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Intended Population Treatment of mild-to-moderate coronavirus disease 2019 
(COVID-19) in adults and pediatric patients (12 years of age 
and older weighing at least 40 kg) with positive results of direct 
SARS-CoV-2 viral testing, and who are at high risk for 
progression to severe COVID-19, including hospitalization or 
death 

 
I. Summary of Fact Sheet Revision 
 
In the Fact Sheet for Healthcare Providers the Sponsor proposes to remove the 
requirement to prime the infusion set with a separate 0.9% sodium chloride injection. The 
rationale for this change is to simplify the administration process and maintain 
consistency with standard clinical practice.  

II. Recommendations  
 
The proposed revision to the Fact Sheet for Healthcare Providers is acceptable and does 
not alter the benefit-risk analysis or conclusion in the initial review to support authorization 
of EUA 100.   
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