Seven-Year Safety and Efficacy Outcomes for Ublituximab Treatment in Relapsing MS
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BACKGROUND METHODS
CONCLUSIONS — . . . — :
 After 2 years of randomized, active-controlled treatment during the DBP in ULTIMATE | (N=549) and Il (N=545) studies, RMS patients either continued UBL treatment (UBL-UBL) or switched

. Early initiation of UBL and continued treatment over a « Ublituximab (UBL) is a novel monoclonal antibody that targets a unique epitope of CD20 and is

_ _ _ _ _ glycoengineered for enhanced antibody-dependent cellular cytotoxicity (ADCC)' and Fcy-receptor (FcyR) from TER to UBL (TER-UBL).
period of 7 years provided MS patients with sustained binding, enabling administration at lower doses with shorter infusion times. 23 - All safety and efficacy analyses were based on the pooled ULTIMATE | and Il participants, who received at least one dose of UBL in the DBP and OLE.5
C||n|Ca| beneﬂt « Ublituximab, approved for re|apsing mu|t|p|e sclerosis (RMS) in adults, demonstrated Signiﬁcant clinical ° AdeSted annualized relapse. rate (ARR) was analyzec:l USing generalized eStimating. equations. The 24-week Confirmed Dlsablllty ProgreSSion (CDP) and 24-week Confirmed Dlsablllty
. . benefit vs teriflunomide (TER) in two identical Phase 3, randomized, multicenter, double-blind, active- Improvement (CDI) were estimated by the Kaplan-Meier method and a Cox regression model.
 The ARR at Year 7 of continuous treatment with control studies evaluating the efficacy and safety of UBL versus TER over approximately 2 years in » 24-week CDP was defined as an increase of 1.0 point from the baseline EDSS score if the baseline score was <5.5 or an increase of 20.5 points if the baseline score was >5.5, sustained
UBL was 0.018. participants with relapsing multiple sclerosis (RMS), in ULTIMATE | and I1.4 for at least 24 weeks.
. Patients treated with UBL . | hibited . These benefits were sustained through 6 years of continuous UBL treatment.5© « 24-week CDI was defined as a reduction from the baseline EDSS score of 21.0 point, or 20.5 points if the baseline EDSS score was >5.5, sustained for at least 24 weeks.
WIS Wit lioe il SRlinEEILE 2anilehidel & . Results from 2 years of the double-blind period (DBP) and 5 years of the open-label extension (OLE) have - Safety analyses were performed on patients treated with UBL in DBP and OLE, and patients who received UBL in the OLE phase after switching from TER. COVID events were excluded.
lower rate of disability progression compared to those yielded 7 years of long-term data on the safety and efficacy of ublituximab, which are presented here. - All patients with evaluable data as of 31 December 2025 were included in the analysis, adding approximately 610 patient-years of exposure to the prior 6-year analysis.®

initially treated with TER, demonstrating the benefits of
early initiation of high-efficacy disease-modifying RESU LTS

therapies.
Figure 1. Patient Disposition During 7 Years of ULTIMATE I/ll and OLE g Figure 2. ARR During 7 Years of ULTIMATE l/ll and OLE Figure 3. 24-Week CDP during 7 Years of Ublituximab Treatment

* The overall safety profile of UBL remained consistent

over 7 years of continuous treatment in an exposure- . . N .
. y . P Patients randomized during the double-blind, active-controlled treatment period » The continuous and switch cohorts exhibited low ARR during the OLE phase » At Year 7 since randomization, 24-week CDP was observed in 11.7% and 17.4% (p=0.0148) of
adjusted analysis of AEs. in ULTIMATE | and I £<0.0001 £<0.0001 participants in the continuous and switch cohorts, respectively.
* Mean serum IgG and IgM levels remained above LLN i 0.20 [§ TERduring DBP — IJ%TI/HEIE
_ ) 0.186 0.182 . . .
on continuous UBL treatment for 7 years. I ] p<0.0001 [l UBLduring DBP and continued UBL in OLE Year2  Year3*  Yeard*  Year5  Yearg*  YearT*
. : : : - .S =0. =0.023 =0. =0. =0.
Assigned to Ublituximab during DBP Assigned to Terlfllinomlde during DBP 58.5% !I Switched from TER to UBL at OLE ..é _ 25 - N. (p=0.0038)  (p 7)  (p=0.0022)  (p=0.0120) (p=0.0201)
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