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Background
● Generalized myasthenia gravis (gMG) is a rare, chronic autoimmune disorder

characterized by impaired neuromuscular transmission mediated by
immunoglobulin-G (IgG) autoantibodies.1

	— This condition leads to fatigue and muscle weakness in the bulbar, respiratory,
and axial muscles, adversely impacting patients’ daily functioning and 
health-related quality of life.1,2

● The Neuro-QoL (Quality of Life in Neurological Disorders) assessment provides
a standardized, validated tool to capture patients’ experiences of disease,
functioning, and impact of the treatment across neurological conditions.3

● Nipocalimab is a highly selective neonatal Fc receptor blocker, designed to
rapidly and sustainably lower circulating IgG levels without disrupting other
immunoglobulin classes or compromising immune function.4

	— In the Phase 3 Vivacity-MG3 study (Figure 1), nipocalimab + standard of care
(SOC) demonstrated significant sustained disease control when compared 
with placebo + SOC over 24 weeks, as measured by improvements in the 
Myasthenia Gravis-Activities of Daily Living (MG-ADL) score.5

	— These findings supported the recent approval of nipocalimab by the United 
States Food and Drug Administration and European Union for treating adult 
and pediatric patients (≥12 years) with gMG who are positive for  
anti-acetylcholine receptor or anti-muscle-specific tyrosine kinase antibodies.6,7
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Objectives
● To assess fatigue and its related effects, as measured by Neuro-QoL Fatigue

scale and its association with disease severity in gMG patients treated with
nipocalimab + SOC and placebo + SOC in the Vivacity-MG3 study

Fatigue Assessed by Neuro-Quality of Life in 
Phase 3 Vivacity-MG3 Trial of Nipocalimab 
versus Placebo in Generalized Myasthenia Gravis

Nipocalimab-treated  
patients demonstrated 
improvements on Neuro-QoL 
Fatigue score as early as  
Week 2 when compared with 
placebo-treated patients.

A higher proportion of patients 
sustained improvements in 
Neuro-QoL Fatigue scores 
(over ≥20 weeks) with 
nipocalimab + SOC compared 
with placebo + SOC.

Improvement in Neuro-QoL 
Fatigue scores were greater in 
nipocalimab-treated  
patients compared with  
placebo-treated patients 
with severe baseline disease, 
highlighting the importance of 
achieving fatigue improvement 
as a part of overall gMG 
management.
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Methods 
● Least square (LS) mean change from baseline (CFB) in Neuro-QoL Fatigue scores over

24 weeks were compared using a mixed-model repeated measures approach.
● Proportion of patients achieving meaningful within person improvement (MWPI; defined

as ≥6.7-point improvement from baseline8) at Week 24 were compared between treatment
arms using Chi-square test.

● The likelihood of sustained MWPI over ≥8, 12, 16, or 20 weeks was evaluated using logistic
regression models.

● Mean CFB at Week 24 was evaluated by stratifying patients based on baseline disease
severity scores above the median on both the MG-ADL and Quantitative Myasthenia Gravis
(QMG) scales.

	— Severe disease was defined as MG-ADL >9 and QMG >15.

Figure 1: Vivacity-MG3 study design

• Diagnosed with gMG MGFA Class IIa–IVb
• Seropositive (AChR, MuSK, or LRP4-

antibody positive) or seronegative*

• MG-ADL score of ≥6 at screening and 
baseline

• Suboptimal response to current stable 
therapy for gMG OR discontinued 
corticosteroids and/or 
immunosuppressants ≥4 weeks prior to 
screening due to intolerance or lack of 
e�cacy

4.9%

80.3%

14.3%

93.7%

None, Mild, or Moderate

PGIS Response

Placebo + SOC (n=61) Nipocalimab + SOC (n=63)

0

20

40

60

80

100

P
a

ti
e

n
ts

 a
c

h
ie

v
in

g
 M

W
P

I 
a

t 
W

e
e

k
 2

4
   

 

Nipocalimab + SOC
(n=67)

Placebo + SOC
(n=62)

62.7%
56.5%

a
Di�erence (95% CI) : 6.2% (−10.7, 23.2)
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Stratified OR (95% CI) : 1.34 (0.66, 2.75)

Inclusion criteria

• Age ≥18 years

• Diagnosed with gMG
MGFA Class IIa–IVb

• MG-ADL score of
≥6 at screening and
baseline

• Suboptimal response
to current stable
therapy for gMG

≤4 
weeks
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Double-blind 
placebo-controlled 
phase (24 weeks)

