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INTRODUCTION 

Ofatumumab demonstrated superior efficacy and favourable safety versus teriflunomide in the Phase 3 

ASCLEPIOS I/II trials in people with relapsing multiple sclerosis (pwRMS). Previously reported data 

showed sustained efficacy and a favourable safety profile of ofatumumab in pwRMS up to 5 years. Here, 

we aim to present the safety and efficacy of ofatumumab treatment for up to 6 years.  

DESIGN/METHODS  

Efficacy analyses will include all participants randomised in ASCLEPIOS I/II and their data from first dose 

in ASCLEPIOS I/II, whereas safety analyses will include all participants who received at least one dose of 

ofatumumab in either ASCLEPIOS I/II, APOLITOS, APLIOS or ALITHIOS (cut-off date: 25-Sep-2023). 

Efficacy will be analysed by randomised treatment in the core study, with those randomised to 

ofatumumab referred to as continuous group and to teriflunomide as switch group. 

RESULTS  

Previously reported 5-year data (cut-off: 25-Sep-2022) showed a sustained low annualised relapse rate 

(ARR) and almost complete suppression of MRI lesion activity in the continuous group. In the switch 

group, ARR was markedly reduced from Year 2–3 (0.16–0.06) and remained low through Years 3–5 

(0.05), and MRI lesion activity was almost completely suppressed through Years 3–5. At Year 5, 90% of 

patients reached NEDA-3 in both groups. The safety profile of ofatumumab remained consistent with no 

new safety signals over 5 years. Updated 6-year efficacy and safety results will be presented at the 

congress. 

CONCLUSIONS 

These analyses will help inform physicians on the longer-term safety and efficacy profile of ofatumumab 

in pwRMS. 
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Presentation format: Choose one from the following 

● Oral,  

● Poster or oral 

● Poster or Poster virtual 

 

Note: Final decision on the presentation type will be taken by the abstract committee 

Selection of the category: Choose any one category from the following: 

● Ageing and dementia 

● Autonomic nervous system diseases 

● Cerebrovascular diseases 

● Child neurology/developmental neurology 

● Clinical neurophysiology 

● Cognitive neurology/neuropsychology 

● Coma and chronic disorders of consciousness 

● COVID-19 

● Education in neurology 

● Epilepsy 

● Ethics in neurology 

● Headache 

● Higher cortical functions 

● History of neurology 

● Infectious diseases 

● Motor neurone diseases 

● Movement disorders 

● MS and related disorders 

● Muscle and neuromuscular junction disorder 

● Neurocritical care 
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● Neuroepidemiology 

● Neurogenetics 

● Neuroimaging 

● Neuroimmunology 

● Neuroinformatics 

● Neurological manifestation of systemic diseases 

● Neurology and arts 

● Neuro-oncology 

● Neuro-ophthalmology/ neuro-otology 

● Neuropathies 

● Neurorehabilitation 

● Neurosonology 

● Neurotoxicology/occupational neurology 

● Neurotraumatology 

● Pain 

● Palliative care 

● Peripheral nerve disorders 

● Sleep-wake disorders 

● Spinal cord and root disorders 

 


