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Efficacy of Nipocalimab in Adult Patients with None-to-Mild Ocular
Manifestations and Generalized Myasthenia Gravis in Phase 3 VIVACITY-MG3 % . Key Takeaways
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Jec € *Randomization was stratified by autoantibody status (anti-AChR+ and/or anti-MuSK+, anti-AChR negative and anti-MuSK negative), Day 1MG-ADL total score (<9, >9), and ragion (East Asia, US, rest of . ) o . . those with none-to-mild ocular symptoms
world). The analysis plan, however, grouped all seropositives together (AChR+, MuSK+ or LRP4+) s triple seronegatives. "All patients received the loading dose of placebo or nipocalimab 30 mg/kg at Week « Achievement of substantial clinical « Achievement of SCI (24-p0|nt
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Results
Baseline characteristics MG-ADL score—Mean change from baseline to Week 24 MG-ADL score—Proportion of patients who achieved QMG score—Mean change from baseline to Week 24 QMG score—Proportion of patients who achieved MCI
MCI or SCI at Week 24 or SCl at Week 24
e Subgroup criteria for none-to-mild ocular manifestations were met by 17 e Patients with none-to mild ocular symptoms in the nipocalimab + SOC group showed e The proportion of patients with none-to-mild ocular symptoms e Nipocalimab + SOC treatment in the none-to-mild ocular symptoms group led to rapid e The proportion of patients achieving MCI or SCI in QMG total
of 77 patients in the nipocalimab + SOC group and 14 of 76 patients in the rapid and sustained improvement from baseline in MG-ADL total score versus those in achieving MCI was numerically greater, and those achieving SCI and sustained improvement from baseline in QMG total score versus placebo + SOC score was greater in the nipocalimab + SOC group compared
placebo + SOC group the placebo + SOC group (Figure 2) was significantly greater in the nipocalimab + SOC group versus (Figure 4); significant differences in LS mean change from baseline were observed as with placebo +SOC (Figure 5)
e Among patients with none-to-mild ocular manifestations, baseline - Significant differences in LS mean change from baseline were observed as early as the placebo + SOC group (Figure 3) early as Week 2 (the first assessment timepoint)
characteristics were generally balanced between nipocalimab + SOC vs Week 1 (the first assessment timepoint) Figure 3. Proportion of participants who achieved (A) MCI or Figure 4. LS mean (SE) change from baseline to Week 24 in total QMG Score Figure 5. Proportion of patients who achieved (A) MCl or (B) SCI
placebo + SOC, and were similar to those of the overall efficacy population (B) SCl'in MG-ADL at Week 24 in QMG at Week 24
(Table 1) L -
. . . L A. Participants achieving MCI at Week 24 A. Participants achieving MCI at Week 24
Table 1. Patient demographics and baseline characteristics Figure 2. LS mean (SE) change from baseline in total MG-ADL score p=0198 100
Odds ratio (95% CI)":
Nipocalimab+SOC Placebo+SOC 1007 (o e80% 417 (0662614 Week 2 Week 12 Week 24 90 p=0073
(88.2%) 17 (0. 14) o (95% CIV:
n=17) (n=14) 90 - - - - - - 0Odds ratio (95% CI):
( n=15 n=14 n=17 n=14 n=17 n=12 80 255 (058, 2112)
80 0q 8 704 W17 (647%) -8 (099211
Age, median (range), years 50.0 (20-79) 50.5 (20-77) Week 1 Week 12 Week 24 2 7 9/14 (84.3%) _g 60
n=17 n=13 n=17 n=14 n=17 n=12 £ 60 » M £ 50
Female, n (%) 12 (70.6) 7(50.0) £ 50 £ g .
£ 40 2, 5 0 4/14 (28.6%)
£ a - o
Duration of MG, median (range), years 45 (0-21) 8(0-18) 2 ; 30 E * 20
) 3 20 5 81 10
Age at onset, median (range), years 43 (4-66) 41(20-73) s 10 g
£ 5 Nipocalimab+SOC  Placebo+SOC
S 0-— - S -4 P
Baseline MG-ADL total score, mean (SD) 76 (0.89) 75 (1.56) % -3 Nipocalimab+SOC Placebo+SOC g
2 B. Participants achieving SCI at Week 24 < 5 B. Participants achieving SCI at Week 24
Baseline QMG total score S 44 p=0.031 2 J
o L . LS mean difference (SE):
Baseli 28 100 0dds ratio (95% Cl)': 2 6| -353 (0:860); 95% CI (-5:30; 477); 100
aseline, n 15 14 S .54 90 14117 (824%) 6.22 (1.21-31.94) 0<0.001" 920
2 LS mean difference (SE): J } ) LS mean difference (SE): 80 p=0057
Mean (SD) 124 (2.83) 139 (5.37) <] 6 -2.00 (0.852); 95% Cl (-375; -0.25); - 80 - 212 (1188); 95% Cl (-4.56; 0.32); 2 70 0Odds ratio (95% Cl)':
p=0026" g p=0.086" LS mean diff - S 6ol oms29% 675 (114-3979)
Antibody-positive at screening, n (%) 17 (100.0) 14 (100.0) LS mean difference (SE): 5 60 -31 1:‘&“-‘ I;rﬁn?e: _) 14): g
74 267 (1004); 95% CI (-473;-062); | § mean difference (SE): E) 6/14 (42.9%) 313 (1453); 950 021.( 613;-014); £ 50
=0.013" . - " 8 p=0 2 40
Anti-AChR® 14824) 14(1000) p 2.32(0.922); 95% CI (-4.21;-042); ; 40 5 20
p=0018 = 30 M Nipocalimab+SOC M Placebo+SOC ® 2114 (143%)
20 -
. 20
Anti-MuSk+ 3(178) o M Nipocalimab+SOC M Placebo+SOC o 10
Anti-LRP4+ 0 0 O Nipocalimab+S0C _ Placebo+SOC Nipocalimab+§OC  Placebo+SOC
3 pI protein receptor, MG-ADL=Myasthenia Gravis-Activities of Daily Living, °Based on ANCOVA model with treatment group and autoantibody status as factors and baseline total score as the covariate. “Unstratified. °Based on ANCOVA model with treatment group and autoantibody status as factors and baseline total score as the covariate. °Unstratified.
MuSK=muscle-specific tyrosine kinase, QMG=Quantitative Myasthenia Gravis, SD=standard deviation, SOC=standard-of-care. ANCOVA=analysis of covariance, Cl=confidence interval, LS=least squares, MG-ADL A of Daily Living, error; clinical MG-ADL: A of Daily Living, clinical ANCOVA=analysis of covariance, Cl=confidence interval, LS=least squores, QMG=Quantitative Myasthenia Gravis, deviation, error; clinical . QMG=Quant; Myasthenia Gravis, clinical
'§OC-=standard-of-care. improvement, SOC=standard-of-care. 'S0OC-=standard-of-care. SOC-=standard-of-care.
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