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Background

e Generalized myasthenia gravis (gMG) is an autoimmune neuromuscular disease characterized by fluctuating and fatigable muscle weakness that gets worse with activity and may improve with rest!
e Quantitative Myasthenia Gravis (QMG) is a physician-assessed tool quantifying MG disease severity, with higher scores indicating worse disease severity.?

e Nipocalimab binds to neonatal Fc receptor (FcRn) and reduces the circulating levels of immunoglobulin G (IgG), including pathogenic IgG antibodies.®

e Nipocalimab demonstrated sustained disease control in patients with gMG, as assessed by Myasthenia Gravis-Activities of Daily Living (MG-ADL).

e In the VIVACITY-MG3 study (NCT04951622), nipocalimab + standard-of-care (SOC) demonstrated statistically significant improvements in QMG total score versus placebo (PBO) + SOC over
Weeks (W) 22 to 24 (between-group difference in least square [LS]-mean= —2.81; 95% confidence interval [Cl]= —4.22 to —141; p <0.001)4

Objective

e To evaluate changes in QMG total score for nipocalimab + SOC versus PBO + SOC driven by individual items, domains, or distinct muscle function groups.

Methods

VIVACITY MG3 (NCT04951622) - Study Figure 1: QMG score interpretation?

design and treatment

FVC=forced vital capacity, L=left, QMG=Quantitative Myasthenia Gravis, R=right.
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Key lTakeaways

QMG total score changes at 24-weeks from
baseline were driven by improvements in
most QMG items and domains.

The changes in item/domain scores generally

favored nipocalimab + SOC versus PBO +
SOC.

The likelihood of achieving meaningful
within-person improvement thresholds on
QMG items and domains generally favored
nipocalimab + SOC versus PBO + SOC over
24 weeks.

Results

Baseline demographics Mean change from baseline for domains
e (Of 153 antibody-positive participants, 77 and 76 received nipocalimab and PBO, respectively e Nipocalimab + SOC demonstrated significant improvements in mean CFB for bulbar, ocular
(Table 1). and limb/gross motor domains versus PBO + SOC (p<0.05) over 24 weeks; nipocalimab + SOC
e Mean age was 524 years (range 20-81) and 60.1% of participants were female. showed stabilization of respiratory domain but got worse with PBO + SOC (Figure 3).

Table 1: Baseline demographics and disease characteristics Figure 3: Improvement in LS-mean CFB over 24 weeks for QMG domains

Nipocalimab + SOC Placebo + SOC 0.5 —
N=77 N=76 0.2
Age, years )
Mean (SD) 52.5 (15.66) 52.3 (16.37) 52.4 (15.97) 0] 0] -
Range 20-81 20-81 20-81 0—
Sex, n (%) $
Female 50 (64.9) 42 (55.3) 92 (60.1) o
QMG total score 5
Mean (SD) 15.1 (4.78) 15.7 (4.92) 15.4 (4.85) & 05 . .
QMG domains E p=0.033 ®m Nipocalimab (n=57)
N 76 73 149 ) _
Bulbar, mean (SD) 15 (1.36) 1.2 (1.36) i m 0=0.018 = Placebo (n=60)
Median (range) 1(0-5) 1(0-6) - &) _
Ocular, mean (SD) 4.3 (2) 4 (1.9) - = p=0.013
. Median (range) 4.5 (0-8) 4.3 (0-8) - § -1.2
Limb/gross motor 8.8 (3.36) 9.8 (3.45) - 15 —
domain, mean (SD) 15
Median (range) 9 (2-16) 10 (1-20) - ' Limb/Gross motor
Respiratory, mean (SD) 0.6 (0.82) 0.7 (0.92) - Bulbar Ocular domain Respiratory
Median (range) 0 (0-3) 0 (0-3) - 2 _

PBO=placebo, QMG=Quantitative Myasthenia Gravis, SD=standard deviation, SOC=standard-of-care. Baseline mean (range) domain scores in nipocalimab + SOC and PBO + SOC were: bulbar (0.8 [0-5]; 1.2 [0-6]), limb (8.8 [2-16]; 9.8 [1-20]), ocular (4.3 [0-8]; 4.0 [0-8]), respiratory

(0.6 [0-3]; 0.7 [0-3]), respectively. CFB=change from baseline, LS-Mean=least squares mean, QMG=Quantitative Myasthenia Gravis..

Baseli MG it
aseline Q IKCIMS Mean changes from baseline in QMG items

e Median baseline QMG item scores were 1.0-2.0; proportion with item-level floor effects (score=0)
at baseline ranged from 7.2% (left leg outstretch/head lifted) to 62.3% (forced expiratory
volume) (Figure 2)

e Statistically significant improvement was reported in CFB in QMG total score in
nipocalimab + SOC versus PBO + SOC over W22 and W24 (p <0.001).

o At W22, CFB of QMG item scores was numerically greater with nipocalimab versus PBO for all
items (Figure 4A); similar observations were made for W24, except right hand grip (Figure 4B).

Figure 4A: Mean CFB in QMG items at 22 weeks

Figure 2: Baseline QMG item score distribution
A. QMG Item Distribution at baseline: Nipocalimab + SOC (n=77)
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PBO=placebo, QMG=Quantitative Myasthenia Gravis, SOC=standard-of-care. CFB=change from baseline, FEV=forced expiratory volume, QMG=Quantitative Myasthenia Grauvis.

QMG item response

e Likelihood of achieving item response (=1-point improvement) was greater with
nipocalimab + SOC versus PBO + SOC over 24 weeks (odds ratio [OR]: 1.3 [left-hand grip] to
3.7 [facial muscles]), except right hand grip (OR=0.8) (Figure 5).

Figure 5: Achieving QMG item response
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Cl=confidence interval, QMG=Quantitative Myasthenia Gravis.

QMG domain response

e Likelihood of achieving domain response (=2-point improvement) was greater with
nipocalimab + SOC versus PBO + SOC over 24 weeks (OR: bulbar 6.6 [2.5-17.2]; limb
1.7 [1.0-2.8]; ocular 3.0 [1.7-5.3]; respiratory 1.4 [0.6-3.1]) generally favoring nipocalimab
(Figure 6).

Figure 6: Achieving QMG domain response
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Respiratory domain has a single item responder, i.e., forced vital capacity. This is included in the QMG items figure as the meaning within person improvement (MWPI) is
>1-point. Cl=confidence interval, QMG=Quantitative Myasthenia Gravis.
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