The REDPINE Study: Efficacy and Safety of Remdesivir in People With Moderately and Severely
Reduced Kidney Function Hospitalised for COVID-19 Pneumonia
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The primary endpoint (composite of all-cause mortality or invasive Table 1. Baseline Characteristics of Trial Participants (Safety Analysis Set?)

Figure 2. KaplanDMeier Estimate of Time to All-cause Death or IMV Through Day 29 for (A) All Participants or Those With (B) AKI, (C) CKD, or (D) ESKD at Baseline? (Full Analysis Set)
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parallel-group, multicentre study conducted internationally at 55 centres
across 5 countries (Brazil, Portugal, Spain, the United Kingdom, and
the United States; EudraCT Registration Number: 2020-005416-22;
ClinicalTrials.gov Identifier: NCT04745351)

— Eligible participants had confirmed severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) infection, were hospitalised with severe

Efficacy

— Kaplan—Meier estimates for all randomised and treated participants with
all-cause death or IMV by Day 29 were 30% for the RDV group and 34% for
the placebo group (HR, 0.82;95% ClI, 0.50-1.32; P = 0.61; Figure 2A)

— All-cause death by Day 29 occurred in 41 (25%) and 23 (29%) participants
in the RDV and placebo groups, respectively (HR, 0.83; 95% CI, 0.50-1.39;

AKI, acute kidney injury; BMI, body mass index; CKD, chronic kidney disease; ESKD, end-stage kidney disease; RDV, remdesivir; Placebo group 20 20 20 20 16 16 16 16 15 15 15 14 13 13 13 13 Placebo group 30 30 27 26 25 25 25 25 24 23 22 22 22 21 21 21
SD, standard deviation;

“The safety analysis set included all participants who were randomised into the study and received 21 dose of study drug. 0 0 0 3 4 4 4 5 5 5 5 6 6 6 6 6 0 1 4 4 5 5 5 6 7 7 8 8 9 9 9 9
°For categorical data, P value was from the Cochran—Mantel-Haenszel test (general association statistic was used for nominal data, and row
means score differ statistic was used for ordinal data). For continuous data, P value was from the Wilcoxon rank-sum test.

°Some participants were not permitted to disclose their race because local regulators did not allow collection of such information. Values for those
not permitted to disclose were excluded from percentage and P value calculations.

‘Includes participants who were Native Hawaiian or Pacific Islander, other, or not permitted to disclose race.

AKI, acute kidney injury; Cl, confidence interval; CKD, chronic kidney disease; ESKD, end-stage kidney disease; HR, hazards ratio; IMV, invasive mechanical ventilation
2Participants who did not initiate IMV or die by Day 29 were censored on their last study day or Day 29, whichever was earlier.
"Represents the number of participants remaining at the beginning of the interval.
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IMV, invasive mechanical ventilation; IV, intravenous; RDV, remdesivir.
2249 participants were randomised, but 6 were not treated.
*If a participant was discharged prior to Day 29, a phone follow-up was completed on Days 29 and 60.

the concentration-time curve over the dosing interval (AUC_ ) increased up
to 5-fold compared with participants with normal renal function®
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