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Introduction:
Immunosuppressive agents used to treat generalized myasthenia gravis (gMG) have been associated with an increased risk of infection and reported to impair immunogenicity to vaccines, specifically the recently developed SARS-CoV-2 vaccines. MG has also been suggested as a risk factor for severe Covid. Efgartigimod, a modified human IgG1 Fc fragment with increased affinity for neonatal Fc receptor (FcRn), blocks FcRn-mediated IgG recycling, leading to a rapid reduction of IgG. It is being evaluated in multiple autoimmune diseases, including gMG. 

Methods:
We identified patients who were treated with efgartigimod that had been vaccinated prior to or during clinical studies in gMG (n=12) and pemphigus (n=15). Protective IgG antibody serum titers were measured for several pathogens in pemphigus patients throughout the study, regardless of vaccination history. Patients with gMG were vaccinated during the clinical studies and IgG levels were monitored to evaluate immune response. 

Results:
gMG patients were vaccinated during and prior to efgartigimod treatment, at variable time points. Most patients received an influenza vaccine, and one also received a pneumococcal vaccine. Clear immune responses were seen to all pneumococcal and most influenza strains, except in one patient. The response persisted even with additional efgartigimod treatment. In the pemphigus study, anti-vaccine antibody titers followed the total IgG reduction but remained above determined protective levels in most cases, returning to baseline with treatment cessation.

Conclusions:
The data from these studies indicate that vaccination during or prior to efgartigimod treatment, does not hinder the ability of gMG patients to mount an immune response to those vaccines studies. 










Disclosures:

The ADAPT, ADAPT+, and phase two study in pemphigus were funded by argenx.

JTG has served as a consultant in past 12 months for Immunovant, Alexion, Apellis, Momenta, Ra Pharma, Grifols, Jacobus, Becton Dickinson, Cabaletta, Regeneron, Argenx, Janssen, UCB, Toleranzia and Piedmont Pharmaceuticals. He receives industry grant support from UCB pharma for a fellowship training grant. Full disclosure statement available at: https://dcri.org/about-us/conflict-of-interest/. He is a MG trial site investigator for: Alexion, Janssen, UCB Pharma, Argenx, Takeda; receives grant/research support from: NIH (NIAID, NINDS, NIMH), Centers for Disease Control and Prevention, and the Myasthenia Gravis Foundation of America

JWS receives research and salary support from the National Institutes of Health, Cellective Inc., the Jeffrey Modell Foundation, and is consultant for agenx.

SS, MS, DG, HDH are employees of argenx.

KW reports on disclosures

AA has received research support from X4, Grifols, Astra-Zeneca. Consultant for CSL, Optinose, Sanofy-Genzyme (last 12 months).

JFH has received research support from Alexion Pharmaceuticals, argenx BVBA, the Centers for Disease Control and Prevention (Atlanta, GA, USA), the Muscular Dystrophy Association, the National Institutes of Health (including the National Institute of Neurological Disorders and Stroke and the National Institute of Arthritis and Musculoskeletal and Skin Diseases), Ra Pharmaceuticals, Consulting fees/honoraria from Alexion Pharmaceuticals, argenx BVBA, Immunovant, Ra Pharmaceuticals (now UCB Biosciences), Regeneron Pharmaceuticals and Viela Bio Inc.  and non-financial support from Alexion Pharmaceuticals, argenx BVBA, Ra Pharmaceuticals (now UCB Biosciences) and Toleranzia.




