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INTRODUCTION

RESULTS

Background and Objectives Study Design

▪ Ublituximab is a novel monoclonal antibody that targets a unique epitope of 

CD20 (Figure 1) and is glycoengineered for enhanced antibody-dependent 

cellular cytotoxicity 

▪ Ublituximab is administered in lower doses with shorter infusion times than 

other currently available anti-CD20 therapies 

Primary Objective
To evaluate the efficacy and safety of ublituximab compared 

with teriflunomide in patients with relapsing multiple sclerosis

Primary Endpoint (by individual study): To

ARR at 96 wks (number of confirmed MS relapses in a year)

Pre-specified Pooled Analysis:
Time to CDP for at least 12 weeks
Time to CDP for at least 24 weeks
Time to CDI for at least 12 weeks
Time to CDI for at least 24 weeks

ID47

Adapted from Ancau et al 2019. 1de Romeuf et al. 2008; 2Bellon et al. 2011; 3Bennett et al. 2011 (p.41); 4Teeling et al. 2006. 
ADCC: antibody-dependent cellular cytotoxicity; ADCP: antibody-dependent cellular phagocytosis; CDC: complement-
dependent cytotoxicity; D: day; MS: multiple sclerosis; wk: week. a Initial infusion time over 4 hours; b Initial infusion time 
over 2.5 hours ; *after initial dose

MRI: T1 and T2 Lesions

No Evidence of Disease Activity (NEDA)

Primary Endpoint
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Disability

▪ In the Phase III ULTIMATE I & II studies ublituximab met its primary endpoint of ARR and reduced MRI 

parameters compared with teriflunomide

▪ A very low rate of disability progression was observed with ublituximab, with >94% of patients showing no 12-

week CDP, and >96% of patients showing no 24-week CDP, although neither was statistically different from 

teriflunomide

▪ In a pre-specified pooled tertiary analysis, ublituximab increased the proportion of patients with 12-week CDI 

and 24-week CDI 

▪ A significantly higher percentage of patients treated with ublituximab achieved NEDA compared with 

teriflunomide

▪ Ublituximab exhibited a favorable safety and tolerability profile with no unexpected safety signals

▪ These data are being prepared for marketing authorization application submissions in the US and EU 

CONCLUSIONS

*After completing Week 96, patients entered into a 20-week safety follow-up and were eligible to enroll into an open-label extension study.

• Modified Intention-to-Treat MRI (mITT-MRI) 
population: all subjects in the ITT population with at 
least one dose and one baseline and post-baseline 
efficacy and MRI efficacy assessments

• Modified Intention-to-Treat MRI (mITT-MRI) 
population: all subjects in the ITT population with at 
least one dose and one baseline and post-baseline 
efficacy and MRI efficacy assessments

Figure 8. Proportion of Patients With Ig Levels <LLN

Table 2a: Most Common Adverse Events

The modified Intention-to-Treat (mITT) population 
consists of all subjects in the ITT population who 
received at least one dose of study medication and 
had at least one baseline and post-baseline efficacy 
assessment. Logistic regression model with 
covariates treatment, region, baseline EDSS strata 
and log transformed baseline MRI counts (T1 
unenhancing, T2, Gd enhancing).

Safety

Table 2b. Serious Adverse Events

▪ Three total malignancies were reported
▪ 2 ublituximab (endometrial, uterine) 

versus 1 teriflunomide (tongue)
▪ Three total deaths occurred

▪ Ublituximab: pneumonia, encephalitis 
(post-measles), salpingitis

▪ 1 death was deemed possibly related to 
treatment (pneumonia)

▪ No cases of progressive multifocal 
leukoencephalopathy (PML)

AE: adverse event. IRR: Infusion-related reaction. IRR includes AEs designated as IRR in the CRF. AEs included within IRR are not included in individual preferred terms 

Immunoglobulins

Demographics and Disease Characteristics

Figure 3. Patient Disposition and Analysis Population

Patient Disposition & Analysis Population

Data represented as n (%). *Others include: alternative treatment and COVID-19. 
Modified Intent-to-Treat population: All patients in the ITT population who received at least one dose of study drug and had at least one 
baseline and post-baseline efficacy assessment. *Untreated with disease-modifying therapy in 5 years prior to study entry. DMT:
disease-modifying therapy; EDSS: expanded disability status scale; Gd+: gadolinium-enhancing; MS: multiple sclerosis.

The modified Intention-to-Treat (mITT) population consists of all subjects in the ITT population who received at least one dose of study medication and had at 
least one baseline and post-baseline efficacy assessment. Based on negative binomial model (GEE) for the relapse count per subject with logarithmic link 
function, treatment, region, and baseline EDSS strata as covariates and log (years of treatment) as offset. CI: confidence interval.

Based on negative binomial model (GEE) with logarithmic link function, covariates treatment, region, baseline EDSS strata, baseline number of lesions (0/>=1) and an offset based on the
log-transformed number of  post-baseline MRI scans. MRI assessed by Independent Review

Hazard ratio is estimated using Cox regression model with treatment group as covariate stratified by region, baseline EDSS and study. P-value is from stratified log-rank test. UTX: ublituximab; 
Teri: teriflunomide

• Modified Intention-to-Treat MRI (mITT-MRI) 
population: all subjects in the ITT population with 
at least one dose and one baseline and post-
baseline efficacy assessments

• Modified Intention-to-Treat MRI (mITT-MRI) 
population: all subjects in the ITT population with 
at least one dose and one baseline and post-
baseline efficacy assessments

SAE: serious adverse event; SOC: system organ class

LLN: Lower Limit of Normal

In ULTIMATE I & ULTIMATE II, ublituximab, a one-hour infusion, demonstrated robust efficacy and a favorable 
safety profile that benefited RMS patients