Nipocalimab 
(30 mg/kg LD IV at 
Week 0 + 15 mg/kg 

IV Q2W upto 
Week 24) + SOC

Placebo (IV LD and 
IV Q2W up to 

Week 24) + SOC

Open label 
extension phase

(Variable duration)

Nipocalimab 
(15 mg/kg IV Q2W) 

+ SOC

Safety
follow-up 

at 
8 weeks
post last

dose

1:1 
Randomization

gMG=Generalized myasthenia gravis, IV=Intravenous, LD=Loading dose, MG-ADL=Myasthenia Gravis-Activities of Daily Living, MGFA=Myasthenia Gravis 
Foundation of America, Q2W=Every two weeks, SOC=Standard of care.

Results
● Larger improvements from baseline in Neuro-QoL Fatigue were observed with nipocalimab + SOC compared with

placebo + SOC by Week 2 (LS mean difference= −4.4 [95% CI: −8.88; 0.09]; p=0.055; Figure 2).
● Improvement with nipocalimab + SOC was sustained through Week 24.

	— At Week 24, numerically greater improvement in Neuro-QoL Fatigue scores was observed with nipocalimab + SOC when
compared with placebo + SOC (LS mean difference = −4.3 [95% CI: −9.16; 0.62]; p=0.087; Figure 2).

● In nipocalimab + SOC arm, 6.2% (95% CI: −10.7, 23.2) more patients achieved Neuro-QoL Fatigue MWPI when compared with
placebo + SOC arm at Week 24 (Odds ratio: 1.34; [95% CI: 0.66, 2.75]; p=0.424).

	— 62.7% (42/67) of patients on nipocalimab + SOC met the Neuro-QoL Fatigue MWPI threshold compared to 56.5% (35/62)
on placebo + SOC.

● Nipocalimab + SOC-treated patients were approximately twice more likely to sustain Neuro-QoL Fatigue MWPI for a duration
of ≥8, 12, 16, and 20 weeks, which was found to be statistically significant (p<0.05) (Figure 3).

Figure 2: LS mean CFB over time in Neuro-QoL Fatigue scores
Figure 3: Proportion of patients achieving sustained Neuro-QoL Fatigue MWPI and the likelihood of achieving sustained 
Neuro-QoL Fatigue MWPI by duration 

CFB=Change from baseline, LS=Least square, Neuro-QoL=Quality of Life in Neurological Disorders, SE=Standard error, SOC=Standard of care, W=Week.

CI=Confidence interval, MWPI=Meaningful within person improvement, Neuro-QoL=Quality of Life in Neurological Disorders, OR=Odds ratio, SOC=Standard of care.
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Nipocalimab + SOC 
vs Placebo + SOC p-value

1.97 (0.98, 3.96) 0.034

1.97 (1.00, 3.85) 0.034

2.83 (1.45, 5.54) 0.001

2.47 (1.16, 5.27) 0.009

● Among patients with more severe baseline disease (MG-ADL >9 and QMG >15), mean improvement in fatigue was numerically
greater with nipocalimab + SOC vs placebo + SOC at Week 24 (Table 1).

Table 1: Mean CFB in Neuro-QoL Fatigue scores in patients with MG-ADL >9 and QMG >15

Negative change in score indicates improvement.
CFB=Change from baseline, CI=Confidence interval, MG-ADL=Myasthenia Gravis-Activities of Daily Living, Neuro-QoL=Quality of life in neurological disorders, QMG=Quantitative myasthenia gravis, SD=Standard 
deviation, SOC=Standard of care.

Analysis Visit Treatment
Observed CFB

Mean CFB difference (95% CI)
N Mean (SD) N Mean (SD)

Baseline
Placebo + SOC 15 62.9 (14.36) - -

-
Nipocalimab + SOC 19 68.0 (11.98) - -

Week 12
Placebo + SOC 13 54.1 (13.56) 13 −9.5 (15.21)

−8.4 (−18.58; 1.88)
Nipocalimab + SOC 16 50.3 (11.49) 16 −17.8 (11.66)

Week 24
Placebo + SOC 14 53.4 (15.05) 13 −11.3 (15.30)

−9.0 (−22.02; 4.06)
Nipocalimab + SOC 14 48.1 (17.63) 14 −20.3 (17.42)This
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