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Summary Objective

Safety

A higher proportion of TEAEs occurred in the rozanolixizumab 7 mg/kg (81.3%)
and 10 mg/kg (82.6%) arms than in the placebo arm (67.2%)

— The majority of TEAEs were mild or moderate in severity with rozanolixizumab
7/ mg/kg, 10 mg/kg or placebo

— The most frequently reported TEAEs were headache, diarrhoea, pyrexia
and nausea

Rozanolixizumab is not approved for treatment of myasthenia gravis by any health authority.

Rozanolixizumab is not approved for treatment of MG by any health authority.

Abbreviations: AChR, acetylcholine receptor; CFB, change from baseline; Cl, confidence interval; d, day; EQ-5D-5L, European Quality of Life 5 Dimensions 5 Levels; FCRn, neonatal Fc receptor; gMG, generalized myasthenia gravis; IgG, immunoglobulin G; IVIg, intravenous immunoglobulin; LSM, least-squares mean; mAb, monoclonal antibody; MG, myasthenia gravis; MG-ADL, Myasthenia Gravis Activities of Daily Living; MGFA, Myasthenia Gravis Foundation of America;

MGlI, Myasthenia Gravis Impairment Index; MG-QolL 15r, Myasthenia Gravis Quality of Life 15-item scale revised; MuSK, muscle-specific kinase; OLE, open-label extension; PLEX, plasma exchange; PRO, patient-reported outcome; QMG, Quantitative Myasthenia Gravis; RLZ, rozanolixizumab; SD, standard deviation; TEAE, treatment-emergent adverse event; wk, week.
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