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FDA Issues COVID-19 PHE Guidance 

• On Mar. 10, FDA issued guidance regarding which FDA guidance documents will extend 
beyond the ending of the public health emergency (PHE).  

• The PHE is expected to end on May 11, 2023.  
• Twenty-two guidance documents will expire when the PHE ends on May 11, 2023. See Table 1 

of the new guidance for a list of these documents.  
• Twenty-two guidance documents will continue in effect for 180 days after the PHE declaration 

expires, then will no longer be in effect. This provides a wind-down period for these 
requirements. See Table 2 of the new guidance.  

• Twenty-four guidance documents will continue in effect for 180 days after the PHE declaration 
expires, during which time FDA plans to further revise these documents. See Table 3 of the 
new guidance.  

• Four guidance documents’ duration is not tied to the COVID-19 PHE and will remain in effect 
when the COVID-19 PHE declaration expires. See Table 4 of the new guidance. 

 
  
See the guidance for additional requirements. 
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For questions, please reach out to Tyler Thorne.  
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