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		Abstract

		Background: The SAVE-MORE trial demo that anakinra treatment in COVID-19 pneumonia with plasma suPAR (soluble urokinase plasminogen activator) 6ng/ml or more was associated with 0.36 odds for worse outcome compared to placebo as expressed by the WHO-CPS (Clinical Progression Scale) at day 28. Subgroup analyses and long-term outcomes are reported.

Methods: SAVE-MORE was a prospective, double-blind randomized clinical trial that was designed following advice from the Emergency task Force for COVID-19 of the European Medicines Agency. Pre-defined subgroups according to the Charlsonâ€™s comorbidity index (CCI), gender, age, level of suPAR and time from symptoms onset were analyzed for the primary and main secondary endpoints at day 28. WHO-CPS score at days 60 and 90 and the cost of hospitalization were also compared. 

Findings: Multivariate analysis showed that anakinra treatment was accompanied by significantly less odds for worse outcome compared to placebo at day 28 for all studied subgroups (odds ratio 0.34 when CCI â‰¥2 or more; 0.38 when CCI < 2; 0.35 with suPAR > 9 ng/ml; 0.35 with suPAR â‰¤9 ng/ml; 0.39 for patients â‰¥ 65 years old; and 0.29 for patients < 65 years). The benefit was uniform irrespective of the time from start of symptoms until the start of the study drug. Similar benefit was shown for most of the secondary outcomes within subgroups. At day 60, anakinra treatment had 0.40 odds for worse outcome compared to placebo; this was 0.50 at day 90. The costs of general ward stay, ICU stay, and drugs were decreased with anakinra treatment. 

Interpretation: Benefit from anakinra was found in all subgroups and irrespective of timing of administration. Benefit was prolonged until day 90.

Trial Registration: EudraCT number, 2020-005828-11; ClinicalTrials.gov NCT04680949)

Funding: Hellenic Institute for the Study of Sepsis; Swedish Orphan Biovitrum AB
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