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Background Exploratory Endpoints: Biomarker Results

Progression from mild to severe coronavirus disease (COVID-19) correlates with humoral and cellular immune signatures that adjust
to a multiplying SARS-CoV-2 viral load.}2 Enhancing immunity with host-directed therapy, such as sargramostim (yeast-derived, Sargramostim reduced the viral load by day 14 The vaccinated-sargramostim arm had the greatest proportion of patients Sargramostim treatment of vaccinated patients was correlated with an
recombinant human granulocyte-macrophage colony-stimulating factor [rhu GM-CSF]), may prevent disease progression and reduce

severity. The aim of this study was to evaluate the effect of sargramostim on the progression of mild/moderate COVID-19 to severe 101 patients consented and provided samples for assessment of biomarkers and viral load (sargramostim n=50, placebo n=51). Treatment with reactive anti-SARS-CoV-2 antibodies increase in FCGR2B binding and greater viral load clearance
disease. roups were well-balanced for mean age, sex, race, ethnicity, body mass index (BMI), and vaccination status. Patients in the biomarker : : : ; ; P ;
& h pt ble to th ”g t' p ’ I' tion i ty' yf q h( )('j baseline di h ' teristics. Most patients in th The proportion of patients with anti-SARS-CoV-2 IgG reactivity was more pronounced in the vaccinated-sargramostim arm despite baseline In vaccinated patients, the sargramostim arm had an increased correlation between FcGR2B binding and viral load clearance.
C? ort were comparable to the overall study po'pu ationinterms ot demographic and baseline disease characteristics. viost patients in the IgG non-reactivity. Patients with low viral load clearance tended to be in the vaccinated-placebo arm with lower FcGR2B binding.
M th d biomarker cohort had the delta SARS-CoV-2 variant.
. . . . ) ) Figure 5. Serum IgG Reactivity at Baseline . . .
e oas Viral load clearance (change from baseline) was greater in the sargramostim arm at day 14 (p=0.0137). Viral load was undetectable in a 6. Anti-SARS.CoV-2 leG o IgG4 did not correlate with viral load clearance.
- - - - - - - ; ; ; i U inated Figure 6. Anti-SARS-CoV- Reactivity Over Time
This prospective, randomized, double-blind, placebo-controlled study enrolled symptomatic vaccinated and unvaccinated non- larger proportion of patients on the sargramostim arm by day 14 (87.5% vs 65.2%). © 100 Vaccinated Unvaccinate - Roaciive o 100m J & ¥ Figure 10. Comparison of Change in Viral Load, 1gG4 Expression, and FcGR2B Binding Across SARS-CoV-2
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