (NCT03772587) were unable to enter the phase 2 OLE study (NCT03896295). 
These patients could directly enter the phase 3 OLE and their data will be disclosed later. dPatients who withdraw or discontinue after receiving any amount of study intervention are required to complete a safety follow-up visit 8 weeks 
after their last dose. eIn the EU, the OLE phase will be up to 240 weeks. AChR=acetylcholine receptor antibody, COVID-19=Corona Virus Disease 2019, DB=double blind, EU=European Union, gMG=generalized myasthenia gravis, 
IV=intravenous, LD=loading dose, MG-ADL=Myasthenia Gravis‑Activities of Daily Living, MGFA=Myasthenia Gravis Foundation of America, MuSK=muscle-specific tyrosine kinase antibody, OLE=open-label extension,  
Q2W=every 2 weeks, R=randomized, SOC=standard-of-care, US=United States, W=week.

Figure 1. Study design5
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Figure 2. Proportion of patients who achieved MCI-2 from week-3 to week-24

 MCI-2 defined as meaningful clinical improvement in MG-ADL total score of at least 2 points from baseline. 2/23 patients achieved MCI-2 between  
weeks 20 and 24. MCI=meaningful clinical improvement, MG-ADL=Myasthenia Gravis_Activities of Daily Living.

Figure 3. Proportion of patients with sustained MCI-2 from week-3 to week-24

MCI=meaningful clinical improvement. 

Sustained MCI-3 from week-3 to week-24

	● During the DB phase, of the 23 nipocalimab-treated patients who demonstrated initial 
response after week-2 of the treatment with nipocalimab+SOC

	— 10 (43.5%) sustained MCI-3 for at least 8-weeks
	— 8 (34.8%) sustained MCI-3 for at least 12-weeks
	— 5 (21.7%) sustained MCI-3 for at least 16-weeks
	— 3 (13.0%) sustained MCI-3 for at least 20-weeks (Figure 5)

Figure 5. Proportion of patients with sustained MCI-3 from week-3 to week-24

MCI=meaningful clinical improvement.
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