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Key Takeaways

Treatment with nipocalimab+SOC
demonstrated meaningful improvement
in HRQoL, particularly in disease-specific
measures and fatigue in anti-MuSK
antibody-positive patients with gMG

Q Directional trends suggest potential
benefit of nipocalimab on HRQoL
outcomes in this difficult-to-treat
subgroup that warrant confirmationin a
larger cohort of anti-MuSK

Introduction

e Anti-acetylcholine receptor (anti-AchR) autoantibody-mediated disease is the most prevalent (up to 85%) subtype of generalized myasthenia gravis (gMG); however, anti-muscle-specific tyrosine kinase

(anti-MuSK) antibodies are causative in nearly 8% of patients and is linked to a more severe and refractory disease phenotype'?

e Severe bulbar, facial and respiratory symptoms in anti-MuSK-gMG are associated with rapid early disease progression, contributing to substantial functional impairment and poor health-related quality of life (HRQolL)

in these patients??

e Nipocalimab is the first approved neonatal Fc receptor blocker for the treatment of gMG across a broad population of adult and adolescent (=12 years of age) patients who are anti-AChR or anti-MuSK

antibody-positive*°

e Nipocalimab added to standard-of-care (SOC) (vs placebo+SOC) has demonstrated rapid and sustained clinical improvements on established MG rating scales as well as sustained improvements in fatigue and

health-related QoL (HRQoL) over 24 weeks among seropositive patients with gMG in the phase 3 Vivacity-MG3 study®®
In this post hoc analysis we report improvements in HRQoL with nipocalimab+SOC in a subgroup of anti-MuSK antibody-positive patients with gMG

Objective

@ To evaluate changes in patient-reported HRQoL and fatigue among anti-MuSK antibody-positive patients with gMG in the Vivacity-MG3 study

antibody-positive patients with gMG

Limitations

e Overall findings should be interpreted with caution, as the small cohort
size of anti-MuSK antibody-positive patients limits generalizability.
Randomization cannot balance covariates at this sample size

e Baseline imbalances in Neuro-QoL Fatigue scores between treatment
groups may have influenced change-from-baseline estimates and
between-group comparisons

e All 4 placebo-treated patients completed 24 weeks of follow-up;
their continued participation may reflect differences in clinical care,

adherence, or unmeasured health status, introducing potential

survivor/selection bias

Methods

Analysis population

e All patients with gMG who were anti-MuSK antibody-positive and received =1 dose of nipocalimab+SOC or placebo+SOC during the double-blind phase of Vivacity-MG3 were included in this post hoc analysis®

Endpoints
e Mean change from baseline to Week 24 and the proportion of patients achieving a meaningful within-patient change, defined as minimal clinical improvement (MCI) from baseline, as well as sustained MCI (=8 weeks), were determined for each treatment group across the three patient-reported outcome instruments
MG-QOL15r° EQ-5D-VAS™
= MG-specific HRQoL instrument used to measure disease-specific QoL in patients with MG over the past = Measure of overall health on a vertical VAS ranging from O (worst health you
few weeks can imagine) to 100 (best health you can imagine)
= Total score ranges from O to 30 = Higher scores indicate favorable HRQoL and positive change in score indicates
= Higher scores indicate a more severe condition and negative change in score indicates improvement improvement
= MCI was defined as: 24-point improvement = MCI was defined as: 210-point improvement

Neuro-QoL Fatigue™

= A PRO measure of general fatigue and associated impacts over the past seven days in adult patients
with gMG

= Scores are reported as a standardized T-score (with a mean of 50 and standard deviation of 10)

= Higher scores indicate a more severe condition and negative change in score indicates improvement

=  MCI was defined as: 26.7-point improvement

EQ-5D VAS=European Quality of Life Group, 5 Dimension Visual Analog Scale, MG-QoL15r=15-item Myasthenia Gravis Quality of Life (revised) instrument, Neuro-QoL Fatigue=Quality of Life in Neurological Disorders Fatigue scale.

Statistical analysis

e Between-treatment group differences in LS mean changes from baseline were examined using an ANCOVA model with treatment group (nipocalimab, placebo) as a factor and baseline score as a covariate

e Differences between treatment groups for proportions of MCl were examined using odds ratios (ORs) and 95% confidence intervals (Cls)

Results

Baseline demographics EQ-5D-VAS: LS mean change from baseline and MCI

e A total of 16 patients (nipocalimab+SOC: n=12; placebo+SOC: n=4) were anti-MuSK antibody-positive e LS-mean (95% CI) difference in change from baseline in nipocalimab+SOC-treated patients versus placebo+SOC-treated patients at Week 2 was
-0.3 (-17.87;17.27) and -2.28 (-22.75; 18.18) at Week 24, both in favor of placebo+SOC (Figure 4, 5)

o At Week 24, a greater proportion of patients on placebo+SOC (vs nipocalimab+SOC) achieved MCI on EQ-5D-VAS (Figure 6)
— Unstratified odds ratio (95% Cl): 0.67 (0.06; 6.87)

e Among nipocalimab-treated patients, EQ-5D-VAS MCI was sustained for 28 weeks in 4/12 (33.3%) patients, for 212 weeks in 3/12 (25%) patients and for
Table 1. Demographics and baseline characteristics (MuSK+ analysis set) >16 and 220 weeks in 2/12 (16.7%) patients (vs 2/4 [50.0%] in placebo-treated patients at all timepoints)
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e Patientsin the nipocalimab+SOC group (vs placebo+SOC) were older, and the majority of patients in both groups were females (Table 1)

e Mean baseline MG-QoL15r and EQ-5D-VAS scores were generally comparable between the treatment groups, while the Neuro-QoL Fatigue scores were
higher in the nipocalimab+SOC group
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MuSK+=anti-muscle-specific tyrosine kinase antibody-positive, SE=standard error, SOC=standard-of-care antibody-positive, SE=standard error, SOC=standard-of-care. antibody-positive, SOC=standard-of-care.

Neuro-QolL Fatigue=Quality of Life in Neurological Disorders Fatigue scale, SE=standard error, SOC=standard-of-care.

Disorders Fatigue scale, SE=standard error, SOC=standard-of-care. Disorders Fatigue scale, SOC=standard-of-care.
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