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Convalescent plasma was a common early treatment for COVID-19, but most clinical trial data does not 
support its efficacy. This trial tests whether rigorously selected COVID-19 convalescent plasma with 
neutralizing anti-SARS-CoV-2 antibodies is an efficacious treatment for adults hospitalized with COVID-
19. 

 

This was a multicenter, blinded, placebo-controlled randomized clinical trial of adults hospitalized with 
SARS-CoV-2 infection and acute respiratory symptoms for <14 days. Enrolled patients were randomized 
to 1 unit of COVID-19 convalescent plasma (n=487) or placebo (n=473). The primary outcome was 
clinical status (illness severity) 14 days after study infusion measured with a seven-category ordinal scale 
ranging from discharged from the hospital with return to normal activities to death. The primary 
outcome was analyzed with a multivariable ordinal regression model, with an adjusted odds ratio (aOR) 
<1.0 indicating more favorable outcomes with convalescent plasma than placebo. In secondary analyses, 
trial participants were stratified by the presence of endogenous anti-SARS-CoV-2 antibodies 
(“serostatus”) at randomization. The trial included 13 secondary efficacy outcomes, including 28-day 
mortality. 

 

Among 974 randomized patients, 960 were in the primary analysis. Clinical status on the ordinal 
outcome scale at 14 days did not differ between the convalescent plasma and placebo groups in the 
overall population (aOR: 1.04; 1/7 support interval (SI): 0.82-1.33), in patients without endogenous 
antibodies (aOR: 1.15; 1/7 SI: 0.74-1.80), or in patients with endogenous antibodies (aOR: 0.96; 1/7 SI: 
0.72-1.30). None of the 13 secondary efficacy outcomes were different between groups. At 28 days, 
89/482 (18.5%) patients in the convalescent plasma group and 80/465 (17.2%) patients in the placebo 
group had died (aOR: 1.04, 1/7 SI: 0.69-1.58). 

 

In adults hospitalized with COVID-19, plus those seronegative for anti-SARS-CoV-2 antibodies, treatment 
with convalescent plasma did not improve clinical outcomes. 



 
Trial Registration: ClinicalTrials.gov number: NCT04362176. 


