Clinically Relevant Anti-Vaccine and Virus Antibodies in Patients With Sjogren’s Disease
Treated With Nipocalimab: Post-Hoc Analysis of the DAHLIAS Study
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Q Nipocalimab reduced pre-existing anti-vaccine antibodies to
a similar extent as total IgG, consistent with the mechanism

of action of nipocalimab; most nipocalimab-treated

participants who were immune to TT and VZV at baseline

Background Methods
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Objective

To assess the impact of nipocalimab on pre-existing anti-vaccine antibodies to tetanus toxoid (TT) and

varicella zoster virus (VZV), and the humoral responses to Severe Acute Respiratory Syndrome Coronavirus-2 : : : :
o o ( ), o o ° p ° - p y .y grOUpS Wlth avallable SampleS WeEre InCIUded In the Anti-SSA=anti-Sjégren's syndrome-related antigen, ClinESSDAI-=Clinical European League Against Rheumatism Sjégren’s Syndrome Disease Activity Index, IV=intravenous,
(SARS-CoV-2) infection and vaccination in a post-hoc analysis of participants enrolled in the DAHLIAS study analysis R=randomization, SjD=Sjégren’s Disease, W=week

e Mount IgG responses to infection and vaccination

e Participants in the placebo and the 15 mg/kg nipocalimab e Follow recommended vaccination schedules

Results

Nipocalimab treatment significantly and reversibly
reduced total IgG levels in participants with
Sjogren's Disease

Most participants remained protected during the study, despite reductions in pre-existing anti-TT IgG and

anti-VZV IgG due to nipocalimab Nipocalimab-treated participants mounted IgG responses to SARS-CoV-2 antigens during acute infection and upon vaccination

e Nipocalimab 15 mg/kg produced a minimum reduction in e Nipocalimab reduced pre-existing anti-TT and anti-VZV consistent with the mechanism of action of nipocalimab in the DAHLIAS study (Figure 3) e Participants with SARS-CoV-2 acute infection in the nipocalimab 15 mg/kg (n=3; 2 mild, 1 moderate) had increased levels of anti-spike and anti-nucleocapsid antibodies; all infections resolved without complications
total IgG of 61%, which was consistent with its mechanism of (Figure 4A)

action (Figure 2) e Nipocalimab reduced anti-TT IgG (Figure 3A) and anti-VZV IgG (Figure 3C) levels to a similar extent as total IgG levels; the majority of participants

were able to maintain anti-TT IgG (Figure 3B) and anti-VZV IgG (Figure 3D) levels above the protective threshold e All participants receiving SARS-CoV-2 vaccination mounted a humoral response as shown by increases in anti-spike antibodies; no humoral responses were observed against nucleocapsid, since nucleocapsid is not part

: : : : . f th ine (Fi 4B
e Anti-TT IgG and anti-VZV IgG levels returned to baseline after treatment cessation (Figures 3B and 3D) of the vaccine (Figure 4B)

FIGURE 2: Observed pre-dose (minimal) reduction in total FIGURE 3: Levels of pre-existing anti-TT IgG (A and B) and anti-VZV (C and D) IgG during nipocalimab treatment FIGURE 4: Levels of anti-spike/S1 RBD/nucleocapsid IgG and total IgG during nipocalimab treatment following COVID-19 infection (A) and COVID-19 vaccination (B)
IgG in participants with Sjogren’s Disease
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IgG=immunoglobulin G, IQR=interquartile range.

BL=baseline, IlgG=immunoglobulin G, IQR=interquartile range, TT=tetanus toxoid, VZV=varicella zosters virus, W=week. AU-=arbitrary unit, COVID-19=coronavirus disease 2019, IlgG=immunoglobulin G, RBD=receptor-binding domain, SARS-CoV-2=Severe acute respiratory syndrome coronavirus-2.
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