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 Ofatumumab is a fully human anti-CD20 monoclonal antibody approved for the treatment of RMS in adults in the US1 and other countries*

 Ofatumumab, administered as monthly 20 mg (in 0.4 ml) subcutaneous injection, demonstrated superior efficacy versus teriflunomide and a 
favorable safety profile in RMS patients in the Phase 3 ASCLEPIOS I and II trials1,2

 When delivered subcutaneously, preclinical models suggest preferential distribution to the lymph nodes, where B-cell depletion is thought 
to be needed in MS, which may help preserve immunosurveillance3-5

 In the ASCLEPIOS I and II pivotal trials, serum IgM / IgG levels remained well within the reference ranges over the duration of the study 
and there was no decrease in mean IgG levels, compared with baseline.2  Emerging 3 year data where both IgG and IgM levels from the 
ALITHIOS open label extension has shown to be consistent with these pivotal trial findings, with mean IgG level unchanged and mean IgM 
levels remaining above the LLN throughout the 3 years period6

 Risks of COVID-19 infection in pwMS receiving disease-modifying therapies are of increased interest and is under investigation. There are 
questions regarding the use of B-cell depleting agents in MS and the risk of COVID-19 infection7

 The ongoing ALITHIOS study is evaluating long-term (up to 5 years) safety, tolerability and effectiveness of ofatumumab in ~2000 adult 
patients with RMS7

Introduction

*Australia, Canada, Singapore, Switzerland, UAE, Albania, Argentina, India, and Japan. COVID-19, coronavirus disease 2019; Ig, immunoglobulin; LLN, lower limit of normal; MS, multiple sclerosis; pwMS, people with MS; RMS, relapsing MS
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32. 4. Schubert A, et al. Presented at AAN 2018 [P2.410]. 5. Smith P, et al. Presented at AAN, 2017 [P2.359]. 6. Novartis Data of file. 7. MS Treatment Guidelines During the Coronavirus pandemic | National MS Society | National Multiple Sclerosis Society. 
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 Confirmed or suspected cases of COVID-19 infection in patients receiving ofatumumab in the open-label extension study 
ALITHIOS were reviewed (data cutoff: December 21, 2020)

 COVID-19 cases were classified as confirmed if SARS-CoV2 positive test results were available, or patient was reported to 
be diagnosed with COVID-19

 Suspected cases of COVID-19 were classified as suspected if without a positive SARS-CoV2 test or definitive diagnosis

 The following COVID-19 case characteristics were assessed:
– Patient demographics
– COVID-19 seriousness category*
– Ofatumumab treatment duration and action taken with ofatumumab (treatment interruption)
– Interventions and COVID-19 outcomes

*Serious criteria is based on the regulatory reporting definition established by ICH, for the purposes of regulatory reporting obligations, and 
consists of fatal, life-threatening, hospitalization and medically significant

Methods

COVID-19, coronavirus disease 2019; MS, multiple sclerosis; SARS-CoV2, Severe acute respiratory syndrome coronavirus 2

Objective
To report the clinical characteristics of COVID-19 infection in people with MS receiving ofatumumab 20 mg 
subcutaneously every 4 weeks



Patient characteristics: Overall population

*one patient was excluded from analysis due to invalid randomization. OMB, ofatumumab; SE, standard error 



Results: COVID-19 cases overview

COVID-19, coronavirus disease 2019
*relevant comorbidities, such as chronic lung condition, diabetes, hypertension or malignancy



COVID-19, coronavirus disease 2019; d, days; H/O, history of; m, months; OMB, ofatumumab; F, female; M, male; y, years
*Last available information Outcomes available at the time of the most recent follow up.

Results: COVID-19 serious cases
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 Of the total 1703 patients in the ongoing ALITHIOS study, 35 confirmed cases of COVID-19 infection and/or 
COVID-19 pneumonia have been reported. Complete recovery in 34 cases; one case had fatal outcome. None of 
the cases were suspected because of ofatumumab treatment

 Based on the review of reported cases, the clinical presentations and outcomes of COVID-19 cases in pwMS on 
ofatumumab therapy was similar to other reports on MS population1-5 and in the general population6

 More surveillance data are needed to determine the risks associated with COVID-19 infection in pwMS treated 
with ofatumumab

 Deciding to continue ofatumumab treatment should be made based on the individual patient benefit-risk 
assessment

 New patients can initiate therapy with ofatumumab in accordance with local guidelines
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