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           April 6, 2022 
 

Distribution of Sotrovimab Paused  

to all U.S. States and Territories  

On April 5, 2022, the Centers for Disease Control and Prevention (CDC) estimated the proportion of 
COVID-19 cases caused by the Omicron BA.2 variant to be above 50% in all U.S. Department of  
Health and Human Services (HHS) regions. Due to these data, use of sotrovimab is not authorized in 
any U.S. state or territory at this time. Accordingly, and effective immediately, the HHS Office of 
the Assistant Secretary for Preparedness and Response (ASPR) has paused sotrovimab 
distribution to all U.S. states and territories.  

The FDA has updated the Fact Sheet for sotrovimab to reflect product use restrictions. The FDA 
statement can also be found here. 
 
The FDA recommends that health care providers in all U.S. states and territories use alternative 
authorized therapy until further notice. Currently authorized alternative treatments are available for 
distribution. These include, Paxlovid® (an oral antiviral treatment) and molnupiravir (an alternative 
oral antiviral for patients for which Paxlovid is not appropriate or accessible). Additionally, 
bebtelovimab is an alternative monoclonal antibody therapy that is currently authorized and available 
for distribution. Based on similar in vitro assay data currently available, these products are likely to 
retain activity against the BA.2 variant. All treatment delivery sites can continue ordering Paxlovid®, 
molnupiravir (Lagevrio), and bebtelovimab from the authorized distributer by following the existing 
ordering and reporting procedures. 

Health care providers should review the Antiviral Resistance information in Section 15 of the 
authorized Fact Sheets for each monoclonal antibody and oral antiviral therapy available under 
an EUA for details regarding specific variants and resistance. Health care providers should also refer 
to the CDC website (https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/variant-
proportions.html) and information from state and local health authorities regarding reports of viral 
variants of importance in their region to guide treatment decisions.   
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COVID-19 Emerging Treatments Update 

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcovid.cdc.gov%2Fcovid-data-tracker%2F%23variant-proportions&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=qfrVG9m%2Bl4%2Fpjxt%2FdygR%2BxVzOL6LbB%2F0%2BeoPTrBvoI4%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fmedia%2F149534%2Fdownload&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=BRejP2xG1KAb6n5pBtRVhJk%2FZhgJ%2FtKsQ3hR5B60jFk%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fdrugs%2Fdrug-safety-and-availability%2Ffda-updates-sotrovimab-emergency-use-authorization&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=K%2FZo7V3n2j6v8%2BqZxsv2VFyo0x5%2BbpfzQHcd%2B2vCmuA%3D&reserved=0
https://www.ihs.gov/sites/nptc/themes/responsive2017/display_objects/documents/covid/NPTC-Emerging-Treatment-Update-EUA-nirmatrelvir-ritonavir.pdf
https://www.ihs.gov/sites/nptc/themes/responsive2017/display_objects/documents/covid/NPTC-Emerging-Treatment-Update-EUA-molnupiravir.pdf
https://www.ihs.gov/sites/nptc/themes/responsive2017/display_objects/documents/covid/NPTC-Emerging-Treatment-Update-new-EUA-bebtelovimab.pdf
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Femergency-preparedness-and-response%2Fmcm-legal-regulatory-and-policy-framework%2Femergency-use-authorization%23coviddrugs&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=y5VafR1Cz4FPGc%2FmeibU8f8bcHNZYIGGK55kdMoepbM%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcovid.cdc.gov%2Fcovid-data-tracker%2F%3FCDC_AA_refVal%3Dhttps%253A%252F%252Fwww.cdc.gov%252Fcoronavirus%252F2019-ncov%252Fcases-updates%252Fvariant-proportions.html%23variant-proportions&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=iZf2b0iq1qFvU71wfFYY8jfuxjouLb4jJ9Uh1KhQT0Q%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcovid.cdc.gov%2Fcovid-data-tracker%2F%3FCDC_AA_refVal%3Dhttps%253A%252F%252Fwww.cdc.gov%252Fcoronavirus%252F2019-ncov%252Fcases-updates%252Fvariant-proportions.html%23variant-proportions&data=04%7C01%7CKhalilah.Wyatt%40hhs.gov%7C749ea4fc6c0f48d1945008da1735f5be%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637847817758204896%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=iZf2b0iq1qFvU71wfFYY8jfuxjouLb4jJ9Uh1KhQT0Q%3D&reserved=0
https://aspr.hhs.gov/COVID-19/Therapeutics/updates/Pages/important-update-5April2022.aspx
https://aspr.hhs.gov/COVID-19/Therapeutics/updates/Pages/important-update-5April2022.aspx
https://www.fda.gov/drugs/drug-safety-and-availability/fda-updates-sotrovimab-emergency-use-authorization
https://www.fda.gov/media/149534/download



