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with gMG

Introduction Results

* Gener.alized myasthenia gravis (GMG) is a rare autqimmui\e disease * The baseline demographic and disease characteristics were generally balanced between the treatment groups. * Nipocalimab + SOC demonstrated statistically significant improvement in MG-ADL total score vs , o N\ , o o

resulting from immunoglobulin G (IgG)-mediated disruption of placebo + SOC over weeks 22, 23, and 24 Figure 2: Participants achieving sustained substantial immprovement of 23 points in MG-ADL total score

2 SO . S , : over time

cholinergic neuromuscular transmission. Table 1 (A): Demographics _ LS-mean change (SE): -47 (0.329) vs -3.25 (0.335); difference in LS-means (SE): <145 (0.470), p=0.002 vert
o gMG is marked by chronic weakness of the bulbar muscles, —— . The mean difference, in favor of nipocalimab + SOC, was signiﬁcant as early as week 1 (A) Proportion of participants achieving sustained substantial improvement of 23 points in MG-ADL score over time

extremities, or axial muscles, resulting in debilitating symptoms /Ko /Ko otz ’ o : : :

. muse ;1ng I Gebiiitating symp : : Placebo + SOC — LS-mean change (SE): -2.72 (2.979) vs -177 (2.426); difference in LS-means (SE): ~0.82 (0.410), p=0.046 Placebo + SOC M Nipocalimab + SOC

such as fatigue and impaired mobility that significantly impact : : o . o o . . : p < 0.001

patients’ daily activities and health-related quality of life.3 Analysis set: primary efficacy* . -6 153 . Slgnlﬁcantly greatei prqportlon of participants treated with nipocalimab + SOC achieved sustained 70% ¢ g 54.90% 5 < 0,001

Whi : : : improvement over time in MG-ADL =2 versus placebo + SOC (Figure 1). - -~ ~
. Ile advanced therapies such as targeted immunotherapies are Age, years o o . . . . 60% | 5710% o < 0.001

how available, there remains an unmet need for effective gMG , ° T.he odc.:ls of achieving a 22-point improvement in MG-ADL at weeks 22, 23, and 24 were 2.49 times higher with o - -~ ~ <000 Acknowledgements

treatment to maintain sustained control of disease activity and Mean (SD) 52.5 (15.66) 52.3 (16.37) 524 (15.97) nipocalimab + SOC compared to placebo + SOC (610% vs 38.7%; OR [95% C|] 249 [129, 477], p=0009) .g 50% I 48.10% p ~ \
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targeted inhibition of FcRn-IgG binding accelerates IgG clearance, Female 50 (64.9) 42 (55.3) 92 (6011) = o B.40%
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* Nipocalimab, a fully human anti-FcRn monoclonal antibody that Race, n (%) Figure 1: Participants achieving sustained improvement of 22 points in MG-ADL score over 10% | Disclosures

