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Abstract

Objective: To present the baseline characteristics of patients enrolled in the ASCLEPIOS I and II trials.

Background: ASCLEPIOS I and II are two Phase 3 trials of identical design that are being conducted

simultaneously to evaluate the efficacy and safety of ofatumumab versus teriflunomide in patients with

relapsing multiple sclerosis (RMS).
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Design/Methods: ASCLEPIOS I and II are randomized, double-blind, double-dummy, active comparator-

controlled, parallel-group, multicenter trials in RMS patients aged 18–55 years with an Expanded Disability

Status Scale (EDSS) score of 0 to 5.5 at screening. Patients were randomized (1:1) to receive either

ofatumumab 20 mg subcutaneous (s.c.) injections every 4 weeks (following an initial loading regimen of

three 20 mg s.c. doses per week in the first 14 days) or teriflunomide 14 mg orally once daily. The primary

endpoint is the annualized rate of confirmed relapses. Key secondary endpoints include 3- and 6-month

confirmed disability worsening and magnetic resonance imaging (MRI)-related outcomes. The innovative,

adaptive study design, with study termination occurring after reaching a prespecified number of events

allows for a flexible trial duration.

Results: In total, 1882 patients have been enrolled across 385 centers in 37 countries (ASCLEPIOS I, N=927;

ASCLEPIOS II, N=955); the majority are female (>65%), Caucasian (>85%), and more than half (60%) had

received prior disease-modifying therapy (DMT). The mean age is 38.4 and 38.1 years, and the mean

duration of multiple sclerosis since the first symptom is 8.3 and 8.2 years, respectively. In each trial, the

mean EDSS score is 2.9 and approximately 40% of patients showed gadolinium-enhancing lesions on brain

MRI at screening.

Conclusions: The trials have successfully completed patient recruitment. Baseline characteristics of enrolled

patients are consistent with a typical RMS population and broadly comparable with other registration trials

in RMS, with a relatively high proportion of patients being previously exposed to one or more DMTs.
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