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Conclusions
• This post hoc analysis revealed no clinically relevant differences in OMB treatment 

outcomes for RMS patients of different racial/ethnic groups in the ASCLEPIOS I/II and 

APOLITOS trials 

‒ OMB showed a comparable reduction in ARR

‒ No clinically significant difference was observed regarding PK, B-cell depletion and the 

safety profile

‒ The safety profile was consistent with the overall population with no discernible trends/safety 

signals2

• The approved dosing regimen of OMB s.c. has been justified across racial/ethnic 

groups and collection of safety and efficacy data will be continued in future studies

References

SRD has received consultant fees from Novartis and research grant funding (clinical trials) from Novartis, MAPI Pharma, NIH/NINDS and NMSS. MJW has received
Consulting fees from EMD Serono,Novartis, Abbvie, Alexion, Biogen, Sanofi, Genentech, Jannsen, and Bristol Myers Squibb; and speaking fees from Genentech,
Biogen, EMD Serono, Novartis and Bristol Myers Squibb. JN has received honoraria from Abbvie, Alexion, Astellas, Biogen, Chugai, CSL-Behring, Daiichi-Sankyo,
Eisai, Fujimoto Pharma, JB, Mitsubishi-Tanabe, Novartis, Otsuka, Sanofi, Sumitomo Dainippon and Takeda; consultant fees from Alexion, Biogen, Chugai, Mitsubishi-
Tanabe, and Novartis; research scholarships from Abbvie, Böehringer-Ingelheim, Chugai, Daiichi-Sankyo, Eisai, Eli Lilly, JB, Kyowa-Kirin, Mitsubishi-Tanabe, MSD,
Otsuka, Pfizer, Shionogi, Sumitomo Dainippon, Takeda and Tsumura; research grants from Biogen, Keio University and Japanese Government (MEXT and MHLW).
MB, GG, EP, HY, DAH, RW, CK, CX, MH, DS, WS, and KR are employees of Novartis.

Disclosures

Abbreviations

1. KESIMPTA® [Prescribing Information]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; Aug 2020. 2. Hauser SL, et al. N Engl J Med. 2020;383:546–57. 3. 

Samjoo A, et al. J Comp Eff Res. 2021;9:1255-1274.  4. Amezcua, L and McCauley J. Mult Scler 2020; 26: 561–567.

AE, adverse event; ARR, annualized relapse rate; CI, confidence interval; MS, multiple sclerosis; OMB, ofatumumab; PD, pharmacodynamics; PK, pharmacokinetics; 

RR, rate reduction; RMS, relapsing multiple sclerosis; SAE, serious adverse event; TER, teriflunomide.

The study was supported by Novartis Pharmaceuticals Corporation. Editorial support was provided by Juliel Espinosa, PhD of Alphabet Health, New York, NY, USA and 

was funded by Novartis Pharmaceuticals Corporation. This poster was developed in accordance with Good Publication Practice (GPP3) guidelines. Authors had full 

control of the content and made the final decision on all aspects of this poster. This poster was previously presented at the American Academy of Neurology (AAN) 

Virtual Annual Meeting, 2021.

Acknowledgements

*included patients who received OMB in the trial

Figure 3. Safety of OMB

aAustralia, Canada, Singapore, Switzerland, UAE, Albania, Argentina, Japan and India

Background
• OMB is a fully human anti-CD20 monoclonal antibody approved for the treatment of 

RMS in adults in the US1 and other countriesa

• OMB, administered as monthly 20 mg (in 0.4 ml) subcutaneous (s.c.) injection, 

demonstrated superior efficacy and a favorable safety profile versus teriflunomide in 

RMS patients in the Phase 3 ASCLEPIOS I/II trials1,2

• OMB is amongst the most efficacious medications in RMS, according to a network 

meta-analysis3

• The MS disease course varies between racial/ethnic groups.4 However, differences 

in response to treatment outcomes may exist

• Post hoc analysis included data from patients who received OMB 20 mg s.c.

• Subgroup analyses were planned to check for numerical consistency between 

racial/ethical groups (subgroups are not powered)

• Study outcomes: Efficacy (ARR), pharmacokinetics (PK), pharmacodynamics (PD), 

and safety

Methods

Objective
• To compare OMB treatment outcomes in RMS patients across different 

racial/ethnic groups in the ASCLEPIOS I/II and APOLITOS trials 

Results

PK and PD

• OMB pre-dose concentrations were comparable across groups in the ASCLEPIOS 

trials and slightly higher in Japanese patients in the APOLITOS trial, consistent with 

the lower mean body weight in this subgroup (Figure 2)

PK: 

• A population-PK analysis of PK data of RMS patients showed minor but not clinically 

significant differences between racial/ ethnic groups and PK parameters

PD:

• No clinically relevant difference in the level of B-cell depletion was observed among 

these populations

• In the APOLITOS trial, OMB was associated with a consistent depletion of CD19+ B-

cells and CD3+CD20+ T-cells in Asian and Caucasian patients, indicating a similar 

PD response

Efficacy (Annualized Relapse Rate)

• ARR was low in all racial/ethnic patient groups on ofatumumab treatment (Figure 1)

Safety
• No meaningful differences were observed in the pattern, incidence, and severity of AEs 

(Figure 3)

Figure 1. Efficacy of OMB

*In the APOLITOS extension, ARR in the continuous OMB group (0.081) was similar to that of Phase 3 trial and other ethnic groups (Saida T, et al. Poster 

presentation at AAN 2021)

Figure 2. PK: Pre-dose OMB concentration and B cell levels
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