inhibits FcRn-1gG binding, demonstrated rapid, substantial, i . : : :
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’ In the Vivacity-MG3 study (NCT04951622), participants with a S manaEs 0 o placebo  SOC - 0% Sustained MG-ADL =3 points for 216 weeks - 410 (1.97, 8.52)
suboptimal response to standard-of-care (SOC)* treatment were ° ’ .
, : ) : ) At least 8 weeks, n (% At least 12 weeks, n (% At least 16 weeks, n (% At least 20 weeks, n (%
randomly assigned (1:1) to receive either placebo or nipocalimab MG-ADL total score cast & weeks, n (%) oAt e Ssn( ) P ADLea; woeks, n (%) cast 20 weeks, n (%) Funding
administered intravenously every two weeks for 24 weeks. ustaine@VItgatL = i
. .y. y Mean (SD) 94 (273) 9.0 (1.97) 9.2 (2.38) \ " - ”7 50 - 26 o “ Sustained MG-ADL 33 points for 320 weeks - 378 (176, 815) This study was supported by Janssen Research & Development, LLC
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was used to assess participants’ MG symptoms and functional |
L o <9, n (%) 48 (62.3) 45 (59.2) 93 (60.8) . — T 7T , , ,
activities. MG-ADL scores range from O to 24, with higher scores o111 2 3 4 5 6 7 8 9 @ For questions related to this presentation, please contact:
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¢ All analyseS were conducted on the primary eﬂ:lcacy analySiS set, QMG total score (B) Probability of achieving sustained improvement of 22 points in ) seore ‘Favors placebo + SOC  Favors nipocalimab + SbC
which included all randomized, seropositive (positive for anti-AChR, Mean (SD) 151 (4.78) 157 (4.92) 154 (4.85) Ci=Confidence interval: MG-ADL=Myasthenia Gravis-Activities of Daily Living: SOC=Standard-of-care
anti-MuSK, and anti-LRP4 antibodies) participants who received at Median (ran : . . | |
) ge) 14.5 (7; 28) 15.0 (5; 28) 15.0 (5; 28) . o \
least one dose of the study intervention. . Sustained MG-ADL =2 points for =8 weeks B 1.90 (0.98, 3.70)
: : : Duration of gMG (years) e Participants treated with nipocalimab + SOC were approximately three times more likely to achieve MSE at any
* Changes in MG-ADL scores from baseline over time were : : . : o
evaluated using a mixed-effects model for repeated measures Mean (SD) 6.9 (744) 8.9 (813) 7.9 (7.83) point during the 24-week study compared to those receiving placebo + SOC, with an OR of 2.99 (95% CI: 1.314,
(0] (0] 1
(MMRM), with treatment group, randomization factors, week, and Median (range) 5.0 (0; 38) 7.0 (0-37) 6.0 (0-38) Sustained MG-ADL 22 points for =12 weeks | 3.36 (1.73, 6.52) 6.796) and a MSE rate of 31.2% vs 13.2%, respectively
treatment-by-week interaction as factors. Age at onset of gMG (years) * Forthe 25 participants (18 i\lpocallmab, I placebp) who reached MSE at any time during ’Fhe double-blind phfse,
— The baseline MG-ADL score was included as a covariate. Mean (SD) 451 (17.27) 42.6 (18.70) 43.8 (17.98) g%edn;eg |én2t7|r(i/1)efvc\)/ithlzgztba;nf ggﬂg = \was approximately double for ipocalimab * SOL with 1015 days (B04%) vs
* The proportion of participants achieving a meaningful Median 455 (4-78) 410 (7-80) 43.0 (4-80) Sustained MG-ADL =2 points for =16 weeks B 3.64 (1.86, 714) g - P
within-patient change, defined as a 22-point improvement® Autoantibody status at screening, n (%) . o . .
(minimal clinically important [MCI] improvement) and a >3-point y g, n (70 Figure 3: Participants with sustained MSE: treatment effect
improvement (substantial improvement) in MG-ADL total scores Seropositive 77(100.0) 76 (100.0) 153 (100.0) Sustaimed MG-ADL 22 boints for 220 week )08 (150 585
at weeks 22, 23, and 24, were reported. Anti-AChR* 63 (81.8) 71(934) 134 (87.6) ustaine -ADL 22 points for 220 weeks _ 98 (152, 5.85) Sustained MSE for =8 weeks B 4.00 (1.25,12.78)
— Differences between treatment groups in achieving MCI and Anti-MuSK* 12 (15.6) 4 (5.3) 16 (10.5) . -
cllnlc.ally substantlaI. Improvements V\c/)ere assessed.usmg AntiLRP4* 2 (26) 1 03) 3 (2.0) 01 1 2 3 4 5 68 7 8
unadjusted odds ratios (ORs) and 95% confidence intervals (Cls). MGFA classes. n (0 Odds Ratio (95% Cl) Sustained MSE for >12 weeks B 3.63 (0.96, 13.76)
e  Minimal symptom expression (MSE) was defined as an MG-ADL ’ ) R
score of O or 1. | 1*(1.3) 0 1(0.7) Favors placebo + SOC  Favors nipocalimab + SOC
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MCI, sustained substantial improvement, and sustained MSE, were llb 11 (14.3) 10 (13.2) 21 (137)
presented. llla 34 (44.2) 29 (38.2) 63 (41.2)
— leferer;ces between treatment groups were examined using ORs lllb 17 (221) 15 (197) 32 (20.9) «  Significantly greater proportion of participants treated with nipocalimab + SOC achieved sustained improvement Sustained MSE for 220 weeks B > 6.34 (0.74, 53.96)
and 95./" Cls. o | | Va 3(39) 10 (13.2) 13(85) over time in MG-ADL =3 (substantial improvement) versus placebo + SOC (Figure 2). 1 | |
°  The median percentage of time in the study during which the " 262 226 6 (39) »  The odds of achieving a clinically substantial improvement in MG-ADL score, defined as a =23-point change at 0112345 10 20
participants maintained MCI, substantial improvement, and MSE weeks 22, 23, and 24 were 2.93 times higher with nipocalimab + SOC compared to placebo + SOC (53.2% vs 28%; Odds Ratio (95% Cl)
were Compared between grOUpS USIng the WIICOXO“ rank—sum test. *Patient with MGFA of | at baseline had MGFA of lla at screening and MG-ADL of 8 at both screening and baseline. OR [95% C|] 293 [1492 5747]) < . . >
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